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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Cratbsa 1. NMpeameT perynupoBaHusa HacTtoswwero PeanepanbHOro 3akoHa

1. Hacrosmuit @enepanbHbIi 3aKOH PETyJIUPYeT OTHOIICHHSI, BOSHUKAIOIINE B CBSI3U C OOpaIIeHHEM
- pa3pabOTKOM, MOKIMHUYECKHUMH HCCICAOBAHUSMHU, KIMHUYECKUMHU HCCIICOBAHUAMHM, IKCIIEPTU3OM,
rOCy/lapCTBEHHOM pErucTpalnueil B COOTBETCTBHM C HactosmuMm DenepaibHbIM 3aKOHOM (manee -
rocyJapCTBEHHAsi pErUCTpallsl) Ui PErucTpalueii B COOTBETCTBUU C MEXKIYHAPOAHBIMUA JOTOBOPAMH U
aKTaMH, COCTaBJISIOUIMMH TpaBo EBpasuilckoro 3KOHOMHUYECKOTO cOI03a (Jajnee - perucrpainus), co
CTaHAapTU3alMed U C KOHTPOJEM KauyecTBa, MPOU3BOJICTBOM, U3TOTOBJICHUEM, XPaHEHUEM, TIEPEBO3KOM,
BBO30M B Poccuiickyro ®enepaunto, BbiBO30M M3 Poccuiickoil ®denepanuu, pekjIaMoM, OTIIYCKOM,
peanu3anuei, nepegadeii, I(PUMEHEHUEM, YHUYTOXEHUEM JICKaPCTBEHHBIX CPEJICTB.
(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

2. Hacrosimmii denepanpHplil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOIO PETyIMPOBAaHUS
0e30macHOCTH, KauecTBa U 3((HEeKTUBHOCTH JICKAPCTBEHHBIX CPECTB IIPU UX OOPALIEHUU.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-d3)

Cratbs 2. Chepa npumeHeHns HacTosiwero ®egepanbLHOro 3akoHa

Hacrosiuit denepanpHplii 3aKOH IPUMEHSAETCS K OTHOIIEHHUSM, BOSHUKAIOIIKMM IpU OOpaleHuu
JICKApCTBEHHBIX CPEJICTB Ha TeppuTopuun Poccuiickoit Oenepanuu.

CraTtba 3. 3akoHOoAaTeNnbLCTBO 06 OOpaLleHnn neKapCcTBEeHHbIX CPeacTB

1. 3akoHOATENBCTBO 00 OOpaIIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT U3 HACTOSIIETO
denepallbHOTO 3aKOHA, APYTUX (QeAcpaTbHBIX 3aKOHOB W WHBIX HOPMATHBHBIX ITPABOBBIX AaKTOB
Poccuiickoit deneparuu.

1.1. 3akoHO1aTENNBCTBO 00 OOpAIllEHUH JIEKApCTBEHHBIX CPEJICTB B OTHOIIEHUH FOPUIMYECKUX JIUIL U
WHJIUBUIIYAIbHBIX  NpPEANpPUHUMATENEH,  OCYHIECTBISIOIIUX  AESATENIbHOCTH  HA  TEPPUTOPUHU
MEXIYHApOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS ¢ YYETOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®enepanbHbIM 3ak0HOM OT 29 nroHs 2015 roga N 160-®3 "O MexxayHapOJHOM MEIUIIMHCKOM KJIAaCTEPE U
BHECEHHH U3MEHEHUI B OTJEbHBIC 3aKOHOIaTeNbHbIE aKkThl Poccuiickoit denepanun.

(uactp 1.1 BBenena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-®3; B pen. denepanbHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. lleiictBue Hacrosuero deneparbHOro 3aK0Ha pacpoCcTpaHseTcs Ha o0palieHne HapKOTHUECKUX
JIEKapCTBEHHBIX CPEJICTB U ICUXOTPOINHBIX JIEKAPCTBEHHBIX CpPEICTB C YYE€TOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX  3aKOHOAATenbCcTBOM  Poccuiickoil ®enepaunn O HapKOTUYECKMX — CPENCTBAX,
MICUXOTPOITHBIX BEIIECTBAX M 00 UX MpPEeKypcopax.

3. JeilictBue Hacrosimero @DenepanbHOrO 3aKOHA  pacHpOCTpaHseTcs Ha  oOpalieHue
paguodapMareBTHIECKUX JICKAPCTBEHHBIX CPEACTB C yYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoAaTenscTBOM Poccuiickoit denepanuu B 001acTu odecredeHns paaAnauoHHON Oe30MacHOCTH.

4. Ecnm MexayHapoaHbIM J0roBopoM Pocculickoin @enepannu, MeKIyHApOAHBIMU JIOTOBOPaMU U
aKTaMM, COCTABIIAIOUIMMHU MpaBo EBpa3uiickoro sKOHOMHYECKOTO COr03a (Jajiee - aKThbl, COCTABIISIOIINE
npaBo Coro3a), yCTaHOBIEHbl HHBIE TIpaBuUiia, YeM Te€, KOTOpble MPEAyCMOTPEHbl HACTOSIIUM
@denepanbHbIM 3aKOHOM, IIPUMEHSAIOTCS IIpaBUjla MEXIYHAPOIHOIO JOTOBOPA, IPAaBUIIA, COAEpIKAIIUECH B
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aKTax, cocTaplsitonumx npaso Coro3a.
(dactb 4 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXKrocylIapCTBEHHbIX OpPraHOB, NPUHATHIE Ha OCHOBAaHUM  IOJIOKECHHI
MEXIYHApOAHBIX J10roBopoB Poccuiickon ®enepauum B HUX HCTOJKOBAaHUHU, IPOTUBOPEYAIIEM
Koncturynuu Poccuiickoit @enepaunu, He mojjiexaT ucnoiaHeHuto B Poccuiickoit @enepanuu. Takoe
MIPOTUBOPEUYNE MOXKET OBITh YCTAHOBJICHO B TIOPSIAKE, OMPEIEICHHOM ()eepaTbHBIM KOHCTUTYIIHOHHBIM
3aKOHOM.

(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoii ®exnepaiiui B COOTBETCTBUHM C MEXKIYHApOJAHBIMU JoroBopamu Poccuiickoi
@Oenepatiu W (WIKM) HA OCHOBE IMPHUHIUIIA B3aUMHOCTH MPHU3HAIOTCS PE3YIbTaThl KIMHUYECKUX
HCCIICIOBAHUN JIEKQPCTBEHHBIX IIPENApPATOB JJId MEAMIMHCKOTO TPUMEHEHHUS, IPOBEICHHBIX 3a
npenenamu teppuropun Poccniickoit Genepanmu.

Ctatbs 4. OCHOBHbIE NOHATUSA, ncnonb3yemMmbie B HACTOosALLEM CDenepaanOM 3aKOHe

Hns ueneit Hactosiniero denepanbHOro 3aK0OHA UCIIOIB3YIOTCA CIEIYIOIINE OCHOBHBIE TOHATHS:

1) nexapcTBEHHbIE CPE/ICTBA - BEIIECTBA WIIM UX KOMOMHALIMY, BCTYIAIOIIME B KOHTAKT C OPraHU3MOM
YeJl0BeKa WM >KMBOTHOIO, NPOHHUKAIOUIME B OpraHbl, TKAHW OpraHU3Ma 4YeJOBEKa WM >KUBOTHOTO,
IpUMEHSIeMbIe JJIs NPO(QUIAKTUKY, TUATHOCTHKY (32 UCKIIIOUEHHEM BELECTB WM UX KOMOMHALUM, He
KOHTaKTUPYIOLIUX C OPraHU3MOM YeJIOBEKa MJIN )KMBOTHOIO), JIeUeHUs 3a00JIeBaHUs, peaOUIuTaluu, IS
COXpaHEHMs, IPEOTBPAILECHHUS WU ITPEepbIBaHUS OEPEMEHHOCTH U MOJIy4YEHHbIE U3 KPOBH, IJIa3Mbl KPOBH,
U3 OpPraHoB, TKaHEW OpraHu3Ma 4eJ0BeKa WM KUBOTHOIO, PACTEHUH, MUHEPAJIOB METOAAMU CUHTE3a UJIH
C TpUMEHEHUeM Ouosoruuyeckux TexHomoruid. K  JIekapCTBEHHBIM  CpeICTBaM  OTHOCSTCS
(bapmMarieBTHYECKHE CyOCTaHIIMU | JIEKAPCTBEHHBIEC IPEapaThl;

1.1) cTpaTermyeckd 3HaYMMBble JICKApPCTBEHHBIE CpEICTBA - JIEKAPCTBEHHbIE CpEACTBa s
MEIUIMHCKOTO MPUMEHEHUSI, KOTOpbhle 00eCIeUnBAIOT IPUOPUTETHBIE MTOTPEOHOCTH 3PABOOXPAHEHMSI B
HeNiaxX NPOPUIAKTHUKK M JIedeHus 3a00JeBaHMN, B TOM 4HCIE MNPeoOsafalolMX B CTPYKType
3aboneBaemocTu B Poccuiickoit deneparu, ¥ MPOU3BOJICTBO KOTOPHIX JTOJDKHO OBITH OOECIIEYEHO Ha
teppuropun Poccuiickoit ®enepaunn. [lepeuens cTparernyecku 3HaYMMBIX JIEKAPCTBEHHBIX CPEICTB, a
TaKKe NOpAIOK M Kpurepun ero ¢GopmupoBanust yrBepxkaatorcsi IlpaBurensctBom Poccuiickoit
Oenepauny;

(n. 1.1 BBegen ®enepanbubiM 3akoHOM OT 23.07.2025 N 268-D3)

2) ¢apmarieBTHUECKasi CyOCTaHIUS - JIEKAPCTBEHHOE CPEJICTBO B BHJE OJHOIO MJIM HECKOJBKUX
oOnanaroux (papMakoIOrHueckoi akTUBHOCTBIO AEMCTBYIOUINX BEIIECTB BHE 3aBUCUMOCTH OT MPUPO/IbI
IIPOUCXOXACHUS, KOTOPOE MTPEIHA3HAYEHO AJIs IPOU3BOACTBA, U3TOTOBJICHNUS JIEKAPCTBEHHBIX ITPEMAPATOB
u onpezaenseT ux 3p(HeKTUBHOCTD;

(m. 2 B pen. @enepanbpHoro 3akona ot 22.12.2014 N 429-D3)

3) BcoMoraresbHble BEIIECTBA - BEIIECTBa HEOPTAHUYECKOTO MIIM OPTaHUYECKOTO MTPOUCXOKIICHHUS,
HCIIOJIb3YEMBIE B IPOLIECCE MMPOU3BOACTBA, U3TOTOBIEHUS JIEKAPCTBEHHBIX MIPENApaTOB AJIs PUAAHUS UM
HEO0OXOTUMBIX (PU3UKO-XUMHYECKUX CBOWCTB;

4) nexapcTBEHHBbIE Mpenaparbl - JIEKAPCTBEHHBbIE CPEJCTBA B BUJAE JIEKAPCTBEHHBIX (HOpM,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

IIPUMEHACMBIC  1JIA HpO(bI/IJ'IaKTI/IKI/I, JUArHoCTUKH, JICUCHUA 3a6OJ'IeBaHI/I$I, pea6I/IJ'II/ITaLII/II/I, JJIA
COXpPAaHCHUS, ITPECAOTBPALICHUA NN NIPCPBIBAHUA 6epeMeHHOCTI/I;

5) nexapctBeHHast (hopMa - COCTOSIHHE JIEKapCTBEHHOTO MIpernapaTa, COOTBETCTBYIOIIEE CIIOcO0aM ero
BBEJICHUS U IPUMEHEHUS B 00ecIeunBaloniee JOCTKEHUE HEOOX0IUMOTO JIedeOHOTO P deKTa;

5.1) n03UpOBKa - COJIEPKAHKUE OJTHOTO MM HECKOJIBKHUX JICHCTBYIONIMX BEIICCTB B KOJIMYSCTBEHHOM
BBIPOKCHUM HA CIUHUIY J[03bl, WM CIUHUIy O0BheMa, WJIM EIUHHUIy MacChl B COOTBETCTBHUHU C
JICKapCTBEHHON ¢GopMoi OO JUIs HEKOTOPBIX BHJOB JICKAPCTBEHHBIX (OPM  KOJIHMUYECTBO
BBICBOOOKIAEMOT0 U3 JIEKAPCTBEHHOU (hOPMBI ICHCTBYIOIIETO BEIIECTBA 3a CIUHUILY BPEMEHHU;

(. 5.1 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

6) IepeYeHb JKU3HCHHO HEOOXOAMMBIX U BAKHEHIIINX JICKAPCTBEHHBIX MPENAPaTOB - YTBEPIKIAEMBIii
[TpaButenbcTBoM Poccuiickoit deneparyu nepedeHb JCKApCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHS, 00CCIICYNBAIONINX MPUOPUTETHBIE TOTPEOHOCTH 3[PABOOXPAHCHHUS B LEISIX MPO(PHIAKTHKH
W JieueHus: 3a00JIeBaHUI, B TOM YHUCIIE MPEoOJIaaloluX B CTPYKType 3adosieBaeMocTd B Poccuiickoi
®denepauuu;

(B pen. @enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHbIe JIEKapCTBEHHBIE MpeENapaThl - JIEKAPCTBEHHBIC Ipemnaparhbl, NpeJHA3HAUYCHHbBIE
UCKITIOYUTENBHO 7Sl AUArHOCTUKH, STUOMATOT€HETUYECKOT0 UITU MATOTeHETUYECKOTO JICUSHHUS (JICUCHUS,
HAIPaBJIEHHOI0 Ha MEXaHWU3M pa3BUTHs 3a00JIeBaHU) peIKUX (OppaHHbBIX) 3a00JI€BaHUM;

(m. 6.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OuOJIOTHYECKHE JIEKaPCTBEHHBIC Ipernaparbl - JICKAPCTBCHHBIC IperapaThl, JIEHCTBYIOIICE
BCIICCTBO KOTOPBIX IMPOU3BCACHO HJIM BBIACJICHO M3 OHMOJIOTMYECKOT0 WCTOYHHUKA U AJI1 onpCaACIICHUA
CBOMCTB M KaueCTBa KOTOPHIX HEOOXOAMMA KOMOUHAIMSI OMOIOTUYECKUX U (PU3UKO-XUMUYECKUX METOJIOB.
K Ounonornyeckum JICKApCTBCHHBIM IIp€riapaTaM OTHOCATCA I/IMMYH06I/IOJ'IOFI/I‘-IGCKI/IG JICKApCTBCHHBIC
MpemnapaTsl, IeKapCTBEHHBIE MTPeTmapaThl, MOJTYYSHHbBIE U3 KPOBH, IJIa3MbI KPOBH YEIIOBEKA U )KUBOTHBIX (32
HNCKIIFOYCHUEM HCHBHOfI KpOBI/I), OMOTEXHOJIOTMYECKHE JICKAPCTBCHHBLIC ITPETIapaThbl, FTCHOTCPANICBTHYCCKUC
JIEKapCTBEHHBIE TPENapaThl, IEKapCTBEHHBIE MpenapaTbl HA OCHOBE COMATUUYECKUX KIIETOK;

(m. 6.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanpbHOro 3akoHa oOT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIA JIEKAPCTBEHHBIN TpernapaT - NeHOTEepaneBTUUYECKUM JIeKapCTBEHHBIN
npenapaTr AJds MEJULMHCKOrO MPUMEHEHUs, WIN JIEKapCTBEHHBIN IpernapaT Ha OCHOBE COMAaTUYECKUX
KJIETOK JJIi MEJUIIMHCKOTO MPUMEHEHUs, WIN TKaHEWH)KEHEPHBII JIeKapCTBEHHBIN Npenapar (mpenapar
TKaHEBOM MH)KEHEPUN);

(m. 6.3 BBeneH denepanbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

7) UMMMYHOOMOJIOTMYECKHE JIEKapCTBEHHBIE Ipernapatbl - JICKapCTBEHHBIE  IIpenaparsbl,
Npe€aAHa3HAUYCHHBIC JJIA CbOpMI/IpOBaHI/IS[ AKTUBHOT'O WJIM ITAaCCMBHOI'O MMMYHHUTETA 160 JUAarHOCTUKHU
HAINYMS ~ UMMYHUTETa  MJIM  JUArHOCTHUKM  CHEHU(HUECKOro  HpUOOPETEeHHOrOo  M3MEHEHUs
MMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuleprusupyromue BemectBa. K MMMyHOOHMOJOTHYECKUM
JIEKapCTBEHHBIM  TIperapaTaM  OTHOCATCS ~ BaKIMHBI,  AHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPIeHbI;

(m. 7 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

www.consultant.ru CtpaHuua 5 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100013&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=451861&date=03.02.2026&dst=100019&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100015&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100014&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100017&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=453970&date=03.02.2026&dst=100009&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100015&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100018&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

7.1) 6GMOTEXHOJIOTHYECKHE JIEKAaPCTBEHHbIE TPeraparhl - JIEKApCTBEHHbBIE MTpernapaTsl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBISETCSA C UCIOJIb30BAaHUEM OMOTEXHOJOTUYECKUX MPOLIECCOB U METOJIOB (B TOM YHCIIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUH KOHTPOJIUPYEMON 3KCIPECCHH T'€HOB, KOJIUPYIOLIUX
OMOJIOTMYECKH aKTUBHBIE OCJNKHM B MPOKAPUOTaX U DJYKApHOTaX, BKIIOYas HM3MEHEHHBIC KICTKH
MJIEKOMUTAIOIINX ), THOPUIOMHOTO METO/1a M METOa MOHOKJIOHAJIbHBIX aHTUTEIL;

(n. 7.1 BBegeH ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7.2) TCHOTEpaleBTHYECKHE JIGKAPCTBEHHBIC TIpenaparbl - JIEKAPCTBEHHBIC  IIpEraparhbl,
(dapmareBTHUecKass CyOCTaHIUsI KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKJIEUHOBOW KHCIOTOH WU
BKIIIOYaeT B ce0s PEKOMOMHAHTHYI) HYKJICHHOBYIO KHCIIOTY, ITO3BOJISIONIYIO —OCYIIECTBISTh
peryanpoBaHue, penapalmio, 3aMeHy, 100aBJIeHNe WK yAaJeHHE TeHETHUECKOW MOCIeI0BATEIbHOCTH;
(. 7.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC NpenapaThl U (papManeBTUUYEeCKHe
cyOCTaHIMH, CO/IeprKalllie HApKOTHYECKUE CPEJICTBA U BKIIOUEHHBIE B [IepeueHb HApKOTHYECKUX CPECTB,
IICUXOTPOIIHBIX BEIIECTB M HX IMPEKYpCOpPOB, NOMIEkKAIMX KOHTpouto B Poccmiickonn ®denepanuu, B
COOTBETCTBUM C 3aKOHoJarenabcTBOM Poccuiickoil @Denepanuu, MeXAyHapOIHBIMH JOIOBOpaMH
Poccuiickoit ®deneparuu, B ToM uncie EnuHoN KOHBEHIIMEH 0 HAPKOTUYECKHUX cpeacTBax 1961 rona;

9) NMCUXOTPOITHBIE JICKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIC MperapaThl U (hapMaleBTHUYCCKUE
cyOcTaHIINH, COJIeprKalllie IICUXOTPOITHBIE BEIIECTBA U BKIIOUEHHBIE B [lepeueHb HApKOTUUECKHUX CPEJICTB,
MICUXOTPOIHBIX BELIECTB M HX MPEKYpCOpPOB, MOAJEKAIMX KOHTposito B Poccuiickoit denepauuu, B
COOTBETCTBUM C 3akoHozaareiabcTBOM Poccuiickoit denepanuu, MeEXIyHApOIHBIMH JIOIrOBOpaMU
Poccuiickoit denepaiuu, B ToM unciae KonBeHiuen o ncuxoTponHbix BemecTBax 1971 rona;

10) pagmodapmareBTHUECKHE JICKAPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIC
CoJZiep>KaT B TOTOBOM JUIsl MCIIOJIb30BaHUS (hOpME OJUH PAAHOHYKIHJ WJIA HECKOJIBKO PaTUOHYKIIHIOB
(paAroaKTUBHBIX U30TOIOB);

10.1) opuruHanbHbIN JeKapCTBEHHBIH MpenapaT - JIeKapCTBEHHBIN Mpenapar ¢ HOBbIM JIeHCTBYIOIIUM
BEILIECTBOM, KOTOpBIM NEPBBIM 3apeructpupoBaH B Poccuiickoi @Pepepannu WM B HHOCTPaHHBIX
rocyapcTBaXx Ha OCHOBAHHMM PE3YyJIbTATOB NOKIMHMUYECKHUX HCCIIEIOBAaHUI JIEKApCTBEHHBIX CPENCTB H
KJIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX IpENapaToB, MOJITBEPXKIAIOUIMX €ro KauecTBo,
3¢ (HeKTUBHOCTH U 0€30MacCHOCTE;

(m. 10.1 BBenen denepanbHbiM 3aKk0HOM 0T 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIH Mpenapar - JIeKapcTBEHHBIN MpenapaT, KOTOPbIH HCIIOJIb3YyeTCs
JUIS OLIEHKU OMOSKBHBAJIEHTHOCTH WJIM T€PaeBTHUECKOM SKBUBAJIEHTHOCTH, KauecTBa, 3P (HEeKTUBHOCTH U
0€30IacHOCTH BOCIIPOU3BEJCHHOTO JIEKapCTBEHHOIO MpernapaTta Wik OMOoaHaJoroBoro (6MomnoJjo0HOro)
JIEKapCTBEHHOTO Tipenapara (buoananora). B xauecTBe pedepeHTHOro JEKapCTBEHHOTO Ipemnapara Jis
MEIULMHCKOTO MPHUMEHEHUs HCHOJIb3YeTCsl OPUTMHAIbHBIN JIeKapCTBEHHBIM mpemnapar aubo, eciu
OpUTHHAJIBHBIA JIEKApCTBEHHBIM Mpernapar He 3aperucTpUpoBaH MM HE HAXOAMTCS B 00opoTe B
Poccuiickoit deneparny 1 He HAXOIUTCSI B 000pOTE€ B MHOCTPAHHBIX T'OCYAApCTBaX, BOCIPOU3BEICHHBII
JIEKapCTBEHHBIN IMpenapaT Wik OMoaHaIoroBbIi (0MOMOJ00HBIN) JeKapCTBEeHHBIN MpenapaT (6uoaHasor),
KOTOPBII TEpBBIM 3aperucTpUpPOBaH M3 YHUCIa Haxondmuxcsa B obopore B Poccuiickoit ®enepanum,
OMOPKBUBAJIEHTHOCTh WJIM  TEpaneBTUYECKas HKBUBAJEHTHOCTb, KadyecTBO, JS()PEeKTUBHOCTH U
0€30MacHOCTh KOTOPOTO OILIEHUBAJIKCH 110 OTHOLICHHUIO K OPUTHHAIBHOMY JIEKapCTBEHHOMY Ipernapary, a
TaKKe€ KadecTBO, 3(PPEeKTUBHOCTH U O€30MaCHOCTh KOTOPOTO MOATBEPKAAIOTCA pe3yIbTaTaMH
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEACTB, HAXOASALIMXCS B I'PaXIaHCKOM
000poTe, yCTAaHOBJICHHBIM TPEOOBaHMAM K WX KadyecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara JJi1 BETEpUHApHOIO IPUMEHEHUS UCII0Ib3YETCs JIEKaPCTBEHHBIN ITpenapat Ul BETEPUHAPHOTO
IIPUMEHEHHUs], 3aperucrpupoBaHHbelii B Poccuiickoii @enepannu Ha OCHOBAHMM  PE3YJbTAaTOB
JOKJIIMHUYECKUX MCCIIENOBAHNUMN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCIICIOBAaHUH JICKaPCTBEHHBIX
MpernapaToB, HOATBEPKIAIONIMX €Tr0 Ka4yecTBO, 3P(PEKTUBHOCTH M OE30MIaCHOCTD;

(n. 11 B pen. ®enepanpuoro 3akona ot 27.12.2019 N 475-D3)

12) Bocipon3BeIEHHBIN JIEKAPCTBEHHBIN Ipenapar - JEKapCTBEHHbIN NpenapaT JUisl MEAULIMHCKOTO
IPUMEHEHMs, KOTOpbII MMEeT SKBUBAIECHTHbI pedepeHTHOMY JIEKapCTBEHHOMY IIpernapary
KAuYeCTBCHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOLIMX BEIIECTB B 3KBUBAJICHTHOU
JeKapCcTBEHHOH (opMme, 1100 JIeKapCTBEHHBIN IIpenapart AJ1s BETepUHAPHOTO TPUMEHEHHsI, KOTOPBINA UMEET
Takue K€, YTO M pe(epeHTHBIN JeKapCTBEHHBIN Mpernapar, KaueCTBEHHBI COCTaB U KOJIMYECTBEHHBIN
COCTaB JCWCTBYIOIIMX BEIIECTB B TaKOH e JIEeKapCTBEHHOW ¢opme, OMOIKBUBAJIEHTHOCTb WM
TepaneBTUUECKass SKBUBAJIEHTHOCTb KOTOPBIX COOTBETCTBYIOUIEMY pPEPEPEHTHOMY JIEKAPCTBEHHOMY
IpenapaTy NOATBEPKI€HA COOTBETCTBYIOIMMU UCCIIEIOBAHNUAMY;

(n. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepamneBTUYECKAsl SKBUBAJIICHTHOCTD JICKAPCTBEHHBIX MMPEHAPaTOB - JOCTHKCHUE KIMHHYCCKU
COIMOCTAaBUMBIX TEparneBTUYECKOro s¢dexra M mokazarened 3(h(HEKTUBHOCTH U OE30MaCHOCTH IIPH
IPUMEHEHUH JIEKAPCTBEHHBIX IpenapaToB M MEIUIMHCKOIO IMPUMEHEHUs, MMEIOUIMX OIHO
MEX/IYHapOJAHOE HENAaTEeHTOBAHHOE (MM XHMMHUYECKOE, WM TIPyNINHPOBOYHOE) HAUMEHOBAHHE, B
SKBUBAJIEHTHBIX JO3UPOBKAX MO0 OJHUM M TEM K€ MOKa3aHUAM K IPUMEHEHUIO U IIPH OJIMHAKOBOM crioco0e
BBEJICHUS y OJTHOW U TOM e rpyIIbl OOJIbHBIX;

(m. 12.1 B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

12.2) 6moananoroBbsiii (0MOMOMOOHBIN) JEKAPCTBEHHBIN Mpenapar (0noaHaor) - OHOJIOTHYECKHNA
JIEKapCTBEHHBIM Ipenapar, CXOXKUil Mo mapaMeTpaM KadecTBa, 3((EKTUBHOCTH M OE30MaCHOCTH C
pedepeHTHBIM OHOJOTMYECKUM JIEKApPCTBEHHBIM IIPENapaToM B TakKOMl e JIeKapCTBEHHOH (opme U
MMEIOIIUI UJICHTUYHBIN cr10cO0 BBEACHUS;

(m. 12.2 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHseMblid JIEKapCTBEHHBIN MpemnapaT - JEKapCTBEHHBIN MpemapaT ¢ JOKa3aHHOU
TEpPAneBTUUECKOW OSKBUBAJIEHTHOCTHIO WJIA OWOIKBUBAJICHTHOCTHIO B OTHOIICHHH PEPEPEHTHOTO
JIEKApCTBEHHOT'0 MpernapaTa, UMEIOIINI SKBUBAJICHTHbIE €My Kau€CTBEHHBIM COCTaB M KOJIMYECTBEHHBIM
COCTaB JIEHCTBYIOIIMX BELECTB, COCTaB BCIIOMOTAaTEIbHBIX BEIIECTB, JIEKAPCTBEHHYIO (hopMy U crocod
BBEJ/ICHMS;

(m. 12.3 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

12.4) 6M0’KBUBANIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - JOCTHKEHHE COOCTaBUMBbIX IOKa3aresien
CKOpPOCTH BCacChIBaHUS, CTETICHU IMOCTYIICHHS K MECTYy NEHCTBHSI U CKOPOCTH BBIBEACHHUS OIHOTO WIIH
HECKOJIbKUX 00J1a1at01NX (hapMaKoJIOTHYeCKOH aKTUBHOCTBIO JIEWCTBYIONIUX BEUIECTB NPU MPUMEHEHUN
JICKApCTBEHHBIX TIpEnapaToB JUIsi MEIWUIIMHCKOTO TPHUMEHEHUS, WMCEIOIUX OJHO MEXIyHapOIHOE
HEMaTeHTOBaHHOE (WM XUMHUYECKOe, WM TPYNIUPOBOYHOE) HAMMEHOBAHUE, B OSKBHBAJCHTHBIX
TO3UPOBKAX ¥ MPH OJIMHAKOBOM CITIOCOOE BBEIICHUS;

(. 12.4 BBenneH PenepasibHBIM 3aKk0HOM OT 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTEIHLHOE CHIPhE - CBEKHE WIIM BBICYIICHHBIC PACTCHHS JIMOO WX YaCTH,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

HCIIOJIB3YEMBIC JJIsI IPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB OpraHu3aiusaiMHd - IIPOU3BOAUTCIAMUA
JICKAPCTBCHHBIX CPCACTB HJIM U3TOTOBJICHHUA JICKAPCTBCHHLIX IMPEIApaTOB allTCYHBIMHU OpraHHU3alusaIMU,
BCTCPUHAPHBIMH allTCYHBIMH OpraHu3alusaMH, WHAUBUAYAJIbHBIMU IMNPECANIPHUHUMATCIIAMU, HUMCHOIIUMUA
JIMIICH3UIO HAa CpapMaI_IeBTI/I‘ICCKyIO ACATCIIBHOCTD,

14) nexapCTBEHHBIH PACTUTEIBHBIM Ipemapar - JIGKApCTBEHHBIM MperapaT, MPOU3BEICHHBIN WIIH
W3TOTOBJICHHBIA U3 OJHOTO BUJIA JICKAPCTBEHHOTO PACTUTEIBLHOTO ChIPhS MWJIM HECKOJIBKUX BHJIOB TaKOTO
CBIPBS M pean3yeMblil B pacacOBaHHOM BHUJIE€ BO BTOPUYHOM (OTPEOUTEIHCKOI) YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN IIpenapar, IPOU3BEICHHbBIN WIH
M3rOTOBJICHHBIN U3 (hapMaleBTHUECKON cyOCTaHIIMK U (papMalleBTUYECKUX CyOCTaHIIMI B COOTBETCTBUU
¢ TpeboBaHUAIMH 00X (papMaKONEHHBIX CTaTell K TOMEOMATHYECKUM JICKApCTBEHHBIM IpenapaTaM Ml
B COOTBETCTBUU C TpeOOBaHUAMHU (hapMaKolen CTpaHbl MPOM3BOJUTENS TAaKOrO JICKApCTBEHHOI'O
npenapara;

(m. 15 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexxayHapOIHOE HETTATCHTOBAaHHOE HAMMEHOBAHHE JICKAPCTBEHHOTO CPEJCTBA - HANMEHOBAHHE
JICWCTBYIOIIETO BEIIECTBA (hapMaIleBTUYECKON CyOCTaHIIMH, pEKOMEHJ0BaHHOE BeeMupHoii opranu3anueit
3/IPaBOOXPAHEHHS;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO CPEACTBA - HANMEHOBAHUE JICKAPCTBEHHOT'O CPEJICTBA,
MPUCBOCHHOE €r0 Pa3pabOTYMKOM, ACPIKATEIIEM WM BJAJENIblIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOI'O IIperapaTa, He MMEIUIET0 MEKIYHAapOJHOIO HENATEHTOBAHHOIO HAaMMEHOBAHHUS, WIH
KOMOMHAIIMH JIEKAPCTBEHHBIX IIPETIApaTOB, UCIIOJIb3yEMOE B LIESX 00bEITMHEHUS UX B TPYIILY [TOJ1 €IUHBIM
HAauMEHOBAHMEM HCXOJ U3 OJJMHAKOBOI'O COCTaBa JICHCTBYIOIINX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-D3)

18) obmas dapmakoneitHas cTaThs - JOKYMEHT, YTBEPKICHHBINA yIIOIHOMOUYEHHBIM (heepanbHbIM
OpPraHOM HCTIOJTHUTEILHOW BIIACTH M COJEPIKAIIUH TIepeUYeHb MMOKa3aTele KadecTBa W (MJIM) METOJIOB
KOHTPOJISI KadyecTBa KOHKPETHOW JIEKapCTBEHHOH (OpMBI, JIEKAPCTBEHHOTO PACTHUTEIBHOTO ChHIPbS,
BCIIOMOTATEIIbHBIX BEMIECTB, ONMUCAHUS OWOJOTMYECKUX, OMOXMMHYECKUX, MHUKPOOHOIOTHYCCKHUX,
(U3UKO-XUMHUYECKUX, (PU3MUECKHUX, XUMHUUECKHUX U APYTUX METOJIOB aHATN3a JIEKAPCTBEHHOTO CPEICTBA, a
Takke TPeOOBAHMS K UCIOJIB3YEeMBIM B IIEJISX MPOBEICHUS JAHHOTO aHAIM3a PeaKTHBAaM, TUTPOBAHHBIM
pacTBopam, HHIUKATOpaM;

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

19) papmakoneitHas cTaThs - TOKYMEHT, YTBEP>KICHHBIN YIIOJTHOMOYEHHBIM (peiepaTbHbIM OpraHOM
WCTIOJIHUTEJILHOM BJIACTH U COAEPKAIIUM MTepeUeHb MoKa3aTelell KauecTBa U METOJIOB KOHTPOJI KauyecTBa
JIEKaPCTBEHHOTI'O CPEACTBA, JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPhsI, BCIIOMOTraTEIbHbBIX BEILIECTB;

(B pen. deaepanbHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

191) CTaHAApTHBIC O6p3.3]_[BI - BCIICCTBA, MOCPCACTBOM CPABHCHHUA C KOTOPBIMH OCYHICCTBIIACTCA
KOHTPOJIb Ka4YCCTBAa HCCICAYEMBIX JICKAPCTBCHHBIX CPEACTB C IMMOMOINBIO (bPISHKO-XI/IMI/I‘IeCKI/IX n
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OMOJIOTHYECKUX METOOB B IEIISAX TOATBEPIKICHHSI COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATUBHOU JIOKYMEHTAIIUH, YCTAHOBJIICHHBIM MPU OCYIIECTBICHUU TOCYIAPCTBEHHON pEerucTpanuu, u
KOTOPbIE MPHUMEHSIOTCS Il KAJIMOPOBKH CTaHIAPTHBIX OOPAa3IOB MPOU3BOIMTENS JIEKAPCTBEHHBIX
CPEJICTB, UCTIOIB3YEMBIX ISl KOHTPOJISI KAUeCTBA U MHBIX IIeJIeH MPU 00paIIeHUN JIGKAPCTBEHHBIX CPEJICTB;
(. 19.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneitHplii cTaHIApTHBIM oOpa3er] - CTaHAAPTHBIA O0pasell, MPOW3BEIACHHBIA B
COOTBETCTBHH C (hapMaKONEHHOMN CTaTheH;
(m. 19.2 BBenen PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHas JOKyMEHTalUs - JOKYMEHT, COAepXalluid MepeueHb OINpeAeNsieMbIX II0
pe3ysibTaTaM COOTBETCTBYIOLMX SKCIIEPTU3 IOKa3aTelell KadyecTBa JIEKapCTBEHHOI'O CpEACTBA JUIs
MEAUIIMHCKOTO MPUMEHEHHUSI, METOJI0B KOHTPOJIS €ro Ka4ecTBa U YCTAHOBJICHHBIN €ro MPOU3BOIUTEIIEM;

21) HOpMATUBHBIN TOKYMEHT - JOKYMEHT, COJIEep Kallluii IepeYeHb ONpEAeIsieMbIX 0 pe3ybTaTam
COOTBETCTBYIOLINX IKCIEPTHU3 [TOKa3aTeeH kauecTBa U (MJIM) METOA0B KOHTPOJIS Ka4eCTBa JIEKApCTBEHHOM
¢dbopmbl, omucaHus OHOJOTHYECKUX, OMOXMMHYECKUX, MHUKPOOHOIOTMYECKHX, (PUIUKO-XUMHUECKUX,
bu3n4ecKux, XUMUYECKUX U JPYTUX METOJOB aHAJIM3a JIEKAPCTBEHHBIX CPEICTB JJISI BETEPUHAPHOIO
[IPUMEHEHUs, TpeOOBaHMsSI K MCIOIb3YEMbIM B IEJIAX MPOBEACHMSI JAHHOTO aHalIW3a pPEaKTHUBAM,
TUTPOBAHHBIM PacTBOpPaM, MHIMKATOPaM M YCTaHOBJICHHBIN €ro IPOU3BOIUTENEM;

21.1) oOmmii TeXHWYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB WM MAaTE€pPHajoB, COCTOSLIMHA W3
HECKOJIbKMX  pPa3felioB -  JOKYMEHTaluud  aJMHUHHCTPATUBHOIO  XapakTepa,  XHMHYECKOM,
(dapmaneBTHUECKON W OWMOJIOTMYECKON JOKYMEHTaluu, (HapMaKkoJIOTrHYECKOH, TOKCHKOJIOTHICCKOM
JOKYMEHTAlMU, KIMHUYECKOW JOKYMEHTAllMM M MPEACTABISIEMBbI OJHOBPEMEHHO C 3asBJIEHUEM O
rOCYJapCTBEHHOM PErUCTpaIiK JEKApCTBEHHOTO Mperapara sl MeIUIIMHCKOTO IIPUMEHEHuUs B popmare,
YCTaHOBJICHHOM YIIOJIHOMOYEHHBIM (heJIepaTbHBIM OPraHOM HCIIOJIHUTEIBHON BIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBAHUIM
(apmakomneiHol cTaTby JIMOO B Cllydae €€ OTCYTCTBUSI HOPMAaTUBHOW TOKYMEHTAILMU WM HOPMATHUBHOIO
JOKYMEHTA,

23) 06e30macHOCTh JIEKAPCTBEHHOTO CPEACTBA - XapaKTePUCTHUKA JIEKAPCTBEHHOTO CPEJCTBA,
OCHOBaHHas Ha CPAaBHUTEILHOM aHalu3e ero 3pGEeKTUBHOCTH U PHCKa MPUIUMHEHUS BPEa 3/10POBBIO;

24) 3(h(eKTUBHOCTH JIEKApPCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHU IOJIOKHUTEIbHOTO
BIMSIHUS JIEKAPCTBEHHOI'O IIpernapara Ha TE4YeHHEe, MPOAOIDKUTENIbHOCTh 3a00J€BaHUs MM €ro
IIPEJOTBpAICHHUE, peaONUINTALUI0, HA COXPAaHEHUE, TPEJOTBPAILEHIE WK IIPEpbIBaHNE OEPEMEHHOCTH;

25) Ccepus JICKAPCTBCHHOI'0 CPCACTBA - KOJIMYECTBO JICKAPCTBCHHOI'O CPEACTBA, MPOU3BCIACHHOC B
PE3YIBTATC OAHOTO TEXHOJOTUYCCKOI'0 NUKJIa €TI0 IMPOU3BOANUTEIICM,

26) perucTpalMoOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO Mperapara - 3aluch B rOCYAapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX CPEACTB, TOJATBEpKAaromas (pakT TOCyJapCTBEHHOW  perucTparuu
JIEKapCTBEHHOTO TIpernapaTta, u (WIin) JOKYMEHT, MOATBEPKAAOIINN (HaKT rocyAapCTBEHHOM PErucTpaiuu
(perucTpariim) JIEKapCTBEHHOTO Mperapara;

(. 26 B pen. ®enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

26.1) meprkaTellb WIHM BIIAJEIICI PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Tpernapara -
pa3paboTUYMK JICKApCTBEHHOTO CPEJICTBA, IPOU3BOJAUTENH JICKAPCTBEHHBIX CPEACTB WM HHOE
IOPUINYECKOE JIUI0, 00JIaIat0IIee TPABOM BIIaICHHSI PErHCTPAMOHHBIM YI0CTOBEPEHUEM, KOTOPBIE HECYT
OTBETCTBEHHOCTH 32 Ka4eCTBO, 3(HPPEKTUBHOCTH U O€30MMACHOCTh JIEKAPCTBEHHOT'O MIPEapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpalliOHHBII HOMEp - KOJOBOEe 0003HAUYEHHUE, IPUCBOCHHOE JICKAPCTBEHHOMY IpenapaTy
IIPU €T0 TOCYIApPCTBEHHON PEruCTpalyy Wi PErUCTpalny;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

28) oOpaieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTKa, JIOKIMHUYECKHUE HCCIEeIOBAHMS,
KIIMHUYECKHE HUCCIIEJOBaHMsI, JKCIEPTHU3a, TOCYJAapCTBEHHAs PpErucTpalys WIM perucTpanus,
CTaHJapTHU3alMsl U KOHTPOJIb KayecTBa, IMPOM3BOJCTBO, M3TOTOBJICHHE, XpaHEHHE, MEPEBO3Ka, BBO3 B
Poccuiickyro ®enepanuro, BbiB03 U3 Poccuiickoit @enepanuu, pekiiama, OTOyCK, pealn3anus, nepeaaya,
MIPUMEHEHHE, YHUYTOXKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. Denepanbbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyOwbekTbl OOpalieHusl JEKapCTBEHHBIX CpPEACTB - (U3WYECKUE JHUIla, B TOM UHUCIE
WHJUBUIyAJIbHBIC TPEANPUHUMATENIN, U IOPUAUYECKHE JIUIA, OCYIIECTBISIONIME ACSITEIBHOCTh IpPHU
oOpallleHUH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTYUK JICKAPCTBEHHOTO CPEJICTBA - OpraHM3aIys, 00Ia1aomas mpaBaMyd Ha Pe3yJIbTaThl
JOKITMHHYECKUX MCCIICIOBAHUIN JIEKAPCTBEHHOTO CPECTBA, KIIMHUYECKUX UCCIICAOBaHUI JICKApPCTBEHHOTO
npemnapara u (HJI1) Ha TEXHOJIOTHIO IPOM3BOJICTBA JICKAPCTBEHHOTO CPENICTBA;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - NEATEIBHOCTh MO MPOM3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB OpraHU3alUsIMU - TPOU3BOJUTEINSIMU JIEKAPCTBEHHBIX CPEJICTB HA OJTHOM CTaJUU, HECKOJIBKUX WU
BCEX CTAJUAX TEXHOJIOTHYECCKOTO IPOIecca, a TaKkKe 1O XPAHCHUI0 W Peali3allfil TPOU3BEICHHBIX
JIEKapCTBEHHBIX CPE/ICTB;

31.1) npou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIEHO 000COOJICHHBIM KOMIUIEKC MPOU3BOIUTENS
JIEKApCTBEHHBIX CPEICTB, MPEIHA3HAUYECHHBIM JJI1 BBIIOJHEHHMS BCEro Ipolecca IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB UJIM €r0 OMpPEeIeTICHHON CTa/IuH;

(n. 31.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTEND JEKAPCTBEHHBIX CPEACTB - OpPraHM3allMsl, OCYLIECTBIISIIOIIAs MPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUM € TPeOOBaHUAMM HacTosIero denepanbHOro 3aKOHa;

33) dapmarneBTHYECKasA ACATEIHHOCTh - NEATEIBHOCTh, BKIIOUAIONIAs B CEOsl ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMH, UX XpaHEHUE, IEPEBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npemnaparaM, B TOM YUCJIC ATUCTAHIIUOHHBIM CHOCO6OM, HX OTIIYCK, XpaHCHHUC, IIEPEBO3KY, U3TOTOBJICHUC
JIEKapCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHu3anusa OITOBOM TOProBJin  JICKAPCTBCHHBIMU cpeacTrBamMu - opraHusanus,
OCYIICCTBJIAIOIIAA OIITOBYHO TOPIOBJIIO JICKAPCTBEHHBIMU CpPCIACTBAMH, HX XpPaHCHHUEC, IECPCBO3KY B
COOTBCTCTBHHU C Tpe6OBaHI/IHMI/I HaCTOAIICTO (DCI[CpaJ'IBHOFO 3aKOHa,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

35) anre4yHas opraHu3alMs - OpPraHU3alUs, CTPYKTYpPHOE TOJpa3[eiieHue MEIUIUHCKON
OpraHM3aIlfK, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpenapaTaMi, B TOM YHUCIIC
JMCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJICHUE M OTITYCK JICKAPCTBEHHBIX MPEIapaToB
TUTSE MEITUITUHCKOTO MPUMEHEHHSI B COOTBETCTBUU C TPEOOBAHUSIMHU HacTosmero denepaibHOro 3aK0Ha;
(B pen. deaepanbhbix 3aKk0HOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHu3alus - OpraHu3alus, CTPYKTYpHOE IOJApa3JelIeHNe
BETEpUHAPHON OpraHu3aliy, OCYILECTBIIAIOLINE PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMH, B
TOM 4YHUCJIC JUCTAaHIITMOHHBIM CHOCOGOM, XPAaHCHUC, U3TOTOBJICHHUC U OTITYCK JICKAPCTBCHHBIX MPCIIapaTOB
U1 BETEPUHAPHOI'O IIPUMEHEHUS B COOTBETCTBUHU € TpeOOBaHUAMHU HacTosero deaepanbHOro 3aK0Ha;
(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37) panbcuduIMpoBaHHOE JIEKAPCTBEHHOE CPEIICTBO - JIKAPCTBEHHOE CPEJICTBO, COMPOBOXKIAEMOE
JIO’)KHOM MH(OpMaIHe 0 ero cocTaBe u (WIN) TIPOU3BOIUTEIIE;

38) HemoOpOoKayecTBEHHOE JIEKApCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOINEWHON CTaThu JIMOO B Cllydae €€ OTCYTCTBUS TpPeOOBaHUSIM
HOPMATUBHOI TOKyMEHTAllUW WK HOPMAaTUBHOTO JIOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEJICTBO - ICKAPCTBEHHOE CPEACTBO, HAXOAIIEECS B 000pOTE C
HapyIIEHHEM T'PaKJaHCKOTO 3aKOHOATEIbCTBA,;

40)  DOKIMHUYECKOE  MCCIIEIOBAaHHWE  JICKAPCTBEHHOTO  CpPEACTBA -  OHMOJIOTUYECKHE,
MUKPOOHOJIOTHYECKHE, MMMYHOJIOTHYECKHE, TOKCHKOJOTHUYECKUe, (hapMmakoiorudeckue, (u3ndeckue,
XUMHYCCKUEC U JPYTrUC UCCICAOBAHUA JICKAPCTBCHHOI'0 CPCACTBA ITYTEM IMPUMCHCHUA HAYUHBIX MCTOJ0B
OLICHOK B IIEJISIX MOJIYYCHHsI JOKa3aTeIbCTB 0€30MacHOCTH, KauecTBa U 3(()EKTUBHOCTH JICKAPCTBEHHOTO
CpeACTBa;

41) KJIMHUYECKOE MCCIIEJOBAaHUE JIEKAPCTBEHHOIO IIperapara - M3Y4YeHHE JAMAarHOCTHYECKHX,
Je4eOHBIX, MPO(PUIAKTUIECKUX, (apMaKOJIOTHYECKHX CBOWCTB JIEKAPCTBEHHOrO IperapaTa B Mpolecce
€ro NPUMEHEHHUS Yy 4EJIOBEKAa, JKUBOTHOTO, B TOM 4YHCIIE IIPOLECCOB BCACHIBAHUS, PACIPEICIICHHUS,
HU3MCHCHUA W BBIBCACHUA, IIYTEM IMPUMCHCHUA HAYUYHBIX MCETOAOB OICHOK B MHCIAX IMOJYUYCHHUA
JI0Ka3aTeNbCcTB OE30MaCHOCTH, KadecTBa M 3((EKTUBHOCTH JIEKaPCTBEHHOIO IpenapaTa, JAaHHBIX O
HCKECIATCIIbHBIX PCAKIMAX OpraHu3Ma YCJIOBEKA, )KUBOTHOI'O HA IPUMCHCHHUEC JICKAPCTBCHHOTO ITpCIiapara
u 00 3¢pdexre ero B3aMMOAEHCTBHS C APYTMMM JIEKaPCTBEHHBIMU MpenapaTtaMd M (WIHM) MUIIEBBIMU
MIPOIYKTaM#, KOpPMaMHU;

42) MHOT'OLCHTPOBOC KIIMHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IIpCriapaTra AJid MEAUIITUHCKOI'O
MPUMEHCHUS - KIIMHUYCCKOC NCCIICA0OBAHNEC JICKAPCTBCHHOI'O ITpeTiapaTa JJid MCAUIUHCKOTI 0 IPUMCHCHN,
IMpOBOANMOC p33pa60T‘-II/IKOM JICKAPCTBCHHOTO IIpCIIapara B IBYX U Ooiee MCIUIMUHCKUX OpTaHU3alusiIX 110
CANHOMY IIPOTOKOJTY KIIMHHUYCCKOI'0 UCCICAOBAHMUA JICKAPCTBCHHOI'O IIpCIiapara,

43) MCKAYHAPOAHOC MHOTOUCHTPOBOC KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOI'O ITpCIiapaTta J1JIsd
MCIUIOHUHCKOI0O TMNPUMCHCHHA - KIMHUYCCKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O Iperapara I
MCIUIHUHCKOI'0 MPUMCHCHUSA, TTPOBOAUMOC p33pa6OT‘-II/IKOM JICKAPCTBCHHOI'O Ipfrapara B Pa3JIMYHBIX
CTpaHax Mo €AMHOMY IMPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBaHMA JICKAPCTBECHHOT'O IIpEIiapara;

44) MOCTPCTUCTPAIMOHHOC  KIIMHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O Ipfliapara JId
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEIUIIMHCKOTO MPUMEHEHUS - KIMHUYECKOEe HCCIIEeIOBaHUE JIEKAapCTBEHHOIO Iperapara Juis
MEIUIIMHCKOTO TPUMEHEHUS, IPOBOJAUMOE MPOU3BOIUTENIEM JIEKAPCTBEHHOTO Mpemnapara, IpaxIaHCKHA
000pOT KOTOPOTO OCYIIECTBISIETCS MOCTE TOCYJAapCTBEHHON pEerucTpanuy WIA PerucTpalud, B LENIX
JIOTIOJTHATEIHHOTO cOOpa JAaHHBIX O €ro 0e30macHOCTH U A(PPEKTUBHOCTH, PACHIMPEHUS MOKAa3aHUU K
MPUMEHEHHUIO JTAHHOTO JICKAPCTBEHHOI'O IIperapara, a TaKKe BbISBICHUS HEKeIaTeNbHBIX DPEaKIIHii
MaIMEeHTOB Ha ero JICHCTBHUE;

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccrnenoBaHre OWOIKBHUBAJICHTHOCTH JICKQPCTBEHHOTO TIperapara - BHUA KIMHHYECKOTO
UCCIICIOBaHMSI JICKAPCTBEHHOTO Tpenapara, MpOBEACHUE KOTOPOTO OCYHICCTBIISIETCS ISl ONPEIEIICHUs
CKOPOCTH BCACBIBAaHMSI W BBIBEJCHHS OJHOTO WM HECKOJBKUX OO0Iafaronux ¢(apMaKoIOorHIecKon
AKTUBHOCTBHIO JICHCTBYIOIIMX BEHIECTB, KOJUYECTBA JICKAPCTBEHHOTO Iperapara, JIOCTUTAOIIETO
CUCTEMHOTO KPOBOTOKA, M PE3YJIbTaThl KOTOPOTO MO3BOJISIFOT CAENAaTh BHIBOJ O OMOIKBUBAICHTHOCTH
BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O IMperapara B ONpe/elIiCHHBIX JICKAPCTBEHHOM (hOpMe U JTI03UPOBKE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE pehepeHTHOrO JIEKAPCTBEHHOTO MPETapara;

(m. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEpPANEBTUUYECKONM HSKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IIpENapaToB - BHUJ
KJIMHUYECKOTO MCCIICA0BAHMUS JIEKAPCTBEHHBIX MPEMapaToB, MPOBEACHUE KOTOPOTO OCYIIECTBISETCS JUIS
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENAPaTOB OMPEACIICHHON JIEKapCTBEHHOH (OpPMBI, a
TaKKe HATMYHS OJJMHAKOBBIX ITOKa3aTesel 6e30macHoCTH U 3(h(hEeKTHBHOCTH JICKAPCTBEHHBIX MPENapaToB,
OJIMHAKOBBIX KJIMHUYECKUX 3()(HEKTOB MPH UX MPUMEHEHHH;

47) mpOTOKOJ KIMHUYECKOTO HCCIIEIOBAaHMSI JIEKAPCTBEHHOTO Mpemnapara - JOKyMEHT, B KOTOPOM
OTIPENIENIAIOTCS 11eH, (POPMBI OpraHU3aIMd U METOIOJIOTHS MPOBEACHUS KIMHHYECKOTO HCCIIEOBAHUS,
CTaTHUCTUYECKUE METOJbl 00pabOTKU pe3ylbTaTOB TAaKOIO HCCIEAOBAHHUA M MEpbl MO O0ECIIEYCHHUIO
0e30macHOCTH (U3MYECKUX JIMI, YYACTBYIOIIUX B KIMHUYECKOM HCCIICJOBAHUU JICKAPCTBEHHOTO
npernapara;

48) Oporurtopa UCCIeIOBaTeNs - CBOJHOE U3JI0KEHUE PE3YJIBTATOB JOKIMHUYECKOTO UCCIEIOBAHUS
JIEKapCTBEHHOTO CPElICTBA W KIMHUYECKOTO HCCIIEIOBaHHUS JIGKAPCTBEHHOTO Tpemapara Juis
MCIUIUHCKOI'O IPUMCHCHUA

49) uHdopMaIMOHHBIH JIMCTOK MAIMEHTa - JOKYMEHT, KOTOPbI opopMmiisieTcs B BUe JOKYMEHTa Ha
OyMa)XHOM HOCHTEJE, TMOJIUCAHHOIO MAalMEeHTOM WM €ro 3aKOHHBIM IpeACTaBUTENEM, JHMOO
dopmupyercs B (opMe 3IEKTPOHHOTO JIOKYMEHTA, MOAMHUCAHHOTO MALMEHTOM WM €ro 3aKOHHBIM
MIPEJICTAaBUTENIEM C HCIOJIb30BAaHUEM YCHUJICHHOW KBaJU(UUMPOBAHHON SJEKTPOHHOM MOANMCH, WIH
YCUJICHHOM HEKBaTM(PHUIHUPOBAHHON HIEKTPOHHON MOANUCH, WM TPOCTOM HIEKTPOHHOM MOANUCH
MIOCPEACTBOM IPUMEHEHUSl €AWHON CHCTEMbl WIACHTU(PHUKAUUU U ayTeHTU(QUKALKUHU, U B KOTOPOM
cojiepKarcsi B JJOCTYMHOM (opMme CBeAEHUs, Kacaroluecs MPOBOJUMOIO KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOT'O IpernapaTa, U BhIpa)KeHHOE B MUCbMEHHON (hopMe T0OpOBOIBHOE COTIacHe MalueHTa Ha
ydacTHE B KIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOIO IMpernapara Juisi MEAULUHCKOIO NMPUMEHEHHUS
1ocJjie 03HAKOMJIEHHUS MalMeHTa WM €ro 3aKOHHOTO NPEACTaBUTENs ¢ OCOOCHHOCTSAMHU KIMHUYECKOIO
HCCIIEIOBaHMs1, UMEIOIIMMU 3HaYEHHE JUIsl BBIPAKEHUS TAKOTO COIJIACHUS;

(1. 49 B pen. ®enepanpHoro 3akoHa oT 28.12.2025 N 504-D3)

50) MOOOYHOE ﬂeﬁCTBHC - p€akuus OpraHn3mMa, BO3HUKIIAA B CBA3U C IPUMCHCHHUEM JICKAPCTBCHHOT' O
nmpemapara B 034X, PEKOMCHAYCMBIX B HHCTPYKIHU II0 €r0o MNPUMCHCHUIO, JJIA HpO(l)I/I.]'IaKTI/IKI/I,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JAUAardioCTHKH, JICUCHH A 3a00JIeBaHUs WU JIIA pea6I/IJ'H/ITaI_II/II/I;

50.1) HexxenaTenpHas peakLus - HepeAHaMepeHHast HeOIaronpuaTHas peakius Opranu3Ma, KoTopas
MOXeET OBITh CBSI3aHA C IPUMEHEHHEM JICKApCTBEHHOT'O ITperapaTa;
(m. 50.1 BBeneH PenepasibHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenareiabHas peakiUs - HeKeJaTelbHas peakiusi OpraHu3Ma, CBsI3aHHAs C
IIPUMEHEHHUEM JIEKAPCTBEHHOI0 IIperapara, IIpuBeAIas K CMEPTH, BPOXKIECHHBIM aHOMAJIUAM UJIXA IIOPOKaM
pa3BUTHA JIMOO MPECTaBIAONIAs COO0N yrpo3y >KM3HH, TpeOyrolas roCIUTaIn3aluy WK IpUBeaIas K
CTOMKOM yTpaTe TPyAOCIOCOOHOCTHU U (WJIM) MHBAJIUTHOCTH;

52) HempenBHIICHHAs HEXKeJAaTelIbHAs PEAKIMs - HEXelaTelbHas peakiys OpraHu3Ma, KOTopas
CBSi3aHA C TPUMEHEHHEM JICKapCTBEHHOTO Ipermapara B J/103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHHYECKOT0 UCCIIC0BaHMSI, OPOIIIOpE UCCIISIOBATEIS, UM C IPUMEHEHUEM JISKapCTBEHHOTO IIperapara
B JI033X, PEKOMCHIYEMbBIX B MHCTPYKITUH I10 €r0 IPUMEHEHUIO JIJIsl MPO(PHIIAKTUKH, TUATHOCTUKH, JICICHHSI
3a00JICBaHUS WM MEIUIIMHCKON peaOMIMTAIluK TAUEHTA, U CYITHOCTh, TSHKECTh MM UCXOJl KOTOPOi He
COOTBETCTBYET HWH(POPMALMU O JIEKAPCTBEHHOM TIpenapaTe, COJEpIKalleicsi B TPOTOKOJE €ro
KIIMHHYECKOTO HCCJICIOBAHUs, OpOINIOPE WCCIEAOBATEeIsl WIM B HHCTPYKIMH TI0 TNPUMECHEHUIO
JIEKapCTBEHHOTO TIpeTapara;

(m. 52 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJI JAEATEIHHOCTH 10 MOHHTOPUHTY 3((EKTUBHOCTH M OE30MaCHOCTH
JIEKapCTBEHHBIX IPEnapaToB, HAIIPABJICHHBIN Ha BBIBICHUE, OLICHKY M ITPEIOTBPAILLICHUE HEXKEeIaTEIbHbBIX
MIOCJICACTBUM IPUMEHEHUS JIEKAPCTBEHHBIX IPENapaToB;

(m. 52.1 BBenen PenepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mmaH ynpaBlieHUS PUCKAMHU - TOJAPOOHOE OMHCAHHWE MEPOINPHUATHH 1o (papMakoHAI30DY,
HaIlpaBJIEHHBIX Ha BBISBICHHE, OLEHKY U NPEIOTBpPALICHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU TpernapaTamMu, BKIItouas OleHKY 3 ()EKTUBHOCTH JaHHBIX MEPOTPUSTHIA;

(mm. 52.2 BBemen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH MpenaparT - MEIULUUHCKANA JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIeprKalllMii Ha3HA4Y€HHWE JIEKapCTBEHHOTO IpernapaTra Ulsli MEOUIMHCKOIO IPUMEHEHHs, BbIJAHHBIN
MEIAUIMHCKUM pa0OTHUKOM B LENSIX OTIYCKAa JIEKAPCTBEHHOrO Mpenapara WIM €ro M3rOTOBJICHUS U
OTITyCKa Ha OYMa)>KHOM HOCHTEJIE MJIU C COTJIacHs MallMeHTa WM €ro 3aKOHHOTO MPEJICTaBUTENS B JopMe
AJNIEKTPOHHOTO JIOKYMEHTa, MOJIMUCAHHOTO C HCIIOJIb30BAHMEM YCHJIEHHOM KBaJIu(HULHUPOBAHHON
3JIEKTPOHHOM MOANUCH MEIUIIUHCKOTO pabOTHHKA, THOO TOKYMEHT YCTAaHOBJICHHOM (hOpMBI, coJleprKaluit
Ha3Ha4YeHHE JIEKAPCTBEHHOTO Ipernapara /A BETEpUHAPHOTO NMPUMEHEHHs, BbIJAHHBINA CHEIMATUCTOM B
00JIacTH BETEpUHAPUH B LIEJIAX OTIIyCKa JIEKapCTBEHHOI'O MpernapaTa Wil €ro U3roTOBJICHUS U OTITyCKa Ha
OyMa)XHOM HOCHTEJIE WJIM C COIJIacus Biajesblia )KUBOTHOI'O WJIM 3aKOHHOTO NPEACTABUTENS BIIaJelIblia
KHMBOTHOT'O, O(DOPMJIEHHBIH B JIEKTPOHHOM (opMe ¢ HCIOIb30BaHKUEM (eiepabHON rocyJapCTBEHHOM
MH(OPMALIMOHHON CUCTEMBI B 00JIaCTH BETEpUHAPUY;

(B pen. @enepanpHbix 3ak0HOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-®3, ot 30.12.2021 N 463-
®3)

54) tpeGoBaHME MEAMLMHCKOW OpraHW3all{, BETEpUHAPHOW OpraHM3alUU WIM OpraHU3aLUuU
(MHIMBUYaJbHOTO  MpEANpPUHUMATENS),  OCYIIECTBISAIOMEH  (OCYIIECTBISIIOIIET0)  pa3BeACHHUE,
BbIpAIllMBaHUE U COJIEP)KAHHE >KUBOTHBIX, - JOKYMEHT YCTaHOBJIEHHOW (OpPMBI, KOTOPHIH BBINMHCAH
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEAUIMHCKUM PaOOTHUKOM WJIM CIIEIUAIMCTOM B O0JIACTH BETEPUHAPUH, UMEIOIIMMH Ha 3TO IMpPaBo, U
COJICP’)KUT B THUCHMEHHOW (opMe yKa3aHHe anTeYyHOW OpraHW3alliu WJIM BETCPUHAPHOW anTeqHON
opranmzanuu 00 OTHYyCKe JIEKapCTBEHHOI'O MperapaTa WM O €ro M3rOTOBJICHHM U 00 OTIyCKe MAJis
obecriedeHus Je4eOHOro Mpolecca B MEIUIMHCKON OpPraHU3alliy, BETEPUHAPHOW OpTaHHM3aIlMN WU B
opranuzaiy  (MHAMBUAYAJIbHBIM  IpEANPUHUMATENEM), OCYHISCTBIAIOMENH  (OCYIIECTBIISIFOIINM)
pa3BelICHUE, BBIPAILIMBAHUE U COACPKAHUE KUBOTHBIX;

(. 54 B pen. ®enepanpuoro 3akona ot 30.12.2021 N 463-D3)

55) KOMIUIEKCHas OLEHKa JIEKapCTBEHHOIO IIpenapara - OLIEHKAa 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Ipenapara, BKIIIoYaroIas B ce0s aHaau3 HH(OPMAIMK O CPAaBHUTEIBHOM KIMHUYECKON
3 PEeKTUBHOCTH U GE30IIACHOCTH JIEKAPCTBEHHOTO Mpenapara, OLEHKY SKOHOMUUYECKUX IOCIIEICTBUIN €ro
IIPUMEHEHMS], U3Y4YE€HHUE JONOJHUTEIbHBIX TOCIIEACTBUI IPUMEHEHUS JIEKAPCTBEHHOI'O Npernapara B Lesix
INPUHATHUST PEIIEHUN O BO3MOYKHOCTH BKJIIOUEHMS JIEKAPCTBEHHOI'O IIperapara B MEpEdYeHb XU3HEHHO
HEOOXOJMMBIX U BAKHEMIIMX JICKApCTBEHHBIX IMpENapaToB, HOPMATHUBHbIE IPABOBBIC AKThl M HHbIE
JOKYMEHTBI, OIpEACIAIONe MOPSA0K OKa3aHWsi MEAMIMHCKOW IOMOIIM, WIM HCKIIOYEHHS €ro u3
yKa3aHHbIX IEPEYHs, aKTOB U JIOKyMEHTOB;

(. 55 BBeneH denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-03)

56) crcTeMa MOHUTOPHHTA JIBUKEHUS JICKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO TPUMEHEHUSI
- (benmepanpHas rocygapcTBEHHAs WH(POPMAIIMOHHAS CHCTEMa MOHUTOPWHTA JBHKCHHS JICKAPCTBEHHBIX
MpernapaToB A MEAUIIMHCKOTO TMPUMEHEHHUS OT MPOM3BOAMUTENS 1O KOHEYHOro MOTPEeOuTeNns c
WCIIOJIb30BAaHUEM B OTHOIICHUU JICKAPCTBEHHBIX MPEMAPATOB JJII MEIUIIMHCKOTO MPUMEHEHHUS CPE/ICTB
UJCHTU(DUKAINH;
(1. 56 BBenen @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

57) kol MapKUpOBKM - YHHMKaJIbHAas IOCIEIOBATEIbHOCTh CHMBOJOB, COCTOSIIIAs U3 KoJa
UACHTUDUKAIMA U KOAA MPOBEPKH, ONPEACISAEMBIX B COOTBETCTBHH ¢ DenepanbHBIM 3aKOHOM OT 28
nexabpst 2009 roga N 381-®3 "O6 ocHOBax rocyIapCTBEHHOT'O PETYIMPOBAHUS TOPrOBOM €ATEILHOCTH
B Poccuiickoit deneparun'.

(m. 57 BBeneH denepanbHbiM 3aKk0HOM OT 28.12.2025 N 514-03)

Masa 2. NTONTHOMOYUA ®EQEPANbHbIX OPTAHOB UCNONHUTENBHONU
BNACTU, UCMOJIHUTENbHbIX OPFTAHOB CYEbEKTOB POCCUUCKON
®EOEPALUU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. MNonHomMmouusi cpedepanbHbIX OPraHOB WMCNONMHUTENLHOM BRacTu npu
obpalleHnn nekapcTBEHHbIX CPeAcTB

K momaomounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTENBLHOMN BIAaCTU pu O6paH_IeHI/II/I JICKAPCTBCHHBIX
Cp€ACTB OTHOCATCH:

1) mposenenue B Poccuiickoit @enepanuu €AMHON TOCYIApCTBEHHON MOJUTHKH B 00JIACTH
o0ecrnieueHuns JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @enepanuu;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2) yrBepxkaeHue oOmMX (¢dapMakomeWHbIX cTaTted, QapMakoNmeWHbIX CcTaTed, U3JaHHue
roCyJapCTBEHHOH (papmaxorien, co3anue 1 BeJieHne peectpa (papMakoneiHbIX CTaHIapTHRIX 00pa3IoB;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymecTBieHHe (GeAepaTbHOIO TOCYIAPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe obOpamieHus

JIEKapCTBEHHBIX CPEJCTB;
(B pen. @enepanbHbix 3aKoHOB 0T 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JUIEH3WpPOBAHHUE TIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uYucie QeaepaabHbIi
rOCy/IapCTBCHHBIN JTMIICH3UOHHBIN KOHTPOIb NESITEILHOCTH 10 MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB,
MIEPUOINYECKOE TOATBEPIKIECHNE COOTBETCTBHS JIMIICH3MATa, MUMEIOIIETO JIMIICH3UI0 Ha TPOU3BOJICTBO
JIEKapCTBCHHBIX CPEACTB, M (apMaleBTUYECKON IEATEIHLHOCTH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanuu;

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHu3zaius SKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB, ATHYECKOH SKCIEPTH3bI BO3MOXKHOCTHU
MIPOBEJICHUS KIIMHUYIECKOTO MCCIIEAOBaHMUS JIEKAPCTBEHHOTO Tpernapara Jisl MEJUIIMHCKOTO PUMEHCHHS,
OKCHEPTU3bl  JIOKYMEHTOB, MPEJCTABICHHBIX JUIS ONpPEICICHHS BO3MOXXHOCTH paccMaTpPUBATh
JICKapCTBCHHBIN TIperapar Uisi MEIUIIMHCKOTO NMPUMEHEHHS B KadyecTBe Op(aHHOTO JIEKAPCTBEHHOTO
mpernapara;

(B pen. deaepabHbIx 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

5.1) opranu3anus NpoBeJeHHUs KOMIJICKCHOM OLIEHKH JIEKApCTBEHHOr'0 IIpenapaTa B LeJsIX NPUHATHS
pelIeHn 0 BO3MOXHOCTU BKJIFOUEHUS JIEKAPCTBEHHOIO Mpenapara B NIEpPeYeHb KUZHEHHO HEOOXOAUMBIX
U BAOXHEHWIIMX JIEKapCTBEHHBIX IpenapaToB, HOPMAaTHBHbIC IPAaBOBbIE AKThl W HHBIE JIOKYMEHTHI,
OTIpeAEIAIONIME NOPSAA0K OKa3aHN MEAUIIMHCKON TOMOIIY MU UCKJIFOUYEHUS €r0 U3 yKa3aHHBIX MEpedHs,
aKTOB U JIOKyMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6) BbIIa4ya pa3pelieHuil Ha MPOBeACHNE KIIMHUUECKUX MCCIIeI0OBaHUN JIEKapCTBEHHBIX IPenapaTos,
BEJICHUE PEecTpa BbIIAHHBIX pa3pellleHUui Ha MPOBEIEeHUE KIMHUYECKUX HCCIIEIOBAHUN JIEKaPCTBEHHBIX
[Ipernaparos;

7) rocyaapcTBEHHAs perucTpalysi JeKapCTBEHHBIX PENnapaToB, BEJEHUE FOCY1apCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPE/ICTB;

7.1) perucrtpauus, MOATBEPKIECHUE pPETUCTpaluu (MepeperucTpaius), BHECEHHE H3MEHEHUU B
PETUCTPALIMOHHOE JIOChE, a TAKXKE IPOBEAEHUE MPOLIEAYP, CBA3aHHBIX C PErMCTPALEil, B COOTBETCTBHH C
YTBEPKICHHBIMH EBPasuiCKON 3KOHOMHMYECKOM KOMHUCCHUEH IPAaBWJIAMH PETUCTPALMH U DKCIIEPTU3BI
JIEKApCTBEHHBIX CPEACTB JUISI MEIULMHCKOTO MPUMEHEHUS U MpaBUIaMU PErylupoBaHUs OOpaleHHs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TaMOXKEHHOW TeppuTOpuH EBpa3zuiickoro 3KOHOMHUYECKOTO
COI03a;

(m. 7.1 BBenen @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2)  mpenctaBieHHMe ~— MHPOPMALMU O  PETUCTpAallMM,  MOJATBEPKAEHUM  PErHCTpaluu
(mepeperucTpaium), BHECEHUU U3MEHEHHUH B PETUCTPALIMOHHOE JI0ChE, a TAKKE O MPOLIeTypax, CBI3aHHbBIX
C perucrpanueil, B EBpa3uiiCKyl0 SKOHOMHMUYECKYI0 KOMHMCCHIO C HCIOJB30BAHHEM HHTETPUPOBAHHOMN
nH(pOpMAaLMOHHON cUCTeMbl EBpazuiickoro SKOHOMUYECKOTO CO03a B COOTBETCTBUHU C YTBEPKJIECHHBIMU
EBpasuiickoii 5KOHOMHYECKOH KOMHUCCHEW MOpsAKOM (OPMUPOBAHHMS W BEAEHUS EIWHOIO peecTpa
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiickoro 3KOHOMHMYECKOTO CO03a U IMpaBUiIaMU
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

peryaupoBaHus OOpAIICHUS BETEPUHAPHBIX JIGKAPCTBEHHBIX CPEJCTB HAa TAMOKEHHOW TEPPUTOPUHU
EBpa3uiickoro 5KOHOMUYECKOT0 COK03a;
(. 7.2 BBeaeH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBepKIEHUE TMOpSIKa TPUOCTAHOBICHHS ACHCTBHS PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JICKQpCTBEHHOTO TIpenapaTa WM OrpaHWuYeHHs] TMPUMEHEHHUS JIEKapCTBEHHOI'O IMperapara s
MEIWIIMHCKOTO TPUMEHEHHUsT B  CIIy4asx, MPEeIyCMOTPEHHBIX YyTBEPKIECHHBIMH  EBpa3zuiickoii
YKOHOMHYECKOW KOMHCCHEH TpaBWIAMU PErHCTPAllMd M OKCHEPTU3bI JICKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TMPUMEHEHHUS, ¥ BO30OHOBIICHUS JICUCTBUS PETUCTPAIMOHHOTO YJIOCTOBEPCHHUS
JICKQpCTBEHHOTO Tperapara WM CHATUS OTpaHUYCHHs NPUMCHEHUS JICKApCTBEHHOIO Iperapara s
MEIUIIMHCKOTO MPUMEHCHHS,

(n. 7.3 BBeaeH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranm3anus W (WIM) MPOBEIACHUE HHCICKTUPOBAHHUS CYOBEKTOB OOpAIICHMS JICKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBUE YTBEPXKACHHbIM EBpasuiickoil >KOHOMUYECKOW KOMHCCHEH IpaBuiIaM
HaJyIeKalend J1abopaTOpHOM MPAKTUKH, MpaBUjIaM HaJJIeKalled KIMHUYECKOW TMPaKTHKU, MpPaBHIIAM
HaJJIeXalel TUCTPUOBIOTOPCKON MPaKTUKU, MpaBWiIaM HaJJIeKalledl mpakTHku (apmakoHaa3opa, a
TaKKe YTBEPKJICHHBIM YIIOJITHOMOYCHHBIMH (heJIepaIbHBIMU OPTaHAMH UCIIOJIHUTEIILHON BJIACTH TTpaBUiIamM
HaJJIeXxallel anTeuyHol NPakTUKY, TPaBUIaM XpaHEHHS JIEKAPCTBEHHBIX CPE/ICTB;

(. 8 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.
C 01.03.2026 1. 8.1 cr. 5 m3naraercs B HoBou pemakiuu (P3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEeAAKIIHIO.

8.1) opranusarys u (WIiK) MPOBEICHUE WHCIICKTUPOBAHUS CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMSM TPABHI HAJUICKAIICH MPOU3BOIACTBCHHON MPAKTUKH, BbITAYa
3aKJIIOYEHUH O COOTBETCTBUU TPOU3BOAMTENS JIGKAPCTBEHHBIX CPEICTB TpPEOOBAHUSM IPaBUII
HaJJIeXaIel IpOu3BOJCTBCHHON IPAKTHKHY;

(m. 8.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynsrantlIntoc: mpumedanue.
C 01.03.2026 ct. 5 nonoansiercs 1. 8.1-1 (@3 ot 31.07.2025 N 304-D3). Cm. OyAylIyIO peaaKIHio.

KoncynprantlIntoc: npumedanue.
C 01.03.2026 B n. 8.2 ct. 5 BHOcaTca m3MeHeHust (P3 or 31.07.2025 N 304-03). Cm. Oyaymiyro
pElaKLHIO.

8.2) ycTaHOBJEHHE TOpsAKa BEACHHUS M BEACHHE TOCYJapCTBEHHOTO pEecTpa 3aKIIUYEHUH O
COOTBETCTBUH  TPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEACTB TpPEOOBaHUSAM TpaBWJ  HaJJIeKaIen
MPOU3BOACTBEHHOMN MPAKTUKU;

(1. 8.2 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocyaapCTBCHHasd perucTpanud NpCACIbHBIX OTITYCKHBIX IICH HpOI/I3BOI[PITCJICI>'I Ha JICKAPCTBCHHELIC
npemnaparbl, BKIOYCHHBIC B TIICPCUYCHb KHU3HCHHO HGO6X0,ZII/IMI)IX M BaXKHEHUIIIHX JICKApCTBCHHBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

IpenaparoB, ¥ BeICHHE TOCYJapCTBEHHOIO PEecTpa HpEAEIbHBIX OTIHYCKHBIX IIEH NMPOM3BOJMTENCH Ha
JICKApCTBCHHBIC IIpCHapaThbl, BKIIOYCHHLBIC B TMCPCUYCHL JKU3HCHHO HGO6XOI[I/IMBIX A BaXXHEHUIITHUX
JIEKapCTBEHHBIX IPETapaToB;

(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue TPOCKTOB PEIICHWA WCIOJHUTEIBHBIX OPraHoB CyOBEeKTOB Poccuiickoii
@enepan 00 YCTAaHOBJICHWH W (WJIM) HM3MEHEHHM IPENENbHBIX pPa3MEpPOB ONTOBBIX HAA0aBOK H
IpeleibHbIX Pa3MEpoOB PO3HUYHBIX HAA0aBOK K (DAaKTUYECKUM OTHYCKHBIM II€HAM, YCTaHOBJIEHHBIM
IIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHBIE MPENapaThl, BKIIIOUEHHBIE B IEPEUECHD
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKaPCTBEHHBIX MIPENapaTos;

(n. 9.1 BBenen ®enepanbHbiM 3akoHOM OT 13.07.2015 N 241-03; B pen. denepaqbHOro 3akoHa OT
08.08.2024 N 232-D3)

10) Bblmaya, yYCTAHOBJIGHHWE TMOpsIKA BBbIIAYM DPA3PELICHUs] HAa BBO3 KOHKPETHOM MapTUH
JIEKapCTBEHHOTO cpezicTBa B Poccuiickyro denepariuio;
(m. 10 B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBIEHUE MOPAIKA BbIIAYH U (POPMBI IOKYMEHTA, KOTOPBIN MOATBEPKAAET, YTO
MIPOM3BOJICTBO  JIGKAPCTBEHHOT'O TMperapara s MEIUIMHCKOTO TPUMEHEHMsI OCYIIECTBICHO B
COOTBETCTBHM C TpeOOBaHUSAMH TIPaBUJ HAJJICKAIICH TNPOW3BOJCTBEHHOW NPAKTUKH WM YTO
JIEKApCTBEHHBINA Tpenapar Jjisi BETEPUHAPHOTO NMPUMEHEHHS JONYIIeH K oOpamieHuto B Poccuiickoii
Odenepanuu, ¥ MOAJICKHUT MPEICTABICHUIO IO TPEOOBAHUIO YITOJTHOMOYEHHOT'O OpraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN TIpernapar;

(n. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
02.08.2019 N 297-D3)

10.2) BbIIaya, yCcTAaHOBJICHHUE TIOPS/IKA BbIIAYd UM (POPMBI TOKYMEHTA, COACPIKAIIECTO CBEACHUS O
CTaausIX TEXHOJIOTWYECKOTO IpoIlecca MPOU3BOJICTBA JIEKAPCTBEHHOTO CPENCTBA JIi MEIHIIMHCKOTO
MPUMEHEHHUS, OCYIIECTBISIEMBIX Ha TeppuTopun EBpazuiickoro 3KOHOMU4YECKOTO COI03a;

(m. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepaibHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JIEKAPCTBEHHBIX CPEJ/ICTB;
12) aTTectanus u cepTU(GUKAINS CIEIUATNCTOB;
13) yrpatun cuny ¢ 1 cents6ps 2013 roga. - @enepanbsiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBiieHue GpapmMakoHaa30pa;
(. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yqactue B MEXIyHApOAHOM COTPYJHUYECTBE;

16) moydeHue no 3anpocam YIoJIHOMOYEHHOTO (heiepabHOro OpraHa NCTIOHUTEIbHON BIACTH OT
UCTIOJHUTENIBHBIX OpraHoB cyOBbekToB Poccuiickoit ®enepannu, a Takxke OT CyOBEKTOB oOpalleHHs
JICKApCTBCHHBIX CPECACTB A MCIUIMHCKOTO NPUMCHCHUA I/IH(l)OpMaHI/II/I 10 BOIIpOCaM YCTAHOBJICHUS U
NPUMEHEHMS [IEH Ha JIEKapCTBEHHBIE Mpernaparhl U Ha10aBOK K HUM;

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

17) npuMeHeHne Mep OTBETCTBEHHOCTH 3a HapyIlIeHUE 3aKOHOaTeNbcTBa Poccuiickoit deaepannm;

18) yTBepkIeHuEe IpaBWl HAJUIEKAIEH anTeYHOW NPAKTUKU, MPaBWJI XPAHEHUS JIEKapCTBEHHbBIX
CPE/CTB;
(n. 18 B pen. ®enepanbuoro 3akona ot 30.01.2024 N 1-03)

19) ycranoBnenue nopsiaka GOpMUPOBAHUS PETUCTPALIIOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN Ipenapar
IUIsL BETEPUHAPHOTO IPUMEHEHHUS M TPeOOBaHUHN K TOKYMEHTaM B €r0 COCTAaBE;

(m. 19 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuny. - @enepanbHbiii 3akon ot 30.01.2024 N 1-D3;
22) yrparun cuiy ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBepkaeHue TpeOOBaHUI K HMHCTPYKLUHHU MO BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHBIX
Mpenaparos;
(n. 23 BBegen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
30.01.2024 N 1-®3)

24) nmpuHATHE PEIICHUH, SBISIOUIMXCS OCHOBAHMSIMH JJISi BKIIFOUEHHUS JOMEHHBIX MUMEH U (WIJIH)
yKazaTeJel CTpaHHI] CaiTOB B MH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHONW ceTu "MHTepHer", a Takxke
CETEeBBIX aJPEeCcOB B EAMHYI0 aBTOMAaTHU3UPOBAHHYIO HHQOpMAaIMOHHYIO cuctemy "EnunHbiii peectp
JOMEHHBIX HMEH, YyKas3aTelel CTpaHuI] CalTOB B HH(OPMAIMOHHO-TEIIEKOMMYHHKAIIMOHHON CETH
"NuTepHer" W CETEBBIX aapecoB, MO3BOJIIOMIMX HUACHTU(PUIHUPOBATH CAUTHI B HMH(POPMAIMOHHO-
TeJIeKOMMYHUKAIMOHHON cetn "HMHTepHer", conepxamye nH(GOPMAIHIO, PACIPOCTPAHEHUE KOTOPOU B
Poccuiickoit ®denepauuu 3ampeiieHo", B OTHOLIEHUH WHGOpPMAIUHU, COAEpKalled MpenaoKeHUue o
PO3HUYHOI TOProBj€ JIEKAPCTBEHHBIMU IIpenapaTaMd, B TOM YHCJIE JAWCTAaHIMOHHBIM CIOCOOOM,
PO3HHMYHAS TOPTOBJISI KOTOPBIMU OTpaHUYEHA WM 3allpellieHa B COOTBETCTBUH ¢ HacTosAMM DeepaabHbIM
3aKOHOM, W (WJKM) UHQOPMAIIUU, COJEpKAIIEeH MPEATIOKEHHE O POZHUYHON TOPTOBJIE JIEKAPCTBEHHBIMHU
npernapaTamu, B TOM YUCIIE€ TUCTAHIIMOHHBIM CIIOCOOOM, JIMLIAMH, HE UMEIOLIMMH JIMLEH3UH U pa3peIieHus
Ha OCYUIECTBJIEHUE TAaKOM JESATENIbHOCTH, €CIU MOJIyY€HUE JIMIEH3UU U pa3pelleHus: MpeaycMOTPEHO
3aKOHOJIAaTEILCTBOM 00 0OpallieH!H JeKapCTBEHHBIX CPECTB;

(1. 24 B pen. denepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BblAaua paspelieHuid Ha BBOJ B TPKIAHCKUNA 000POT MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
Mpenaparos;
(. 25 BBeneH denepanbHbiM 3aK0HOM OT 28.11.2018 N 449-03)

26) peryaupoBaHUE BOMPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB

JUI. MEJUIIMHCKOTO IIPUMEHEHHS.
(. 26 BBeneH denepanbHbiM 3aKk0oHOM OT 19.10.2023 N 503-03)

Koncynsrantllntoc: npumeyanue.
C 01.03.2026 ct. 5 nononnsiercs 1. 27 (D3 ot 31.07.2025 N 304-D3). Cm. Oynyuiyro pelakiuio.

Cratba 5.1. lMepepaua ocywecTBrieHUsi MOMHOMOYUK peaepanbHbIX OpPraHoB
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MUCMNOSIHUTENIbHOW BRacTu Npu obpalleHMU neKapCTBEHHbIX CPeACTB UCMONHUTENbHbLIM
opraHam cy6bekToB Poccuinckon Peanepaumm

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TomHOMOYMS (henepaabHBIX OPraHOB HMCIOJHUTEIHHOM BJIACTH MPHU OOpAIleHUH JIEKAPCTBEHHBIX
CPEICTB, MPEAyCMOTPEHHbIe HacTosmMM @DenepaibHbIM  3aKOHOM, MOIYT IepefaBaTbCs s
OCYIIIECTBIICHUS HUCIOJHUTEIBLHBIM OpraHaM cyObekToB Poccuiickoli ®Deneparyii TOCTAHOBIICHUSIMU
[IpaButensctBa Poccuiickoit @enepanuu B mnopsike, yctaHoBieHHOM denepanbHbiM 3akoHOM OT 21
nexabpst 2021 roga N 414-@3 "OO6 o0mmMX NpUHIMIIAX OpraHU3alMU MMyOJIMYHON BIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

Cratba 6. [lMonHOMOuYMA WMCNOMHUTENbHbLIX OpPraHoB cyo6bekta Poccunckon
deaepaumm npm odpaweHMn NeKapcTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

K mosHOMOYMSM HMCHOJHHUTENBHBIX OpraHoB cyObekTa Poccuiickoit ®enepanuu mnpu oOpamieHHH
JIEKaPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) pa3paboTka u peanusanus peruOHAJIBHBIX MPOrpaMM 0OecreueHUs] HaCeIeHHs JIEKapCTBEHHBIMU
npenapaTramu;

2) yCcTaHOBJIEHHE IPEJEIIBbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTIIYCKHBIM II€HAaM, YCTaHOBJIEHHBIM IPOU3BOIMUTEISIMU JIEKAPCTBEHHBIX
MpernaparoB, Ha JICKAPCTBEHHBIC NpenapaThl, BKIIOYCHHbIE B IEpEYeHb XU3HEHHO HEOOXOAUMBIX U
BAKHEUIIINX JICKAPCTBEHHBIX IIPENApaToB;

3) OCYIIECTBICHHE PETHOHATBHOTO TOCYJApPCTBEHHOTO KOHTPOJS 3a NPUMCHEHHEM IIeH Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUEHHbIE B IMEpeUYeHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIHNX
JICKaPCTBCHHBIX IPEMapaToB, OPTaHU3ANHUSIMH OITOBOW TOPTOBIHM JICKAPCTBEHHBIMH CPEJICTBAMH,
anTeuYHbIMH OpTaHU3alUSMH, WHIUBUIYaIbHBIMUA MPEANPUHUMATEISIMH, HWMEIOIIMMHU JIMIEH3UI0 Ha
(dapMaIreBTHYECKYIO JACSITEIbHOCTh, MEIUIIMHCKUMHU OpTaHHU3aIMsIMH, WMCIONUMHU JIMICH3UIO Ha
(bapMalleBTUUECKYIO AESTeNbHOCTh, U WX OO0OCOONEHHBIMU TMOAPA3JICICHUSIMH, PACIOIOXKEHHBIMU B
CEJIbCKMX HACEJIEHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEYHBIC OPTaHHU3AIIHH;

(B pen. @enepanbHbix 3akoHOB OT 25.06.2012 N 93-03, ot 27.12.2019 N 475-D3, ot 08.08.2024 N 323-
D®3)

4) npuHATHE pelieHus 00 UCTIOIb30BaHUU Ha TeppuTOpuu cyonekTa Poccuiickoit @enepaiiu Haps Ly
C pelenTamMu Ha JIEKapCTBEHHBIE Tpemnaparbl, 0OPMICHHBIMH Ha OyMa)KHOM HOCHUTEJE, PEIEnTOB Ha
JIEKapCTBEHHBIE MpemnapaTthl, chopMUpPOBaHHBIX B POpPME SIEKTPOHHBIX JOKYMEHTOB.
(1. 4 BBennen denepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHASA ®APMAKOINEA

Cratba 7. PaspaboTka n usgaHue rocyaapcTtBeHHou hapmakoneun, pasmelueHue
OaHHbIX O Hen
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

1. Tlox rocynmapcTBeHHOW (apMakoreeii MOHMMAETCS CBOJ OOmUX (apMaKOMEWHBIX cTared u
(hapMaKOIIeHHBIX CTaTCH.

2. PazpaboTtka oOmmx ¢apMakomeWHbIXx cTaTeil W (apMaKONeHHbIX CcTaTeld, B TOM YHUCIIE
¢dapmakoneHsIXx crareii Ha (apMakoIleHHBIE CTaHAApPTHBIE OOpaslbl, M BKJIIOYCHHE WX B
rOCYJapCTBEHHYIO (DapMaKONEI0 OCYIIECTBISIOTCS B TOPSJIKE, YCTAaHOBJICHHOM YIMOJHOMOYEHHBIM
(enepabHBIM OPraHOM UCIIOTHUTEIBHON BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pa3paboTka hapmakoreiiHOl cTaThi Ha pedepeHTHBIN JICKapCTBEHHBIN MpernapaT v BKIIOYCHUE €€
B TOCYJapCTBEHHYIO (hapMaKoNero B TEUCHHE CPOKa JEHCTBHS 3allUThl HCKIIOUUTEIHHOIO MpaBa,
YIOCTOBEPEHHOT'0 MAaTeHTOM Ha pe)epeHTHBIN JIEKApCTBEHHBIN Mpenapar, OCYIIECTBISIOTCS C COTIacHs
ero pa3pabdoT4HKa.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynmapctBeHHas (¢apMmakoress U3JaeTCsl  YIIOJTHOMOYCHHBIM  (elepadbHbIM  OPTaHOM
WCTIOJTHUTEJILHOM BJIACTH 3a CYET CPEJICTB (peliepabHOro OrPKETa U MOJUICKHT TIEPEH3IaHUsIM HE PEKe
9eM OJIMH pa3 B IMATh JIET, B TMEPUOA MEKIY KOTOPBIMH H3IAIOTCS MPUIOKCHHS K TOCYIapCTBEHHOM
(dapmakoriee, cojaepxaniue oOmme ¢dapMakoreiHple cTaTbd W (WiM) (apMakonelHble CTaThH,
YTBEPKACHHBIC TIOCTIC H3aHUS WM IePEU3IaHus TOCYIapCTBEHHOM (papMakomen.

5. YnonHomMoueHHBI (enepanbHblii OpraH HCHOJHUTENBHON BJIACTH pa3MellaeT JaHHbBIE O
roCy/IapCTBeHHOH (hapMaKoree U MPIIOKCHUSIX K Hel Ha cBoeM o(uIlnaibHOM caiite B cetn "MHTEepHET"
B YCTAaHOBJICHHOM UM MOPSJIKE.

naea 4. IMLUEH3NPOBAHUE NMPOU3BOAOCTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALEBTUYECKOWU OEATENBHOCTU, TOCYOAPCTBEHHbLIA KOHTPOJb
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(B pea. @enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratbss 8. JluueH3MpoBaHMe nNpPOM3BOACTBA JIeKAPCTBEHHbIX CpeacTB U
dapmaueBTUYECKON AeATENbLHOCTHU

1. JluneH3upoBaHue MPOM3BOJICTBA JEKAPCTBEHHBIX CPEJICTB U (papMaleBTUUECKOH AeaTelbHOCTH
OCYILECTBIISIETCA B COOTBETCTBUU C 3aKOHO1aTelbcTBOM Poccuiickoit denepanyu.

Koncynprantllnroc: npumeyanue.
C01.03.2026 B u. 2 cT. 8 BHOCsATCS M3MeHeHus (P3 o1 31.07.2025 N 304-D3). CMm. Oyayu1yro peJakiuio.

2. O6s13aTeabHBIM YCIOBUEM MPEIOCTABICHHUS JIMLEH3UN Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABIISICTCS MPUIIOKEHUE K 3asBJICHUIO COUCKATEIS JIMIEH3UH NIePeUHs JIEKapCTBEHHBIX (hOpM U (MJTH) BUIOB
(dapmaleBTUUECKUX CYOCTaHLMH, KOTOpbIE MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB HaMEpPEH
IIPOU3BOIUTD.

3. B ciygae HEOOXOAMMOCTH PaCHIMPEHHS TTPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB 32 CUET HOBBIX
JIEKapCTBEHHBIX (POPM U BUIOB (hapMaIleBTHUECKUX CYOCTaHIIMI TPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEJCTB

www.consultant.ru CrpaHnua 20 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=488481&date=03.02.2026&dst=100006&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100086&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100087&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=508482&date=03.02.2026&dst=102520&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=505891&date=03.02.2026&dst=100098&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523521&date=03.02.2026&dst=101502&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=511708&date=03.02.2026&dst=1510&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JOJDKEH TOJIaTh B JIMIIEH3UPYIOIIUK OpraH 3asBICHHE O BHECCHWW M3MEHEHHWH B peecTp JHUIICH3HMI Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-03, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOW CyOCTaHLIMU CIIUPTa
STUJIOBOTO (3TAaHOJIA) BBIJAETCS IPHU YCIOBUM HAJIMYUS Yy OpraHu3allMd Ha IIpaBe COOCTBEHHOCTH,
XO3SICTBEHHOTO BEJICHUSI MJIM OTIEPATUBHOTO YIPABJICHUS OCHOBHOTO TEXHOJOTHYECKOTO0 000PYIOBaHUS
IUI TIPOU3BOJACTBA STHJIOBOIO CHUPTA, 3apErMCTPUPOBAHHOTO B COOTBETCTBUU CO cTaTtbed 14.1
®enepanbHoro 3akoHa ot 22 HostOpst 1995 roma N 171-®3 "O rocynapCTBEHHOM pETYIMPOBAHUU
IIPOM3BOJICTBA U 00OpOTa ITHJIOBOIO CIUPTA, AJKOTOJbHOM M CHMPTOCOAEpXkamiedl MpoayKuud U o
OrpaHUYEHUH MOTPeOIeHUS (PACTIUTHS) aJIKOTOIBHON MPOIyKIUU".

(dactb 4 BBeneHa denaepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

CraTtbsa 8.1. OCO6eHHOCTU NULEH3NPOBaHUA NPOU3BOACTBA JIeKAPCTBEHHbIX CPeacTB
(dbapmaueBTUHECKOM CyOGCTaHLMM cnMpTa 3TUNOBOrO (3TaHona)

(BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. leiicTBUE JIMIIEH3UU Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB ((hapMalleBTUUECKOM CyOCTaHIINHI
CIUpTa 3TUJIIOBOTO (3TaHOJa) IPUOCTAHABIMBACTCS B YACTH IIpaBa Ha MPOU3BOJACTBO (papMarieBTHUECKON
CyOCTaHIIMM CIUPTA STUIIOBOTO (3TAHOJA) JIMIICH3UPYIOIIUM OPTaHOM B CIIy4asix, ONPEEICHHBIX CTaThel
20 denepanpHoro 3akoHa oT 4 mas 2011 roma N 99-®3 "O nuueH3UpPOBAaHUU OTACIIBHBIX BHJIOB
JEeSTEIbHOCTU", @ TaKKe Ha CPOK IPUOCTAHOBJIECHUS JIEHCTBUS JIMLUEH3UU HA MPOU3BOJCTBO 3TUIIOBOIO
cCrupTa sl TPOU3BOJACTBa (hapMalleBTUUECKON CyOCTaHIIMM CIOUpPTa STUIOBOTO (3TaHONA), BBIAHHON B
coorBeTcTBUH ¢ DenepanbHbIM 3aKoHOM OT 22 HOs0ps 1995 roma N 171-@3 "O rocynapcTBEeHHOM
pEryJIMpOBaHUM TPOU3BOJCTBA M 00OpPOTa ATHIOBOTO CIHUPTA, AIKOTOJIBHOM M CHUPTOCOJIEpKaIIe
MPOJAYKIMH U 00 OrpaHMYEHUH NOTpeOIeHUs (PacIUTHS) AIKOTOJIbHONW MPOAYKIIUU".

2. JlelficTBHE JIMIIEH3UH Ha TPOU3BO/ICTBO JIEKAPCTBEHHBIX CPeJICTB ((hapMaleBTHUECKOM CyOCTaHIINH
CTIIHPTa STHIIOBOTO (3TAaHOJIA) B YAaCTH MpaBa HA MPOU3BOJICTBO (papMareBTUIECKON CyOCTaHIIMU CIHpTa
STUJIOBOTO (3TaHOJA) MpeKpalaeTcs JUIEH3UPYIOUIMM OpPraHoOM B CllydyasiX, ONpeieleHHbIX cTaTtbel 20
@enepanpHoro 3akoHa or 4 mas 2011 roma N 99-®3 "O nuIEH3UPOBAHWU OTACTHHBIX BHUIOB
JesTeIbHOCTH", a TAK)XKE C 1aThl IPEKPAICHUS UJIM aHHYIMPOBAHUS EHCTBUS JTUIIEH3UU HA IIPOU3BOJICTBO
STWJIOBOTO CHUpPTA JUIsl MPOU3BOJICTBA (papMaleBTUUYECKONW CYOCTaHIMU CIUPTa 3TUIOBOTO (3TaHOJA),
BbIJIaHHOM B cooTBeTcTBUUM ¢ PenepanbHbIM 3akoHOM OT 22 Host0ps 1995 roma N 171-®3 "O
rOCY/IapCTBEHHOM DETYJIHMPOBAaHWU IIPOM3BOJACTBA M 000pOTa STHIOBOTO CIHPTA, AaIKOTOJIBHOM U
CIMPTOCOIEpHKAILEH MPOIYKIUU U 00 OrpaHUYEHUH NMOTPeOIeHNs (PaCHUTHs) aJIKOTOIBLHON MPOLYKIMU'.

Cratba 8.2. OCOGEHHOCTM NUUEH3NPOBaHMA hapMaLeBTUYECKON AeATEeNIbHOCTU B
YacTu OCyLeCTBIIEHUA ONTOBOMW TOProBsin NieKapCTBEHHbIMU CpeaAcTBaMm

(BBeneHa ®enepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. HdetictBue nurieH3MH Ha (apMareBTUUYECKYIO NEATeTbHOCTh B YaCTH OCYIIECTBJICHHUS OMTOBOMU
TOPrOBIM  JIEKAPCTBEHHBIMM  CPEACTBAMHM  JUIsl ~ MEIUIIMHCKOTO  TNPUMEHEHMs]  MpeKpalaeTcs
JIMIIEH3UPYIOIIMM OPraHOM B CIIy4asix, onpeneneHHbIx ctatbeil 20 denepanbHoro 3akona ot 4 masg 2011
rogra N 99-®3 "O nuieH3upoBaHUU OTACNIBHBIX BUJOB JEATEIBHOCTH', a TakKKe [0 PEIICHUIO
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JUIEH3UPYIOLIET0 OpraHa, IPUHITOMY B COOTBETCTBUH C HACTOSIIEH 4acThio. B ciyyae BBISBIECHUS MPU
OCYIIECTBICHUHN (eAepaTbHOIO TOCYAapCTBEHHOTO KOHTpols (Ham3opa) B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB HapYUICHHs] OpraHu3alueldl ONTOBO TOProBIIM JIEKAPCTBEHHBIMH CpPEACTBAMHU
TpeboBanuii yacreir 1 - 3 crateu 53 Hactosmero dexepanbHOr0 3akoHa ACWCTBUE JMIIEH3UU HA
(bapMaleBTUUECKYIO JAESITENbHOCTh B YACTH OCYIIECTBICHHUS ONTOBOM TOPTOBJIHM JIEKAPCTBEHHBIMU
CpeAcTBaMU JUIsI MEULIMHCKOTO TPUMEHEHHUSI IPUOCTAHABIINBACTCS B TEUCHHE JECATH pabouux AHEH co
JIHSI BBISIBJICHMSI yKa3aHHOTO HapyuieHus. [leiicTBue nuueH3uu Ha (apMaleBTUUECKYIO JESTEIbHOCTh B
YaCTH OCYILECTBIICHUS ONITOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEJICTBAMH JIJIsI METUITUHCKOTO IIPUMEHEHUS
MIPUOCTAaHABIMBACTCA Ha CPOK, KOTOPBIN OINpeaesseTcs JUIEH3UPYIOIIMM OpraHoM (HO HEe MEHee YeM Ha
OJUH MECHI]), MO HMCTEYEHHUH KOTOpPOro ACWCTBHE ITAHHOM JHMIIEH3UU TMOMJICKUT TNPEKPALICHUI0 Ha
OCHOBAaHUU pEUICHMs JHUICH3UPYIOUIEr0 OpraHa, 3a HCKIIOYEHHEM Ciydasl, YKa3aHHOTO B dYacTu 2
HACTOSIICH CTAThHU.

2. JleficTBHE NMLIEH3UU HA (hAapMALEBTHUYECKYIO JESTEIbHOCTh B YaCTU OCYLIECTBICHHS ONTOBON
TOProBJiM JICKAPCTBCHHBIMHU CpPEACTBAMU JIA MCIUIHUHCKOrO IPHUMCHCHUA, I[CflCTBI/IG KOTOpOfI
IIPUOCTAHOBJIEHO B COOTBETCTBUHU C 4YacThiO | HacTosmIel cTaTbM, MOJICKUT BO3OOHOBIIEHHUIO B CIIydae,
€CJIn B NICPUOJ MPHUOCTAHOBJICHUA I[CﬁCTBPISI I[aHHOﬁ JIMICH3MU B paMKax I[OCYIIG6HOI‘O o0KaIoBaHus
peleHre KOHTPOJIHOTO (Hal30pHOr0) OpraHa B YacTU BBISIBIIEHHOI'O HapylleHUs TpeboBaHuii yactei 1 -
3 crarbu 53 Hacrosero denepalbHOTO 3aKOHAa OTMEHEHO. B yKa3aHHOM ciydae aelicTBUE JMIEH3UU Ha
(bapMaleBTUYECKYIO JESITEeIbHOCTh B YacTH OCYIIECTBJICHUS ONTOBOM TOPIOBIM JICKAPCTBEHHBIMU
CpeACTBaMU Il MEJUIIMHCKOTO IPUMEHEHUSI BO3OOHOBIISIETCS HE TI03/IHEE OJJHOTO pabouero AHs CO THS
OTMEHBI PEIIEHUs] KOHTPOJIILHOTO (Hal30pHOr0) OpraHa.

Cratba 9. [locymapcTBeHHbINW KOHTponb (Hag3op) B cdepe obGpaweHus
neKapcTBEHHbIX CpeaAcTB

(B pea. @enepanbHoro 3akoHa ot 11.06.2021 N 170-03)

1. TocymapcTBeHHBINi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JEKapCTBEHHBIX CPENICTB
OCYILIECTBIISICTCA TOCPEACTBOM (peiepanibHOTO TOCYJapCTBEHHOTO KOHTpoJs (Haa3opa) B cdepe
oOpallleHusi JEeKapCTBEHHBIX CPEACTB U (PellepalbHOTO TOCYJApPCTBEHHOIO JIMIIEH3MOHHOIO KOHTPOJIS
JESTEeIbHOCTH IO NMPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISIEMbIX (pe/iepalbHbIMU OpraHaMu
WCIIOJTHUTENIBHON BIIACTH, YIIOJTHOMOYEHHbIMU [IpaButensctBoM Poccuiickon @enepannn.

2. IlpeameroMm (enepanbHOr0 TroCyJapCTBEHHOIO KOHTpoJis (Haa3opa) B chepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB SBISIOTCSA:

1) cobGmonenne o0s3aTeNbHBIX TpeOOBaHUI B cepe oOpallieHHs JIeKapCTBEHHBIX CPEICTB, B TOM
qucie:

a) Tpe60BaHHfI K JOOKJIMHHUYCCKUM HCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKUM
HCCICOOBAHUAM JICKAPCTBCHHBIX IIPEIapaToB, HW3rOTOBJICHHUIO, XPAaHCHUIO, IIEPEBO3KE, BBO3Y B
POCCHﬁCKyIO dbenepaumo, OTIIYCKY, pe€ajn3anuu, I1ncpcaadye, MNpoAaxKe JICKAPCTBCHHLIX CPCIACTB,
IMPUMEHCHUIO JICKAPCTBCHHBLIX IIPEIapaToB, YHHUUYTOXCHUIO JICKAPCTBCHHBLIX CPEACTB, YCTAHOBJICHUIO
MPOU3BOJUTCIISIMUA JICKAPCTBCHHBIX MPCHAPATOB ILICH Ha JICKAPCTBCHHBLIC IIPCIIApaThl, BKIIOYCHHLIC B
MEPECUYCHDb ) KU3HCHHO H€06XO}]I/IMBIX 1 BaXKHEHIIINX JICKAPCTBCHHBIX IPCIIapaToB;

6) TpC6OBaHI/II71 K COOTBCTCTBUIO JICKAPCTBCHHBIX CPECIACTB, HAXOAAINUXCA B O6paH_leHI/II/I, IMoKa3aTeciisiM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

KauecTBa, A(G(EKTUBHOCTH U OE30MACHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUM C HACTOSIIUM
denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOJACHUIO CYOBEKTaMU OOpAIlCHMsI JICKAPCTBEHHBIX CPEICTB, YKa3aHHBIX B
gactu | crateu 67.1 HacTosmero MeaepanbHOro 3aKOHA, OTPAHHYEHUH, HAJTaraeMbIX cTaThsiMu 67.1 u 67.2
Hacrosiero depepaabHOTO 3aKOHA;

2) co0oIeHNe TMIEH3MOHHBIX TPeOOBaHUHN K OCYIIECTBICHUIO (DapMaleBTUUECKOM IesTeIbHOCTH;

3) cobmonenre TpeOOBaHMI K MPEAOCTABICHUIO CYOhEKTaMU OOpaIeHUs JICKAPCTBEHHBIX CPEICTB
nH(pOpMalIUK O JIEKAPCTBEHHBIX CPEACTBaX W (WIJIM) JIGKAPCTBEHHBIX Mperaparax, MmpeayCMOTPEHHOM
cratbsimu 9.1, 52.1, 52.2 u 64 Hacrosmero deaepalbHOro 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

KoncynsrantlIntoc: npumedanue.
C 01.03.2026 11. 4 4. 2 ct. 9 yrpaunBaet cuiy (D3 o1 20.10.2022 N 405-D3).

4) coOmroieHre MpeaycMOTPEHHBIX cTaTtheit 55.1 HacTosmero denepaabHOroO 3aK0Ha TPEOOBAHUM K
MIPOBEJICHUIO KCIEPUMEHTA 110 OCYIIECTBICHUIO PO3HUYHON TOPTOBIIHU JIGKAPCTBEHHBIMHU IperapaTaMu
IUIE  MEIWLUHCKOTO TPUMEHEHHs, OTIYCKaeMbIMH II0 pELEeNTy Ha JIEKapCTBEHHBIH Iperapar,
JMCTAHIIMOHHBIM CIIOCOOOM.

(1. 4 BBeneH @enepanbHbM 3akoHOM OT 20.10.2022 N 405-D3)

2.1. B menax oOecneueHuss TOCYJapCTBEHHOTO KOHTpoisl (Haa3opa) B cdepe oOpaiieHus
JIEKapCTBCHHBIX  CPEACTB  (pelmepanbHBIi OpraH  HCIOJHHUTEIBHOW  BIIACTH,  OCYIIECTBIISIONIUI
rOCy/IapCTBEHHYIO PETUCTPALIMIO JEKApPCTBEHHBIX MPENnaparoB, MPEAOCTaBIsIeT (eAepalbHOMYy OpraHy
WCTIOJTHATEIEHOW  BJIACTH, OCYHIECTBISIIOIIEMY (YHKIMM IO KOHTPOJII W Ham30py B cdepe
3/IpaBOOXpaHEHUs, [0 €ro 3alPOCy B paMKaX MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBHS B
MOPSIJTKE, YCTAHOBJICHHOM yKa3aHHBIMH (pe/IepaIbHBIMU OPTaHaMHU UCTIOJTHUTEIPHON BJIACTH, CIICIYIOIIHE
CBEJICHHUS O JICKAPCTBEHHBIX CPEICTBaX, B TOM YHUCJIE B CIy4ae, €ClIM TaKHE CBEICHHUS COCTaBISIOT
KOMMEPYECKYIO TalHY:

1) cBenenust o papMaleBTUUECKOMN CyOCTaHIINU:

a) HauMeHOBaHue (hapMalleBTHUECKOM CyOCTaHIINH, €€ CTPYKTYpa, 0011IMe CBOWCTBA;
0) HauMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) CBOMCTBA U CTPYKTYypa JACHCTBYIOIINX BEIIECTB;

T') XapaKTepUCTHKA IpUMeceil;

1) cnerudukaius Ha GapMaIeBTUIECKy0 CyOCTaHIINIO H €€ 000CHOBAHME,

€) AaHaTUTUYECKUE METOJMKH, HCIOJIb3YyEMbIE TMPU OCYIIECTBICHHH KOHTPOJISI KauecTBa
(dhapmareBTUUeCKOl CyOCTaHITNH;

) pe3ysbTaThl aHAJIM30B cepuil hapMalieBTUUECKON CyOCTaHIINH;

www.consultant.ru CrpaHuua 23 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100039&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=429415&date=03.02.2026&dst=100034&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=429415&date=03.02.2026&dst=100010&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=498589&date=03.02.2026&dst=100011&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

3) mepevyeHb CTaHAAPTHBIX 00pa3lIOB WM BEIIECTB, UCIOIb3YEMbIX MPH OCYIIECTBICHUU KOHTPOJIIS
KauecTBa (papMaleBTUIECKON CyOCTaHIUY;

1) OTHCaHUE XapAKTEPUCTHK U CBOMCTB YIAKOBOYHBIX MATEPUAIOB M YKYITOPOUHBIX CPEJICTB;
K) JaHHBIE O CTAOUIBLHOCTH (hapMaIleBTHUECKOM CyOCTaHIINN;

J) CPOK TOJTHOCTH;

2) cBeZieHHS O JICKQPCTBEHHOM Ipenapare i MEAUIIMHCKOTO TPUMECHCHUS

a) OMHCaHKUE U COCTAB JICKAPCTBEHHOT'O Tpernapara ik MeIUIIUTHCKOTO IIPUMECHEHUS;

0) omnmcanue ¢apmaleBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpPA COCTaBa, IEPBUYHOM
YIIaKOBKH);

B) HAaMMEHOBAHME M aJPeC MECTa OCYLIECTBIICHUS MPOM3BOJACTBA JIEKAPCTBEHHOrO Ipernapara Ajs
MEIUIIMHCKOTO TMPUMEHEeHUs (B cllydae HaJM4YUsl HECKOJbKHUX YYACTHHUKOB IIpoliecca MPOU3BOJCTBA
HE0OXO0IMMO yKa3aTh HAMMEHOBAHKE U aIPEC KaXIOTO U3 HUX);

I') MUKPOOHOJIOTUYECKHE XaPaKTEPUCTUKH;
1) OIMCaHHE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;
€) TpeOOBaHUs K KaueCTBY BCIIOMOTaTeIbHBIX BELIECTB;

)K) AHAIUTUYCCKUC MCTOAUKH, HUCIHOJB3YEMbIC IIPH OCYIICCTBICHHN KOHTPOJIA KadeCTBa
BCIIOMOI'aTCIBbHBIX BCIICCTB,

3) CBCIACHU 00 HCIIOJIF30BAaHMH BCIIOMOTaTEILHBIX BC€IICCTB YCJIOBCUYCCKOIO M JXKHBOTHOI'O
MMPOUCXOKIACHUAA,

I/I) CBCIACHUA 00 HCIIOJIb30BAaHUM HOBBIX BCITOMOTaTeIbHBIX BCIIICCTB,

K) TpeOOBaHMS K KadyecTBY JIEKAPCTBEHHOro TIpernapaTra sl MEIUIUHCKOIO IMPUMEHEHHs
(cepTudukar, cnenudukaus Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUEC MCTOAWKH, HCIIOJIB3YCMBIC IIPU OCYIICCTBICHHUHN KOHTPOJI KadCeCTBa
JICKApCTBCHHOTO IMpfriapara JJIs1 MCAUITUHCKOI'O MIPUMEHCHU S

M) pe3yJbTaThl aHAJTM30B CEPHI JIEKapCTBEHHOTO Mpernapara sl MeJUIIMHCKOTO IPUMEHEHUS;
H) XapaKTepuCTHKa IpUMeceH;

0) NEepCUCHL CTAHAAPTHBIX 06pa3u013, HCIIOJIb3YCMbBIX IIPU OCYIICCTBJIICHHU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO IMpriapara JJIisi MCIUITUHCKOIO MPUMCHCHU S

H) JaHHBIC O CTaOUIIBHOCTH JICKApCTBCHHOTO IIpeniapara JJIs1 MCAUITUHCKOI'O IPUMCHCHU A

3) OTYCTHI O AOKIITMHUYCCKUX UCCIICAOBAHUAX,
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4) OTYETHI O KIMHHYECKUX UCCIICTIOBAHUSIX;
5) macrtep-daiin cuctemsl hapMaKoHAI30Pa;

6) IUTaH yIpaBJICHUS PUCKAMH.
(uactsb 2.1 BBeneHa @enepasbHbIM 3akoHOM 0T 30.01.2024 N 1-P3)

3. Ilpu ocymiectBieHuu QeneparbHOT0 rocyAapCTBEHHOTO KOHTPOJIs (HaI30pa) B cepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB MPOBOJISITCS CIIECIYIONINE BUIbI KOHTPOIBHBIX (HAJA30PHBIX) MEPOTIPUSITHIA:

1) nokyMeHTapHasi IpoOBepKa;

2) BbI€3/IHAs IPOBEPKA;

3) BBIOOPOUHBII KOHTPOIIb Ka4eCTBa,
4) KOHTpOJIbHAs 3aKYIKa;

5) MHCIEKIIUOHHBII BU3UT;

6) HaONIOJCHHE 3a COOJIFOJICHWEM O00S3aTeNbHBIX TPEeOOBaHWA (MOHUTOPUHT OE30MACHOCTH)
(bapmakonazop).

4. Opranuzanus U OCyIIECTBIEHHE (eIepaTbHOr0 roCyIapCTBEHHOTO KOHTPOJIs (Haa30pa) B cdepe
oOpariieHust JeKapCTBEHHBIX CpeACTB perynupyrorcss DenepanbHbiM 3akoHoM oT 31 urong 2020 roma N
248-®3 "O rocymapCcTBEHHOM KOHTpoOJIe (HAI30pe) W MYHHUIMIAIBHOM KOHTposie B Poccuiickoi
Odenepanun".

5. BHemiaHOBBIM BHIOOPOYHBIH KOHTPOJb KadecTBa IPOBOAUTCS B TOM YHUCJIE HAa OCHOBAHUU
IIPOrpaMMBbI IIPOBEPOK.

6. I1n1aHoBBIM BHIOOPOYHBINA KOHTPOJIb Kaue€CTBA HE MPOBOIUTCS.

7. Ilo pe3ynbratam (QenepaibHOro rocyAapCTBEHHOTO KOHTpoJii (Haa3opa) B chepe oOpaieHus
JIEKapCTBEHHBIX CPE/ICTB HapsIy C PELIEHUSIMU, PEAYCMOTPEHHBIMU DeiepabHbIM 3aKOHOM OT 31 nronis
2020 roma N 248-®@3 "O rocyaapCTBEHHOM KOHTpoJe (Haa30pe) U MYHHUIMIIAIBHOM KOHTpOJIE B
Poccuiickoit @enepanun", penepaabHbIMU OpraHaMHU UCIIOJIHUTEIBHON BJIACTH, YITOJHOMOYEHHBIMH Ha
OCyILIECTBIIEHHE (DeZepabHOrO TOCYIapCTBEHHOIO KOHTpoisi (Hag3opa) B chepe oOpalueHus
JIEKapCTBEHHBIX CPE/ICTB, IPUHUMAIOTCS CIEAYIOIINE PEIICHHUS:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) o panmpHelmIeM TrpakJaHCKOM O0OpOTE CEepUH, MApTUU COOTBETCTBYIOLIErO JIEKAPCTBEHHOI'O
CPEICTBA B ClIy4ae MOATBEPXKACHHUS 110 pe3ylbTaTaM IIPOBEJEHHBIX UCIBITAHUI COOTBETCTBMS KaueCTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUSM;

2) 00 HM3BATHH U3 Tpa)kAaHCKOT'O 060p0Ta CCpuHr, MapTuu COOTBCTCTBYIOLICTO JICKAPCTBCHHOTO
Cpe€acTtBa B Cliyda€ BBIABJICHUA IO PE3yJIbTaTaM IMNPOBEACHHBIX HCITBITAaHUIT HECOOTBETCTBHUS KadecTBa
JICKApCTBCHHOT'O CPCACTBA YCTAHOBJICHHBIM TpC6OBaHI/I$IM;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

3) 0 mepeBoJe JIEKApPCTBEHHOTO CPEACTBA HA IMOCEPHIHBIA BHIOOPOYHBIA KOHTPOJIb KadecTBa
JIEKapCTBCHHBIX CPEJICTB B CIydyae MOBTOPHOTO BBISBICHHS HECOOTBETCTBHUS KA4e€CTBA JICKAPCTBECHHOTO
CpelICTBa YCTAaHOBJICHHBIM TpPeOOBaHUSAM M (IMPU HEOOXOJAMMOCTH) O MPOBEPKE CYOBEKTa oOparieHus
JIEKapCTBCHHBIX CPEJCTB. PacXo/pl, CBsI3aHHBIC C MPOBEACHUEM MOCEPUIHOTO BHIOOPOYHOTO KOHTPOJIS,
OILJTAYMBAIOTCS MTPOW3BOJUTEIIEM JIEKAPCTBEHHOI'O CpEACTBAa JIMOO Jep)KaTelieM WM BJalelbleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MIperapara;

4) o CHATUM IIEKapCTBEHHOTO CPEJICTBA C IOCEPUHHOTO BBIOOPOYHOTO KOHTPOJS KadecTBa
JICKApCTBEHHBIX CPEJICTB HAa OCHOBAHWUHU TMOJOXHUTEIBHBIX OSKCIEPTHBIX 3aKIIOUYEHUH, BBIAAHHBIX
(benepalbHBIM TOCYIAPCTBEHHBIM OIO/DKETHBIM YUPEXKICHHUEM, I0JIBEIOMCTBCHHBIM (eepatbHOMY
OpraHy HCIOJHHUTEIHHON BJIACTH, OCYLIECTBISAIOMIEMY (PYHKLIMH MO KOHTPOJIIO M Haa30py B cdepe
3paBOOXPAaHECHUS, WM (hefepaTbHOMY OpraHy WCIOJHUTEIBHOW BIACTH, OCYHIECTBISIOMIEMY (YHKIIUH
10 KOHTPOJTIO U HaJ30py B chepe oOpalieHus JIeKapcTBEHHBIX CPEICTB JJISl BETEPUHAPHOTO IPUMEHEHUS,
Ha OCHOBaHMHU MPOTOKOJIA UCIIBITAHUH JIEKAPCTBEHHOTO CPEJCTBA, MPOBEACHHBIX IO BCEM IOKa3aTeIsIM
YTBEP)KICHHOH HOPMATHBHOM JOKYMEHTAllMM (HOPMAaTHBHOTO JOKYMEHTa) B OTHOIICHHWU TPEX CEepuit
JIEKapCTBEHHOTO CPEZCTBA.

(. 4 BBeneH ®enepanbHbM 3ak0HOM OT 30.01.2024 N 1-D3)

8. denepanbHbIl TOCYIAPCTBEHHBIA JUIEH3UOHHBIA KOHTPOJb JEATEIbHOCTH IO IMPOU3BOACTBY
JICKaPCTBEHHBIX CPEACTB OCYIIECTBISECTCS B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
®Oenepanuu.

CraTtbsa 9.1. NMporpamma npoBepok
(BBenena @enepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. B nensx opranu3anuu BEIOOPOYHOI'O KOHTPOJIS KAYeCTBA JIEKAPCTBEHHBIX CPENICTB (hOopMUpyeTCs
IporpaMMa IpoBepOK.

2. lnsg uened peanu3alM MPOTPaMMBbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB M
OpraHM3alfii, OCYUIECTBIISIIOIIAE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro Denepanmuio,
MPEAOCTABIAIOT B OTHOLIEHWM JIEKAPCTBEHHBIX CPEACTB [UIsl MEJIUIMHCKOTO TPUMEHEHUS B
YIOJIHOMOYCHHBIN (eepaibHbId OpraH HWCIOJHUTEIBHOW BJIACTH, OCYIICCTBISIOMMNA (YHKIUUA TI0
KOHTPOJIO W Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOIIEHUM JIEKApPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHUS B YIOJHOMOYCHHBIA (eaepaabHblil OpraH HWCIOIHUTEIBHOW BIIACTH,
OCYIIECTBISIONUHN (DYHKIIMU 110 KOHTPOJIO U HAaA30py B cepe oOpallieHust JTeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO MPUMEHEHHUSI, CBEJICHUSI O CEpHUAX, MAPTUSX JICKAPCTBEHHBIX CPENICTB, MOCTYIMAIOIINX B
rpaxaanckuii 06opot B Poccuiickoit ®epepanuu, B MOpsAIKe, COCTaBE U 00BEME, YCTaHOBJICHHBIX
yKa3aHHBIMH (penepaibHbIMU OpraHaMU UCTIOJTHUTEIHHOM BIACTH B OTHOIICHHUH JICKAPCTBEHHBIX CPEICTB
JUIST MEIUUMHCKOTO MPUMEHEHHWS W B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
MIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opMHUpyeTcs Ha KaJeHIapHbld roa B cpok a0 30 pekalps roxa,
MPEIIIECTBYIOLIEr0 TOAY MPOBEAEHUS BBIOOPOUHOTO KOHTPOJIS.

4. B cnydae HacTyIlleHHs COOBITHH, yKa3aHHbIX B mojmyHkrax "O" m "B" myHkTa 2 uactu 6
HacTodAlIel cTaThH, (elepaibHbIM OPraHOM HCIHOJHUTENbHON BIACTH, OCYIIECTBISIIOIIMM (YHKIUH IO
KOHTPOJIIO M HaI30py B cdepe 3/ApaBoOXpaHeHUs, (eaepaJbHbIM OpPraHOM HCIIOJHUTEIHHOM BIIAacTH,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OCYILIECTBISIONUM (DYHKIIMHU [0 KOHTPOJIIO U HAA30pY B cdepe oOpaleHus JeKapCTBEHHbBIX CPEACTB s
BETEPUHAPHOTO MIPUMEHEHUS, P HEOOXOIUMOCTH BHOCSITCSI COOTBETCTBYIOIINE H3MEHEHHS B TIPOTpaMMy
MIPOBEPOK.

5. B nporpammy npoBepoK MOT'YT BKJIIOUATbCSI MEPOIIPUSITHSI C YIETOM HApYIIEHUH, BBISIBJICHHBIX B
pamMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPOIIPUATHIA 3a MPEAbIAYIINNA KaJleHAAPHBIHA IO/,

6. [IporpaMma npoBEpOK COJCPIKHUT:

1) mepeueHsb JIEKapCTBEHHBIX CPEICTB, OTOOP 00pa3lioB KOTOPBIX OyJIET OCYIIECTBISATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJISL, POPMHUPYEMBIiA C YIETOM PE3YJIbTaTOB TOCYJapCTBEHHOTO KOHTPOJIS (Haa30pa) B
cepe oOparieHus JIeKapCTBEHHBIX CPEJCTB 3a KaJeHJapHBIN ToJl, NPEAISCTBYIOMNI TOAY MPOBEACHUS
BBIOOPOYHOT'O KOHTPOJIS;

2) ykazaHHe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SBIISCTCS OCHOBAaHHEM ISl OCYIIECTBICHHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJy4YeHHE CBEJICHUH, MPEJCTaBIIEMbIX B COCTaBe U O00OBbEME, YCTAaHOBIEHHBIX (heaepaabHbIM
OpPraHOM HCIOJHUTEIILHON BJIACTH, OCYIICCTBISIOMIUM (YHKIIMU TI0 KOHTPOJIK W HAA30py B cdepe
3/IpaBoOXpaHeHus], deepalibHbIM OPraHOM HCIOJHUTEIBHON BJIACTH, OCYIIECTBISIOMUM (YHKIUU IO
KOHTPOJIIO U HA/J30py B cepe oOpamieHus JeKapCTBCHHBIX CPEIICTB JIJIsi BETCPUHAPHOTO MPUMEHEHHUS, O
CepusX, MapTUSAX JIEKAPCTBEHHBIX CPENCTB, MOCTYMAIOIIUX B TpakKIaHCKUK o000poT B Poccuiickoit
@denepanun, yKa3aHHBIX B TIyHKTE | HacTosAmed dYacTH, OPraHU3alUsIMH, OCYIIECTBIISIIONIUMU
MIPOM3BOJICTBO JICKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanuu U BBO3 JICKAPCTBEHHBIX CPEJCTB B
Pocculickyro ®@enepannio, 3a UCKIIOYEHUEM CEpUI MU NTAPTUH JIEKAPCTBEHHBIX IIPENApaToOB, YKa3aHHBIX
B yactu 4 cratbu 52.1 u yactu 6 ctatbu 52.2 Hactosuiero deaeparbHOrO 3aK0HA;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

0) mosydeHHe MOCTYMAIOLIeH B MOPAIKE, YCTAHOBIEHHOM cTaThel 64 Hacrtosiero denepanbHOro
3aKOHa, HH(OpPMALMK O MOOOYHBIX JIEHCTBUSAX, HEXKENATEIbHBIX PEAKIHAX, CEPbE3HBIX HEXKeNaTeIbHbIX
peaKuusx, HEMPEABUICHHBIX HEKEIATEIbHbIX PEAKIUAX IIPU NPUMEHEHUH JIEKAPCTBEHHBIX IPENaparTos,
00 WHIMBHUIYaJbHOM HENEPEHOCHUMOCTH, OTCYTCTBUHU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
TakXke 00 MHBIX (paKkTax U OOCTOATENLCTBAX, MPEACTABIAIONIMX YIPO3y *KU3HU UM 3/10pPOBBIO UEIOBEKA
aM00 JKMBOTHOTO IPH NPUMEHEHUHU JIEKapCTBEHHBIX IpPENapaToB W BBISBIEHHBIX HA BCEX ATamax
oOpalleHus JIeKapCTBEHHBIX NpenapaTtoB B Poccuiickoit deaepannu u Ipyrux rocyiapcraax;

B) mojy4yeHue B coorBercTBUU ¢ DenepanpHpiM 3axkoHOM oT 31 urons 2020 roma N 248-03 "O
rOCyJJapCTBEHHOM KOHTpoJie (Haa3ope) M MyHHULUNAIbHOM KoHTposie B Poccuiickoit deneparyn”
CBEIEHUI O NMPUYMHEHWH Bpena Win o0 yrpo3e MPUYMHEHHUS Bpela >KU3HH, 30POBBIO TPAKIAH WIIH
KUBOTHBIX.

Cratba 9.2. TlocymapCTBeHHbIN KOHTposib (Hag3op) 3a  peanusauuen
UCNONHUTENbHbIMU OpraHamu cyb6bekToB Poccunckon Pepepaumm nosiIHomo4un B chepe
obpalleHnA neKkapCcTBEHHbIX CPeaACcTB ANA MeAULIMHCKOro NpMMeHeHus
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenmeHa denepanbHbIM 3aKk0HOM OT 11.06.2021 N 170-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

1. l'ocynapcTBeHHBINH KOHTPOJIb (HAI30D) 3a peaau3anueil HCIOTHUTEIbHBIMU OpraHaMu CyOBbEKTOB
Poccwuiickoit @enepanuu noaTHOMOYHA B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB 1T MEIUITTHCKOTO
MIPUMEHEHUS OCYILECTBIsIeTCs yrnonHoMoueHHbIM [IpaBurensctBom Poccuiickoit depepanun opraHom
WCIOJIHUTEIIbHOU BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenmmeToM TOCYJapCTBEHHOTO KOHTpOJS (Ham30pa) 3a peanu3alueldl HCHOIHUTEIbHBIMU
opranamu cyobekToB Poccuiickoit denepariiu moHOMOYHIA B cepe 0OpaleHus JIeKapCTBEHHBIX CPEJICTB
JUIS  MEAWIIMHCKOTO TIPUMEHEHUsSl SBISICTCS COONIOACHHE YIIOJHOMOYEHHBIMH HUCTOJHUTEILHBIMU
opranamu cy0ObekTOB Poccuiickoii denepannu METOIMKNA YCTAaHOBJICHUS IPEICIBHBIX Pa3MEPOB ONTOBBIX
HaA0aBOK M TMPEAeTbHBIX pa3MEpPOB PO3HUYHBIX HAM0aBOK K (DAKTUYECKUM OTIYCKHBIM IICHAM,
YCTQHOBJICHHBIM TIPOU3BOAMTEISIMA JICKAPCTBCHHBIX IIPENapaToB, Ha JICKAPCTBCHHBIC MpENaparThl,
BKJIFOUEHHBIC B MTEPEUCHb )KMU3HEHHO HEOOXOMMBIX M BaXKHEUIIIHX JICKAPCTBEHHBIX MIPETapaToB.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

3. IIpu ocymiecTBIEHNH TOCYAaPCTBEHHOTO KOHTPOJIS (HaI30pa) 3a pean3aueil UCTIOHUTETbHBIMU
opranamu cyobekToB Poccuiickoii deneparyu moiHOMOYHI B chepe oOpalieH sl JIEKapCTBEHHBIX CPEICTB
JUTSE MEIUITTHCKOTO MIPUMEHEHHSI IIPOBOISTCS CIICAYIONIUE BUIBI MEPOTIPUSTH:

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) nokyMeHTapHbIE IPOBEPKH;
2) BbI€3HBIE IPOBEPKHU.

4. OpraHuzanusi U OCYIIECTBIECHHUE TOCYIapCTBEHHOTO KOHTpOJiA (HaA30pa) 3a peanusarueit
UCIIOJIHUTENbHBIMU OpraHaMu cyobekToB Poccuiickoit ®deneparnuu monHomounii B cdepe obOparieHus
JIEKApCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO TIPUMEHEHUS peryaupyroTcs denepainbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-®3 "OO6 oOumx NpUHIMIIAX OpraHU3alMy MyOJIMYHON BIACTH B CyOBEKTax
Poccuiickoit deneparun'.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

5. TlonmokeHne O TrOCyIapCTBEHHOM KOHTpoOJie (Haa30pe) 3a pealu3aluei HCTOTHUTEIbHBIMHU
opranamu cyobekToB Poccuiickoit denepariiy monHoMo4Mi B chepe oOpalleHus JeKapCTBEHHBIX CPEJICTB
JUIsL MEAMIIMHCKOT O TpUMeHeHns yTBepxkaaercs [IpasurenscrBom Poccniickont @enepannn.

(B pen. deaepanbhoro 3akoHa ot 08.08.2024 N 232-03)

CraTtbsa 9.3. PermoHanbHbIN rocyaapCTBEHHbIN KOHTPOSb (HAA30p) 3a NPUMEHEeHUeMm
LeH Ha NeKapCTBeHHble npenapartbl, BKIIOYEHHbIE B NepevyeHb XXU3HEHHO HeobXoaUuMbIX
M BaXXHEMLUUX JIeKapCTBEHHbIX NpenapaTtoB

(BBenena denepanbHbM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PernonanbHbIi rocyiapcTBEHHBIN KOHTPOJIb (Haa30p) 3a MPUMEHEHHEM II€H Ha JIEKapCTBEHHbBIE
npenapaTsl, BKJIIOYEHHbIE B IE€peUYeHb >KM3HEHHO HEOOXOOUMBIX M BaXXHEHIINX JIEKapCTBEHHBIX
NpernapaToB, OCYIIECTBISIETCS HCHOJHHUTEIbHBIM oOpraHoM cyOwbekTa Poccuiickoit ®enepanuu,
YIOJTHOMOYEHHBIM BBICIIUM HCIIOTHUTEIBHBIM OpraHoM cyobekTa Poccuiickoit denepanui.

(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 232-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2. IlpeamMeToM PErHOHAIBHOTO TOCYJApCTBEHHOTO KOHTpOJIA (Haa30pa) 3a MPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC IIpCHapaTbl, BKIIOYCHHLIC B ICPCUYCHL JKU3HCHHO HeO6XOI[I/IMBIX A BaXHEHUIINX
JICKapCTBEHHBIX IIPETIapaToB, SIBJISIETCS COOIIOICHUE OPTaHU3alUsIMU ONITOBOM TOPTOBIIN JICKAPCTBECHHBIMU
cpeacrBaMu, anTCUYHbBIMHU OpraHu3alusaIMHU, HWHIAWUBUAYAJIbHBIMH [MPCANIPHUHUMATCIAMU, HWMCIOIIUMU
JUICH3UI0 Ha (apMaleBTUYECKYIO JEATENbHOCTh, MEIUIIMHCKMMU OpTraHU3alMsIMU, HMEIOIIMA
JTUIEH3WI0 Ha (apMaleBTHUYECKYIO JESATEIBHOCTh, M WX 000COOJICHHBIMH TOJpa3AciCHUsIMH,
PacIIOIOKEHHBIMHU B CEIIbCKUX HACENICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIE OpraHHU3aIlnH,
IpU pealn3alryu JIEKapCTBEHHBIX IMPENnapaTroB TPeOOBaHUI K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIATE CyMMY (AKTHYECKOW OTIYCKHOW IICHBI, YCTAaHOBJICHHOH IPOU3BOJUTEIIEM
JICKApPCTBCHHBIX NPCIapaToB, U KOTOPBIC HEC NPCBLIAIOT 3apCruCTPUPOBAHHBIX NPCACIBbHBIX OTITYCKHBIX
IIEH, U Pa3MEpOB ONTOBBIX HAT0ABOK W (WMJIM) Pa3MEpPOB PO3HHYHBIX HaJ0aBOK, HE MPEBBIMAOIINX
COOTBETCTBEHHO Pa3MEpPOB IMPEACIIbHBIX ONTOBBIX HAI0AaBOK U (WJIHM) pa3MepoB MPEEIbHBIX PO3HUYHBIX
Ha/10aBOK, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit denepanuu.

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 323-D3)

3. Opranuzanusi ¥ OCYILECTBICHHE PErMOHAIBHOIO TOCYAapCTBEHHOTO KOHTpOJs (Haa3opa) 3a
IIPUMEHEHHUEM 1IEH Ha JIEKAPCTBEHHBIE NpeNapaThl, BKIOYEHHbIE B IEPEUECHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEUILIMX JIEKapCTBEHHBIX MpenapaToB, perynupytorca denepanbaeiM 3akoHoM ot 31 urons 2020 roga
N 248-®3 "O rocynapCTBEHHOM KOHTpOJe (HAA30pe) M MYHHUIMIAIBLHOM KOHTpoje B Poccuiickoi
denepanun.

4. TlonoxeHnue O perHOHATILHOM T'OCYJIapCTBEHHOM KOHTpOJE (HAA30pe) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE TMpenaparhbl, BKIIOYEHHbIE B IEpPEUeHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHUX
JIEKApCTBEHHBIX MPEIapaToOB, YTBEPHKAACTCS BHICIIUM HCIOJHUTEIBLHBIM OpraHoM cyObsekTa Poccuiickoii
®Oenepanuu.

(B pen. @enepanpuoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®epnepanbHbli roCcyAapCTBEHHbIA  JIMLEH3UOHHbLIM  KOHTPOJb
AeATenbHOCTN NO NPOU3BOACTBY JIeKapCTBEHHbIX CPeACTB

(BBenena denepanbHbM 3akoHOM OT 11.06.2021 N 170-D3)

1. @enepalbHbIl rOCYAAPCTBEHHBIM JHUIEH3UOHHBIN KOHTPOJb AEATEIBHOCTH IO IPOU3BOICTBY
JIEKapCTBEHHBIX CPEJICTB OCYILECTBISETCS (pelepaibHbIMH  OpraHaMH HCIIOJIHUTENIBHOM  BIIACTH,
ynosHoMoueHHbIMHU [IpaButenscTBoM Poccniickoii denepanuu.

2. @enepalbHbIIl TOCYAAPCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JEATEIbHOCTH IO IPOU3BOJICTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBIISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuneH3upOBaHUH OTCIBHBIX BUIOB jAesTenbHOCTH" 1 DenepanbHbIM 3aKOHOM OT 31 uromst
2020 roma N 248-®@3 "O rocymapCTBEHHOM KOHTpoJe (HaI30pe) MU MYHHUIMIAIBHOM KOHTpOJIE B
Poccuiickoit ®enepannu". B pamkax ¢enepalbHOTO TOCYAApPCTBEHHOTO JUIIEH3MOHHOTO KOHTPOJIS
JESATENIBHOCTH 110 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJIbHBIE (HAJ30pHBIE)
MEpPOIPUATHST HE MPOBOJATCS, NMPU 3TOM MPOBOAUTCA MEPUOAUYECKOE IMOATBEPHKIECHUE COOTBETCTBUS
JIMIIEH3UATOB JIMIIEH3UOHHBIM TPEOOBAHUSAM B COOTBETCTBHH ¢ DenepanbHbIM 3akoHOM OT 4 Mast 2011 roxa
N 99-®3 "O nureH3upOBaHUH OTICTBHBIX BHJIOB JICITESIHHOCTH".

nasa 5. PASPABOTKA, AOKITMHUYECKUE UCCINEOOBAHUA
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCNEOQOBAHUA
JNNEKAPCTBEHHbIX MPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. PazpaboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEACTB BKJIIOYAeT B Ce0S TOUCK HOBBIX (DapMaKOJIOTHUYECKU
aKTHBHBIX BEIIECTB, IOCIEAYIONIEe W3YUYeHHE WX JICKAPCTBEHHBIX CBOWCTB, JOKIMHHYECKUE
UCCIICIOBaHMS, Pa3pabOTKy TEXHOJIOTUH MPOU3BOACTBA (hapMaIeBTHUECKUX CyOCTaHIUM, pa3paboTKy
COCTAaBOB U TEXHOJIOTH MPOU3BOJICTBA JICKAPCTBEHHBIX MPENapaToB.

2. @uHaHCcoBOE obecnieueHre pa3padOTKHU JIEKAPCTBEHHBIX CPE/ICTB OCYLIECTBISETCS 3a CUET:
1) cpenctB deaeparbHOTO OKOKETA;
2) cpeacTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) cpencTB MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPE/ICTB MPU BBHITIOJTHEHUN HAYYHO-HUCCIIeI0BATEIbCKIX
paboT 1O IOTOBOPY MEXKY pa3padOTIMKOM JICKAPCTBEHHBIX CPEJICTB M MPOU3BOJIUTEIICM JIGKAPCTBEHHBIX
CpPEICTB;

4) MHBIX HE 3alpelLEeHHBIX 3aKOHOIaTeIbcTBOM Poccuiickoit denepanii HCTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAAHCKUM 3aKOHOAATCILCTBOM.

Cratba 11. [JOKNUHM4YECKOe wuccnegoBaHUe neKapCTBEHHOro cpeacrea Ans
MeAULMHCKOro npumMmeHeHus

1. JIokTuHWYECKOe HCCIEIOBaHUE JIEKAPCTBEHHOTO CPEICTBA JUISI METUIIMHCKOTO MPHUMECHCHHUS
MPOBOAMUTCS MyTeM TMPUMEHEHHS HAyYHBIX METOJOB OIICHOK B IMEJSIX TMOJIyYeHHUs JOKa3aTelbCTB
0e30macHOCTH, KauecTBa M 2((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIOKIMHUYECKOE MCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA JUISl MEJUIMHCKOTO IPUMEHEHHUS
MIPOBOAUTCS B COOTBETCTBUU C MpaBUIaMM HaJyIexkalield 1a00opaTOpHOM MPaKTUKH, YTBEPKIEHHBIMU
EBpasuiickoii 53KOHOMHUYECKON KOMHUCCUEN.

(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. Jlng opraHu3anuy U NpoBeNEHUs JOKIMHUYECKOTO UCCIIEOBaHMS JIEKAPCTBEHHOTO CPEACTBA AJIs
MEIUIMHCKOTO TPUMEHEHUs! pa3pabOTUMKM JIEKApPCTBEHHBIX CPEJICTB BIPAaBE IPUBJIEKATh Hay4yHbIE
opraHu3aiuu, oOpa3oBaTelbHble OPraHU3aIMK BBICIIET0 00pa30BaHMs U MHBIE OpraHU3ally, UMEIOIIUe
HEOOXOIMMYI0  MaTepUaJbHO-TEXHUUYECKYI0 0a3y U  KBaJM(UIUPOBAHHBIX  CIELUAINCTOB B
COOTBETCTBYIOLIEH 001aCTH MCCIeI0BAHNUS.

(uacts 3 B pen. Denepansroro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKJIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPENCTBA i MEIULUHCKOTO INPUMEHEHUS
IIPOBOJIUTCS 110 YTBEPKICHHOMY Pa3pad0TYNKOM JIEKAPCTBEHHOI'O CPE/ICTBA IUIaHy C BEIEHUEM IPOTOKOJIa
9TOTO HUCCIIEI0OBAHMUS U COCTABIEHUEM OTYETA, B KOTOPOM COZAEPKATCS PE3YJIBTAThI 3TOTO UCCIEI0BAHUSA U
3aKJIIOYEHHE O BO3MOXHOCTH NPOBEJCHUS KIIMHUUECKOTO MCCIIEJOBAHNUS JIEKApCTBEHHOTO IpenapaTa s
MEIULIMHCKOTO IPUMEHEHMUSL.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5. [IpoBenenue mpoBepok COOMIOACHUSI MPaBUJI HaAJIeKallel 1a00paTOPHOM MPAKTUKH U IPABOBBIX
HOPM HCIOJIb30BaHUSI KUBOTHBIX IPU MPOBEACHUM JOKJIMHUYECKUX HCCICAOBAHUIN JIEKAPCTBEHHBIX
CPEICTB JJIsi MEIULMHCKOTO MPUMEHEHHUs OCYIIECTBISETCS YMOJIHOMOYEHHBIM (efiepaibHbIM OpraHoM

WCIOJIHUTEIIbHOU BJIACTH.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pe3ynmbTaThl JAOKIMHUYECKOTO HCCIICOBAHMS JICKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MPUMEHEHHST MOTYT OBITh NPEJCTaBJICHBI B YIIOJHOMOYCHHBIH (efepaibHbIi OpraH HCIOJHUTEIHHON
BJIACTH B YCTAHOBJICHHOM TOPSIIKE B IEJISIX PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

Cratba 12. [loknuMHMYecKOoe wuccrnenoBaHMe JeKapCTBEHHOro cpeacrtea W
KNUHMYECKOe uccrefoBaHWe JFieKapCTBEHHOro rnpenapata pAns  BeTepuHapHOro
NnpUMeHeHuns

1. HOKHI/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpPCACTBA JJIA BCTCPUHAPHOI'O IIPHMCHCHUSA
MMPpOBOAWUTCA IMMYTEM IHNPUMCHCHHA HAYUYHBIX MCTOAJOB OICHOK B MNCIX IOJIYYCHHUS OOKA3aTCIbLCTB
6630H3CHOCTI/I, Ka4ycCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPCACTBA, B TOM YHCJIC OIIPCACICHUA CPpOKa
€ro BbIBCACHUA U3 OpPraHM3Ma >XMBOTHOI'O, B LECJIAX obOecneyeHus 0E30aCHOCTH IMpOAYKIIMU KUBOTHOI'O
MPOUCXOKACHUA MOCJIC TPUMEHCHU COOTBCTCTBYIOLICTO JICKAPCTBCHHOI'O IIpCI1iapara.

Koncynbrantlltoc: mpumeuanue.
C 01.03.2026 B 4. 2 cr. 12 BHOCcsiTcss u3Menenust (@3 ot 31.07.2025 N 304-®3). Cm. Oyayuryro
PEaKIuIO.

2. JIOKJIMHHUYECKOE HCCIE0BaHUE JIEKApCTBEHHOTO CpPEACTBA M KIMHMYECKOE MCCIIEI0BaHUE
JIEKapCTBEHHOTO TMpemnapara Uis BETEPUHAPHOTO MPUMEHEHHs, HCCIeAOBaHWE OHMOIKBUBATICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOTO Tperapara MPOBOISTCS B COOTBETCTBHU C TPAaBUJIAMH, YTBEP>KIECHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPTaHOM UCIIOTHUTEILHON BIACTH.

3. JIOKJIMHUYECKOE HCCJIEeI0OBAaHUE JIEKAPCTBEHHOTO CpEACTBAa M KJIMHHUYECKOE HCCIIEOBAHNE
JIEKApCTBEHHOT'0 TMpernapara Juisi BETEPUHAPHOIO TPUMEHEHHS TPOBOIATCA IO YTBEPKICHHOMY
pa3paboOTUMKOM JIEKapCTBEHHOT'O CpEJCTBA IUIAaHY C BEIEHUEM IPOTOKOJIOB 3TUX HCCIEIOBAaHUN H
COCTABJICHHEM OTYETOB, B KOTOPBIX COAEPKATCA PE3YNbTAThl ITUX HCCIICJOBAHUMN.

4. I[J'ISI oprann3alvii U MPOBCACHUA HTOKIMHHUYCCKOTO MCCICOAOBAHUSA JICKAPCTBCHHOT'O CPCACTBA U
KIIMHUYCCKOT'0 UCCIICAOBAHUS JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 BETCPUHAPHOI'O0 IPUMCEHCHUS pa3pa6OT‘{I/IK
JICKApCTBCHHOTO CpCACTBA MOXKCT IMPUBJICKATb OpraHHU3allid, HUMCIOIINUC HCO6XOI[I/IMyIO MaTCprajIbHO-
TCXHUYICCKYIO 6a3y n KBaJ'II/I(l)I/ILII/IpOBaHHI)IX CriIecquainCToOB B COOTBeTCTBYIOH_[CI\/’I obmactu HUCCICIOBAaHUA.

5. KnuHnueckne uCClenoBaHMs JIEKAPCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO INPUMEHEHMS
MIPOBOJATCS B BETEPUHAPHBIX OpPraHM3alUAX W B OpPraHU3alUsaX, OCYIUECTBIIIOIUX pa3BEACHUE,
BBIpAIIMBAHUE U COJIEP)KAHUE )KUBOTHBIX, B LEIAX:

1) YCTAHOBJICHUS ICPCHOCUMOCTHU JICKAPCTBCHHBIX IIPCIIAPATOB 3JOPOBBIMU KUBOTHBIMHU,

2) noabopa ONTUMAaIbHBIX J103UPOBOK JIEKaPCTBEHHBIX IIPENapaToB U Kypca JeUeHUs] Ha KOHKPETHOM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

I'PYIIIC ) XKUBOTHBIX C OIIPEACIICHHBIM 3860J'ICB3HI/IGM;

3) ycTaHoBieHHUs1 6€30MAaCHOCTH U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa, mpeJHa3HaueHHOTO
IUIs JIEYEHUS ONpPEeAEICHHbIX 3a00JIeBaHUM KUBOTHBIX, WM 3 (EKTUBHOCTH JEKApCTBEHHOIO IIpenapara
U1 TPO(UIIAKTUKY 3200JIeBaHU 3/I0pPOBBIX KUBOTHBIX;

4) u3ydeHHs] BO3MOXHOCTEH pACHIMPEHHs MOKa3aHWH K MNPUMEHEHHUIO 3aperucTPUPOBAHHOTO
JIEKApCTBEHHOTO MperapaTa 1 BhISIBJICHUS paHee HEM3BECTHBIX TOOOYHBIX ICUCTBUH.

6. Kmmanueckoe HCCICAOBAHUC JICKAPCTBECHHOI'O IIp€rapara I BCTCPHHAPHOI'0 IIPHUMCHCHUSA
OCYHICCTBIIACTCA 3a CUHECT CPCACTB pa3pa60Tq1/H<a JICKApCTBCHHOI'O CPCACTBA.

7. Otdersl O pe3yiapTaTax IOKIMHMYECKOTO HCCIENOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIMHWUYECKOTO  HMCCIIEIOBAHMs  JIEKAPCTBEHHOI'O IIpenapara Uil  BETEPUHAPHOIO  IPUMEHEHUS
COCTABIIAIIOTCS  Pa3pabOTUMKOM JIEKAPCTBEHHOI'O CpPEJCTBA C YYETOM 3aKJIIOUYCHUH OpraHu3auui,
IIPUHUMABIINX y4aCTHUE B OPraHU3alMi U POBEICHNUN 3TUX UCCIICJOBAaHUM.

8. KOHTpOHB 3a IIPOBCACHHUCM JOKIMHHUYCCKUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB H
KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKAPCTBCHHBIX  IpClapaTroB Ijid  BCTCPUHAPHOTO  IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM Q)CﬂepaHBHBIM OpranomM HWCIOJIHUTEIbHOM BIACTH.

Masa 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN,
PETCTPALUUU NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-03)

KoncynsrantlIntoc: npumedanue.

[To 3asBnenusam, mnomanHbiM g0 01.01.2021, nexapcTBeHHBIE Mpenaparbl JIsI MEIUIIMHCKOTO
MIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUAMHU, AeiicTBoBaBmnMu 110 30.01.2024. O
MpUBeACHNUU B cOOTBETCTBHUE ¢ akTaMu EADC Takux M paHee 3aperucTpUpOBaHHbIX MpenapatoB cM. O3
ot 30.01.2024 N 1-®3.

Cratba 13. [locypapcTBeHHas perucTpauus, perucTpaumsi JeKapCTBEHHbIX
npenaparoB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoit ®enepan JOMyCKarOTCA MPOU3BOACTBO, XpaHEHHUE, IEpPEBO3Ka, BBO3 B
Poccuiickyro ®eneparnuto, BbiB03 U3 Poccuiickoin denepanuu, pexiiama, OTIIYCK, peanu3anus, rnepeaaya,
MIPUMEHEHHE JIEKaPCTBEHHBIX MPENapaToB, €CIIM OHU 3aPETUCTPUPOBAHBI YIIOTHOMOYEHHBIM (heiepaabHbIM
OpraHOM HCIIOJHUTEIHLHOM BIIACTU B COOTBETCTBUU C HacToAmUM DenepanbHBIM 3aKOHOM JHOO B
COOTBETCTBHUH C aKTaMH, COCTaBJISIIOIMMU TipaBo Coro3a.

(B pen. DenepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHOM perucTpanuy Moiexar:

1) Bce jexapCTBEHHbIE Ipenaparhl, BIEpBbIE MOJUIeKaIINe BBOAY B oOpamieHue B Poccuiickoii
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

denepanuu;

2) JneKapCTBEHHbIE IIpenapaTrhl, 3apEerUCTPUPOBAHHBIE DPAHEE, HO IPOU3BEAEHHBIE B JPYIHX
JIEKapCTBEHHbIX ()OpMax B COOTBETCTBUHU C IEPEUHEM HAUMEHOBAHMH JIEKapCTBEHHBIX (hOPM, B HOBOM
J03UPOBKE IMPH JOKA3aTEIbCTBE €€ KIMHUYECKON 3HAaUNMOCTH U 3()(HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocymapcTBeHHAss perucTpanus JEKapCTBEHHBIX MPENapaToB OCYLIECTBISIETCS MO pe3yibTaTaM
AKCHEPTHU3bI JICKAPCTBEHHBIX CPE/ICTB.
(dactb 3 B pen. Peaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.03.2026 B u. 4 cr. 13 BHOcsaTcs usmenenus (P3 or 31.07.2025 N 304-03). Cm. Oyayuryro
PEeAAKIIHIO.

4. 'ocynapcTBeHHas: perucTpanys JeKapCTBEHHOIO Mpenapara OCyIeCTBISIETCS] COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (peiepaJbHbIM OPraHOM HWCIOJHHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMIAIOINIMNA CTa
HIECTUAECATH paboyux JHEH co JAHA NPUHATHS 3a4BICHHMS O TOCYAAPCTBEHHOM pEerucTpanuu
JIEKaApCTBEHHOTO Tpenapara it MeIUIIUHCKOTO IPUMEHEHHUs, U B CPOK, HE MPEBBIIIAIONINIA CTa IBAAIATH
pabouux AHEN co HS NPUHATHUSA 3asBJIECHUS O TOCY1apCTBEHHON PErucTpalui JIEKapCTBEHHOIO Mpenapara
U1l BETEPUHAPHOTO MPUMEHEHHUs. B yKa3aHHBI CPOK BKITIOYAETCS BpeMsi, HEOOXOMMOE [Tl [IOBTOPHOTO
IIPOBE/ICHUS. SKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBA B COOTBETCTBUU CO CTaTbel 25 HACTOSILEro
®enepanbpHOro 3akoHa. CpOK rocy1apCTBEHHON PErUCTPAIMU JISKAPCTBEHHOTO MTPerapara NCUUCISIETCS CO
JHSI IPUHSTHS COOTBETCTBYIOIMM YIIOJHOMOUYEHHBIM (heiepalibHbIM OPraHOM MCIIOJHHUTEIbHON BIIACTH
COOTBETCTBYIOLIETO 3asBJICHUS O TOCYJapCTBEHHON pPETHCTpalMy JICKAPCTBEHHOTO TIpemaparta C
INPUIIOKEHUEM HEOOXOIUMBIX JOKYMEHTOB IO JE€Hb BBIJAaUYUM PErMCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTa. Bpems, HeoOXouMoe /71l HarpaBJIeHUsS YITOJTHOMOUYEHHBIM (e1epabHbIM
OpPraHOM HCIIOJIHUTENIbHOW BJACTH 3ampoca O TNPEACTAaBICHUHM HEOOXOJUMBIX MaTepuajoB U
MIPEJICTaBIICHUS 3asBHTENIEM OTBETa HA JAHHBIM 3ampoc B COOTBETCTBUH cO cTartbsimu 16, 19 m 23
Hacrosimero @PenepasbHOrO 3aKOHA, HE YYMUTBHIBAETCS NPU HCUYHUCICHHUH CPOKa TOCYIapCTBEHHOMN
perucTpaIyu JeKapCTBEHHOTO Mperapara.

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. T'ocynapCcTBEHHOW pErucTpaly He OAJIeKAT:

1) nekapcTBEHHBIE Mpenaparhbl, W3rOTOBJIEHHbIE AallTEYHbIMU OPTraHMU3ALUSAMH, BETEPUHAPHBIMU
AlITCUHBIMU OpraHu3alsaIMU, UHAUBUAYAJIbHBIMU HNPCANPUHUMATCIAMA, KOTOPBIC UMCIOT JIMIICH3UIO Ha
(bapMarieBTUYECKYIO JAESTEIbHOCTh, IO peLeNnTaM Ha JIEKapCTBEHHbIE IMpenapaTsl M TpeOOBaHUSAM
MEAUIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHM3alMil WIM OpraHu3aluil (MHIUBUAYAIbHBIX
npeanpuHIMaTeNeit), OCYIECTBIISIONINX pa3Be/leHHe, BRIpAlliBaHHE U COAEP)KaHUE KUBOTHBIX;

(B pen. ®enepanbHoro 3akoHa ot 30.12.2021 N 463-03)

2) nexapCTBEHHBIE MpenapaTsl, MPHOOpeTeHHbIe (PU3NUECKUMU JIMIIaMU 3a npeaenamu Poccuiickoi
®denepanyy U MperIHa3HaYeHHbIE JIS IMYHOTO UCIIOJIb30BAHMUS;

3) JICKApPCTBCHHBIC MTpCIIapaThbl, BBO3UMbBIC B Poccnﬁcxyro d)e;[epaumo JUIS OKa3aHUS MEIUIIMHCKOM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

IIOMOIIM 110 KU3HCHHBIM ITOKAa3aHUAM KOHKPETHOI'O IMalMC€HTAa Ha OCHOBAaHHWH Pa3pC€lICHHUSA, BBIJAHHOI'O
YIIOJIHOMOYCHHBIM q)eﬂepaJIBHbIM OopraHomMm HUCIIOJIHUTEIbHOM BJI1aCTH;

4) JICKApCTBEHHBIC CPEACTBA, BBO3UMEIC B POCCHﬁCKYIO CDeI[epauI/Ho Ha OCHOBAHHUHM BBIAAHHOI'O
YIIOJIHOMOYCHHBIM (be;[epaanHM OopraHom HCIIOJIHUTEILHON BIIACTH paspeliCcHud W MPCAHA3HAYCHHBIC
A OpOBEACHHUSA KIMHHUYCCKHUX I/ICCJ'Ie,HOBaHI/Iﬁ JICKApCTBCHHLIX IIp€riapaTtoB H (I/IJ'II/I) IIPpOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCACTB JJIA OCYHICCTBJICHUA FOCYI[apCTBeHHOfI perucTpanmuu
JICKApCTBCHHEIX IIPECIIapaToOB;

5) dbapmarieBTHYECKHE CyOCTAHIINH;

6) panuodapmalleBTUYECKUE JIEKApCTBEHHbIE Ipenaparbl, M3TOTOBJICHHBIE HEMOCPEIACTBEHHO B
MEAWIIMHCKUX OPTaHM3aIUsIX B IMOPSIKE, YCTAHOBICHHOM YIOJHOMOYECHHBIM (eaepaTbHBIM OpPraHOM
UCIOJTHUTENILHOM BJIACTH;

7) nekapCTBEHHBIE MIpenapaThl, IPOU3BOAUMBIE JIJISl IKCIIOPTA;

8) OHMOTEeXHOJIOTMYECKHE JIEKapCTBEHHbIE IpenapaTsl, IpeJHa3HAaueHHbIe /Js NPUMEHEHUS B
COOTBETCTBUM C WHAMBUAYAJIbHBIM MEIMLIHMHCKUM HA3HAYEHUEM M CIEUUAIbHO W3TOTOBJICHHBIC IS
KOHKPETHOT'O ITaLIUEHTa HEMOCPEACTBEHHO B MEAUIIMHCKON OpraHu3aliy, B KOTOPOH IPUMEHSIETCS TaKou
OMOTEXHOJOTMYECKHI JICKapCTBEHHBIN TIpenapar, HWMEIOIIHEe B CBOEM COCTaBe COCIMHEHUS,
CHUHTE3UPOBAHHBIE 110 Pe3yJIbTaTaM F'€HETUUECKUX MCCIIEN0BAaHUI MaTepUaa, OJIy4YeHHOIO OT ITalliEHTa,
JUIsL KOTOPOTO M3rOTOBJIEH TaKOW OMOTEXHOJIOTMYECKUN JIEKapCTBEHHBIM mpemnapaT. l[lepedens
MEIULMHCKUX OpraHu3aluii, UMEIOIIUX MPaBO M3rOTABIUBATh U IPUMEHSTh TaKhue OMOTEXHOJIIOTHYECKUE
JIEKapCTBEHHBIE IpernapaTel, yreepxkaaercs [IpasurenscrBom Poccuiickonn denepanuu. Paspemenne Ha
IPUMEHEHHE TaKUX OMOTEXHOJOTHMYECKUX JIEKAPCTBEHHBIX IPENapaTroB BbIJACTCS YHOJIHOMOUYEHHBIM
benepanbHBIM OpPraHOM HCHOJHHUTEIBHON BIACTH B TMOPSIKE, yCTAaHABIMBaeMOM [IpaBUTEIHCTBOM
Poccuiickoii ®eneparyu. [Topsnok oOparieHns TaKUX OMOTEXHOIOTMUECKUX JIEKaPCTBEHHBIX MpenapaTos,
BKJIKOYAs MOPSAOK UX U3TOTOBJIEHUS, IPOBEAECHUS SKCIIEPTU3bI, OCYIIECTBICHUS KOHTPOJIS KA4eCTBA TAKUX
OMOTEXHOJIOTMYECKHX JIEKAPCTBEHHBIX IPENaparoB, NPUMEHEHHUs, XpPaHEHHs, TPAHCIOPTUPOBKU H
YTUJIM3ALUKA TaKMX OMOTEXHOJOTMYECKHUX JIEKApCTBEHHBIX IpPEnapaToB, a Takke TPeOOBaHUS K TaKUM
OMOTEXHOJIOTMYECKHM  JIEKAPCTBEHHBIM  NpenapaTaM ¥ MEAMLIMHCKUM  OpraHM3alusM,  HX
M3TOTaBIMBAIOIIMM M IPUMEHSIONIUM, ycTaHaBiuBaroTes [IpasurensctBoM Pocceniickoit denepanum.

(n. 8 BBenneH PenepanbHbiM 3aKk0HOM 0T 30.01.2024 N 1-D3)

5.1. 3asBiieHHE O PETUCTPAIIUU BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO MperapaTa s MeTUIIMHCKOTO
MPUMEHEHHSI MOKET OBITh MOJAHO B YIOJTHOMOYEHHBIN (efepanbHbIi OpraH WCIOIHUTENBHON BIACTH,
OCYIIECTBJISIONINNA TOCYAAPCTBEHHYIO PETUCTPALIHIO JIEKAPCTBEHHBIX MTPEMapaToB, MO0 UCTEYCHUH YEThIPEX
JIET C JIaThl TOCYAAPCTBEHHOM pEerucTpaliy Uiu perucTpanuu peepeHTHOro JeKapcTBEHHOTO Mmpenapara
JUISt METUIIMHCKOTO TpuMeHeHus B Poccutickoit @enepanuu.

(uactsb 5.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBieHHe O perucTpauuu OMOaHaIOroBOro (OMOMOJOOHOr0) JIEKAapCTBEHHOTO Ipenapara
(Omoananora) /Ui MEIUIIMHCKOT'O MPUMEHEHUSI MOKET OBITh MOAAHO B YIOJHOMOUYEHHBIN (penepanbHbIii
OpraH HCIIOJHUTEIHHON BIIACTH, OCYIIECTBISIONIMNA TOCYAAPCTBEHHYIO PETHUCTPAIMIO JIEKAPCTBEHHBIX
IpenapaToB JUIsi MEJUIIMHCKOTO TNPUMEHEHUs, M0 HCTEYeHUH TpeX JeT C JAaThl ToCyJapCTBEHHOMH
PErUCTpalK WK PETUCTpAIiy pedepeHTHOTO JIEKapCTBEHHOTO mpernapaTa B Poccutickoit @eneparum.
(uacts 5.2 BBeneHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5.3. He nomyckaercs HUCHONIB30BaHME B KOMMEPUECKHMX IeNiaX HH(opMmanuu o pe3yiapTaTax
JOKJIMHUYECKUX UCCIEAOBAaHUM JIEKAPCTBEHHBIX CPEJCTB M KIIMHMYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
[pernapaToB s MEAUIMHCKOTO MPUMEHEHUSs, MPEJCTABICHHON 3asBHUTE]EM Jsl TOCYAapCTBEHHOM
pEeTUCTpaIy WM PETUCTPALMH JIEKAPCTBEHHOTO Mpernapara, 0e3 ero coryiacusi B TeUEHHE LIECTH JIET C
JaThl TOCYIapCTBEHHOW pErucTpanuy WIH perucrpaiuuu peepeHTHOro JIEKapCTBEHHOrO Mpernapara B
Poccuiickoit ®enepanuu.

(dactp 5.3 BBeaeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasi pErucTparys:

1) JexapCTBEHHBIX MpenapaToB, OTIMYAIOUIMXCA JPYr OT JApyra KayeCTBEHHBIM COCTaBOM
JEUCTBYIOLIUX BEIIECTB, MOJI OJIMHAKOBBIM TOPIOBHIM HAUMEHOBAHHEM;

2) OIHOTO JICKApCTBEHHOI'O Ipenapara, MPeICTaBICHHOI0 HA TOCYAAPCTBCHHYIO PETHCTPAILIUIO B
OTHOIICHWH OJHOTO W TOTO K€ Jep)KaTels WM BIAJCIbIAa PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JICKQpCTBEHHOTO TMpernapara B BUAE ABYX M 0o0Jiee JIGKAPCTBEHHBIX IPENapaToB IOJ pa3IMYHBIMU
TOPTrOBBIMH HAUMCHOBAHUSIMH.

(m. 2 B pea. @enepanbuoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B DJIEKTpOHHOW ¢opMe CcyObekTa OOpamlieHHus JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBYIOIIUM  YIOJIHOMOYEHHBIM  ()eiepalIbHBIM ~ OpraHOM  HCIHOJHHUTENBHOM  BJACTH,
OCYILECTBIISIOLIUM IOCYJapCTBEHHYIO PErHMCTPALUIO JIEKAPCTBEHHBIX IIPENapaToB, B YCTAHOBIEHHOM UM
MOPSIIKE OCYILECTBIIAETCS HAay4YHOE KOHCYJIbTHPOBAaHUE II0 BOIPOCAM, CBSI3aHHBIM C IIPOBEICHUEM
JOKJIIMHUYECKUX HUCCIEI0BAaHUM, KIMHUYECKUX HCCIIEI0BAaHUMN JIEKApCTBEHHBIX MPENapaToB, SKCIIEPTU3bI
KauecTBa JICKAPCTBEHHBIX CpPeACTB, dA(PPEeKTUBHOCTH U  OE30MACHOCTH, C  OCYIIECTBICHHEM
roCy/lapCTBEHHON PErucTpalyy JIEKApCTBEHHBIX IpernaparoB. KoHCylbTHpOBaHHE OCYLIECTBISIETCS C
MpUBJIeYEHUEM (eiepabHBIX TOCYAPCTBEHHBIX OI0JKETHBIX YUPEKACHUM, TOABEIOMCTBEHHBIX JAHHOMY
(denepanbHOMY OpraHy HCIOJIHUTEIbHOW BIACTM M HE YYacTBYIOIIMX B OpraHMU3alMM IPOBEIEHUs
SKCNEpPTU3bl KAYeCTBa JIEKAPCTBEHHBIX CPEJICTB B IENSIX OCYIIECTBIECHUS HUX TOCYAapCTBEHHOU
perucTpauu B COOTBETCTBHMHU CO cTaThed 16 Hacrosmero deaepaibHOro 3aKOHA, B BUAE OTBETA B
MUCHbMEHHONW (opMe yIoJIHOMOYEHHOTO (heepanbHOrO OpraHa HCIOJHUTENBbHONW BJIACTH Ha 3ampoc.
Pa3mep B3uMaeMoil ¢ 3asiBUTENS TUIaThl ONPEEIISIETCsS B COOTBETCTBUH € 3aKOHOAATEILCTBOM Poccuiickoii
®denepanuu 00 OpraHU3alUU TPEJOCTABICHUS TOCYIapPCTBEHHBIX U MYHUITUIAIBHBIX yeiuyr. MHbopMmarus
00 OCyIIECTBICHUH HAYYHOT'O KOHCYJIbTUPOBAHUS, B TOM YHCJIE CTaThU, 0030PbI, CIIPAaBOYHbIE MaTEPHAIIBI
1 uHast nHpopmMalusg 00 OCYIIECTBICHUH HAyYHOTO KOHCYIBTUPOBAHUS, pa3MeniaeTcss Ha o(pUInaIbHOM
caiiTe yNOJHOMOYEHHOro (hpeJepalbHOr0 OpraHa WCIOJIHUTENbHOW BiacTH B cetu "HHTepHer" ¢
COONIOICHUEM OTpaHWYEHUHM, YCTAHOBIEHHBIX 3aKOHOJATENILCTBOM O TIEPCOHANBHBIX JAaHHBIX,
KOMMEpPUECKOH U (HMJIM) FOCy1apCTBEHHOH TailHe.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

8. T'ocyapCTBEHHass perucTpanus JEKapCTBEHHBIX IPENapaTroB, KOTOPBIE INPEIHA3HAYEHBI IS
IIPUMEHEHUsT B  YCIOBHUAX BOCHHBIX JCUCTBUH, YPE3BBIYAMHBIX CHUTyallud, MPELyNpPExRICHUSL
Ype3BbIYANHBIX CUTyallMi, TPOMUIAKTUKN U JIeYeHUs 3a00JIeBaHUM, MPEICTaBISIIOIINX OMAaCHOCTb JUIS
OKpY>KaloIuX, 3a00JIeBaHUN U MOPAXKEHUH, TOITYYEHHBIX B pe3yJbTaTe BO3ACHCTBHS HEOIAronpUsATHBIX
XUMHUYECKHUX, OMOJIOTMYECKUX, PATUAIIMOHHBIX (aKTOPOB, U KOTOphIE pa3pabOTaHbl B TOM 4YHCIE IO
3aJJaHUIo (pesiepaTbHBIX OPraHOB UCIIOJHUTEIBHOM BIACTH, YITOJTHOMOUYEHHBIX B 0071aCTH 000POHBI CTPaHbI
1 0e30MacHOCTH TOCYAapCTBa, a TAaKXKe JIEKAPCTBEHHBIX CPEACTB B Cllydae UX JAe(PEeKTypbl WM pUCKa
BO3HUKHOBEHHUSI JIe(eKTypsl B CBS3M C BBeJACHHEM B OTHoumeHun Poccuiickoit ®Penepauuu
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OTPaHUYUTEIIFHBIX MEpP SKOHOMHYECKOTO XapaKTepa OCYIIECTBIIECTCS B MOPSIKE, YCTaHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.
(B pen. deaepanbubix 3akoH0B 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

CraTtba 14. NMpuHUMNbI 3KCNEepPTU3bI NIeKAPCTBEHHbLIX CPeacTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTU3a JIEKAPCTBEHHBIX CPEACTB OCHOBBIBACTCS Ha MPUHLMIAX 3aKOHHOCTH, COOIIOACHUS
mpaB u CcBOOOJ deNOBEKAa W TpaKTaHWHA, TMPaB IOPUIAAYECKOTO JHUIA, HE3aBHCUMOCTH JKCIIEPTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI HCCIENIOBAaHUM, IPOBOJUMBIX C HCIIOJIb30BAHUEM
COBPEMEHHBIX JOCTHKCHH HAayKH W TEXHUKH, OTBETCTBEHHOCTH (heIepaibHOr0 TOCYAapCTBEHHOTO
OIOPKETHOTO YYPEXKACHUS IO MPOBEACHUIO HKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB M JKCIEPTOB 3a
MPOBEJICHUE U KAYECTBO IKCIIEPTHU3BI.

2. 3KCHepTI/I38 JICKAPCTBCHHLIX ITPCIIapaToOB JJII MCAUIIUMHCKOI'O IIPUMCHCHHA BKIIOYACT B cebs:

1) skcrepTH3y JOKYMEHTOB, MPEICTABICHHBIX JUISI ONPEACICHUS BO3MOXKHOCTH pPaccMaTpUBATh
JICKApCTBEHHBIM Ipernapar s MEIWIIMHCKOTO NMPHUMEHEHHUS B KadecTBE OP(PAHHOTO JICKApPCTBEHHOTO
npernapara;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) SKCIEePTU3y MPEUIOKCHHBIX METOJOB KOHTPOJISI KadecTBa JICKAPCTBECHHOT'O CPEICTBAa WU (WJIH)
Ka4yecTBa MPEACTAaBICHHBIX 00pa3IoB JICKAPCTBEHHOT'O CPEJICTBA C UCTIOIB30BAHUEM ITUX METOJIOB (Jajiee
- DKCIEPTU3a KA4eCTBa JIEKAPCTBEHHOTO CPEJICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) 3KCHepTU3Y OTHOLIEHUS 0KH/1aeMOM M0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
rpenapara,

4) SKCIEepPTU3Yy PErHUCTPAIIMOHHOTO JO0ChE€ Ha JICKapCTBEHHBIN IMpernapaT B IEJSIX ONPEICTICHUS
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX NTPENApaTOB ISl MEAUIIMHCKOTO IPUMEHEHHUS.
(1. 4 BBesieH DeepanbHBIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. 3KCHCpTI/I3a JICKApPCTBCHHBIX NPCHIapaToB A BCTCPHUHAPHOI'O NPHUMCHCHUS BKIIOYACT B cels
OKCIICPTU3Y KaA4dCCTBA JICKAPCTBCHHOI'O CpCACTBA M OKCICPTHU3Y OTHOLICHUS O)I(HI[aeMOfI IIOJIB3bI K
BO3MOXHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOT'O IIpCIlapara.

Cratba 15. ®depepanbHOe TrocyaapCTBEHHOE OMKETHOe yupexaeHue no
npoBeAEeHUIO IKCNEePTU3bI JIeKapCTBEHHbIX CPEACTB

DKcrepTusa JIEKapCTBEHHBIX CPEACTB IMPOBOAUTCS (peiepalibHbIM IOCYAAPCTBEHHBIM OFOXKETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heIepaJIbHOr0 OpraHa MCIOJHUTEIbHON BIACTH,
CO3IaHHBIM J1JIA oOecrieyeHrsT MCIOJHEHHST ITOJIHOMOYHUH 3TOrO Q)enepanbﬁoro opradHa IO BbIJAYC
paspelieHnii Ha TpOBeIEeHUE KIMHUYECKUX HCCIEeIOBAaHMN JICKApCTBEHHBIX IpernapatoB W (WJIH) IO
TOCYJapCTBEHHON perucTpanuy (perucTpamnnuy) JIEKapCTBEHHBIX IPEraparoB (majee - HKCHEPTHOE
YUpEKICHHE).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Crtatbsa 16. OpraHusau,ml npoBeneHus 3KCnepTu3bl NNeKapCTBeHHbIX cpeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DOxkcnepTu3a JEKapCTBEHHBIX CPEACTB IPOBOAMTCS KOMHUCCHEH 3KCIEPTOB SKCIEPTHOIO
YUpEXKJIEHUS, HA3HAYCHHON €ro pyKOBOAMTEIEM, HAa OCHOBAaHUM 3aJaHMsl HAa MPOBEACHUE SKCIIEPTHU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIJAHHOIO YIOJHOMOYEHHBIM (peepalbHbIM OpPraHOM HCIIOJIHUTEIbHON
BJAacTU. PyKOBOIUTENH 3KCIIEPTHOTO YUPESKICHHUS 00ECIeunBaeT HaAJIeKaIlee MPOBEACHUE IKCIIEPTU3HI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3a/JaHUEM, BbIIaHHBIM YIIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHOMN BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOIO 3aKJIIOYEHHUs 3TOM kKoMuccuu. B
COCTaB 3TOM KOMHUCCUH IO PELICHUIO PYKOBOAMTEISI 3KCIIEPTHOTO YUPEXKIEHHUSI MOT'YT ObITh BKJIFOUEHBI B
KauecTBE AKCIIEPTOB JIMIIA, HE pabOTaroIMe B JaHHOM 3KCIIEPTHOM YUPEKICHHUH, €CJIM UX CIELMaIbHbIE
3HaHUS HEOOXOAMMBI JUIsl IPOBECHUSI SKCIIEPTU3bI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM SKCIIEPTHOM
YUpEXKICHUU.

2. DKCHEpTOM IO INPOBEIEHUIO DKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SBIIAECTCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YYPEKICHHS, KOTOPBIA HMEET BBICIIEE MEIWIUHCKOE, (hapmaneBTHIecKoe,
OM0JIOrNYecKoe, BEeTEpUHAPHOE WIIM XUMHUECKOe 00pa30BaHUE U MPOBOAUT 3KCIEPTU3Y JIEKAPCTBEHHBIX
CpPE/CTB B TIOPSIIKE UCTIOITHEHUSI CBOMX JOJDKHOCTHBIX 00SI3aHHOCTEH (Jaiee - SKCIepT).

3. IIpu npoBeneHUN 3KCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB HKCHEPT HE MOXKET HAXOAUThCS B KaKOM-
1100 3aBUCUMOCTH OT JIMIA, HA3HAYMBIIIET 0 3Ty SKCIEPTH3Y, Pa3pab0oTIMKa JIEKapCTBEHHOT'O CPECTBA WIIN
JPYTUX 3aHHTEPECOBAHHBIX B PE3y/IbTaTaX HKCHEPTH3bI JIULL.

4. [1pu npoBeACHUH SKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB HE JOIMYCKACTCSI UCTPEOOBAHHE HKCIIEPTOM
y 3asBUTENS JUOO HMHBIX JIMI[ MaTepUajoB, HEOOXOMMMBIX JUIsl MPOBEACHUS SKCIEpPTH3bl. B ciydae
HEJOCTATOYHOCTH IPEICTABICHHBIX JKCIEPTy MATCPHAIIOB B JIMYHBIN KAOWHET 3asABUTENS B CIUHOU
rocy/napcTBeHHOW WHGOPMAIMOHHON cucTeMe B cdepe 3apaBoOXpaHEeHHs (fanee - eauHas cucTeMa)
OKCIEPTHBIM YUYPEKJICHUEM HAIMpaBIACTCS 3alpoc O TMPEACTABICHUH HEOOXOJUMBIX MaTepHasoB,
MO/ANMCAHHBINA PYKOBOAUTENEM (YIIOTHOMOUYEHHBIM JIUIIOM) KCIIEPTHOTO YUPEXKICHHUS C UCTIONIb30BAHUEM
YCUJICHHOM KBaTU(DUIIMPOBAHHOMN AJIEKTPOHHOM TOJIIHUCH.
(uactsb 4 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3agBuTtens 00s43aH HANPABUTh B JIMUHBIN KAOMHET SKCIIEPTHOTO YUPEKJICHHUS B €AMHON CUCTEME
MOJIMMCAHHBIA YCHJIEHHON KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM MOINKMCHIO OTBET HA 3apOC 3KCIEPTHOTO
YUpEXKJIEHUSI B CPOK, HE MPEBBIMAIONIUN JIeBIHOCTAa pabo4yMX JHEHW CO JHSA MOJyYEHUS SKCIEPTHBIM
YUPEXKIECHUEM DJIEKTPOHHOIO YBEAOMIIEHMsSI O IIOJIYYEHHH 3asBHUTENEM 3ampoca. Bpems co aHs
HAIpPaBJIEHUSI SKCIEPTHBIM YUPEKJACHUEM B JMYHBIN KaOWMHET 3asBUTENs B €IMHOM CHCTEME 3arpoca O
NPEJCTaBICHUN JIOTIOJIHUTENbHBIX MaTE€pHUajoB O JIHS HAIpaBJieHUs 3asBUTENEM B JIMYHBIM KaOWHET
AKCIIEPTHOTO YUPEKJIEHUS B €IMHOM CUCTEME OTBETA Ha 3alpOC HE YYUTHIBAECTCS NMPU HCUUCICHUU CPOKa
IIPOBEJIEHUS IKCIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA.

(dactp 4.1 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

4.2. Ecnu 3aIBUTEIEM B COOTBETCTBUU ¢ 4acThiO 1.1 ctaThbu 30 miin 4acThio 2 cTaThbU 34 HACTOSAIIETO
denepanbHOTO 3aKOHA TMPEJCTABICHA KOMHUSA PEIICHHS YIOJHOMOYEHHOTO (eaepalbHOTO0 OpraHa
WCIIOJTHUTENBHON BJIACTU O MPOBENCHUHU (hapMalleBTHUECKON MHCIEKIIUN MPOU3BOICTBA JIEKAPCTBEHHBIX
CPEICTB [UIi MEIUIIMHCKOTO TPUMEHEHHS Ha COOTBETCTBHE TPEOOBAHUSM TMPABHI HaJIeKaIIEH
MIPOM3BOJICTBEHHONW TMPAKTUKH EBpPa3HiiCKOTO 3KOHOMHYECKOTO CO03a, JKCHEepTy M0 OQOpPMIICHHUS
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

PE3YJIBTaTOB SKCIEPTHU3HI JIEKAPCTBEHHOTO CPEACTBA MPEACTABIIACTCS KOIMHUS 3aKIFOYEHUS O COOTBETCTBUHU
MIPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM TPABHJ HaJJIeXkalleld MPOU3BOJICTBEHHON
NPaKTHKH, BBIAAHHOTO YIOJIHOMOYCHHBIM (hellepaIbHBIM OPraHOM HCIIOJHHUTEIFHON BIACTH, WIIM KOIHS
CepTI/I(bI/IKaTa COOTBCTCTBUA MPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCACTB MJIA MCOAUIMHCKOIO NPHUMCHCHUS
TpeOOBaHMSM MPABWJI HAJUIEKAIIEH TPOM3BOJCTBEHHOM NMpakTHKU EBpa3zniickoro 3KOHOMUYECKOTO CO03a.
(uactb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.3. 3agButens 00s3aH HANPABUTh B TMYHBIN KAOMHET SKCIIEPTHOTO YUPEKICHUS B €JUHON CUCTEME
KOIUIO 3aKJIIOYCHHS WJIM KOIHIO0 cepTU(UKATa, YKA3aHHBIX B 4acTu 4.2 HACTOSIICH CTaThd, B CPOK, HE
MPEeBBIIIAIONIMIM CTa BOCBMHAECATH pPAaOOUMX JHEH CO JHS MOJy4EHHUS HKCIEPTHBIM YUpPEKICHUEM
9JEKTPOHHOTO  YBEJOMJICHHSI O  MOJYYEHUH  3asBUTEIEM  MOJINKUCAHHOTO  PYKOBOJUTEIEM
(YNOTHOMOYEHHBIM ~ JIMIIOM)  JKCHEPTHOTO  YUYPEKICHUS €  HCIOJNb30BAaHHEM  YCHUJIICHHOU
KBUTU(DUIIMPOBAHHON DJIEKTPOHHOW TMOJIMKMCH 3ampoca O MPEIOCTABICHUU JNOKyMEHTa. Bpems co aHA
HAIPAaBIICHUS HKCIIEPTHBIM YUPEKJACHUEM 3alpoca B JTUYHBINH KaOMHET 3asBUTENS B €IUHON CHCTEME JI0
JTHSI HaIllpaBJICHUS 3asBUTEJIEM B JIMYHBIM KAOMHET HKCIIEPTHOTO YUPESXKICHHS B €IUHON CHUCTEME KOIUU
3aKJIFOUEHUS WM KOMUU cepTH(HUKATa, yKa3aHHBIX B 4yacTH 4.2 HACTOSIIEH CTaThU, HE YUUTHIBACTCS MPU
HCUYHUCIICHUH CPOKa MPOBEJACHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

(uactb 4.3 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. Dkcnepr mpu MPOBEIECHUU IOPYYEHHOH €My pPYKOBOAMUTEIEM OHKCIEPTHOIO YUPEKJIEHUs
HKCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:!

1) mpoBecTM TIOJHOE UCCIEIOBaHUE MPEACTABIECHHBIX €My OOBEKTOB, MaTepualioB, JaTh
00OCHOBaHHOE UM OOBEKTUBHOE 3aKJIIOUYEHHE 10 IIOCTaBJIEHHBIM Ie€pel HHUM BONpOCaM WM
MOTHBHUPOBAHHOE 3aKJIFOUEHHE O HEBO3MOKHOCTH IIPOBEJCHUS UM 3KCIIEPTU3bI JIEKAPCTBEHHOI'O CPECTBA,
€CIIM IIOCTaBJIECHHBIE BOIPOCHl BBIXOAAT 3a HpPEIeNbl CIEUUAIbHBIX 3HAHUM JKCHepTa, OOBEKTHI
UCCIIEIOBAaHUM U MaTepHualibl HEIPUTOJHbl WJIM HEIOCTATOYHBI JUIsl IPOBEACHUS HCCIIEIOBAaHUN U J1auu
3aKJIIOYEHUs JIMOO COBPEMEHHBIN YpOBEHb Pa3BUTHSA HAYKH HE MO3BOJISET OTBETUTh HA IMOCTaBIICHHBIE
BOIIPOCHI;

2) He pasriamaTh CBEICHH, KOTOPbIE CTAIU €My U3BECTHBI B CBSI3U C MPOBEICHUEM DKCIEPTHU3BI
JIEKApCTBEHHOTO CPEJCTBA, & TAKXKE CBEICHUS, COCTABIIIONINE TOCYAapCTBEHHYIO, KOMMEPUYECKYIO TN
HUHYIO OXpaHsAEeMYIO 3aKOHOM TaiiHYy;

3) obecreunTh COXPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEIOBAaHUIN U MaTEPHUAJIOB.

6. DKcnepT He BIIpaBe:

1) mIpoBOOUTE SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPALICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKUX JIMIL;

2) caMOCTOSITENIbHO COOMPaTh MaTepUalbl AJIsl IPOBEICHUSI SKCIIEPTU3bI IEKAPCTBEHHOI'O CPEJICTBA;
3) IpOBOANTH HKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUECTBE HETOCYIaPCTBEHHOIO IKCIIEPTA.

7. B ciiydae HE0OXOJUMOCTH IKCHEPT BIIPaBe X0/1aTaliCTBOBATH MEpe]l PyKOBOAUTEIEM SKCIIEPTHOTO
YUPEXKIEHUS O IPUBJICUEHUH K IIPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA IPYTUX IKCIIEPTOB.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

8. Kaxxnplif sKcnepT, BXOASIIMNA B COCTaB KOMUCCHH JKCIIEPTOB, KOTOPOH MOPYYEHO MPOBEICHUE
9KCIIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO U CAMOCTOATEIBHO IPOBOAMUT HCCIIEAOBAHUSA,
OLICHHUBAET PE3yJbTaThl, MOJYUYEHHbIE UM JIMYHO U JAPYTUMHU IKCIEpPTaMu, U (HOPMYIHUPYET BHIBOJBI
OTHOCUTEIILHO TTOCTABJICHHBIX BOIPOCOB B MPEE/Iax CBOUX CIEIUATbHBIX 3HAHUMN.

9. Pe3y.]'IbTaTI)I OKCIICPTU3BI JICKAPCTBCHHOI'O CpEIACTBA O(I)OpMJ'IHIOTCH 3aKJIFOYCHHUECM KOMMHCCHH
OKCIICPTOB. B 3akmroyeHMH KOMHMCCHU OKCIICPTOB YKAa3bIBAKOTCA IICPCUCHBb I/ICCJIGI[OBaHHﬁ, 00BeM
IMPOBCACHHBIX KAXABIM 3KCIIEPTOM HCCJIC,I[OBaHI/Iﬁ, YCTAHOBJICHHBIC KaXXAbIM M3 HUX (baKTBI " CACJIaHHBIC
B pC3yJIbTATC HCCIICIOBAHUI BEIBOHI. SKCHepT, MHCHHUC KOTOPOI'0 HE COBIIAAACT C pCIICHUCM KOMHCCUHN
OKCIIEPTOB, BIIPAaBE BbIPa3nuTh CBOC MHCHHC B MMMCHbMEHHOM (bopMe, KOTOpOC HpI/IO6H_IaeTCSI K 3aKJIFOUYCHUTO
KOMHCCHUH SKCIICPTOB.

10. DxcrepThl, BXOIAIIME B COCTaB KOMMCCHH, MPEAYNPEKIAIOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJaTenbCcTBOM Poccuiickoin denepanuu 3a gady 3aKIOUYCHUS, COAEPKAIIETO
He00OCHOBaHHbIE U (PallbcU(PUIIMPOBAHHBIE BBIBOBI, O YEM OHU J1aI0OT MOJAIMHKCKY.

11. Onpenenenne ypoBHs podecCHOHATBHON MOArOTOBKH AKCIIEPTOB U aTTECTAIMS MX HAa MPaBO
MIPOBEJICHUST IKCIEPTHU3bI JICKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS 3KCIIEPTHO-KBATH(DUKAIMOHHBIMU
KOMHUCCHUSIMU B TIOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YITOJITHOMOUYEHHBIM ()eIepaTbHBIM OPTaHOM
UCIIOJIHUTENIBHOM BJacTU. YPOBEHb NMpodeccruoHaNbHON MOATOTOBKU JKCIIEPTOB MOMJICKHUT MEPECMOTPY
YKa3aHHBIMH KOMHCCHSIMH HE PEXKe YeM OJIUH pa3 B IIATH JICT.

12. ITlpaBuia npoBeNEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEIACTB U OCOOCHHOCTU HKCHEPTH3BI
OTACNBHBIX BUAOB JICKAPCTBEHHBIX IMpenapaToB (peepeHTHBIX JICKApCTBEHHBIX IIpEnaparos,
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX IIpenapaToB, OHOJIOIMYECKMX JICKApPCTBEHHBIX IpErnaparos,
O0noaHaIoroBhIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpenaparoB (OMOAaHAIOTOB), TOMEOIATHYECKUX
JIEKapCTBEHHBIX IPENapaToB, JIGKAPCTBEHHBIX PACTUTENIbHBIX MPErnapaToB, KOMOMHAIMM JeKapCTBEHHbIX
npenapaToB), (GOpMbI 3aKIIOYEHUH KOMHUCCHHM HKCIEPTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM HCTIOJIHUTENIbHON BIACTH.

(uactb 12 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumevanue.

Ho 31.12.2027 nns npenapatoB, Npor3BeIeHHBIX B PD B LIeIIX UMIIOPTO3aMENICHU S, YCTaHABIMBAETCS
PEXKUM YCKOPEHHOM MPOLEAYPHI TOCPETUCTPAlMU B cOOTBETCTBUU ¢ IlocTanoBienuem [IpaBurenscra
P® ot 12.03.2022 N 353.

Cratba 17. Nopgava u paccMoTpeHne 3asiBNeHUss 0 rocyAapCTBEHHOW perncrpauum
NeKapCcTBEHHOro npenapara Ana BeTepUHapHOro NpuMeHeHus

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynpsrantlintoc: npumedanue.
C 01.03.2026 B 4. 1 cr. 17 BHOCsTCA W3MeHeHust (P3 ot 31.07.2025 N 304-D3). Cum. Oymymryro
PEMAKIIHIO.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Koncynsrantlntoc: npumedanue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-d3), kacaromuecs IpeIoCTaBICHUS TOC. YCIYT TIPH
o0palleHuH JEKaPCTBEHHBIX CPEACTB JIsl BETEPUHAPHOTO MPUMEHEHHUS IIOCPECTBOM SIMHOTO MOpTaa,
npumensitorcs ¢ 01.01.2026.

1. 15t rocyiapCTBEHHOM perucTpaluu JIeKapCTBEHHOTO Mpenapara i BeTepUHaApHOro IPUMEHEHUS
pa3paboTUMK TaKOro JEKapCTBEHHOT'O Mperapara Wik YIOJTHOMOYEHHOE UM JPYroe IOpHUAUYECKOe JTUIO0
(mamee B HACTOSIIECH CTaTbe - 3asBUTENb) HAINPABISET MOCPEICTBOM (elepanbHON ToCyqapCTBEHHOM
nH(pOopMaMOHHON cucTembl "EXMHBINA MOPTaT rocyJapCTBEHHBIX U MYHUIIUIIATBHBIX yeryr (pyHKIuii)"
(manee - eqUHBIN TOPTAT) B YIIOJTHOMOYCHHBIH (De/iepanbHblii OpraH UCIIOTHUTEIILHOMN BIACTH 3asIBIICHUE O
roCyJapCTBEHHOM pErucTpauuy JIEKApCTBEHHOIO Ipernapara JUisi BETEPUHAPHOTO IMPUMEHEHHS,
MOJANUCAHHOE YCWJICHHOW KBamU(UIIMPOBAHHOW SJEKTPOHHOW MOANKMCHIO, a TaKKe JOKYMEHTHI, W3
KOTOPBIX (OPMUPYETCSI PETUCTPALIMOHHOE JOChE Ha JIEKApCTBEHHBIM MpemapaT Uisi BETEPHUHAPHOTO
MIPUMEHEHUS.

(uactb 1 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBi€HUN O roCyAapCTBEHHOW PETUCTpalliy JIEKAPCTBEHHOIO Ipenapara AJisi BEeTEpUHAPHOIO
IIPUMEHEHHUS YKa3bIBaIOTCA:

1) HanMeHOBaHUE U aApec 3asiBUTENIA, pa3paboTuuKa U IPOU3BOIUTENIS JIEKAPCTBEHHOIO Mpenapara
JUIs BETEPUHAPHOIO IPHUMEHEHHS M aIpec MecTa OCYIIECTBJIICHHsS IIPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapaTta JUisi BETEPUHAPHOIO NPUMEHEHUs (B Cilydyae HalM4uus HECKOJIbKHUX YYaCTHHUKOB IIpolecca
IIPOM3BO/ICTBA HEOOXOAMMO YKa3aTh KaXkJJOr0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO IperapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUs (MEXTyHapOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

3) MEpCUCHDb ﬂ@ﬁCTByIOIHHX MU BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAAIIHUX B COCTAB JICKAPCTBECHHOI'O
npemnapara JJjid BETCPUHAPHOI'0 IPUMEHCHUS, C YKa3aHUEM KOJIMYCCTBA KAKAOT'O U3 HUX;

4) nexkapctBeHHas QopMma, TO3UPOBKA, CIOCOOBI BBEACHUS M TPUMEHEHHS, CPOK TOTHOCTH
JIEKapCTBEHHOTO TIpernaparta Jjisi BETEpUHAPHOTO PUMEHEHUS;

5) dapmakoTrepaneBTHUECKas IPYyIIa;

6) HE0OXO0AUMOCTh MPUMEHEHHS YCKOPEHHOM IMpPOIEeyphl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHON PEruCTpalliy JIEKApCTBEHHOTO Npernapara;

7) KOIIMU JOKYMCHTOB, TOATBCPKAAOIINX YIUIATY FOCYHapCTBeHHOﬁ TTOIIJIMHBI:

a) 3a MPOBEACHUE HKCIEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M JKCHEPTU3bl OTHOILEHUS
0’KHMJIa€MOMH I10JIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIperapara Jijisi BETEpUHAPHOTO
IIPUMEHEHHSI TIPU €r0 FOCYAAPCTBEHHON PErUCTPALINHY;

6) 3a BbIAa4y PCruCTpaiuOHHOI0 YAOCTOBCPCHUA JICKAPCTBCHHOTO IIPLCIiapara,

8) Hammuue corylacus, MPEAYCMOTPEHHOTO YacThl0 7 HACTOAIMIEH CTAaTbW, €CIM C MOMEHTa
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

peructpaiyu pe)epeHTHOTO JEKapCTBEHHOTO Ipernapata JJisi BETEpUHAPHOTO IPUMEHEHUS POIIIO MEHEE
9eM IIECTh JIeT.
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpanuoHHOE 10Che B LESIX AKCIIEPTU3BI JEKAPCTBEHHOI'O IpenapaTa Juls BETCPHHAPHOTO
NpUMeHEHHs (OPMUPYETCS U3 CIEAYIOIUX JOKYMEHTOB U CBEJCHUI:
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHust 0 Aare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JMIICH3WH Ha MPOHM3BOACTBO
JICKApCTBEHHBIX CPEJICTB, MPEJOCTABICHHONW IPOU3BOAUTENIO PETHCTPUPYEMOTO JIEKapCTBEHHOTO
npenapara Juis BETepHHApHOTO IPUMEHEHUS, I POCCHMCKUX MTPOU3BOANUTENICH;

(B pen. @enepanbbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O Jare MPEAOCTABICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3UMH Ha MPOU3BOICTBO
JICKaPCTBCHHBIX CPEJICTB, MPEIOCTABICHHON TPOU3BOIUTENIO (DapMaIleBTHICCKON CyOCTaHIINM, BXOISIICH
B COCTaB PETUCTPUPYEMOIO JIEKAPCTBEHHOTO IIpernapara [jsi BETEPUHAPHOIO IPUMEHEHHUs, s
POCCUMCKHX IPOU3BOAUTEIIECH;

(B pen. deaepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) Komust JOKyMEHTA, BEIAAHHOTO YIIOJTHOMOUYEHHBIM OPTaHOM CTPAHBI TPOU3BOIUTEINS JUIsl KK 10
MIPOU3BOJICTBEHHON TUIOMIAJKA PErHCTPUPYEMOro JIEKApCTBEHHOTO Tperapara s BETEPHUHAPHOTO
MPUMEHEHUSI W TOJTBEPHKIAIOIIETO COOTBETCTBUE MPOM3BOAMUTENS JICKAPCTBEHHOIO IIpernapara
TpeOOBaHUSAM MpaBUJI HAAJEXKAIIEH MPOU3BOJICTBEHHOM MPAKTUKH, M €ro MEpeBOJ HAa PYCCKHM S3BIK,
3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIKE, a TAKXKE KOIHS 3aKJIIOYEHHS] O COOTBETCTBUM IMPOU3BOIUTEIS
JIEKApPCTBEHHBIX CPEJICTB TPEOOBAHUSAM IMPABHJI HAJIC)KAIIEH MPOU3BOJCTBEHHON MPAKTUKH, BBIJIAHHOTO
VIIOJTHOMOYCHHBIM (he/lepabHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH JUIS KaXKIOW MPOW3BOJICTBEHHOM
TUIOUIA/IKK PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IpernapaTa AJisi BETepUHAPHOTO MPUMEHEHHSI, INOO KOTHS
pelieHuss O TPOBEICHUHM WHCIEKTUPOBAHUS TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, MPUHSITOTO
YIIOJTHOMOYEHHBIM (hefiepaabHbIM OPTaHOM HCIIOJHUTENBHON BIACTH JUIS KaXXIOW MPOU3BOJICTBEHHOM
TJIOMIAIKH PETHUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpenapara Jjisi BETEPUHAPHOTO MPUMEHEHHUS. Y Ka3aHHBIC
JOKYMEHTBI MPEACTABISAIOTCS B ClIydae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBIAETCS
3a peaenamu Poccuiickoit denepannu;

(m. 2.1 BBenen denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl TMPOU3BOIUTENS
(dhapmaleBTUUECKOI CyOCTaHIIUH U MOATBEPKIAIOIIET0 COOTBETCTBUE MPON3BOAUTENS (papMarieBTHIECKON
CcyOCTaHIIMM, BXOJSIIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOIO Mpemnapara Jyisi BETEPUHAPHOTO
MPUMEHEHUs, TPeOOBaHUSAM MpaBUJI HaAJEXKallell MPOU3BOJICTBEHHOW MPaKTUKU, U €ro TepeBOja Ha
PYCCKUU SI3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TOPSIJIKE, B CIIy4ae, €CIIM MTPOU3BOCTBO (hapMaIieBTHUECKOM
cyOCTaHIIMK OCYyIIeCTBIAETCA 3a penenamu Poccuiickoit denepanuu;

(m. 2.2 BBeneH denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBCHHBIﬁ npenapar i1 BETCPUHAPHOTO
MMPUMCHCHUS,;

4) NOKYyMEHT, coJepXalluil Cleqyrouylo MHPOpMaluio o (apmaneBTHYeCKOl CyOCTaHLMU WIIH
(apMaleBTUUECKUX CYOCTAaHIIMSIX, BXOSAIIUX B COCTaB JEKAPCTBEHHOI'O IperapaTa JUlsl BEeTepUHAPHOIO
IIPUMEHEHHUS:
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

a) HaMMEHOBaHHME (apMaleBTUUECKOW CYOCTaHIIMU, €€ CTPYKTypa, oOIme CBOMCTBa (IIpH
rOCy/IapCTBEHHOU PEruCTPAIlTi UMMYHOOMOJIOTHIECKUX JICKAPCTBEHHBIX MPENapaToB JJisl BETEPHHAPHOTO
NPUMEHEHHS TIPEJICTABISIOTCS CBEICHHS O INTaMMeE, BKIIOYas €ro HauMEHOBaHWE, MH(OPMAIUIO O
MIPOUCXOXKICHHUHU, €T0 CBOWCTBAX, XapaKTEPUCTHUKAX U MECTE JICTOHUPOBAHIS);

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEINS;

B) TEXHOJIOTHS IPOU3BOJCTBA C OMHCAHUEM CTAJWM MPOU3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MMPOU3BOJACTBA;

r) uHpoOpMamuss O mnpuMecsix (He TPEACTaBIsICTCS TPU TOCYIAPCTBEHHOW PErHCTpaIuu
UMMYHOOHOJIOTHYECKIX JICKAPCTBEHHBIX MPEapaToB ISl BETEPUHAPHOTO MPUMEHEHHUS ),
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

1) cnenuduKanus Ha papManeBTUICCKYI0 CyOCTaHIMIO (HE TIPEICTABISICTCS MPU TOCYAapCTBEHHOM
perucTpanii UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) OIIMCAHHUC MCTOJUK KOHTPOJIA Ka4CCTBA,

) pe3yNibTaThl aHanu3a cepuil (papmaneBTHUECKOH CyOCTaHIMU (HE TPEACTABIAIOTCSA IPH
rOCyJJapCTBEHHOH perucTpanuy MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO
MIPUMEHEHHUS);

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

3) NEpCUYCHb CTAaHAAPTHBIX 06pa3u013 HJIM BCIICCTB, UCIIOJB3YCMBIX IPHU OCYIICCTBIICHUU KOHTPOJIA
Ka4dyCCTBa,

1) ONMCaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIOPOUHBIX CPEJICTB;

K) JaHHblE O CTabuiabHOCTH (HE TPEACTABISIOTCS TPH TOCYAapCTBEHHOW pETrHUCTpalud
MMMYHOOHOJIOTUUECKHX JIEKAPCTBEHHBIX MPEMapaToB JJII BETEPUHAPHOTO TPUMEHEHU);
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK F'OJIHOCTH, YCIIOBUSI XPAaHEHMUS;

KoncynsrantlIntoc: npumedanue.

IIpy ycKOpeHHOM MpoLeoype pPErucTpalud BOCIPOM3BEIEHHOIO Ipenapara  JOIyCKaeTcs
HEIPECTaBICHUE ONHUCAHMUS METOJOB M HMX JOKYMEHTAJIBHOI'O IOATBEPKICHHUS, IPU MHUCbMEHHOM
00s13aTeNIbCTBE MX MpPEACTaBUTh B TedueHue 12 mecsneB co aHs peructpauuu (IloctanoBnenue
[IpaButensctBa PO ot 12.03.2022 N 353).

5) OTUCT O pe3yjibTaTax MOOKJIMHHUYCCKOIO MCCICHOBAHUA JICKAPCTBCHHOI'0 CpPEACTBa I
BCTCPUHAPHOI'O NPUMCHCHUA, BKJ'IIO‘IaI-OHII/Iﬁ OIMMCAaHUEC MCETOAO0B ONPCACICHUA OCTATOYHBIX KOJIMYECTB
[[CIZCTBYIOIJ.IGFO BCIICCTBA (ﬂeﬁCTBYIOHlHX BeH_[CCTB), JAO0CTUTarOIICTO (IlOCTI/IFaIOLLII/IX) CHUCTEMHOT'O
KpOBOTOKA, B HNPOAYKHOHUH KXHUBOTHOI'O HNPOUCXOXKIACHUA ITOCJIC IMPUMCHCHUA TaKOI'0 JICKAPCTBECHHOI'O
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

CPEICTBA, a TAKXKe TOKYMEHTAJILHOE MOITBEP)KICHUE (BATUIAINS) YKa3aHHBIX METOIOB;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUET O Ppe3yjbTaTaX KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfIliapara IJId
BCTCPUHAPHOI'O MPUMCHCHHA Y KAXKAOTO BUAA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKIHU 10 BETCPUHAPHOMY
IIPUMEHCHUIO,

7) IPOEKT MHCTPYKIIUHU IO BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOTO MperapaTa, CoJepKalien
CJIEYIOIINE CBEACHHUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO Ipenapara Jjis BETEPUHAPHOIO NMPUMEHEHUs (MEXIyHAPOIHOE
HENMaTeHTOBAaHHOE, WM IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) ekapcTBeHHas (hopma C yKa3aHWEM HaWMEHOBAHHWI M KOJMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIECTB U KAUECTBEHHOT'0 COCTaBa BCIIOMOTATEIbHBIX BEILIECTB;

B) OIMCAaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO Mpernapara Jijisi BETEpUHAPHOIO IPUMEHEHNUS;

r) dpapmakoTepaneBTHUECKas TPYINa JIEKapCTBEHHOTO Ipernapara JJisi BETepUHAPHOTO IPUMEHEHHS
WJTU yKa3aHUe "TOMEONaTHYECKUN JIEKapCTBEHHBIN TTpenapar';

1) hapmakoarHaMuKa U papMakKOKMHETHKA (32 UCKIIIOUeHHEM (papMaKOKMHETUKHA TOMEOaTHUYECKUX
JIEKAPCTBEHHBIX  MPEMapaTOB M  PACTUTENIbHBIX JIEKAPCTBEHHBIX IPENapaToB) WM  OINKCAHUE
MMMYHOOHOJIOTHYECKIX CBOMCTB JIEKAPCTBEHHOT'O MIPErapara;

€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIOKA3aHMsI JUIsl IPUMEHEHHUS;
3) MepbI IPEOCTOPOKHOCTH MPU NPUMEHEHUU;

I/I) YKa3aHnue€ BO3MOKHOCTHU U 0coOeHHOCTEH MMPUMCHCHUA Y 6epeMeHHHX JKUBOTHBIX, Y )KUBOTHBIX B
nepuoa JJakTaluuu, y HIOTOMCTBA JKUBOTHBIX;

K) PEXKUM OO3UPOBAHUA, CIocoo BBCIACHHA U IIPUMCHCHUS, IIPHU HCO6XO,Z[I/IMOCTI/I BpEM:A IIpucMa
JICKApCTBCHHOTO Iperapara JJIs1 BETCPUHAPHOT'0 MPUMEHCHHU A, TPOAOJDKUTCIIBHOCTD JICUCHUSA

J) BO3MOXHBIE MOOOYHBIE JIEUCTBUSA, HEXKENATENbHbIE PeaKIMK MPH MPUMEHEHUH JIEKApCTBEHHOTO
npenapara Jijisi BEeTepuHaApHOTO MPUMEHECHHS;

M) CUMIITOMBI IIEPEI03UPOBKH, MEPHI IO OKA3aHUIO TOMOIIHU IPH MEePEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU TperapaTaMu U (WJn) KopMaMu;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Mpenapara Jjisi BETepUHAPHOT0 IPUMEHEHUS;

1) yKa3zaHue (Mpd HEOOXOAMMOCTH) OCOOEHHOCTEM IeMCTBHS JIEKapCTBEHHOIO IMpernapara s
BETEPUHAPHOTO PUMEHEHMS IIPU TIEPBOM IIPUEME WIIH IIPU €0 OTMEHE;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

p) onmcanue (IpU HEOOXOJMMOCTH) JEHCTBHUIl crienuaincTa B 00JacTH BETEpPUHAPHUH, BIIAJENbLA
KHUBOTHOTO TMpPHU TMPOIMYCKE IpHEMa OJHOW MM HECKOJbKHX 03 JICKapCTBEHHOTO Npemapara s
BETEPHHAPHOTO IPUMEHEHUS;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TIOAHOCTH H YKa3daHHC Ha 3alpeT MNOPHMCHCHUA JICKAPCTBECHHOI'O IIpfliapara I
BCTCPUHAPHOI'O MIPUMCHCHUA 110 UCTCUCHHUHN CPOKaAa I'OJJHOCTH;

T) YCJIOBUS XPaHEHUS;

y) yKa3aHMe Ha HEOOXOJMMOCTh XpaHEHHs JICKApCTBEHHOTO IIperapara Jajs BETEPUHAPHOTO
IIPUMEHEHMs B MECTaX, HEIOCTYIHBIX AJIS 1eTeH;

¢) ykazanue (Ipu HEOOXOJMMOCTH) CHELHAIbHBIX MEp IMPEIOCTOPOKHOCTU HPHU YHUUTOXKEHUU
HEHUCIIOIb30BAaHHBIX JICKAPCTBEHHBIX IIPENAPATOB I BETCPUHAPHOIO IIPUMEHEHHS;

X) CPOKH BO3MOKXHOI'O HCIIOJIB30BaHUA NPOAYKHHHN KXUBOTHOI'O IMPOUCXOXKACHHA IIOCIIC BBCIACHUSA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 BETCPUHAPHOT'O IIPUMCHCHUS

11) YCJIOBUSI OTITYCKa;

Y) HAMMEHOBAaHUA U ajJpeca MPOU3BOJCTBEHHBIX IUIOMIAIOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHaApHOTO MPUMEHEHHS;

1) HaMMEHOBaHHWE, aJpec OpraHu3aliM, YIOJHOMOUYEHHOM JepKaTejleM WM BIaJAesbleM
PETUCTPALIMOHHOTO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpernapaTa Ha IPUHATHE IPETEH3UM 0T NOTpeOuTeNs;

8) MPOEeKThl MaKETOB NEPBUYHOM YIAKOBKH U BTOPUYHOM yITaKOBKHM JIEKAPCTBEHHOTO Mpernapara Jjs
BETEPUHAPHOTO MPUMEHEHMUS;

9) cnenyromue cBeIeHHs O JIEKapCTBEHHOM Mpenapare il BETepUHAPHOT0 IPUMEHEHUS:
a) OMHCaHMUEe U COCTAB JIEKaPCTBEHHOTO TIpenapaTa Jyisi BETepUHAPHOTO IPUMEHEHHUS;
0) onucanue apMaleBTHUECKON pa3pabOTKy;

B) OIMCAHME MPOIECCa MPOU3BOJICTBA U €T0 KOHTPOJIS, OIIMCAHHOE B TIOPSJIKE, YCTAHOBJICHHOM B
COOTBETCTBHUHM C 4acCThIO 1 HacTosMel cTaThH;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

I) ONHCaHWE KOHTPOJII KPUTUYECKUX CTaIWil TMPOU3BOJACTBA W MPOMEXKYTOYHOH MPOIYKIINH,
MOATIMCAHHOC B IMOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C YaCTbHIO 1 HaCTOfIIIICfI CTaThu,
(B pen. denepanbhoro 3akona ot 02.08.2019 N 297-03)

) HaUMEHOBaHMA M ajpeca pa3zpaboTuMKa, JAep)KaTeias WM BIaJeNblla PErucTPallMOHHOTO
yIIOCTOBEPEHHUS  JIEKAPCTBEHHOI'O  Ipenapara, IPOU3BOACTBEHHBIX  IUIOIIAJOK  MPOU3BOJUTEINS
JIEKapCTBEHHOI'O Mpernapara JJisi BeTepUHAPHOIO0 MPUMEHEHHUs C YKa3aHHEM CTaJlui TEXHOJIOTHUYECKOTO
IIpoLecca, OCYLIECTBISEMBIX Ha IPOU3BOJCTBEHHBIX IUIOMIAAKAX IPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara Jiisi BETEpUHAPHOTO IPUMEHEHUS;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. deaepanbhbix 3akoHOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)
e) apmarieBTHYECKAasi COBMECTUMOCTb;
) MUKPOOHOJIOTHYECKHIE XapaKTCPUCTHKH;
3) MaTepHaIbHBIN OanaHc ISl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OMUCaHNE XapaKTePUCTHK U CBOMCTB yITaKOBOYHBIX MATEPHAIIOB M YKYIOPOUHBIX CPEJICTB;

Koncynprantllintoc: npumedanue.

[Ipu perucrtpauuu 1O YCKOPEHHOW MPOLEAYpe JOMYCKAaeTCs HENpEeACTaBIEHUE JOKYMEHTOB,
npeaycMOTpeHHBIX mil. "K" m. 9 4. 3 ¢1. 17, mpH yCIOBHHM MUCEMEHHOTO 0053aTEIHCTBA UX MPEIOCTABUTH
B TeueHue 12 mecsues co qus peructpaunu (Ilocranosnenue [lpasurensctsa PO ot 12.03.2022 N 353).

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaIHIAIUs) POIIECCOB U (UJIN) UX OLICHKA;

J) TpeOOBaHMA K KayeCTBY BCIIOMOTATEIbHBIX BEHIECTB (CepTH(HKAT, crIenupuKams Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U UX 00OCHOBaHHUE);

Koncynprantlntoc: npumedanue.

[Ipu perucrtpanum 1O YCKOPEHHOM MpPOLEAYpE JAOIYCKAETCS HENpPEeACTaBICHUE JOKYMEHTOB,
MpeAyCMOTPEHHBIX miL. "M" 1. 9 4. 3 ¢T1. 17, mpu ycoBUU MUCbMEHHOTO 00513aTEIHCTBA UX MPEOCTABUTH
B TeueHue 12 mecsitieB co nus peructparuu ([Toctanosnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

M) AHAIIUTUYCCKUC MCECTOJAUKH, HUCIOJB3YEMBIC TIIPpH OCYIICCTBJICHHU KOHTPOJIA KadeCTBa
BCIIOMOTAaTCIBbHBIX BCIICCTB,

Koncynpsrantllntoc: nmpumedanue.

[Ipn peructpauuu 1O YCKOPEHHOW MpOLEAYype JOMYCKAaeTCs HENpeACTaBIeHUEe TOKYMEHTOB,
npeaycMOTpeHHbIX Ii. "H" 1. 9 4. 3 cT. 17, mpu ycIoBUU MUCEMEHHOTO 0053aTeIhCTBA UX MPEOCTABUTH
B TeueHue 12 mecsues co qus peructpannu ([locranosnenue [Ipasurensctsa PO ot 12.03.2022 N 353).

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/IL[aI_II/ISI) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpH
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOT'aTCJIbHBIX BEIICCTB,

O) PIH(I)OpMElI.[PIH 00 HCIIOJB30BAHMHM BCIIOMOTATEIbHBIX BC€HICCTB YCJIOBCYCCKOIoO M >XHBOTHOI'O
IMMPOUCXOKIACHUSA,

1) yrpatuia cuiy. - ®enepanbpHbiii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMsS K KauyecTBY JIEKAPCTBEHHOrO Tpernapara JJjs BETEpUHAPHOTO IPHUMEHEHUs
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIH Npenapar U uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YEMBIC TIPpU OCYHICCTBJICHUHU KOHTPOJA KAadCCTBa
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JICKApCTBCHHOT'O ITpfriapara JJis1 BETCPUHAPHOI'O IPUMEHCHU A,

Koncynprantlintoc: npumedanue.

[Ipu perucrtpauuu 1O YCKOPEHHOW MPOLEAYpe JOMYCKAeTCs HENpEeACTaBIECHUE JOKYMEHTOB,
npeayCcMOTpeHHBIX mit. "1" 11. 9 4. 3 ¢T. 17, mpH yCJIOBUM TUCEMEHHOTO 0053aTENIbCTBA UX MPEAOCTaBUTh
B TeueHue 12 mecsues co qus peructpaunu (Ilocranosnenue Ilpasurensctsa PO ot 12.03.2022 N 353).

T) JOKYMEHTAJIbHOC IIOATBEPKACHHUC (BaJ'II/I,I[aI_[I/IH) AHAIIUTUYCCKUX METOJHUK, HUCIIOJIB3YCMBIX IIPpHU
OCYIICCTBJICHUU KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O MpCriapara AJjisi BETCPUHAPHOTI'O IPUMCHCHUS

y) JOKYMEHT, OITBEP K IAIOLINIT KaueCTBO JIEKApCTBEHHOTO MpernapaTa TpeX MPOMBIIUIEHHBIX CepHil
(IpOTOKOJ aHaJM3a MK CePpTHU(HKAT aHAIN34a), 0JJHA CEPHsI KOTOPOTO JI0JKHA COBMAIATh C cepueit oOpasia
JIEKapCTBEHHOT'O Mpernapara, MoJaHHOTO Ha PETUCTPALIHIO;

¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAaHAAPTHBIX o6pa3u0B, HCIIOJIB3YEMbIX HpPHU OCYHICCTBJICHUMU KOHTPOJISI KaduceCTBa
JICKApCTBCHHOTO ITpCriapaTa JJIs1 BETCPUHAPHOI'O IPUMCHCHU A,

Koncynpsrantllintoc: npumedanue.

[Ipy yckOpeHHOM TMpolLeaype pPErucTpaldyd BOCIPOM3BEIEHHOIO Ipernapara JIOMyCKaeTcs
HEMPEJICTaBICHUE CBEACHUM, NpeAyCcMOTpeHHbIX ni. "n" m. 9 4. 3 cr. 17, npu NHUCbMEHHOM
00s3aTeNbCTBE UX MPEAOCTaBUTh B TeueHue 12 mecsneB co aHsA peructpanuu (IlocranoBnenue
[IpaButensctBa P® ot 12.03.2022 N 353).

11) IaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOIO MIpenapaTa JijIsl BETEpUHAPHOIO IPUMEHEHUS;

10) xomusi JOKyMEHTa, cojepramero MHGOpMalMI0 O HAIWYMM WIK 00 OTCYTCTBUH (DaKTOB
perucTpanmy JIEKapCTBEHHOTO Mpernapara Juisi BETEpUHApHOro MpUMEHEHUs 3a npeaenamu Poccuiickoit
Oenepanny;

11) cornacue B mucbMEeHHOM (GopMe, MPETyCMOTPEHHOE YacTblO 7 HACTOSILEH CTaTbM, B CiIydae
pPETUCTpAaLMK BOCIIPOM3BEEHHOTO JIEKAPCTBEHHOI O IIPENapara;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomMs JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAHOBJIIEHHOM TMOpSAJKE U
MOATBEPK/IAOIIET0 IIPABOMOYHOCTh 3asBJICHHUS O TOCYJAapCTBEHHOM pEruCcTpaluy JIEKapCTBEHHOTO
npemnapara Juisi BEeTepUHApHOTO MPUMEHEHHs (JOBEPEHHOCTH);

Koncynbrantlntoc: nmpumevanue.
o 31.12.2030 poccuiickuM MPOU3BOIUTEINISIM PA3PEIICHO HE MPEICTABIISITH CBEAECHUSI B COOTBETCTBUU

c m 13 4. 3 cr. 17 npu peructpauud HMMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB
(ITocranosnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYAApCTBEHHOM pPErHCTpallMd T'e€HHO-MHXEHEPHO-MOIU(PHUINPOBAHHBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OpPraHM3MOB, TMpeIHAa3HAYeHHbIX [UIsI BBIIYCKA B OKPYXKAIOIIYI0 cpeny (IpU TocyIapCTBEHHON
perucTpany JICKapCTBEHHBIX IpENapaToB Ui BETEPHUHAPHOIO MPUMEHEHHS, IMOJYyYCHHBIX C
MPUMEHEHUEM T'€HHO-UH)KEHEPHO-MOJIU(UUMPOBAHHBIX OPraHU3MOB WM  COAEpXKAIIUX  TaKHe
OpIraHU3MBlI).

(n. 13 BBenen denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

4. Tlpu mnpoBeNeHUU YCKOPEHHOW MPOLEIyphl SKCIEPTU3bI JICKAPCTBEHHOTO TIperapara it
BETCPUHAPHOTO TIPUMEHEHHUs (32 MCKIIIOUCHHEM JIEKAPCTBEHHOTO TIpenapaTta il BETEPHHAPHOTO
MPUMEHEHHS, YKa3aHHOTO B 4acTu 4.1 HacTOsMIeH cTaThi) B IENAX €r0 TOCYAapCTBEHHOW PErHCTpaIiy
BMECTO OTYETa Pa3paboTUMKa O pe3yiabTaTax JOKIMHHYECKOTO MCCIICOBAHNUS JIEKAPCTBEHHOI'O CPEIICTBA
JUIS. BETCPUHAPHOTO MPUMEHEHHSI MOXET OBITh MPEICTaBICH 0030p HAYYHBIX pabOT O pe3yibTaTax
JTOKITMHHYECKOTO HCCIEeNOBaHUs pPEe(MEepeHTHOro JIEKapCTBEHHOTO TIpenapara Ui BETEPUHAPHOTO
MIPUMEHEHHS, 2 BMECTO OTYETa O Pe3yJbTaTaX KIMHHYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOTO Mpernapara
JUIE  BETEPUHAPHOTO MPUMEHEHUS OTYET O pe3ysibTaTax HCCIeJ0BaHUi OWOIKBHBAJICHTHOCTH
BOCIIPOU3BEICHHOTO JIEKAPCTBCHHOTO TIperapara Jisi BETePUHAPHOTO TIPUMEHEHUSI.

(B pen. deaepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 28.04.2023 N 171-D3)

4.1. Tlpm mpoBeneHHH YCKOPEHHOW MpPOLEAYpPhl SKCIEPTU3bI JIEKAPCTBEHHOTO Mperapara Juls
BETEPHHAPHOTO MPUMEHEHHUs, NPEJHA3HAYEHHOTO JUIsl JICYCHHUS JAOMALIHUX YXMBOTHBIX, ONPECIICHHBIX
@enepanbHbiM 3ak0HOM 0T 27 pnexabpst 2018 roma N 498-®@3 "OO oTBEeTCTBEHHOM OOpaIIeHUN C
’KMBOTHBIMH U O BHECEHHU M3MEHEHHH B OT/IENIbHbBIC 3aKOHOIaTeIbHbIEe akThl Poccuiickoit ®eneparmn’, u
3apEeTUCTPUPOBAHHOTO B Ka4E€CTBE JICKAPCTBEHHOTO Tpenapara JUisi MEIUIIMHCKOTO IPUMEHEHHUS, B LENAX
ero TOCYIApCTBEHHOW PETHCTpali BMECTO OTYeTa pa3padOT4MKa O pe3ysbTarax IOKIMHHYECKOTO
MCCIICIOBAHMSI JIEKAPCTBEHHOT'O CPEJCTBA JUIsl BETEPHHAPHOTO MPUMEHEHHS MOTYT OBITh MPECTABICHBI
pe3yNbTaThl JOKIMHHYECKOTO HCCIECJOBAaHUS COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CpEACTBA IS
MEIUIMHCKOTO TIPUMEHEHHUS, a BMECTO OT4eTa O pe3yibTaraX KIMHUYECKOTO HCCIIEOBaHUS
JIEKApCTBEHHOT'O Ipernapara Jjs BETEPUHAPHOIO NMPUMEHEHHUs - 0030p Hay4dHbIX paboT O pe3yibTarax
KIIMHAYECKUX KCCIIEIOBAHNN JIEKapCTBEHHOTO Tperapara Jjisi MEAWIIMHCKOTO MPUMEHEHHsS Ha BUOAX
’KMBOTHBIX, KOTOPBIM IIpeIHa3HAYAETCsI UCCIIEAYEMBbI JIEKapCTBEHHBIN Ipenapar.

(dactb 4.1 BBengena denepanbubiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha skcnepTusy pa3inuHbIX JEKapCTBEHHBIX (JOPM OJJHOTO U TOTO ke JIEKApCTBEHHOTO Mpernapara
JUTsl BETEPUHAPHOTO NMPUMEHEHHUS 3asBUTENb MPEJCTABISAET OTICIbHBIC 3asiBICHUS U PETUCTPAIMOHHBIC
JI0Che Ha KKIYI0 JieKapcTBeHHYI0 (hopmy. [Ipu ycrnoBun o JHOBpeMEHHOM MOJaun Ha SKCIIEPTU3Y OTHOM
JIEKApCTBEHHOU (POPMBI C Pa3TUIHBIMH JTI03UPOBKOM, KOHIICHTPAIMEH, 00HEMOM 3asiBUTENb MTPEICTABIIACT
OJIHO 3asIBJIEHUE U PETUCTPALIMOHHOE JOChE C NMPUIIO0KEHUEM MAKETOB NEPBUYHOMN YIIAKOBKM U BTOPHUYHOM
ynakoBku. Ha MakeTax mepBUYHON YNMaKOBKH M BTOPUYHOM YITAKOBKH YKa3bIBAIOTCS BCE MPOU3BOJANMBIC
JO3UPOBKH, KOHIIEHTpAIUHU, OOBbEMBI W KOJIUYECTBO J03 B YIMAKOBKE JICKAPCTBEHHOTO Ipernapara IJis
BETEPUHAPHOTO TPUMEHEHUSI.
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciydae HempeACTaBICHHS C 3asBJIECHHUEM O TOCYJAApCTBEHHOW PETHMCTPAlMM JICKAPCTBEHHOTO
Ipernapara Jijiss BETEPUHAPHOIO NMPUMEHEHHS JOKYMEHTOB, IMOATBEPKIAIOIIMX YIUIATY FOCYAapCTBEHHOU
MOIUIMHBI U YKa3aHHBIX B MYHKTE 7 4aCTW 2 HACTOSIIIEH CTAaThbH, CBEICHUN O JUIEH3UAX, YKa3aHHBIX B
nyHKTax | ¥ 2 yacTu 3 HACTOAIIEH CTAaThH, a TAK)KE BbIIaBaeMbIX (MPEJOCTABISAEMBIX ) YIIOTHOMOUYEHHBIMH
(benepanbHBIMU OpraHaMH MCIOJIHUTEIBLHOW BJIACTH JOKYMEHTOB (CBEACHMI), yKa3aHHBIX B MyHKTe 2.1
gacTh 3 HACTOSIIEH CTaThH, YIMOIHOMOYEHHBIH (QelepalbHbIii OpraH HWCHOJHUTEIBHON BIAcTH
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

3ampamvBaeT yKa3aHHbIE JIOKYMEHTHI (CBEIEHUS) B MOPSAKE MEKBEIOMCTBEHHOIO HMH()OPMALMOHHOIO
B3aUMO/ICVCTBUS.
(dactb 6 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaercss HCIONB30BaHME B KOMMEPUECKHX LENAX HWHPOpPMALUU O pe3yibTrarax
JOKJIMHUYECKUX UCCIIEOBAaHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKHX HUCCIIEIOBAHUM JIEKapCTBEHHBIX
MPENaparToB JJisi BETEPUHAPHOIO IPUMEHEHUSA, MPEACTABICHHOW 3asBUTEIEM JUJIs TOCYAApCTBEHHOU
perucTpanuy JIeKapCTBEHHbIX IIpernaparoB, 0e3 ero corjacus B TeYeHHE IIeCTH JIeT C JaThl
rOCYJapCTBEHHOM perucTpaiuu peepeHTHOro JeKapCcTBEHHOTO npemnapara B Poccuiickoit deneparym.

8. llepxatenb UIU BIaJENel] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPUMEHEHHS IMPEJCTABISAET B YIOJTHOMOUYEHHBIN (eliepabHblii OpraH MCIOJHUTEIHHON
BJIACTH OTYET IO pe3yibTaTaM (papMakoHaA30pa OJUH pa3 B LIECTb MECALIEB B TEUCHUE ABYX JIET MOCIE
rOCyJIapCTBEHHOM PETMCTPALMK JIEKApCTBEHHOIO Ipernapara B Poccuiickoit @enepannn, 3aTeM €KEroaHo
B T€UECHHE MOCIEAYIOUIUX TPEX JIeT U B AalbHEHIIIeM OJIUH pa3 B TPU roja.

(uactp 8 BBeneHa denepanbubiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatuna cuny ¢ 1 ceHtabpa 2024 ropa. - PeaepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Cratba 19. lpuHATME pelleHMA O Bblgave 3KCNepTHOMY YYpeXAeHUI 3aAaHusa Ha
npoBeAeHMe 3KCNepTU3bl NNeKapCTBEHHOro cpeacTBa

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynperantllmtoc: npumeyanue.
C 01.03.2026 B a63. 1 4. 1 ct. 19 BHOCsATCH u3menenus (D3 ot 31.07.2025 N 304-D3). CMm. Oyaymryro
PEAAKIIHIO.

1. B Tedyenue necsatu pabouux AHEW CO THS MPUHSITUS 3asBJIEHUS O TOCYJAapCTBEHHOMN perucrpaiuu
JIEKapCTBEHHOTO IMIperapara WM 3asBJIEHUS O NPU3HAHUM JIEKapCTBEHHOI'O Ipernapara ophaHHbIM
JIEKapCTBEHHBIM  IpEenapaToM  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIH  (efepanbHbIl  OopraH
MCTIOJIHUTEJILHOW BJIACTU MPOBOJUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(OpPMIIEHUS
MIPEACTABJICHHBIX JOKYMEHTOB PETHCTPALMOHHOIO JIOChE Ha JIEKApPCTBEHHBIM Ipernapar U NPUHUMAET
pelieHue O BbIIaYe 3aJaHus Ha IIPOBEICHHUE:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) sKcmepTu3bl TOKYMEHTOB, MPEACTaBIECHHBIX Ul OINpENeeHUs] BO3MOXKHOCTU pPaccMaTpHUBaTh
HCKapCTBeHHBIﬁ npemnapar Ajisi MCAUIUHCKOI0 IMPHUMCEHCHUSA B KadYC€CTBC Op(i)aHHOFO JICKApCTBEHHOI'O
npernapara;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2 - 3) yrpatunu cuiy ¢ | suBaps 2026 roaa. - @enepanbhblii 3akon ot 30.01.2024 N 1-D3;

4) DSKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBAa B OTHOIIEHWW JIEKAPCTBEHHOTO TIpermapara s
BETEPUHAPHOTO TPUMEHEHUSI.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2. YIIOTHOMOYEHHBIN (peiepanbHbIi OpraH UCIOJHUTEILHOMN BIACTH HAIIPABJISET B IMYHBIN KaOMHET
HKCHEPTHOTO YUPEXKACHUS B €OUHOH CHCTeME TNOJNHCAHHOE YCHJICHHOH KBalu(pUIMPOBAHHON
9JIEKTPOHHOW MOJIMCHIO 33/laHUE Ha MPOBEACHUE HKCIIEPTU3, IPETYCMOTPEHHBIX 4acThi0 | HacTosIien
CTaThH, B IMYHBIA KAOMHET 3asSBUTEIS B €IUHOM CHCTEME - TIOJJITUCAHHOE YCHIICHHOH KBaJTM(DUIIUPOBAHHOM
3JIEKTPOHHOW TMOAMNMCBHI0 YBEJOMIICHHE O IPUHATOM PEHIEHMH O BbIJA4Ye 3aJaHUs Ha IPOBEIACHUE
SKCHEePTH3, NPEAYCMOTPEHHBIX YacThio | HAcTOsIIeH CTaTbH, U B Cllydae HEOOXOIMMOCTH O BbIJaue
pa3pemieHusi Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHON MapTUH, CEPUM 3apETUCTPUPOBAHHBIX U
(M) He3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WIHM 00 OTKa3e B MPOBEIACHUN TaKUX SKCIEPTHU3 C
YKa3aHUEM IIPUYMH OTKa3a.

(uactsb 2 B pen. enepanproro 3akona ot 30.01.2024 N 1-D3)

3. B cnyuae BbISBICHHS OTCYTCTBHUS WM HEAOCTOBEPHOCTH HMH(OpPMALMH, COJAEpIKalleics B
NPEJCTaBICHHBIX 3asBUTENEM IOKYMEHTAaX, YIOJHOMOYEHHBIH (elepanbHblii OpraH HCIOIHUTEIbHON
BJIACTH HANpAaBISET 3asBUTENI0 MOCPEACTBOM €IUHOT0 MOpTalia UM B €ro JUYHBIM KaOWHET B €IUHOMN
cEcTeMe 3ampoc 00 YTOYHEHHH 3TOH HMH(GOpMAIMH, MOANMUCAHHBIN YCHJICHHON KBAIM(UIIMPOBAHHON
ANIEKTPOHHON MOANUCHIO (Janee - 3ampoc YMOJIHOMOUYEHHOTo (eAepalbHOr0 opraHa HCHOIHUTEIbHOM
BJIACTH).

(uactsb 3 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

Koncynbrantlltoc: npumeyanue.
C 01.03.2026 B 4. 4 cr. 19 BHOCsTCA M3MeHenust (P3 ot 31.07.2025 N 304-®3). Cm. Oyayuryro
PEaKIuIO.

4. 3asBuTenp 00s3aH HAPABUTH IMOCPEACTBOM €AMHOTO MOPTAIa B YIIOJTHOMOUYEHHBIHN (eiepanbHbIi
OpraH HCIHOJHMTEIbHOM BIACTH WJIM B JIMYHBI KaOMHET YHNOJIHOMOYEHHOIO (hefepaibHOro opraHa
UCIIOJIHUTEIBHON BJIAaCTU B €IMHOM cHucTeMe TOJNUCAHHBIM YCHUJIEHHOM KBaTU(UIUPOBAHHOU
3JIEKTPOHHON MOAMUCHI0 OTBET Ha 3alpOC YIMOJHOMOYEHHOro (heAepalbHOrO OpraHa HMCIOJHUTEIbHON
BJIACTH B CPOK, HE IMPEBBINAIONINN JIeBIHOCTa padOuMX THEH CO JHS MOJIY4YEHHs YIOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH 3JIEKTPOHHOTO YBEAOMIICHHUS O MOIYYE€HUH 3asBUTEIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B uyacTHM | HacTosuledl craTbu, NMPUOCTAHABIUBAETCS CO JIHSA
HampaBJIeHUsl MOCPEICTBOM E€JMHOI0 MOopTaja WM B JMYHBIA KaOMHET 3asBUTENS B €IMHON CHUCTEME
3arnpoca YHNOJHOMOYEHHOIO (elepaibHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTHM 1O JIHA HAaIlpaBJICHUS
3asBUTEJIEM MOCPEJICTBOM €AMHOTO MOpTajia UM B JIMYHBIM KaOWHET YMOJIHOMOYEHHOro (enepaibHOro
OpraHa UCIOJIHUTEIIbHOM BJIACTH B €IMHOW CHCTEME OTBETA.

(uactb 4 B pen. ®enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTHU3, MPEAYCMOTPEHHBIX YacThio | Hacrosien
CTaThH, SIBISETCA MPEACTaBICHUE HEOOXOAMMBIX JUIsI HPOBEAEHUS MPETyCMOTPEHHBIX 3KCIEPTU3
JIOKYMEHTOB B HEIIOJIHOM 00beMe WM HENpPEJCTaBICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIH CPOK OTBETA Ha
3aMpoc  YMOJHOMOYEHHOTo (hefepalibHOTO OpraHa HCIOJHHUTEIbHON BIACcTH, a TaKkKe INpeacTaBiIeHUE
JIOKYMEHTOB, HE COJIEpKalX NCUYEPIBIBAIOIIETO MepeUHs HEOOXOIUMBIX CBEICHUH.

Koncynwsrantlintoc: npumedanue.
C 01.03.2026 B 4. 6 cr. 19 BHOCsATCA M3Menenus (P3 ot 31.07.2025 N 304-D3). Cm. Oymymryro
PEMAKIIHIO.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

6. IIpu oTka3ze B OpraHu3anuu 3KCIEPTU3bI, TPEAYCMOTPEHHON MyHKTOM 4 yactu | Hacrosmen
CTaThH, JOKYMEHTBI, BXOJAIIME B COCTaB PErMCTPALIMOHHOTO JOChEe Ha JIEKAPCTBEHHBIM Ipenapar ajs
BETEPUHAPHOTO TMPUMEHEHMs, MOTYT OBIThb BO3BpAIICHBl 3asBUTEII0 HAa OCHOBAaHHHM €ro 3ampoca,
MOANMCAHHOTO YCUJICHHON KBATU(DUIIMPOBAHHOH JIEKTPOHHOM MOAMUCHIO ¥ HAPABICHHOTO MOCPEICTBOM
€IMHOrO IopTaja B YHNOJHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIBHOW BIIACTH WM JIMYHBINA
KaOWHET YIIOJTHOMOYEHHOTO (heZIepatbHOr0 OpraHa NCIIOJIHUTEIBHON BIACTH B €JMHON CUCTEME, B TCUCHHE
TPUALIATH pabOYMX JHEU CO JTHS MPUHATUS YIOJIHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIOIHUTEIbHOM
BJIACTHU pelIeHust 00 OTKa3e B OpraHM3alUU TaKOH SKCHEPTH3bl. YTOJTHOMOUYEHHBIH (henepaibHbIil opran
MCIIOJIHUTEJILHOM BIIACTH BO3BpAILlaeT 3asIBUTEIIIO YKa3aHHBIE JIOKYMEHTHI B TeUEHUE JIECATH pabounx JHeH
CO JTHA MOJTYYEHUsI COOTBETCTBYIOIIETO 3a1poca 3asiBUTEIIS.

(dactp 6 BBeneHa DenepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3; B pen. deaepaabHOrO 3aKOHA OT
30.01.2024 N 1-®3)

Ctratba 20. O3KcnepTusa [OOKYMEHTOB, MpeAcTaBlieHHbIX AN onpeaeneHus
BO3MOXHOCTM paccMaTpuMBaTb JieKapCTBeHHbIW npenapat AN MeAULMUHCKOro
npuMeHeHns B KavyecTBe opdraHHOrro JieKapCTBEHHOro nNpenapara

(B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. Ilpouenypa ompeneneHuss BO3MOXHOCTH paccMaTpHBATh JICKAPCTBEHHBIM Mpemnapar Jist
MEIUIIMHCKOTO MPUMEHEHHS B KauecTBE Op(aHHOTO JICKApCTBEHHOTO MperapaTa MOKET IMTPOBOJIUTHCS KakK
B OTHOIIICHHUHN JICKapCTBeHHOFO npenapaTa, BapeFI/ICTpI/IpOBaHHOFO B COOTBCTCTBUU C HACTOAIIUM
denepaabHBIM 3aKOHOM JIMOO B COOTBETCTBHHM C aKTaMH, COCTaBIISIONIMMHU IpaBo Coro3a, Tak ¥ B
OTHOIIIEHWH  HE3apPETHMCTPUPOBAHHOTO  JIGKAPCTBEHHOTO  Ipemapara. OJKCHepTh3a JIOKYMEHTOB,
MPEJICTaBICHHBIX JUIsl OMNpEJEieHUs] BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar s
MEIUIIMHCKOTO IPUMEHEHHS B KadecTBe Op(haHHOTO JICKAPCTBEHHOTO MpernapaTa, COCTaBICHIUE KOMUCCUEH
JKCIEPTOB 3aKJIIOUYEHHS O BO3MOKHOCTH MJIM HEBO3MOXHOCTH pPAacCMaTPUBATh JIEKAPCTBEHHBIN Mpenapar
JUTSI MEJTUIIMHCKOTO TIPUMEHEHHUsI B KauecTBe Op(aHHOTO JIEKAPCTBEHHOTO Mperapara U HalpaBJICHUE B
JUYHBINA KaOWHET YIOJTHOMOYEHHOTO (peiepabHOr0 OpraHa MCIOJHUTENLHON BIACTH B €IMHOW CUCTEME
JAHHOTO  3aKJIIOYeHUsT B (opMe  DIIEKTPOHHOTO  JOKYMEHTa, TIOJMUCAHHOTO  YCHUJICHHOM
KBTM(DUIIUPOBAHHOMN AJIEKTPOHHON MOJMUCHIO, OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAIONIUN TPUIIATH
pabouux NHEH co THS HallpaBJICHUS B JIMYHBIA KaOWHET SKCIEPTHOIO YUPEXACHUS B €IMHOM cUCTeMe
3aJlaHus YIOTHOMOYEHHOTO (peIepalIbHOTO OpraHa UCIIOJIHUTEIBHON BIACTH U CIEIYIOIIUX TOKYMEHTOB U
CBEJICHUM:

1) 3asBieHHe O MPHU3HAHUH JICKAPCTBEHHOTO Tpernapara oppaHHBIM JIEKaPCTBEHHBIM IpernapaToM,
COCTaBJICHHOE IO (popMe, YTBEP>KIEHHON YIMOJIHOMOYEHHBIM (peepaibHbIM OpPraHOM HUCIOJHUTEIbHON
BIIACTH, TOJIMHCAHHOE YCHIIEHHOW KBaTU(UIIMPOBAHHOW HIIEKTPOHHON MOJMIMKUCHI0 YIOJIHOMOYEHHOTO
MIPEACTABUTEINS FOPUINYECKOTO JIUIIA, TEUCTBYIONIETO B COOCTBEHHBIX MHTEPECAX WM YIIOJTHOMOUYEHHOTO
MPEACTABIATH HUHTEPECH! APYrOro IPUANYECKOTO JINIIA;

2) Komusg JOKyMEHTa Ha PYCCKOM SI3bIK€, 3aBEPEHHOrO0 B YCTAHOBJICHHOM TOpSAIKE U
MOATBEPKIAOLIETO TIPAaBOMOYHOCTD 3asBUTEIN I0/1aBaTh 3asBJICHUE O IPU3HAHUM JIEKAPCTBEHHOIO
npernapaTa oppaHHbIM JIEKApCTBEHHBIM MpenapaToM (Ip1 HEOOXOIUMOCTH);

3) obocHoBaHMe OpdaHHOCTH 3a00JIeBaHMs, HE OTHECEHHOTO B COOTBETCTBUU C DenepaibHbIM
3akoHOM OT 21 Hos6ps 2011 roga N 323-®3 "OO6 ocHOBax oXpaHbl 370pOBbs IpaxaaH B Poccuiickoii
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Odenepanun" K peakuM (ophaHHBIM) 3a00I€BaHUSM, B TOM YHUCIIE TOAPOOHAs HH(POPMAIIHS O JUATHOCTHKE,
npoUIaKTUKE WK JISYCHUH TaKOTO 3a00JICBaHUS;

4) yTBep)KIIeHHAs WHCTPYKLHS MO METUIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO IIperapara,
3apETHCTPUPOBAHHOTO B COOTBETCTBMHM C HactosmuM DenepanbHbIM  3aKOHOM, WJIH  OOIIas
XapaKTepUCTHKA JICKapCTBEHHOIO Ipenapara, 3aperucTpUpOBAHHOTO B COOTBETCTBUU C aKTaMW,
cocrapisirouMu mpaBo Coro3a (Mpu HaTU4KH);

5) MHCTPYKLUS NO MEIWLUMHCKOMY NPUMEHEHHUIO WM KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOI'O
Ipernapara, yTBEp>KIACHHbIE B CTPAHE POU3BOAUTENS (IIPH HATUYHH);

6) KOmMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSAKE U MOATBEPKIAIOMIMX (aKT
perucTpanyy JEKapCTBEHHOTO TpenapaTa B MHOCTPAHHBIX TOCYAAapCTBaXx B KadyecTBE OpQaHHOTO
JIEKapCTBEHHOTO Ipemnaparta (Ipyu HaJIHuuuu);

7) NPOEKT XapaKTEpPUCTHKH HE3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpernapara, COAEpKallero
ClIeAYIOIIME MUHUMAIIbHBIE CBEICHUS O HE3apEerMCTPUPOBAHHOM JIEKAPCTBEHHOM ITpernapare (I0ImyCcKaeTcst
IIPEJICTAaBICHUE [POEKTa XapaKTEPUCTUKH HE3apPETUCTPUPOBAHHOIO JIEKApCTBEHHOI'O IIperapara,
COCTaBJIEHHOT'O B COOTBETCTBUH C JOCTYIHBIMH JJAHHBIMU 110 IIPOBEICHHBIM KIIMHUYECKUM HUCCIIE0BAHUSIM
JIEKapCTBEHHOI'O IIperapaTra U AOKJIMHUYECKUM MCCIEI0BaHUSAM JIEKAPCTBEHHOTO CpPEACTBAa Ha MOMEHT
[10J1a4M 3asBJIECHUS O IPU3HAHUM JICKAPCTBEHHOI'O Mpenapara oppaHHbIM JICKaPCTBEHHBIM IIPENApaToOM):

a) HaMMEHOBaHWE JICKAPCTBEHHOro mpernapata (MEXAYyHApOJHOE HEMAaTeHTOBAHHOE, WJIN
TPYIIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

0) nexapcTBeHHas popMa C yKa3aHHEM HAaUMEHOBAaHHH M KOJMYECTBEHHOTO COCTaBa JCHCTBYIOLINX
BEIIECTB U KaUEeCTBEHHOI'0 COCTaBa BCIIOMOTraTeNbHBIX BEIIECTB (P HEOOXOJUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

B) (papmakogMHAMUKA U (apMaKOKHMHETHKA;
T') TOKa3aHMs [T IPUMEHEHUS;
1) IPOTUBOIIOKAa3aHUs JJIsl IPUMEHEHUS;

e) BO3MOJKHEIC TOOOUHBIE I[Gf/iCTBPISI W HCXKCJIATCIIbHBIC PCAKIIMU ITPHU IPUMCHCHHUHU JICKAPCTBECHHOT'O
npenapara Jjisd MEAUIUHCKOTO IIPUMCHCHU,

’K) HAaUMEHOBAHMSI M aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJOK IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara;

3) CBeleHHUS O pa3paboTYMKe JIEKApCTBEHHOTO CpEACTBa (Iep)Karesie PEerucTParmoOHHOTO
yIIOCTOBEPEHHUS);

8) cBelleHUs O TEKYIIEM CTaTyce pa3padoTKH HEe3aperHCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara,
a TaKKe IJIaH ero pa3paboTKH;

9) 0630pbI JOKJIMHUYECKUX HCCIIEI0BaHUMN JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX HCCIEA0BaHUN
HE3aperuCcTPUPOBAHHOIO JIEKAPCTBEHHOIO IIperapara, JOCTYIHbIE Ha JEHb II01Aa4 3asiBICHUS;
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"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

10) oT4ersl O MPOBEINEHHBIX JOKIMHUYECKUX MCCIEOBAHUAX JIEKAPCTBEHHOIO CpEACTBA U
KJIIMHUYECKUX MCCIIEOBAaHMIX HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Ipu HaJIUYUK);

11) pekBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YILIATy FOCYAapCTBEHHON MOIUTHHBI.

2. B ciiydae HeJOCTaTOUYHOCTH NPEACTABIEHHBIX MAaTEPUAJIOB B LEJIAX IPOBEACHUS IKCIEPTU3BI IS
OIIpezieNICHUs] BO3MOKHOCTH pacCMaTpUBATh JIEKapCTBEHHBIN MTpenapat [Uisi MEJULMHCKOrO IPUMEHEHHUS B
KayecTBe Op(aHHOTO JIEKapCTBEHHOIO IpenapaTa SKCIEPTHOE YUYPEXKIECHHE HANpaBisieT B JIMYHBIN
KaOMHET 3asBUTENI] B €JUHOM CHCTEME 3ampoc O MPEJCTAaBICHUHM HEOOXOAUMMBIX MaTepuaos,
MIO/ANMCAHHBIA PYKOBOAUTENEM (YIIOJTHOMOUYEHHBIM JIMI[OM) 3KCIIEPTHOT'O YUPEXKIECHUS C UCIIOIb30BAaHUEM
YCUJICHHOH KBaJUM(UIMPOBAHHOW 3JIEKTPOHHON mMoANMUCH. 3asBUTENb 00s3aH HANpPaBUTh B JIMYHBIN
KaOMHET HKCIEPTHOTO YUYPEXKIEHUS B €IMHOW CHUCTEME MOANMHUCAHHBINA YCHIEHHOW KBaTH(PHUIMPOBAHHOK
3JIEKTPOHHOM MOJMUCHIO OTBET HA 3aIlIPOC B CPOK, HE MPEBBILIAIONINI IECTUIECATH pabounX JHEH co JHS
MIOJIYYEHUS SKCIIEPTHBIM YUPEKACHUEM JJIEKTPOHHOIO YBEIOMIICHHS O MOJYyYECHHH 3asiBUTEIIEM 3aIpoca.
Cpok, yka3aHHBII B 4acTu | HacTosIed cTaTbi, IPUOCTAHABIUBAETCS CO JHS HAIPABJICHMS 3aSBUTENIO B
€ro JIMYHBIM KaOMHET B €IMHOI CHCTeMEe 3ampoca 3KCHEPTHOIO YUYPEKICHHS A0 JHS HalpaBlICHUS
3asBUTEJIEM B JIMYHBIA KaOMHET 3KCIIEPTHOTO YUYPEXJEHHUs B €IMHOI cUcTeMe OTBETa Ha 3alpoc U He
YYMUTBIBACTCS INPU HCYUCIICHHM CpPOKa IIPOBEIEHHS JKCIEPTHU3bl JOKYMEHTOB, IPEACTABICHHBIX IS
OIIpezieNICHUs] BO3MOYKHOCTH pacCMaTpUBATh JIEKapCTBEHHBIN ITpenapaT Uisi MEJULIMHCKOr0 IPUMEHEHHUS B
Ka4yecTBe OP(PaHHOIO JIEKAPCTBEHHOT'O Iperapara.

3. B cpok, He MpeBHIIAIUNA HATH paboyuxX IHEH cO JHA HampaBlieHWs B JIMYHBIM KaOWHET
YIIOJTHOMOYEHHOTO (heZiepallbHOTO OpraHa HMCIOJHUTEIBHON BIIACTH B €IMHOW CHCTEME 3aKIIFIOUYCHHS,
yKa3aHHOTO B YacTu | HAcTOsSIIENW CTaTbH, YNOJHOMOYECHHBIH (enepalbHblil OpraH HCHOIHUTEIbHOM
BJIACTH OCYUIECTBJISIET OLICHKY 3aKJIFOUEHUS JJIs ONPEENICHUS €r0 COOTBETCTBUS 33/1aHUIO0 Ha IPOBEICHUE
AKCIIEPTHU3BI U HAIMPABISIET B JIMYHBIA KaOMHET 3asiBUTENs B €MHON CHUCTEME MOJIUCAHHOE YCUIICHHOU
KBaJTM(UIIMPOBAHHON AJIEKTPOHHON MOJIIUCHIO YBEAOMIIEHUE O Pe3yJIbTaTaX MPOBEJCHHOMN dKCIIEPTU3HI C
MIPUIIOKEHHUEM KOTMH IKCIEPTHOTO 3aKII0UYEHUS (C COXpaHEHHEeM KOH(PHUACHIIMATBHOCTH UH(OPMALIUU O
COCTaBE€ KOMHCCUU HKCIIEPTOB) U BO3MOXKHOCTH WJIM HEBO3MOXHOCTH PaccMaTpHUBaTh JIEKApCTBEHHBIN
npemnapart JIJs MeIMIUHCKOTO IPUMEHEHHs B KauecTBe OpPaHHOTO JIEKapCTBEHHOTO Mpernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHTa6pa 2024 ropa. - ®epgepanbHbIA 3aKOH OT
30.01.2024 N 1-3.

CraTtba 22. YTpaTtuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbIvi 3aKOH oT 22.12.2014
N 429-®3.

Ctatbs 23. 3KcnepTusa KauvecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUSI OXMAAEeMOW MNOJSib3bl K BO3MOXHOMY PUCKY NPUMEHEHUsi FleKapCTBEHHOro
npenaparta gnsa MeaAuLMUHCKOro NpMMeHeHus

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/ISa Ka4uCCTBa JICKAPCTBCHHOI'O CPCACTBA U DKCIICPTH3a OTHOUICHU A O)KI/I,[[aeMOI\/JI ITOJIB3HbI K
BO3MOXHOMY PHUCKY I[PUMCHCHHUA JICKAPCTBCHHOI'O IIpfriapara 1 MCIUIHMHCKOr0O IPHUMCHCHUA,
COCTAaBJICHUC KOMHCCHUAMU DOKCIICPTOB 3aKJIIOUYEHUM II0 pe3yibTaTaM MPOBCACHHBIX JSKCICPTU3 U
HAIpaBJICHUE DOTUX 33KJ’II—O'—I€HI/II>1, MOANMUCAHHBIX YCUJICHHBIMU KBaJ'II/I(l)I/II_[I/IpOBaHHBIMI/I SJICKTPOHHBIMU
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

HOJNUCSMH, B JIMYHBIA KaOMHET YIIOJIHOMOYEHHOTO (eepaTbHOro OpraHa MCIIOJHHUTENBHON BIIACTH B
€IMHOW CHUCTEeME OCYHIECTBISIIOTCS B CPOK, HE MPEBBILAIONIMNA cTa JecATH pabouyux IHEH co JTHs
HANpaBJCHUsl B JMYHBI KaOMHET SKCIEPTHOTO YUPEXKACHHS B E€IUHON CHUCTEME COOTBETCTBYIOLIETO
3aJJaHus  YIOJHOMOYEHHOTO (hefepalbHOrO OpraHa MCIOJHUTENBHOW BIACTH M HEOOXOIUMBIX
JTOKYMEHTOB.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynsrantlntoc: npumeqanue.

[To 3asBnenuto, noganHomy B MunsnpaB Poccun no 11.04.2022, npyu HEBO3MOKHOCTH NMPOBEICHUS
SKCMEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEJICTB B OKCIEPTHOM YUYPEXKICHHH, OMYCKAeTCs €€
MIPOBEJICHUE TOCPEICTBOM JIMCTAHIMOHHOTO B3aUMOJICUCTBUSA, MOPSAAOK U (HOPMBI KOTOPOIO
OMPENESAIOTCS SKCHEPTHBIM YUpeXIACHUEM Tmo cortacoBanuio ¢ 3asButeiasimMu ([loctanoBneHue
[IpaButensctBa P® ot 05.04.2022 N 593).

2. B TedeHume neBAHOCTAa AHEW CO IHS TONTYYEHHUS YMOJHOMOUYEHHBIM (pelepabHbIM OpPraHOM
UCTIOJIHUTEIBHON BJIACTH YBEAOMJICHHS B DJICKTPOHHOH (OpME O TOIYYCHHH 3asSBUTEIEM PEIICHHS O
IMPOBCACHUHN SKCICPTU3, MPEAYCMOTPCHHBIX YaCTbIO 1 HaCTOEHIGf/'I CTaTbu, 3asABUTCIIb MPCACTABIISICT B
IKCIIEPTHOE YUYPEXKICHUE sl TPOBEACHUS SKCIEPTH3bl KaueCTBa JIEKAPCTBEHHOTO CPENCTBAa OOpa3LbI
JICKAPCTBCHHOT'O IIpfliapara AJd MEAWLIUHCKOIO MPUMCHCHHA, HNPOU3BCACHHOIO B COOTBETCTBUH C
TpeOOBaHMUSMH ONBITHO-NPOMBIIUIEHHOTO W (WIM) TNPOMBIIUICHHOTO PErjIaMeHTOB, YTBEPXKICHHBIX
PYKOBOJMTEIIEM IIPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEJICTB, a TAK)KE B COOTBETCTBYIOIIUX CITydasx 00pa3iibl
(bapmaneBTHYECKOI CyOCTaHIINH, TECT-IITAMMa MUKPOOPTaHU3MOB, KYJIBTYPbI KIIETOK, 00pa3Ibl BELIECTB,
MNPUMCHACMBIX JIsI KOHTPOJIA KadeCTBa JICKAPCTBCHHOI'O CpeACTBa IIYTEM CpaBHCHUA C HHMU
UCCIIETyEeMOro JIEKapCTBEHHOTO CPE/CTBA, CIEUU(pHUSCKHE PeareHThl, HEOOXOJUMbIE ISl TPOBEACHUS
HCHBITAaHUN 06pa3u013 JICKApCTBCHHLIX ITPCIIapaToB, B KOJINYCCTBAX, HCO6XOI[I/IMI)IX AJIs1 BOCIIPOU3BECACHU A
METO/0B KOHTPOJISI KauecTBa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

3. Ilpu momydeHun oOpa3lOB JEKApCTBEHHOTO Ipernapara M (apMmaleBTHYecKol CyOCTaHINH
OKCIICPTHOC YUYPCIKIACHUC HAIIPABIISACT B JIMYHBIN KaOWMHET 3asgBUTEIS B eI[I/IHOI\/JI CUCTCMEC YBCIOMIICHUC,
MOJITBEPKIAIOIIee OIYyYeHNEe YKa3aHHBIX 00pa3IoB.

(uactsb 3 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHBIM B 4YacTH 2 HACTOSANIEH CTaThU CPOK JUIsl MPEACTABICHUS 3asBUTENEM OOpPas3IoB
JICKapCTBCHHOTO TIpermapaTa W (papMaleBTUYECKON CyOCTaHIIMM HE BKJIFOYAETCS B CPOK TPOBEICHHS
AKCIIEPTH3, MPEAYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuny. - @eaepanbusiii 3akoH ot 30.01.2024 N 1-03.

KoncynprantlIntoc: mpumevanue.

[Tonoxenns ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBIEHUS rOC. YCIYT IpU
oOpallleHuH JeKapCTBEHHBIX CPEACTB JJIsl BETEPUHAPHOTO MPUMEHEHHUS IOCPEICTBOM €IMHOTO MOopTaa,
npumensitores ¢ 01.01.2026.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Ctatbs 24. JKkcnepTu3sa KauyecTBa JleKapCTBEHHOro cpeAcTBa M 3KcnepTUsa
OTHOLUEHUSI OXMAAEeMOW NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUs reKapCTBEHHOro
npenapara Ans BeTepUHapHOro NnpuMeHeHus

Koncynprantlntoc: npumeyanue.
C 01.03.2026 B 4. 1 cr. 24 BHOCsTca m3MeHeHus (D3 ot 31.07.2025 N 304-D3). CMm. Oyaymryro
penaKuuio.

1. OkcnepTu3a KayecTBa JEKapCTBEHHOI'O CPEACTBA U DKCIIEPTH3a OTHOLIEHMS 0XKMIaeMOM IOJIb3bI K
BO3MOKHOMY pHCKY IIPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO IPUMEHEHHS,
COCTaBJICHHE KOMHUCCHSIMH YKCIIEPTOB 3aKIIOYCHHUH 10 pe3y/IbTaTaM YKa3aHHBIX SKCIIEPTHU3 U HAIIPABJICHUE
TaKUX 3aKIIOUYEHHUI B AJIEKTPOHHOH (hopMe B YIOJIHOMOYEHHBIN (hefepabHbli OpraH MCIOJTHUTEILHON
BJIACTU OCYIIECTBIISIIOTCS B CPOK, HE NPEBBILIAIOMMUI CTa AecATH pabouux JHEH co AHA MOIy4eHUs
HKCHEPTHBIM YUPEKICHUEM B 3JIEKTPOHHOW (hopMme 3alaHMsl YIIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa
UCIIOJIHUTEIILHOM BJIACTH C TOKYMEHTAaMH, YKa3aHHBIMU B 4acTH 3 cratbu 17 Hacrosmero denepanbHoro

3aKOHa.
(B pen. Denepanbubix 3akoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3, o1 30.01.2024 N 1-D3)

2. B Teuenue TpuanaTH pabOUYHX THEH CO JHS MOTYYECHUS YIIOJTHOMOYEHHBIM (e/iepaTbHbBIM OPTaHOM
UCIOJHUTEJIBHOW BIIACTU YBEJOMJICHHS B JJIEKTPOHHOM (popMe O IMOSydyeHMM 3asBUTENEM DPEIIEHUs O
IIPOBEJICHUH yKa3aHHBIX B 4aCTU | HACTOSALIEH CTaTbU 3KCIEPTU3 3asBUTEIb MPEACTABISAET B SKCIIEPTHOE
YUpEXIEeHHUE Ul IPOBEICHUS SKCIIEPTU3bI KAUeCTBA JIEKAPCTBEHHOT'O CPECTBA 00pa3Libl JEKapCTBEHHOIO
npernapaTa s BETEPUHAPHOTO IPUMEHEHMsI, IMPOU3BEACHHOIO B COOTBETCTBUU C TpPeOOBAHUIMHU
TEXHOJIOTMYECKUX PErJIAMEHTOB, YTBEPKACHHBIX PYKOBOIUTEIEM IIPOU3BOAUTEINA JIEKAPCTBEHHBIX
CPEICTB, a TAaKXKE€ B COOTBETCTBYIOUIMX CIIy4asX TECT-IUTAMMBI MUKPOOPTaHU3MOB, KYJBTYPbI KIJIETOK,
o0pa3iubl (papMmaneBTUYECKON CyOCTaHIIMM, 0Opa3libl BEIECTB, NMPUMEHsEMbIE AJIsi KOHTPOJS KadyecTBa
JIEKapCTBEHHOI'O CpEACTBa, B KOJMWYECTBAX, HEOOXOIMMBIX NJIsi BOCIHPOU3BENEHUS METOIOB KOHTPOJIS

Ka4ecTBa.
(B pen. Denepanbhbix 3akoH0B 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu momydyeHuu o0Opa3lOB JIEKAPCTBEHHOTO Mpemnapara u ¢apMaleBTUUECKO CcyOCcTaHIIUU
HKCIEPTHOE YYPEKICHUE B JCHb MOIYYEHHUS 0Opa3IOB HAMpPABIISET B DIEKTPOHHOH (hopMe 3asiBUTEIIO
yBEeIOMJICHHE, TIOJITBEPIKIAIOIIee MOTyIeHHEe YKa3aHHbIX 00pa3IoB.

(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Yka3aHHBIM B 4YacTH 2 HACTOSANIEH CTaThU CPOK JUIsl MPEACTABICHUS 3asBUTENEM OOpPas3IoB
JICKapCTBCHHOTO TIperapaTa W (papMareBTUYECKON CYOCTAHIIMM HE BKJIFOYASTCS B CPOK IPOBEIACHHS
AKCIIEPTH3, MPEAYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

Cratbs 25. [NloBTOPHOE NpoBeAeHME IKCNEepPTU3bl NIeKapCTBEHHbIX CPeaAcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cnyuasix He0cTaTOYHOM 0OOOCHOBAaHHOCTH WJIM HETIOTHOTHI 3aKITIOUEHUST KOMUCCHH DKCIIEPTOB,
HAJIW4YUs B HEM NPOTUBOPEUYMBBIX NaHHBIX, (anbCHU(PHUKAIMU BBIBOJIOB IKCIIEPTH3BI JIEKAPCTBEHHOTO
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Cpe/CTBa, COKPBITUSI OT YIOJHOMOYEHHOTO (peepaibHOrO OpraHa MCIOJHUTEIBHON BJIACTH OCHOBaHUIA
IUIE  OTBOJA DKCIEpPTa BCJIEICTBHE €ro 3aMHTEPECOBAHHOCTH B PE3yNIbTaTax COOTBETCTBYIOIIECH
AKCHEPTHU3bI, HATMYHUS JaHHBIX O MPSMOM JINOO KOCBEHHOM BMEIIATEIILCTBE B IMPOIECC COOTBETCTBYIOIICH
AKCIIEPTH3HI JIUII, HE YIACTBYIONIUX B €€ MPOBEICHUH, HO OKA3aBIINX BIMSHHUE HA MPOIECC U PE3YIIbTATHI
ec TPOBEICHUS, YIMOJHOMOUYEHHBIM (hefiepalbHbIM OpPraHOM HWCIOJHHUTEIBHON BJIACTH Ha3HAYACTCS
MOBTOPHAS IKCIIEPTU3a JICKAPCTBEHHOTO CPEACTBA U (WIIM) ITUYECKAS IKCIIEPTH3A.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. TloBTOpHas 3KcNepTH3a JEKAPCTBEHHOI'O CPEJCTBA IIPOBOAMUTCS C YYETOM PE3YJIbTATOB paHEE
IIPOBEICHHONW 5SKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIIOJIHOMOYEHHBIM (pelepajbHbIM OpPraHOM
VCIIOJIHUTEJILHOM BJIACTH M HE MPEBBIIAIONINN TpUALATH pabouux AHEW CO JHS MOJIYYEHHUS 3KCIEPTHBIM
YUPEKACHUEM B JIMYHOM KaOMHETe B €JMHON CHCTEME 3aJaHus Ha IPOBEICHUE MOBTOPHOM 3KCIEPTU3bI
JIEKaApCTBEHHOTO CPEJICTBA, MOAMMCAHHOTO YCUIICHHOHN KBAM(UIIMPOBAHHON JIEKTPOHHON MOMHUCHIO.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

3. ®wunaHcOoBOe OOECIEYCHHE BBHIMOJHEHHUS 33/aHUS HA TPOBEIEHHE IOBTOPHOH OSKCIIEPTHU3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBIISACTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynpsrantlintoc: npumedanue.
C 01.01.2026 ct. 26 He pacmpoCTpaHSETCs Ha MPaBOOTHOUICHUs, BO3HUKAIOUIUE MPU OOpanieHUH
JIEKapCTBEHHBIX cpeACTB it MeauiuHckoro npumeHenus (O3 ot 30.01.2024 N 1-D3).

Cratbs 26. YCKOpeHHaH npoueaypa 3KCnepTusbl NIeKapCTBeHHbIX cpeacTe

1. YckopeHHas mnpoueaypa SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TIOCYIapCTBEHHOU
perucTpanuy JeKapCTBEHHBIX IpernapaToB NPUMEHSETCSs B OTHOIIEHUH OpQaHHBIX JIEKapCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JEKAPCTBEHHBIX IIPENapaTroB, perucTpupyemsix B Poccuiickon denepanuu B
KAaueCTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaToB, OUYEPEIHOCTh KOTOPBIX OIpPENENsIeTCS B
COOTBETCTBMM C HOMEpPOM M JaTOW BXONAIIMX 3asABICHUNM O TOCYAApPCTBEHHOM pPETHCTPALUU
JIEKapCTBEHHBIX IIPENapaToB B paMKax OJHOTIO MEXIYHapOJHOIO HENAaTEHTOBAHHOTO HAWMEHOBAHMS
JIEKAPCTBEHHOI'0 Mperapara WM TPYyNIUPOBOYHOTO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpenapara,
JIEKapCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMsI, INPEAHA3HAYEHHBIX IS JICUEHUS
JIOMAIIHUX >KUBOTHBIX, ONpeAesieHHbIX DefepanbHbIM 3akoHOM OT 27 nekadpst 2018 roga N 498-D3 "O6
OTBETCTBEHHOM OOpaIlleHUH C )KUBOTHBIMH U O BHECEHUU U3MEHEHUH B OT/I€IbHbIE 3aKOHO1aTEIIbHBIE AKThI
Poccuiickoit ®enepauuu", W 3aperucTpUpOBAaHHBIX B KayeCTBE JIEKAPCTBEHHBIX IpEnaparoB Jis
MEIUIMHCKOTO NPUMEHEHUsS, U JIEKAPCTBEHHBIX IPENAapaToB, NMPEIHA3HAYCHHBIX HCKIIOYUTEIBHO AJIS
IIPUMEHEHHUsI HECOBEPIIEHHOJIETHUMHU I'PaKIaHAMH.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-®3, ot 28.04.2023 N 171-
®3)

2. yCKOpCHHaﬂ npoocaypa SKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB B LCIIAX FOcyﬂapCTBCHHOﬁ
PErucCTpainmu JCKAPCTBCHHBIX MPECIIapaTOB HE MIPUMCHACTCA B OTHOLICHUU:

1) 6GroananoroBeIx (OMOMOIOOHKIX) JIEKAPCTBEHHBIX MpenapaToB (01M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpenapaTroB (3a HUCKIIOYEHHEM Op(aHHBIX JEeKapCTBEHHBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MpenaparoB);

Koncynprantllintoc: npumeuyanue.

Jo 31.12.2027 poccuiickuM NPOU3BOAMUTENSAM JIEKAPCTBEHHBIX IIPENApaTOB MJii BETEPUHAPHOIO
IIPUMEHEHMsI Pa3pelleHo M0/aBaTh PErMCTPALMOHHOE JOChe IO YCKOPEHHOW Iponenype 0e3 yuera
tpeboBanuii 1. 3 4. 2 c1. 26 ([locranoBnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

3) BOCHpPOM3BEACHHBIX JIEKAPCTBEHHBIX IMpemaparoB (3a HCKIOYEHHUEM TMEPBBIX  TPeX
peructpupyembix B Poccuiickoit @eepany B Ka4€CTBE BOCIIPOU3BEAEHHBIX JIEKAPCTBEHHBIX MPENapaToB
U JICKAapCTBEHHBIX  MpEenapaTroB,  NpEeAHA3HAYEHHBIX  MCKIIOYUTEIBHO I NPUMEHEHUS
HECOBEPIICHHOJETHUMHU Tpa)xJAaHaMH, a TAaKXKE JIEKAPCTBEHHBIX IpernapaToB, MpeAHA3HAYEHHBIX IS
JIYCHUS JIOMAIITHUX JKUBOTHBIX, ONpeiesieHHbIX DeepanbHbpIM 3aKk0HOM OT 27 nexadps 2018 roga N 498-
®3 "OO OTBETCTBEHHOM OOpallleHUH C >KUBOTHBIMH M O BHECEHHMM W3MEHEHUW B OT/ACIbHbBIC
3aKoHoOJlaTeNbHbIe aKkThl Poccuiickoit denepanuu’", U 3aperuCTpUpPOBaHHBIX B KA4€CTBE JICKAPCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO PUMEHEHHUS ),

(B pen. @enepanbHoro 3akona ot 28.04.2023 N 171-03)

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX PAHEE JIEKAPCTBEHHBIX MPENapaToB;

5) IeKkapCTBEHHBIX MpENnaparoB, 3apEerMCTPUPOBAHHBIX paHEe, HO MPOU3BEICHHBIX B JIPYIHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUH C MEPEYHEM HAMMEHOBAHMIU JIEKAPCTBEHHBIX ()OPM M B HOBOM
JIO3UPOBKE;

6) JEeKapCTBEHHBIX IPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS, TOCYJapCTBEHHAs PErHCTpaLlUs
KOTOPBIX OTMEHEHA, IIPH UX PETHCTPAIlMU B KayeCTBE JIEKAPCTBEHHBIX IMPENapaToB I BETCPHUHAPHOTO
MIPUMEHEHUS.

(n. 6 BBenneH PenepanbHbIM 3aKOHOM OT 28.04.2023 N 171-D3)
(uactsb 2 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas Tpoleaypa AKCIEPTHU3bl JEKAPCTBEHHBIX CPEJICTB MPOBOAUTCA MO PEIICHUIO
COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO ()eepalbHOrO OpraHa MCIOJTHUTENFHOW BJIACTH HA OCHOBAaHUHU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBIIAIOIINI BOCEMUJECATH pabouux aHei. [Ipu sTom sxcneprusa
JOKYMEHTOB, COJICPIKAIUXCS B PETHCTPAIIMOHHOM JOChE Ha JICKAPCTBEHHBIA Iperapar, MPOBOJUTCS B
CPOK, HE TPEBBIMIAIONINI IecATH padoyuxX IHEH, HKCIepTh3a KauyecTBa JIEKAPCTBEHHOTO CpEICTBa U
OKCIICPTHU3a OTHOIICHHA O)KI/II[aeMOI\/’I IMMOJIB3bI K BO3MOXHOMY PHCKY HNPUMCHCHHA JICKAPCTBCHHOI'O
mperapaTa MpoBOJISATCS B CPOK, HE MPEBBIIAIONINI MIECTHUAECATH Pa0OUnX THEH.

(gacTs 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. YTparun cuny. - @enepanpHelii 3akoH oT 30.01.2024 N 1-D3.

4. YckopeHHas TpoIenypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB TPOBOAMTCS B TOPSIKE,
ycraHoBiIeHHOM ctaTthsimu 17, 19, 20, 23 u 24 nacrosimero ®degepalbHOro 3aKOHa, M HE O3HAYAET
CHIDKEHHUS TpeOoBaHMI K 0€301acHOCTH, Ka4ecTBY U 3((PEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaToB.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-P3)

CrtaTbA 27. PelueHue o rocyaapCTBEHHOW perncTpauum rnekapcTBeHHOro npenapara
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Koncynsrantlntoc: npumedanue.
C 01.03.2026 B a63. 1 4. 1 ct. 27 BHOCcsATC uaMmenenus (D3 ot 31.07.2025 N 304-D3). CMm. Oyaymiyro
penaKuuio.

1. B cpok, He mpeBBIAIOMUN AECITH padOYuX JHEH CO JHS MOJYYCHHS 3aKIIOUYCHUH KOMUCCHH
9KCIIEPTOB 10 pe3yJibTaTaM 3KCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOI'O CPEACTBA U SKCIIEPTU3bl OTHOIIEHUS
0’KHMJIa€MOH T0JIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHHMS JIEKapCTBEHHOIO Mpenapara, COOTBETCTBYIOLIUN
YIIOJTHOMOYEHHBIN (hefepabHbId OpTaH UCIIOTHUTEIHHON BIACTH:

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ocCymIecTBISIET OIEHKY 3aKIIOYEHUH KOMHCCHHU SKCIIEPTOB IS OIMPEACICHHUS COOTBETCTBUS
3aJJaHHIO HA MPOBEJICHUE ITUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

2) IpUHUMAET PElICHHE O TOCYIapCTBEHHON PEruCTpalliy JIEKApCTBEHHOTO Mpenapara uin o0 0TKaze
B IOCY/IapCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara;

Koncynprantlntoc: npumedanue.
C 01.03.2026 B m. 3 cr. 27 BHOCcsATca u3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oymymryro
PEeAAKIIHIO.

3) BHOCHUT NpU MPUHATUU PEIICHUSI O TOCYAApCTBEHHOM perucTpanuu JIEKapCTBEHHOTO Mpenapara
JaHHBIE O 3apETUCTPUPOBAHHOM JICKQPCTBEHHOM IIpernapare, B TOM duciIe O (apMareBTHICCKOM
cyOCTaHIINH, BXOSIIEH B COCTaB JIEKApPCTBEHHOTO MIperapaTa, B TOCyIapCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEIICTB M BBLIACT 3asBUTEII0 PETUCTPAIMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpernapara IyTeM
HaMpaBIIEHUs 3asBUTENIO MOCPEICTBOM €IMHOTO IMOpTaja WM B JIWYHBIA KaOWHET 3asBUTENS B €IUHOU
CHUCTEME BBIIMUCKU U3 TOCYAAPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB, MOMUCAHHON YCHICHHOU
KBATM(UIIMPOBAHHON HJIEKTPOHHOW MOANMUCHI0, (QopMa KOTOPOHM YTBEPKIAeTCS YIOTHOMOUYEHHBIM
(dbenepaibHBIM OpPraHOM HCIOJIHUTEIBHON BIIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAIIHIO,
HOPMAaTUBHBIN JTOKYMEHT, HWHCTPYKLHMIO MO MPUMEHEHUIO JIEKAPCTBEHHOrO IIpenapara U MAaKeThbl
MEPBUYHON YMAaKOBKM M BTOPUYHOM (IMOTPEOUTENHCKOM) YIAKOBKM C YKa3aHHEM Ha HUX HOMeEpa
PErUCTPAlIMOHHOTO  YJOCTOBEPEHHUs JIEKAPCTBEHHOI'O TMpernapaTta W JaThl €ro TOCyAapCTBEHHOU
perucTpalliii WJIA B Clly4ae TPUHATHS pEIIeHUs 00 OTKa3e B TOCYIapCTBEHHOW pPErHCTpalluu
JIEKApCTBEHHOI'0 TIpernapara HaNpaBiseT 3asBUTENI0 MOCPEACTBOM E€JUHOTO MOpTajla WM B JMYHBIN
KaOMHET 3asgBUTENSI B €IMHOW CHCTEME yBEIOMJIEHHWE 00 3TOM C yKa3aHWEM MPUYUH TAKOro OTKa3a. 3a
BbIJJauy PETUCTPALMOHHOIO YJOCTOBEPEHHMs JIEKApCTBEHHOIO IMpernapara B3UMAaETCs TroCyAapCTBEHHas
MOIIJIMHA B COOTBETCTBUU C 3aKOHO1aTehCcTBOM Poccuiickoit denepanuiu 0 Hajgorax u coopax.

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM I OTKa3a B TIOCYJApCTBEHHOM PEruMCTpaluy JICKapCTBEHHOTO Ipernapara Jyis
MEIAUIMHCKOTO  NPUMEHEHUs  SIBISETCS  3aKIOYEHHE  COOTBETCTBYIOLIETO  YIMOJIHOMOYEHHOTO
(denepanbHOro OpraHa HCIHOJHUTENBHOM BJIACTH O TOM, 4YTO KayecTBO M (i) 3(PEeKTUBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpernapaTra s MEAMIMHCKOIO IMPUMEHEHHS HE IOATBEP)KIEHBI
IMOJIYYCHHBIMU AJAaHHBIMU WM YTO PHUCK NPUYUHCHUA BpPCa 3JO0POBBIO YCIIOBCKA BCJICACTBHUEC IMPUCMA
JICKapCTBEHHOTO TpenapaTta Ui MEAMIMHCKOTO TPUMEHEHUS TMpeBbIIaeT 3(PQPEeKTUBHOCTh €ro
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

PUMEHEHHSL.
(uactsb 2 B pen. enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE TIpEICTaBICHHE B COOTBETCTBYIOIIMH YIIOJHOMOYCHHBIH (enepanbHblii opraH
HCIIOJIHUTEJIBHON BJIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOIIEHHWU KOTOPOIO IIOJy4YeH OTKa3 B
roCy/IapCTBEHHON PErUCTpPAlliU U KOTOPBIA BIIOCIEICTBUU MOABEPrcs U3MEHEHHUIO B YAaCTH €r0 COCTaBa,
paccMaTpuBaeTCcsl Kak IPEACTaBICHUE HOBOI'O JIEKAPCTBEHHOI'O IIpernapara Ha €ro rocyAapCTBEHHYIO
PETrUCTpalLMIoO HE3aBUCUMO OT COXPAHEHHS €ro MEPBUYHOIO0 HAUMEHOBAHHS.

(uactsb 3 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpy mpenocTaBICHUM 3asBHTEIEM B COCTAaBE PETHCTPAIIMOHHOTO JIOChE Ha JICKapCTBEHHBIH
npemapar Juisi BETEpUHAPHOTO MPUMEHEHUS! KOMUU PEHICHHs YIIOJIHOMOUYEHHOTO (heepaabHOro OopraHa
WCTIOJTHUTEJIEHOM BJIACTH O MPOBEJICHUN HHCIICKTHPOBAHUS TIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB CPOK
MPUHSATHS PEIICHUST O TOCYIapCTBEHHOW PErHCTpaIfK JICKApCTBEHHOTO Iperapara il BETCPUHAPHOTO
NPUMEHEHHS TIPUOCTAHABIUBACTCS CO JHS MOJYYCHHS 3aKJIFOUCHUI, YKa3aHHBIX B 4acTu | HacTosieil
CTaThH, JIO JHS MPHUHSITHS YIIOJHOMOYEHHBIM (efepaibHbIM OPraHOM UCTIOJTHUTEILHOW BIACTH PEIICHHUS
0 BbIJIa4€ WM 00 OTKa3e B BbIJAUe 3aKIFOUCHUS O COOTBETCTBHU MIPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MIPABWII HAJICKAIICH MPON3BOJACTBEHHON IPAKTHKH, HO HE 00JIee YeM Ha CTO BOCEMBICCST
pabouux JTHCH.

(dactb 4 BBenena denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM /Uis OTKa3a B TOCYJapCTBEHHOW PETUCTpPAllMU JIEKApCTBEHHOrO Mpemnapara s
BETEPHUHAPHOTO TIPUMEHEHUSI SBIIACTCS 3aKIIOYCHHWE YIIOJHOMOYEHHOTO (emepanbHOro opraHa
UCTIOJTHUTEJILHOM BJIACTH O TOM, YTO Ka4eCTBO U (WIN) 3P PEKTUBHOCTD PETUCTPUPYEMOTO JICKAPCTBEHHOTO
npemnapara ajid BETCPUHAPHOTO IMPHUMCEHCHUSA HC NOATBCPIKACHBI ITOJTYUYCHHBIMAU JAHHBIMH WJIM YTO PUCK
NPUYMHEHUS Bpe/la 3J0POBBI0 JKUBOTHOTO BCIICACTBHE IpHEMa JIEKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO NPUMEHEHUs TpeBbimaeT 3()(HEeKTUBHOCTh €ro NPUMEHEHHUs, OTKa3 YHMOJHOMOUYEHHOTO
(benepanbHOro OpraHa UCHOTHUTENHLHOM BIACTH B BbIaue 3aKIIOYCHHS] O COOTBETCTBUU MPOU3BOIUTENS
JICKApCTBCHHBIX CPCIACTB Tp€6OBaHI/I$[M ImpaBuJI HaI[J'Ie)KaHIefI HpOHSBOI{CTBeHHOﬁ IMMPAKTHUKU OJId Kaﬁ(HOﬁ
MIPOM3BOJICTBEHHON TUIOMIAJIKA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Tpernapara [jisi BETEPUHAPHOTO
MIPUMEHEHHUS B CTydae, eCJIH MPOU3BOJICTBO JIGKAPCTBEHHOTO Mperapara Jijisi BETepUHAPHOTO TPUMCHECHHUS
ocyliecTBseTcs 3a npeaenamu Poccuiickoii @enepaliiu, Uil OTCYTCTBUE TAKOTO 3aKITIOUSHUS.

(dactb 5 BBeneHa denepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynpsrantlntoc: npumedanue.
O mopsiike W CpOKax OINPEJCTICHHUS B3aUMO3aMEHSIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IpENnapaTos,
3apeructpupoBaHHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Cratbs 27.1. B3aumo3amMeHs1eMOCTb JNNIeKapCTBeHHbIX npenapaTtoB AnAa MmeanumnHCKoOro
npuMmeHeHuA

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-03)
1. B3auMo3amMeHIEMOCTb JICKQPCTBEHHBIX IpeNnapaTtoB IS MEIUIUHCKOIO MPUMEHEHHS

ONpeaACICTCA YIIOJHOMOYCHHBIM q)ellepaﬂI)HBIM OpraHom HUCITOJIHUTEILHOMN BJIACTH, OCYIICCTBIIAIOIINM
roCcyaJapCTBCHHYIO pCruCTpanuio JICKAPCTBCHHLIX MMPENapaToB IJId MEAUIIUMHCKOTO IPUMCHCHH A, B paMKax
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OJTHOT'O MEXIYHApPOTHOT'O HETTATCHTOBAHHOTO (MJIM XUMHYECKOTO, HITH TPYIIAPOBOYHOTO) HANMCHOBAHHSI
Ha OCHOBE 3aKJIIOYCHHS KOMHCCHH SKCIIEPTOB JKCIEPTHOTO YUPESKICHHS O B3aWMO3aMEHSEMOCTHU
JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO TIPUMEHEHHS JTM00 O TOM, YTO JIEKAPCTBEHHBIN IpenapaT
JUIS  MEIUIIMHCKOTO TIPUMEHEHUS HE SBISIETCS B3aMMO3aMeHseMbIM. [lopsjok — ompenencHus
B3aMMO3aMCHSEMOCTH JICKAPCTBCHHBIX MPENapaToB JUIsl METUIIMHCKOTO TpUMEHEHHs u  Qopma
3aKJIFOYCHUST KOMUCCHH JKCIIEPTOB JKCIIEPTHOTO YUPEKIACHHS O B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX
IpernapaToB sl MEIUIMHCKOTO MPUMEHEHHs MO0 O TOM, YTO JICKApPCTBEHHBIM Tpernapar s
MEIUIIMHCKOTO TPUMEHEHUS HE SBISETCS B3aMMO3aMEHSIEMbIM, YCTaHABIUBAIOTCS (eIepaATbHBIM OpPTraHOM
WCTIOJTHUTEIBHOW BIIACTH, OCYIIECTBISIONIMM (DYHKIIMH 1O BBIPAOOTKE M peaH3ali roCyJapCTBEHHON
MOJINTUKA ¥ HOPMATHBHO-TIPABOBOMY PETyIUPOBaHUIO B cepe 3paBOOXPAHCHHS, IO COTIACOBAHUIO C
(denepaabHBIM OPraHOM HCIOJHHUTEIBHOW BJIACTH, OCYIIECTBISIONIMM (YHKIUHU IO JTMIECH3UPOBAHHIO
MIPOM3BO/JICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akona ot 19.10.2023 N 503-03)

2. Komwmccns 3KCHEPTOB IKCHEPTHOTO YUPESKICHUS JAeT 3aKIOUEHHE O B3aUMO3aMEHSIEMOCTHU
JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO IIPUMEHEHHUS JTM00 O TOM, YTO JIEKAPCTBEHHBIN IpenapaT
JUTSE METUIIMHCKOTO IIPUMEHEHWSI HE SIBJIICTCS B3aUMO3aMEHIICMbIM, HA OCHOBAHHH CJICIYIOIIUX KPUTEPHUECB
(XapaKTepUCTHK):

1) DSKBUBaJEHTHOCTh (71 OMOAHAIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpernapaToB
(6roaHamoroB) - COMOCTABUMOCTD) KAUECTBEHHBIX U KOTMYECTBEHHBIX XapaKTePUCTUK PapMalieBTUIECKIX
CyOCTaHIIMM WM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BakIMH. VcCrosib30BaHHME PA3IMYHBIX COJICH,
3(GUpPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALIMYECKUX (GOPM H JAPYTUX MPOU3BOAHBIX OJHOTO U TOTO KE
JEUCTBYIOIIETO BEIIECTBA HE SIBJSICTCS MPEMSATCTBUEM JUIsl  ONPEICICHHUS B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPETapaToB, €CJIU MPHU MPOBEIECHUH UCCIIEIOBAHMS OMOAKBUBAJICHTHOCTH JIEKaPCTBEHHOTO
rpenapara uiv UCCIe0BAHUS TEPANEBTUUYECKON SKBUBAJIECHTHOCTH JICKAPCTBEHHOTO IIpernapara JOKa3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX pPa3nuuuii ¢GapMakOKMHETHUKH U (uiau) dS(PPEeKTUBHOCTH U
0€30MacHOCTH JIEKApCTBEHHOTO MperapaTa JJisi MEAUIIMHCKOTO TPUMEHEHNS;

2) 5KBUBAJIEHTHOCTb JIeKapCTBEHHOH (opMbl. I1o] SKBUBaJEHTHBIMU JIEKAPCTBEHHBIMU (OpMaMU
MOHUMAIOTCSI Pa3HbIe JIEKAPCTBEHHBIE (DOPMBI, MMEIOIINE OJMHAKOBBIE CIIOCOO BBEACHUS M CIIOCO0
OpUMEHEeHMs, OoO0NajaroIiue CONOCTaBUMBIMH  (papMaKOKMHETHYECKHMH  XapaKTEepUCTHKAMU U
(bapMaKoIIOTHYECKUM JIEHCTBHEM U 00ECTIEUMBAIOIINE TAKXKE TIOCTHKEHNE HEOOXOAUMOTO KIIMHUIECKOTO
spdekra. Paznuuus JekapcTBEHHbIX (QOpPM HE SABISAIOTCS HNPENSTCTBUEM JUIS  OIpeNesIeHUs
B3aMMO3aMEHSEMOCTH  JICKAPCTBEHHBIX  IPErapaTroB, €CId TNpHh  TMPOBEIACHUU  HCCIICAOBAaHUS
OMOSKBUBAJIEHTHOCTH  JICKAPCTBEHHOIO  Npemapata  WJIM  HUCCIEIOBaHMA  TEpareBTHYECKOM
SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pPazIHUnit
bapmakokuHeTHKH M (Miau) 3(@ekTuBHOCTH M O0€30HacCHOCTH JIEKapCTBEHHOIO Iperapara Juis
MEIUIUHCKOTO TPUMEHEHHUS;

3) PKBHMBAJIEHTHOCTb WJIM COINOCTABHMMOCTH COCTaBa BCIIOMOTAaTENbHBIX BEIIECTB JIEKAPCTBEHHOI'O
mpernapata Ui MEAMIMHCKOrO TpuMeHeHus. Pasnuuus coctaBa BCIIOMOTAaTeNbHBIX —BEIIECTB
JIEKapCTBEHHOI'O IIpernapaTa HE SBIAIOTCS MPENSATCTBUEM JJs ONPEACIEHUS B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IPENapaToB, €CJIU P MIPOBEIECHUH UCCIIEOBAHNS OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
IpenapaTa Ui UCCIEA0BaHNs TEPANEBTUUECKOM SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpenapara JOKa3aHo
OTCYTCTBHE KIMHHUYECKH 3HAYUMBIX pPa3nuuuil (apMakOKMHETHUKHM U (Uiau) d3(PQPeKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOT'0 Tpenapata il MEIUIIMHCKOTO NMpuMeHeHus. [Ipyn Hanuuum KIMHUYEeCKH
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

3HAYUMBIX paznuyuil (papMakokuHeTHKH W (Uiu) 3(P(PEKTUBHOCTH M OE30MACHOCTH JICKAPCTBEHHOI'O
mpemapara i MEIUIIMHCKOTO TMPUMEHEHHUS B3aWMO3aMEHSEMOCTh OIpEIeseTCsl C yKa3aHWeM Ha
WCKJIFOUYEHUE OTJICIBHBIX TPYIII MMaIUCHTOB;

4) UAEHTHUYHOCTH CIIOCO0a BBEICHUS U CIIOCO0A TPUMECHCHHS,

5) cooTBeTCTBUE IMPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAaHUAM IpaBWII HaJJIeXkKalleH
IIPOU3BOJCTBEHHOM IIPAKTUKH.

3. bes HCO6XOI[I/IMOCTI/I JOoKa3aTecjIbCTBa OHMOIKBUBAJIEHTHOCTHU OCYHICCTBIIACTCA OIPECACICHUC
B3aMMO3aMCHACMOCTH BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX NIPCIIAPAaTOB, KOTOPHIC:

1) mpenHa3HayeHbl i1 MApPEHTEPAIBHOTO (TMOJKOKHOTO, BHYTPUMBILIICYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAapHOIO) BBEJIEHUS U
MIPEJICTABIISAIOT CO00i BOAHBIE PACTBOPHI;

2) npeCTaBISIIOT COOON PacTBOPHI AJIsl NEPOPATILHOTO IPUMEHEHUS;
3) npou3sBenieHb! B pOpME NOPOLIKOB UM JTUO(PUIN3ATOB [yl IPUTOTOBICHUS PACTBOPOB;
4) ABIAIOTCS ra3aMu;

5) ABIAIOTCS YIIHBIMU MJIM IJIA3HBIMHU JIEKAPCTBEHHBIMU IIpenapaTaMu, IPOU3BEACHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) mpeaHa3HAuEHBI JJIi MECTHOrO W (WJIM) HApY>KHOTO MPUMEHEHUS M IPUTOTOBJICHBI B (opMme
BOJIHBIX PaCTBOPOB;

7) npeacTaBiA0T co00i BOAHBIE PACTBOPHI /Ul UCHOJIB30BAHUSA B ()OPME MHTAISALMNA C TTOMOIIBIO
HeOynaiizepa WM B KadecTBE HA3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IMOMOIIBIO CXOTHBIX (TTOXOXKHX,
aHAJIOTUYHBIX ) YCTPOICTB (IpUOOPOB, anmaparos).

(dactb 3 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. OcoOeHHOCTH OIpeJIeNIeHUs] B3aUMO3aMEHSIEMOCTH OMOJIOrMYECKUX JIEKApCTBEHHBIX MPenaparos,
KOMOWHUPOBAHHBIX JIEKAPCTBEHHBIX IMpENaparoB (coaepikalmmx KOMOWHAIMIO [BYX U Ooiee
JeWCTBYIOIUX BEILECTB), IEKAPCTBEHHBIX MTPENAapaToB AJIs HapeHTEePabHOTO MUTAaHUS U HEJJO3UPOBAHHBIX
JICKApCTBCHHBIX IIPCIapaToB YCTaHABJIWBAIOTCA q)eﬂepaHI)HI)IM OopraHom WCHOJHUTEITHHOMN BJIaCTH,
OCYILIECTBISIONIMM (YHKIMHU 10 BBIPAOOTKE M pean3alMy TOCYAapCTBEHHOM MOIUTUKA U HOPMATUBHO-
IIPaBOBOMY PETYJIHPOBAaHUIO B cepe 3apaBOOXpAaHEHHUs, 10 COTJIACOBAHMIO C (helepallbHBIM OPraHOM
UCTIOJHUTEIBHOW ~ BJACTH, OCYIIECTBISIOIIMM  (YHKIMHM 1O JIMIEH3UPOBAaHMUIO  IPOU3BOJICTBA
JICKApCTBCHHBIX CPCIACTB.

(B pen. deaepanbhoro 3akona ot 19.10.2023 N 503-03)

5. OnpeneneHHe B3aMMO3aMCHACMOCTH HE OCYHICCTBIACTCA B OTHOIICHUH JICKAPCTBCHHBIX
PaCTUTCIIbHBIX IPCIIapaTOB, TOMCOIMATUUCCKUX JICKAPCTBCHHBIX ITPCIIAPATOB.

6. (DOPMI/IpOBaHI/Ie OEpCUYHA B3aUMO3aMCHACMBIX JICKAPCTBCHHBLIX IMPEMapaToB I MCIUIHUHCKOI'O
MNPUMCHCHUS OCYHICCTBIISCTCS SKCIICPTHBIM YUPCKIACHUCM MMOCPCIACTBOM O6’[:CI[I/IHCHI/I$[ JICKApCTBCHHBIX
npemaparoB B OTACIBHBIC TPYIINbLI, B Ka)I(JIOﬁ M3 KOTOPEBIX JICKAPCTBCHHBIC IIPEIapaThbl SBJISAIOTCA
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

B3aMMO3aMCHsICMbIMU.

7. B ciydae BKIIOYEHUs B MHCTPYKLUIO 110 MEAULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOT O ITpenapara
Ha OCHOBAaHUU DPE3YJIbTATOB COOTBETCTBYIOUIMX HCCICIOBAaHUM IOKAa3aHUM I NMPUMEHEHHS, KOTOpBIE
OTJIMYAIOTCS OT TIOKa3aHWW JUIi IPUMEHEHHs JPYTUX JIEKapCTBEHHBIX IIPENapaToB U3 TPYIIIbI
B3aMMO3aMEHACMBIX JIEKAPCTBCHHBIX IIPENApaToOB, B IEPEYHE B3aUMO3aMEHICMBIX JIEKAPCTBCHHBIX
MPEenapaToB /Uil MEIUIIMHCKOTO IPUMEHEHNUS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOIIA WH(POpMAIIHSL.

8. IlepeyeHp B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX IPENApaToB A MEAMLIMHCKOTO IPUMEHEHUs
pasMeniaeTcs yrnoJHOMOYEHHBIM (ellepalbHbIM OPraHOM HCHOJHHUTEIBHOM BIACTH, OCYIIECTBIISIOIINM
rOCYJJapCTBEHHYIO PErUCTPALIUIO JIEKAPCTBEHHBIX MIPENApaToB Il MEAULIMHCKOIO IPUMEHEHNUs], Ha CBOEM
opunmansHoMm caiite B cetu "Untepuer". MHpopmanus B mepedHe B3aMMO3aMEHIEMbIX JIEKAPCTBEHHBIX
IpenapaToB JUisi MEIUIMHCKOIO IpPUMEHEHHs OOHOBISAETCS YKa3aHHBIM (elepalbHbIM OpraHoM
WCIIOJIHUTEJIBHON BJACTH C YYE€TOM HOBBIX 3apETrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaTroB Jis
MEIULUHCKOTO IPUMEHEHUS U BHECEHHBIX U3MEHEHUH B JOKYMEHTBI, COJIEPKAILNECS B PEIrUCTPALMOHHBIX
JI0Ch€ Ha 3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaThl A1 MEAULIMHCKOIO IPUMEHEHUS.

9. IlopsaoK MCIOIB30BaHMS HHPOPMAIIMK O B3aUMO3aMEHSEMbIX JIGKAPCTBEHHBIX Ipenaparax Jyis
MCIUIHUHCKOIO MHNPHUMCHCHHUA MW IIOpAAOK Jadu pa3’I)$ICH€HI/H>'I o BOIIpOoCaM B3aNMMO3aMCHACMOCTU
JIEKapCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS YCTaHABIUBAIOTCS (eiepabHbIM OPTaHOM
WCTIOJTHUTEIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIIHH 1O BBIPAOOTKE M peaH3aly roCyJapCTBEHHON
MOJMTUKN ¥ HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHHIO B chepe 31paBOOXpaHEHHUs, IO COTJIACOBAHUIO C
q)eﬂepaJII)HI)IM OpraHom HWCIIOTHUTEIbHOMN BJIaCTH, OCYHICCTBJIAIOMIUM q)YHKIII/II/I o JIMOCH3UPOBAHUIO
IPOM3BOCTBA JIEKAPCTBEHHBIX CPE/CTB.

(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-03)

Koncynpsrantllntoc: npumedanue.

Cpoxu AeiCTBUS PETUCTPAIMOHHBIX YIOCTOBEPEHUM JE€KAPCTBEHHBIX MPENapaToB I MEIUITUHCKOTO
MpUMEHEHUsI, KOTOphle ucTtekaroT B 2024 r. npojeHsl Ha 12 mecanes, a B 2025 1. - mo 31.12.2025
(ITocranosnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaymoHHoe ygoCTOBepeHMe NeKapCTBEHHOro npenapara

Koncynprantlntoc: npumedanue.

Paspemaerca obpamenue B PO 3apeructpupoBaHHBIX JIEKAPCTBEHHBIX MPEMapaToB, CPOK IEHCTBUS
PErUCTPAIMOHHOTO YIOCTOBEPEHUSI KOTOPHIX MCTEK B Ciy4ae, mpeaycMoTpeHHoMm 4. 11 cT. 4 @3 ot
30.01.2024 N 1-®3.

KoncynprantlIntoc: mpumedanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpPaHSIOTCS HAa NPAaBOOTHOLIECHHS, BO3HMKAIOUIME IMpU
o0pallleHuH JIEKAPCTBEHHBIX CPECTB st MeaunuHckoro nmpuMeHerus (O3 ot 30.01.2024 N 1-D3).

1. PerucrpanmoHHOE YyIOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
GbopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 3a MCKIIOYEHHEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTI'O MpeMnapara, BbIJaBaeMOro CO CPOKOM JIEHCTBHUS AT JIET, HA BIIEPBbIE PETUCTPUPYEMBIE B
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Poccuiickoit denepaiinu geKapCTBEHHbBIE MTPENapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4YacTW | HacCTOSIIEH CTaThbH CpOKa BBIJAeTCs OeccpouHoe
PETUCTPALIMOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOIO IIpernapara IpU YCIOBUM IOATBEPKICHUS €r0
roCyZapCTBEHHOM pPEruCTpaLyy.

3. B ciyuae BHecenust B cooTBeTcTBUU co cTaThsiMu 30 u 31 HacTosmero denepaibHOro 3aKOHA
U3MEHEHUN B COJEpXKAlllUeCs B PETMCTPALIMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rnpenapar JOKYMEHTBI, 3aTParuBalOIIMX CBEICHUS, OTPAXKEHHBbIE B PErMCTPALIMOHHOM YJOCTOBEPEHHUU
JIEKapCTBEHHOTO Tperapara, YIOJIHOMOYCHHBIN (enepalbHbIii OpraH UCTOJHUTEILHOW BIIACTH BBITACT
HOBOE PErMCTPALMOHHOE YJOCTOBEPEHHE JIEKaPCTBEHHOIO Ipenapara, CoJAeprKallee BHECEHHbIE B HETO
W3MEHEHUSI.

(dactb 3 BBeneHa DenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. Yrparun cuiy ¢ 1 suBaps 2026 roga. - @enepanbhsiii 3akoH ot 30.01.2024 N 1-D3.

Koncynpsrantllintoc: npumedanue.
C 01.01.2026 ct. 29 He pacmpocTpaHSETCs Ha MPABOOTHOIICHUS, BO3HUKAIOUIUE NMPU OOpaIICHUH
JIEKapCTBEHHBIX cpeACTB it MeauiuHckoro npumeHenus (O3 ot 30.01.2024 N 1-D3).

Koncynprantlntoc: npumedanue.
Cpoxk perucrpanuy JeKapcTBEHHOT 0 IIpernapara /il BETEpUHApHOT 0 IpUMEHeHUs, ucTekaromuii B 2025
roxy, npoasieH Ha 12 mecsues (IlocranoBnenue [IpaButenscrtsa PO ot 12.03.2022 N 353).

KoncynsrantlIntoc: npumedanue.

PerucrpanuonHnsie yqoCTOBEpEHHUSI JIEKAPCTBEHHBIX MPEMApPaTOB Il MEIUIMHCKOTO MPUMEHEHHUs Ha
OyMaXHOM HOcHUTelNe, TyOIuKaThl YOCTOBEPEHUN JIIsl MEAUIIMHCKOTO M BETEPUHAPHOTO TPUMEHEHUS
¢ 01.01.2026 ne Beimatorcs (P3 ot 30.01.2024 N 1-D3).

Cratba 29. [loaTBepXxaeHWe rocyfapCTBEHHOM perucTpauvm nekapcTBeHHOro
npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncynprantlIntoc: npumedanue.
C 01.03.2026 B 4. 1 cr. 29 BHOCsaTCc u3MeHeHus (D3 ot 31.07.2025 N 304-d3). Cm. Oyaymiyro
pElaKLHIO.

1. ITonTBepkeHNE TOCYJapCTBEHHON pErucTpanyy JEKapCTBEHHOIO IIpernapara OCYLIECTBIISETCS
IpHU BblJaue OECCPOYHOIO PErMCTPALMOHHOIO YJIOCTOBEPEHMsI JIEKApCTBEHHOIO Ipernapara B Cilydae,
yKa3aHHOM B 4acTu 2 craTbu 28 HacTtodAuero denepaabHOro 3aK0Ha, B CPOK, HE MPEBBIMIAIOIMNN COPOKa
pabounx AHEW co THS HampaBJeHHs IMOCPEICTBOM €IUHOTrO MopTajia B YHOJHOMOYEHHBIN (enepabHbIi
OpraH HCIOJIHUTENFHOW BJIACTH WM JIMYHBIA KaOMHET YNOJHOMOYEHHOro (¢enepaabHOro opraHa
VICIIOJTHUTEJIBHOM BJIACTH B €IMHOW CUCTEME 3asiBJIEHUS O IIOATBEPKACHUHU rOCYAapCTBEHHON PEruCTpaluu
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHOTO IperapaTa, MOANMCAHHOTO YCHIICHHOW KBaIH(DUIIMPOBAHHON 3JIEKTPOHHOM IMOIHCHIO.
He ocymecTisiercss MOATBEP)KACHHE TOCYAAPCTBEHHOM PETUCTpAllMd B OTHOLICHUHU JICKAPCTBEHHOTO
npenapara Juisi BEeTepHHApHOTO IPUMEHEHNUs, He HaxoAuBIIerocs B oopamienun B Poccuiickoit @enepanun
B TEUEHHE Tpex U Oojee JIeT, a TaKkKe B OTHOLICHUU JIEKAPCTBEHHOI'O CPEICTBA, NPOU3BEIECHHOIO C
HapylIieHueM TpeOOBaHus, yCTAaHOBICHHOTO YacThio 3.7 crtarbu 71 HacTosmero dexepanbHOro 3aKoHa.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3asgBieHUE O MOIATBEPKICHHHM T'OCYAapCTBEHHOM pErucTpaluy JIEKapCTBEHHOIO Ipenapara
HAIPAaBIICTCS MIOCPECTBOM EMHOTO MMOPTAaJia B YIIOJIHOMOUYEHHBIN (heIepalIbHbII OpraH UCTIOTHUTEIbLHOM
BJIACTH WJIM JIMYHBIA KaOWHET YIOJHOMOYEHHOro (elepalibHOro OpraHa HCIOJHUTEIbHONW BIAcTH B
€AMHOM CcHuCTeME HE paHee YeM 3a CTO BOCEMbBJECIT JHEH N0 HCTEUEeHHs] CpOKa JIeUCTBUS
PErUCTPAallMOHHOIO yJIOCTOBEPEHMS JIEKAPCTBEHHOr'O Ipenapara M He IO3/JHEe OKOHYaHHUS CPOKa €ro
JEUCTBUA.

(uactsb 2 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuiy. - ®enepanbhblii 3akoH oT 30.01.2024 N 1-®3.

3. HO,Z[TBep)KI[eHI/Ie FOCY,Z[apCTBCHHOﬁ perucTtpanuu JEKAapCTBEHHOI'O IIperapara OCYICCTBIISACTCA 110
pe3yjabTaTaM BKCHCPTU3bl OTHOIICHUA 0XXKHIACMOM IIOJIB3BI K BO3MOXHOMY PHCKY IIPUMCHCHHUA
JICKApCTBCHHOT'O IMpeliapaTa Ha OCHOBAHUHW PE3YyJIbTATOB MOHUTOPHHIA 3(1)(1)CKTI/IBHOCTI/I 1 0€30IacHOCTH
JICKApCTBCHHOT'O  mpfcrapara, MOPOBOAUMOIO ACPKATCICM MWK  BJIAACIbOCM  PETHCTPALMOHHOIO
YAOCTOBCPCHUSA JICKAPCTBECHHOI'O IIpeI1apara 1100 YIIOJIHOMOYCHHBIM UMH IOPUANYCCKUM JIMIOM, a TAKKEC
COOTBCTCTBYIOIIUM YIIOJTHOMOYCHHBIM (bez[epaﬂmeM OopranomM HCIIOJIHUTEILHOMN BJIACTH B COOTBETCTBUHU
C Tpe6OBaHI/I$IMI/I craTbeu 64 HaCTOoAICTO CDeI[epaJ'ILHOFO 3aKOHaA.

4. K 3asBI€HHIO O OATBEPKICHUU TOCYJapCTBEHHOM perucTpanuu JeKapcTBEHHOIO IIpernapara Jiist
MEIULUHCKOTO IPUMEHEHUS IPUIararoTCs:

1) nNOKyMEHTBI, cojaepXkalllue pe3ylabTaTbl MOHUTOPUHIAa 3(PQGEKTUBHOCTH U 0O€30MacHOCTU
JIEKapCTBEHHOIO IIpernapara JUulsi MEIUIUHCKOTO IPUMEHEHUs, IPOBEIEHHOIO JepiKaTeleM WIn
BJIAJIEJIBLIEM PETUCTPALIMOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOIO IIpernapara Uil MEIULMHCKOTO
OPUMEHEHHUs JMOO0 YIOJHOMOYEHHBIM UM IOPHAWYECKMM JIMIOM, 10 QopMme, YTBEpXkKIeHHOU
YIOJTHOMOYEHHBIM (e/IepaibHbIM OPTaHOM HCIIOTHUTEIBbHOM BIIACTH;

2) cBeleHUsl O Jare MPEAOCTABICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOICTBO
JIEKApCTBEHHBIX CPEJCTB, MJIU CBEJICHUS O JaTe IPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKITIOUSHUS
O COOTBETCTBUHU TMPOU3BOJIUTENSI JICKAPCTBEHHBIX CpPEIACTB TpeOOBaHUSAM TIPaBUI HaJJIeKallen
MIPOU3BOJICTBEHHON MPAKTUKH, WK KOMHS cepTU(UKATa COOTBETCTBHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB Ml MEAHMIIMHCKOTO MPUMEHEHHs] TpeOOBaHUSM TMPaBHI HaAJeXalleld POU3BOJCTBEHHON
npakTuku EBpa3uiickoro 5KOHOMHYECKOTO COI03a, MPEIOCTaBICHHBIX YITOJHOMOYEHHBIM (eaepabHbIM
OpraHOM HCIIOJIHUTEIbHOM BJIACTH B OTHOLIEHHMH MPOU3BOJACTBEHHON IJIOIIAIKH JEKapCTBEHHOIO
npenapara Jyisi MEIUIIMHCKOTO IPUMEHEHUS, TOCYIapCTBEHHAS PETUCTPAIIUS KOTOPOTO MOATBEPIKIAETCS B
cly4yae, €cClIM TPOU3BOJACTBO JIEKAPCTBEHHOTO IMpemapara Uil MEIUIMHCKOTO MPUMEHEHUS
ocymectBisiercs B Poccuiickoit denepanuu;

(B pen. deaepanibHbIX 3aKk0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

3) KOOI HpeJIOCTaBHeHHOﬁ YIIOJIHOMOYCHHBIM OpraHOM CTpaHbl MPOHU3BOAUTEIIA JIMOCH3WU Ha
MMPOU3BOJACTBO JICKAPCTBCHHOI'O IIpCriapaTa i1 MCAUIIUHCKOI'O MPUMCEHCHUSA U €€ MCPCBOA Ha pyCCKI/Iﬁ
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

A3bIK, 3aBEPEHHBIC B YCTAaHOBJICHHOM IIOPSJKE, a TAaKKe KOINHA 3aKIIOYEHHUS O COOTBETCTBHU
MPOU3BO/IUTEINSL JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM MpPAaBUJI HAJUIEKALIEH MPOU3BOACTBEHHON
IPAKTUKHM, WIK KONMs cepTU(UKaTa COOTBETCTBHS NPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB IS
MEIUIMHCKOTO TIPUMEHEHHUS TpeOOBAHUSAM TMPAaBWJ HAJJIeKAIICH MPOU3BOJACTBEHHOW MPAKTHKH
EBpa3uiickoro 3KOHOMHYECKOTO CO03a, BBIJAHHBIX YIOJHOMOYEHHBIM (ellepaIbHbIM OpraHOM
HCIIOJIHUTEJILHOM BJIACTU B OTHOLUEHUM IPOM3BOJCTBEHHOM IIJIOLIA/IKH JIEKAPCTBEHHOrO Ipenapara Jyis
MEIMIMHCKOTO NPUMEHEHMS, TOCYAAPCTBEHHAsI PETUCTpalUs KOTOPOTO MOATBEPKIAACTCS, WIM KOIMS
pelieHusT  YIOJHOMOYEHHOTO (heAepaJbHOTO OpraHa HWCIHOJHHUTENbHOM BIACTH O MPOBEACHUU
(bapMareBTUUECKON MHCIIEKIIMU IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB JUIsI MEUIIMHCKOTO IPUMEHEHUS
Ha COOTBETCTBHE TpEOOBaHMSM IMPaBHJ HAAJEKAIICH MPOU3BOACTBEHHONW NpakTuku EBpasmiickoro
SKOHOMMYECKOTO COI03a B CIIydae, €CIIM MPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara Juisi MEAUIIMHCKOIO
IIPUMEHEHHUs OCYILECTBIIAEeTCs 3a npenenamu Poccuniickoit denepanuu.

(m. 3 B pea. @enepanbuHoro 3akoHa ot 30.01.2024 N 1-D3)

(dactb 4 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB JUIl MEAUIMHCKOTO MPUMEHEHUS
3asBUTENb JOMOJHHUTEIBHO TPEACTABISACT PEe3yabTaThl MEPONPHUATHIH, NPEIYCMOTPEHHBIX ILIAHOM
YIPaBJICHUS PHUCKAaMH, YTBEP)KIACHHBIM YIIOJTHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTH TMIPH OCYLIECTBICHHH TOCYAAapCTBEHHOW PpETHCTpalMi JIEKAPCTBEHHOTO Tpernapara s
MEIUIIMHCKOTO TIPUMEHEHHSI.

(uactb 4.1 BBenena @enepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BI€HHUIO O MOATBEPKICHUH TOCYJApCTBEHHON PETUCTpAllMU JEKapCTBEHHOTO Ipernapara
JUIsl BETEPUHAPHOTO MPUMEHEHHUs MPUIIATAIOTCS JOKYMEHTHI, COJAEpIKallue pe3yJbTaTbl MOHHUTOPUHTA
¢ dekTUBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOIO IIpermapaTa JAjsi BETEpPUHAPHOTO TMPUMEHEHHS,
MIPOBOJIUMOIO JIEpXKAaTelIeM WM BJIAACIbLIEM PEruCTPAllMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
mpemapaTta Jjisl BETEPUHAPHOTO MPUMEHEHHs] JTUOO YIMOJIHOMOYEHHBIM MM HOPUIUYECKUM IJIUIOM, IO
dbopme, yTBEpKICHHOW YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIOJIHUTENBHON BJIAcTH, U
JOKYMEHTBI, YKa3aHHbIe B MyHKTax 1, 2 - 2.2, moamynkTax "a", "6", "k", "n" nmynkra 4 gactu 3 ctareu 17
Hacrosiiero denepanbHOro 3aKkoHa. B oTHOIIEHHM UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIsl BETEPUHAPHOTO IPUMEHEHUSI HE MPEJICTABIISAIOTCS CBEIACHUS, YKa3aHHbIE B MOANYHKTE "K" myHKTa 4
yactu 3 cratbu 17 Hactosmero deaepaibHOro 3aKoHa. B OTHONIEHWH JIEKAPCTBEHHBIX MPENAPATOB IS
BETEPUHAPHOTO TMPUMEHEHHs], MONYUYEHHBIX C MPUMEHEHHEM Te€HHO-WHKEHEPHO-MOAUPHUIIMPOBAHHBIX
OpPraHU3MOB WJIHM COJICPKAIINX TaKWe OPTaHU3MBI, JOTIOTHUTEIHHO MPEICTABIISIOTCS CBEJICHUS, YKa3aHHbBIS
B IyHKTe 13 wacTtu 3 crarbu 17 HacTosmero denepalbHOTO 3aKOHA.
(uactpb 4.2 BBegeHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepanibHOro 3aKOHA OT
02.08.2019 N 297-D3)

4.3. 3agBuTenb BIpaBe IMPEACTABUTh C 3aiBIEHUEM O TMOATBEPKACHUHU TOCYJapCTBEHHOMN
pEruCTpallMM  JIEKapCTBEHHOTO Ipenapara peKBU3UThl JOKYMEHTA, IOATBEP)KIAIOLIETO  YIUIATy
rOCy/IapCTBEHHOM TOLUIMHBI 3a TMOATBEP)KIACHHE TOCYIapCTBEHHONW pErHUCTpalluu JIEKapCTBEHHOTO
mpernapara, a TaKKe BblJaBaeMble (IIPEJOCTaBIIIEMbIE) YIIOJIHOMOYEHHBIMU (hefiepalbHBIMU OpraHaMHu
WCIIOJIHUTENILHOM BIIACTH JJOKYMEHTHI (CBE/ICHNUS ), YKa3aHHbIE B MyHKTaX 2 U 3 yacTu 4 HaCTOAIIEH CTaThU.
B cnyyae ux HenpencTaBleHHS YIIOJIHOMOYEHHBIH (QenepanibHblii OpraH HCHOJHUTENIBHON BIAacTH
3ampamyBaeT yKa3aHHbIE JIOKYMEHTHI (CBEJEHUS) B MOPSAKE MEKBEIOMCTBEHHOIO HMH()OPMALKOHHOIO
B3alMOJEICTBUS.

(B pen. deaepanbubIx 3aKk0HOB OT 27.12.2019 N 478-03, ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5. B teuenuwe mnsatu paboumx AHEH cO AHS HANpaBi€HHUs MOCPEICTBOM €IMHOTO MopTajlia B
VIOJTHOMOYCHHBIN  (elepanbHBli  OpPraH  WCIOJHUTEIBHOW  BIACTH WJIM  JIMYHBIA ~ KaOWHET
YIOJTHOMOYEHHOTO (efepalbHOr0 OpraHa HCIOJHUTEIbHON BIACTU B €AMHON CHCTEME 3asBIICHUS O
MOATBEPKJICHUN TOCYAAapCTBEHHOM PErucTpalld JICKAPCTBEHHOTO IIpernapara W JOKYMEHTOB,
COJIEp>KaIINX Pe3ylbTaThl MOHUTOPUHTA 3(P(HEKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOT'O Mperapara,
MPOBOJMMOIO JIEP/KATEIIEM WM BIIAJEIBLEM PETHUCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapaTa Ju00 YnoJIHOMOYEHHBIM UMH IOPUIUYECKUM JIUIIOM, YIIOJIHOMOUYEHHBIN (efepaibHblii Opran
HCIOJIHUTEIbHOMN BIACTHU:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBOOUT NPOBEPKY IOJHOTHI CBEIACHMM, COAEpPIKAIIMXCA B IMPEJCTABICHHBIX 3asBUTEIEM
JOKYMEHTaX;

2) NpUHUMAET pELIEHUE O MPOBEACHUHM WM 00 OTKa3e B MPOBEIEHUU SKCIEPTHU3bl OTHOIICHHUS
OKUJAEMOM IOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHUU
pe3yabTaToOB MOHUTOPUHTA 3()(HEKTUBHOCTH M OE30MACHOCTH JEKAPCTBEHHOTO Iperapara, MpoBOIAMOTO
Jep>KaTesieM WIM BIIAJEIbLEM PEruCTPAlMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOro IpenapaTa JuOo
YIIOJTHOMOYEHHBIM UMH FOPUMYECKUM JIUIIOM, a TaKXKe (eiepaTIbHbIM OPraHOM UCTIOTHUTEIILHOW BIACTH
B COOTBETCTBHUHM € TpeOOBaHUAMHU cTaThi 64 HacTosero denepaabHOro 3aK0Ha;

3) HampaBisIeT B JUYHBIM KaOWHET JKCIEPTHOTO YUPESKICHUS B CIMHON CHUCTEME MOJIMMCAHHOE
YCUJICHHOW KBaTU(UIIUPOBAHHOM JIIEKTPOHHON MOJANMUCHIO 3aJaHUE Ha MPOBEJIECHUE SKCIEPTHU3HI,
MPEAYCMOTPEHHOM MYHKTOM 2 HACTOSIIEH YacTH, a TAKKE HAIMPABJISET 3asIBUTEIIO MTOCPEICTBOM €IMHOTO
noprajia WIA B JUYHBIA KaOWHET 3asBUTENs B €OUHOW CHCTEME TMOAMNHCAHHOE YCHIICHHOM
KBUTH(DUIIUPOBAHHOM 3JICKTPOHHOM MOAMUCHI0 YBEIOMIICHUE O MPUHSATOM PEIICHUH O BbIa4e 3a/IaHUs Ha
MIPOBEJICHUE YKa3aHHOW SKCIEPTHU3bI INO0 00 OTKa3e B MPOBEACHUH YKa3aHHOW HKCIEPTU3BI C YKA3aHUEM
MIPUYHMH OTKAa3a.

(m. 3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciyuyae BbIsIBIEHHS HETOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(POPMAIINH, CoAep Kallencs
B IIPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (eliepanbHblil OpraH UCIOIHUTEIbHON
BJIACTH HAIpPABJISIET 3asBUTENIO MOCPEACTBOM €AMHOIO MOpTala WU B JIMYHBIM KaOMHET 3asBUTENs B
eIMHOW cucteMe 3ampoc 00 YTOYHEHHHM YKa3aHHOW MHGOpMalMM, MOJIMUCAHHBIA YCHUICHHOM
KBaJIN(ULIMPOBAHHOM 3JIEKTPOHHOM MOANUCHIO.
(uactb 6 B pen. PenepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.03.2026 B u. 7 ct. 29 BHOcsTcs usmenenus (P3 ot 31.07.2025 N 304-03). Cm. Oyayuryro
PEeAAKIIHIO.

7. 3asgBuUTENb 00s3aH HAIIPaBUTh MOCPEICTBOM €IMHOTO IMOPTajia B YIIOJIHOMOYEHHBIN (hefepanbHblii
OpraH HCIOJHUTENbHONW BJIACTH WM JUYHBIA KaOMHET YHNOJHOMOYEHHOTo (QenepaJbHOro opraHa
WCIIOJIHUTENIBHOM BJIACTM B €IMHOM cHucTeMe TOJINUCAaHHBIA YCHUJIEHHOM KBaTU(UIUPOBAHHOM
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3aIpOC YINOJHOMOYEHHOTro (heAepalbHOTO OpraHa MCIOJHUTEIbHON
BJIACTH, YKa3aHHOTO B YacTH 6 HACTOSIIEN CTaThH, B CPOK, HE MPEBBIIIAIONINN IEBIHOCTa padoUnX JHEH
CO JTHS MOJYyYeHUs YMOJIHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIIOJIHUTENbHON BIIACTU 3JEKTPOHHOTO
YBEIOMJIEHHUS O MOJIYYEHHUH 3asIBUTENIEM TaKoro 3ampoca. Cpok, yKa3aHHBIM B 4aCTH 5 HACTOSIIEN CTaThH,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MIPUOCTAaHABIMBACTCA CO JHS HAIMPaBJICHUS 3asgBUTENIO MOCPEACTBOM €IMHOTO MOpTaja WM B JIMYHBIHN
KaOWHET 3asBUTENS B €AMHOW CHUCTEME TAaKOTO 3ampoca JI0 JHS HAMPaBJICHUS 3asABUTEIIEM MOCPEICTBOM
€IMHOTO IopTaja B YHNOJHOMOYEHHBIN (perepanbHblii OpraH HCIOJHUTEILHONW BIIACTH WM JIMYHBINA
KaOMHET YIOJIHOMOYEHHOTO (heZiepalibHOTro OpTraHa UCIOTHUTEIBHOM BIACTH B €JMHOM CUCTEME OTBETA Ha
TaKOH 3aMpoc ¥ He YYUTHIBAETCS MPU UCUUCIICHUH CPOKA IMOATBEPKACHUSI FOCYIapCTBEHHON PETUCTPALluU
JIEKapCTBEHHOI'O IIperapara.

(uactp 7 B pen. @enepansuoro 3akona ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM Ul OTKa3a B IIPOBEJIEHUM SKCIEPTU3bl OTHOIIECHUS OXHJAAEMOH IMOJIb3BI K
BO3MOYKHOMY PHUCKY IPHUMEHEHHs JIEKapCTBEHHOI'O Ipernapara sBISETCs NPEACTaBICHUE JOKYMEHTOB,
COZIep KALINX Pe3yIbTaThl MOHUTOPUHTA 3()(EeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O Mpernapara, 1
(M) B OTHOLIEHHWM OMOJIOTMYECKHUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJbTaTOB OCYLIECTBICHUS
MepOHpI/ISITI/Iﬁ B COOTBCTCTBUH C IIAHOM YIPABJICHUA PHCKAMH, YTBCPKACHHBIM YIOJIHOMOYCHHBIM
(benepaabHBIM OPraHOM HCIOJHUTENIBHONW BJIACTH MPHU OCYILECTBICHUH T'OCYAAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapaTa, B HEMOJHOM 00bEME, OTCYTCTBHME MH(pOpMaluu, MOATBEpKAatomend (axT
yILIaThl FOCYIapPCTBEHHOM MOIUIMHBI 32 OATBEP)KICHUE IOCY1apCTBEHHON PEruCTpaLiy JICKapCTBEHHOIO
npernapara, JIn0o HEeNpeACTaBICHUE 3aBUTEIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKA3aHHBIN B 4acTu 6
HACTOSIIEH CTAaThH 3alpoCc YHOJHOMOYEHHOTO (eepanbHOr0 OpraHa UCIOJIHUTENILHONW BIACTH, a TaKKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WH(POpPMAIUU, KOTOpas JOJDKHA OBITh B HUX OTPa)keHa.

Koncynprantlntoc: npumedanue.
C 01.03.2026 B 4. 9 ct. 29 BHOcsaTcs usmenenus (P3 or 31.07.2025 N 304-03). Cm. Oyayuryro
PEeAAKIIHIO.

9. DkcriepTU3a OTHOUICHHSI 0’KUIAEMOM MOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JICKAPCTBEHHOTO
mpenapara B IENIAX TMOATBEPKICHUS TOCYIApCTBEHHOM pEruCcTpalud JIEKapCTBEHHOTO IIperapara
MIPOBOJIUTCS KOMMCCHEH SKCIEPTOB HKCIEPTHOTO YUYPEXKJECHUS B CPOK, HE MPEBBIIAIOLUIMN TPUILATH
pabounx AHEH.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

10. B coyuae HETOCTAaTOYHOCTH TPEJICTABICHHBIX 3KCIIEPTY MATEPHAIIOB IS JTaYM 3aKIIOUYCHUS B
JTUYHBIN KaOMHET 3asSBUTENS B €IMHOM CHCTEME HAaIMpaBiseTcs 3alpOC O MPEACTaBICHUU HEOOXOIUMBIX
MaTepUasoB, MOJNUCAHHBIA PYKOBOJAUTENEM (YHOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEKIEHUS C
UCIOJIb30BaHUEM YCHUJICHHON KBATU(UIIMPOBAHHOMN SJIEKTPOHHOM MOAIKUCH.

(dactpb 10 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBuTens 00s3aH HaPAaBUTh B JIMYHBIA KAOMHET SKCIEPTHOTO YUPEXKIACHUS B €TUHON CUCTEME
MOJNMCAHHBIA YCUJIEHHON KBaJU(UIMPOBAHHON AJIEKTPOHHON MONKMCHIO0 OTBET HA 3aIllpOC 3KCIEPTHOTO
YUPEXIEHUS B CPOK, HE NMPEBBIIIAIONINI MIECTUAECATH pabouMuX JHEW cO JHS MOIYyYEHHUsS! HKCHEPTHBIM
YUPEXKIECHUEM DJIEKTPOHHOTO YBEIOMIICHHS O IIOJy4YEHUH 3asiBUTENIEM YKa3aHHOTO 3anpoca. Bpems co aus
HaNpaBJICHUs B JUYHBIA KaOWHET 3asBUTEIS B €IUHON CHCTEME 3aIpoca HKCIEPTHOTO YUPEKIACHUS 10 THS
HaIpaBJICHUs 3asBUTEJIEM B JIMUYHBIM KaOMHET 3KCHEPTHOTO YUPEKICHHS B €IMHOM CHUCTeMe OTBETa Ha
YKa3aHHBIM 3aIpOC HE YYUTBIBACTCSA IIPU MCUUCICHUU CPOKa IPOBEINCHUS DKCIIEPTU3bl OTHOLICHUS
0’KHMJIa€MOM IOJIB3bl K BO3MOXKHOMY PHMCKY IPUMEHEHUs JIEKAPCTBEHHOrO Ipernapara Ha OCHOBAaHUU
JOKYMEHTA, COJIep>Kalllero pe3yJlbTaThl MOHUTOPUHTA 3PPEKTUBHOCTH U O€30MaCHOCTH JIEKApPCTBEHHOTO
nmpenapara.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(dactp 11 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

12. B cpok, HE MPEeBBIMIAIONINN MATH pabouux AHEWH CO JHA HANpPaBICHHUS B JHYHBIA KaOWMHET
YIOJIHOMOYEHHOr0 (peiepalbHOr0 OpraHa MCIOJHHUTEIbHON BJIACTH B €IMHOW CUCTEME 3aKJIIOYEHUs
KOMUCCHH 3KCIIEPTOB IO pPe3yJIbTaTaM 3KCIEPTU3bI OTHOLIEHUS 05KUIAEMOMN I0JIb3bI K BO3MOKHOMY PUCKY
IIPUMEHEHMsl JIEKAPCTBEHHOr'0 IpenapaTa, COOTBETCTBYIOLIMH YIMOJHOMOUYEHHBIN (enepanbHblii opraxn
VICIIOJTHUTEIIBHOM BIIACTH:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLCHKY O3TOr0 3aKJIIOYCHUA UIA OIPCACICHUSA €TI0 COOTBCTCTBUA 3aJaHHUIO HaA
IIPOBCACHUEC YKaSaHHOﬁ OKCIICPTHU3BI;

2) NPUHUMAET PEUICHHE O MOATBEPKICHUU TOCYAApPCTBEHHOM PpErucTpaluu JIEKapCTBEHHOTO
npernapara Wik 00 0Tkase B MOATBEPKACHUH TOCYIapCTBEHHON perucTpalii JeKapcTBEHHOTO Mpernapara;

3) BHOCUT TMpU MPHUHATHM PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKApPCTBEHHOT'0 MperapaTa CBEIEHUS B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAAET
3asBUTENI0 OECCPOYHOE PETUCTPALMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOIO IMperapara IMOCPEICTBOM
HaIMpaBIICHUsI Yepe3 €IUHBIA MOpTal WX JTUYHBIN KaOWHET 3asBUTENA B €IUHOW CHUCTEME BBIHUCKH U3
rOCyJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEICTB, MOJAMUCAHHOW YCUJIEHHOW KBaJTU(DUIIMPOBAHHOU
3JEKTPOHHOU MOAIHUCHIO.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

13. OcHoBaHuEM AJi1 OTKa3a B MOATBEPKACHUM TOCYJAPCTBEHHOM PETUCTpAlMU JIEKAPCTBEHHOTO
npenapara SIBISICTCS  3aKJIIOYEHHUE COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (heepaibHOTO OpraHa
WCIIOTHUTEJIPHOW BJIACTH O TOM, YTO PHCK NPHYMHEHHS Bpela 30POBHIO UEIOBEKAa WM KUBOTHOTO
BCJIC/ICTBHE IIPHEMa JICKAPCTBEHHOTO TIperapara mpeBbiaeT 3GQeKTHBHOCTh €ro MPUMEHCHUS.

(B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B nmnepuon mpoBeleHUs MpOLENypbl MOATBEPXKIEHUS TOCYAapCTBEHHON perucTpanuu
JIEKapCTBEHHOT O Npemnapara ero odpaiienue B Poccuiickoit @enepannu He IpUOCTaHABINBACTCS.

15. Jomyckaercst oOpallleHue JEeKapCTBEHHBIX IpenapaTroB 10 MCTEYEHHsS] CpOKa TOJHOCTH,
IIPOU3BENCHHBIX B TEYEHHE CTAa BOCBMHMAECATH KAJNEHAAPHBIX JHEW IIOCiI€ JaThl IPUHATHA
YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJIHUTENbHOM BJIACTH pEIICHHS O MOJITBEPKIACHUU
rOCYJapCTBEHHOM perucTpalnuu, B COOTBETCTBMM C HHGoOpMauuei, cojepxaiieiics B JOKyMEHTax
PETUCTPALIMOHHOTO JIOChE Ha JIEKApPCTBEHHBIN MpenapaT 10 AaThl IPUHATHS TaKOrO PEIICHUS.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

KoncynprantlIntoc: npumedanue.

J10 01.01.2027 nomyckaetcst oOpalieHe npernaparoB, B OTHOIEHHH KOTOPBIX 10 31.12.2025 He noaHb!
3as1BJICHUS O IPUBEAEHUHU 10Che B cooTBEeTCTBUE ¢ akTamMu EADC, ecnu Ha 01.12.2025 oHu BBEEHBI B
obopot He MeHee 3 nocneaHux kaneHaapHbix Jet (Ilocranosnenue [IpaBurenscrtsa PO ot 12.03.2022
N 353).

Cratba 30. BHeceHue n3aMeHeHU B AOKYMEHTbI, CoAepKawmecs B perucTpaumoHHOM
AOCbe Ha 3aperucTtpupoBaHHbIA JleKapCTBEHHbIW npenapat AN  MeAULUHCKOro
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

npuMmeHeHuA

Koncynsrantlntoc: npumeqanue.
C 01.03.2026 B 4. 1 cr. 30 BHOCsTCA M3MeHeHus (D3 ot 31.07.2025 N 304-D3). CMm. Oyaynryro
penaKuuio.

1. B mensix BHECCHHsI M3MEHEHHH B JIOKYMEHTBI, COJEPIKAIIMECs B PETHCTPAIMOHHOM JIOChE Ha
3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIH MpemapaTr s METUIIUMHCKOTO TPUMEHEHUs, AepKaTelb WIH
BJIJIENICl] PErHCTPANMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO IIperapara WA YIOJHOMOYEHHOE UM
APYyroe IpUANYECKOe JIUIIO (Jlajiee B HACTOSIICH CTaThe - 3asiBUTENb) HAIPABIISIET TOCPEICTBOM €MHOTO
nopTajia B yIOJHOMOYEHHBINH (efepalibHbIi OpraH HMCIOJHUTEIBHON BJIACTH WM B JIMYHBIA KaOMHET
YIIOJTHOMOYEHHOTO (peIepabHOrO OpraHa HMCIOJHUTEIBHON BJIACTH B €IWHOW CHCTEME MOANMHCAHHOE
YCUJICHHOW KBaJTH(HUIIMPOBAHHON 3JICKTPOHHOW MOJIKMCHIO 3asBJICHUE O BHECCHUH TaKUX M3MEHECHUH 110
dbopMe, YCTaHOBJICHHOW YIIOJTHOMOYEHHBIM (eICpATbHBIM OpPraHOM HCIIOJIHUTEIBHONH BIACTH, W
npujaracMple K HEMy M3MCHCHHUsS B yKa3aHHBIC OKYMEHTBI, a TaKXe JOKYMEHTBI, TIOJTBEPIKIAIOIINE
HE0OXOIMMOCTh BHECEHUS TAKUX M3MCHCHHI.

(B pen. denepanbHbIx 3ak0HOB 0T 22.12.2014 N 429-D3, o1 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

1.1. [Ipu HEOOXOAMMOCTH BHECEHHS B IOKYMEHTHI, COAEPIKAIINECs] B PETUCTPAIIMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Ipenapar il MEIUIMHCKOIO IPUMEHEHUs, W3MEHEHUU
OTHOCHUTEIIBHO MECTa IIPOM3BOJCTBA JIEKAPCTBEHHOI'O Mperapara Uil MEAUIMHCKOrO IIPUMEHEHUS,
TpeOYIOLUMX NPOBEIEHHUs] HKCIEPTU3bl KAauecTBa JICKAPCTBEHHBIX CPEACTB, 3asBUTEb JOMOJHHUTEIBHO
HaIpaBJIET MOCPEICTBOM €IUHOrO MOpPTaia B YIIOJIHOMOUYEHHBINH (hefepaabHblii OpraH UCIOJHUTEIbHOU
BJIACTU WU JIMYHBIM KaOWMHET YIOJIHOMOYEHHOro (he/epalbHOro opraHa HCIOJHUTEIBHOW BIacTH B
€IUHOI CHCTEME:

1) cBeseHust 0 JaTe MPENOCTABICHUS W PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKAPCTBEHHBIX CPEJICTB, & TAKKE KOIUIO 3aKIIOUEHUS O COOTBETCTBHM NMPOU3BOJIUTEINS JIEKAPCTBEHHBIX
CPeACTB sl MEIUIMHCKOIO TNpPUMEHEHUs TpeOOBaHMAM MPAaBUJI HaJUIeXkKalled MPOU3BOACTBEHHOMN
MPaKTUKU, WM KOMHMIO CepTU(UKATa COOTBETCTBHSI INPOU3BOJAUTENS JIEKAPCTBEHHBIX CPENICTB IJIf
MEIUIMHCKOTO TPUMEHEHUs TpeOOBaHUSAM TMpaBUJ HaJJIeXalled MpPOMU3BOJACTBEHHOW MPAKTHUKU
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (eaepaqbHbIM  OpraHOM
VCTIOJTHUTEJIbHOM BJIACTH B OTHOILIEHUH U3MEHEHHOM U (WJIN) JONOIHEHHON MPON3BOACTBEHHOM IO KU
JIEKAPCTBEHHOT0 Ipenapara JUisi MEIULIHUHCKOTO IIPUMEHEHNUs, WM KOIMIO PEIICHHS YIIOJHOMOYEHHOIO
denepanbHOrO OpraHa HCHOJHUTENBHOM BIACTHM O TMPOBEACHUU (DapMaleBTHUECKOW HHCHEKIUH
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO MPUMEHEHHUS! Ha COOTBETCTBHE TPEOOBAHUAM
[IpaBUJI HAJIEXkKALICH IPOU3BOJICTBEHHON ITPAKTUKU EBPa3suiicCKOro 5KOHOMUYECKOTO COH03a B OTHOLLIEHUH
W3MEHEHHOM W (WIM) JOMOJHEHHOM NPOM3BOJCTBEHHOM IJIOLIAAKH JIEKApCTBEHHOTO IpernapaTa s
MEJIULMHCKOr0 IIPUMEHEHHUs B Cllydae, €CIIM IPOU3BOACTBO JIEKAPCTBEHHOTO IIpenapara OCyLeCTBIISETCS
B Poccuiickoit @enepanuu;

2) KOIHUIO MPEJOCTABICHHONW YIOJTHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJMUTENS JIULIEH3UU Ha
MPOU3BOJCTBO JICKAPCTBEHHOTO Mpemnapara g MEIUIMHCKOrO MPUMEHEHUS U €€ MEPEBOJ HAa PYCCKHUI
SI3bIK, 3aBEPEHHBIE B YCTAHOBIIEHHOM IIOPSAJKE, a TaKKE KOIMIO 3aKIIOUYEHUS O COOTBETCTBUU
MIPOM3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHUSIM TIpaBWJI HAJUISKAIIEH TMPOU3BOJICTBEHHON
MPAKTUKW, WM KOMHIO cepTHU(UKATA COOTBETCTBHSI TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB A
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEIULUHCKOTO TIPUMEHEHUs TpeOOBAHUSAM MpaBWJ HaJJIeXalled MPOU3BOJCTBEHHOW NPAKTHUKU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJAHHBIX YIIOJHOMOYEHHBIM (elepaabHbIM OpraHOM
UCIIOJHUTEJILHOM BJIACTH B OTHOLLIEHUH U3MEHEHHOM U (WJIN) JOIOIHEHHON IPON3BOACTBEHHOM MIJIOIIAKU
JICKQpCTBEHHOTO TpernapaTra, WIM KOMHI0O pPELICHHS YIOJIHOMOYEHHOro (heJepalibHOrO OpraHa
UCIIOJIHUTEJIBHOM BIIACTU O MPOBEAECHUH (papMalleBTUYECKOH MHCIEKIUH NIPOU3BOACTBA JIEKAPCTBEHHBIX
CpeACTB JJsi MEIMIMHCKOTO TPHUMEHEHHS Ha COOTBETCTBHE TPEOOBAHMSAM TMpaBWII HaJUIeKAIICH
IIPOM3BOJICTBEHHON MNpakTHKK EBpa3uiickoro 3KOHOMHUYECKOIO CO03a B Cllydyae, €ClId IPOU3BOICTBO
JIEKApCTBEHHOTIO IIperapaTa OCyLIECTBIAETCs 3a npeaenamu Poceniickon @enepanuu.

(dactp 1.1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

1.2. Ilpu HEOOXOIMMOCTH BHECEHUS B JIOKYMEHTHI, COJIEpKAIIMeCs B PETUCTPAIIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM Ipenapar Uil MEIULHHCKOTO IPUMEHEHHUs, W3MEHEHUI
OTHOCHUTEJIbHO IMOKa3aTelell KayecTBa JIEKAPCTBEHHOIO Ipernapara sl MEIMIMHCKOTO MPUMEHECHUS U
(uu) MEeTONIOB KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O Mpernapara Aias MEIUIIMHCKOTO MPUMEHEHHS,
TPeOYIONIMX TPOBEICHUS SKCIIEPTH3bI KAuecTBA JIEKAPCTBEHHBIX CPEJICTB, 3aIBUTEIb JOIOJHUTEIBHO
HaMpaBIIeT MOCPEICTBOM €IUHOrO MOpTaia B yIOJTHOMOUYEHHBIH (heepaabHblii OpraH UCHOTHUTEIBHOM
BJIACTU WJIM JIMYHBIA KAaOMHET YIMOJIHOMOYEHHOTO (elepaibHOrO opraHa HCHOJIHUTEIBLHON BIACTH B
€ANHON cUCTeME:

1) cBegeHust 0 gaTe MPEAOCTABICHUS M PETMCTPALIMOHHOM HOMEpE JIMIEH3MH Ha MPOU3BOJCTBO
JIGKapCTBEHHBIX CPEACTB MJIM CBEJICHUS O JAaTe MPEAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBUHU IPOM3BOJUTENSI JICKAPCTBEHHBIX CPEIACTB TPEOOBAaHUSAM TIPABHI HAJJICIKAIICH
MIPOM3BOICTBEHHON MPAKTHKH WM KOMHIO CepTU(HKATa COOTBETCTBUS MPOU3BOAMUTEIS JICKAPCTBEHHBIX
CPEICTB IJisi MEIUIMHCKOTO TPUMEHEHUs TPEOOBAHUSAM TMpaBWJ HaJJIeXalled MPOU3BOJICTBEHHON
MpakTUKU EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIIAHHBIX (MPEJOCTaBICHHBIX) YIMOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOJIHUTEIBHOH BJIACTH B OTHONICHHHM TPOU3BOJCTBCHHOW TUIOIIAIKU
JIEKapCTBEHHOIO Mpenapara, B Ciaydae, eCiau IMPOU3BOICTBO JEKAPCTBEHHOIO MPENapara OCyIIECTBISAETCS
B Poccuiickoit @enepanuu;

2) KOIHUIO MPEeJOCTaBICHHOW YNOJHOMOYEHHBIM OPIaHOM CTpaHbl MPOU3BOAMTENS JIMIEH3UH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Julsl MEAUIMHCKOIO NMPUMEHEHUS U €€ MEePEBOJ Ha PyCCKUU
A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIOPSAKE, a TaKK€ CBEIEHUA O Jare MpEeAOoCTaBICHHUS U
PErUCTPAallMOHHOM HOMEpPE 3aKJIIOYEHUs O COOTBETCTBHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUAM TPAaBWII HAAJEKaAIIed MNPOU3BOJICTBEHHOM MpakTHKH, WIM KONHMIO cepTudukara
COOTBETCTBHS MPOU3BOJIUTEINSI JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOIO MPUMEHEHUs TpeOOBaHUSAM
IIpaBWJI HaJUIeKaIled MPOU3BOACTBEHHOM NMPAaKTUKU EBPa3suiicKOro 3KOHOMHYECKOIO COH033a, BBIAAHHBIX
YIOJTHOMOYEHHBIM (pe/iepaJbHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH B OTHOIIEHUU NPOM3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOI'O Ipenapara, WM CBEIECHHA O AaTe IPENOCTABIEHUS M PETUCTPALUOHHOM
HOMEpE pEeUIeHHs] YHNOJHOMOYEHHOIro (efepaibHOr0 OpraHa HCHOJHUTENIbHON BIIACTU O MPOBEICHHUU
(bapMarieBTHUECKON MHCTIEKIIMU TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB JUI MEAULIMHCKOTO TPUMEHEHHUS
Ha COOTBETCTBHE TpeOOBaHUSAM IMpaBWJI HaAJEeXallell MPOM3BOJACTBEHHOW MNpakTUKH EBpasuiickoro
9KOHOMHUYECKOI'0 COX03a, €CIIU MPOU3BOCTBO JIEKAPCTBEHHOT'0 IIperapara OCyIeCTBISAETC 3a IIpeaelaMu
Poccuiickoit ®enepanuu.

(uactsb 1.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.3. Ilpunsatue pemnieHUss O BHECEHWM W3MEHEHWW WM 00 OTKa3e BO BHECCHHH HW3MECHEHHWH B
JOKYMEHTBI, COAEpKalluecs B PETHUCTPALMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

npenapar Al MeAUIUHCKOTO MPUMEHEHUS], B Cllydae HEOOXOJMMOCTH TPOBEICHHS SKCIIEPTU3bI Ka4eCTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) 3KCHEPTU3bl OTHOIIECHUS OKUJAEMOW IOJIb3bl K BO3MOXXHOMY PHUCKY
IPUMEHEHHS JICKapCTBEHHOTO IperapaTa Uil MEIUIMHCKOTO MPUMEHEHHS OCYIIECTBISIETCS B CPOK, HE
HpeBbIH_IaIOIJ_II/Iﬁ IATHACCATHU pa60l11/1x HHeﬁ, a B OCTAJIbHBIX CJIy4YasX B CpPOK, HC HpeBBIIHaIOH_II/Iﬁ JACCATHU
pabo4mx THEW Co JHS HANpaBJCHUS IOCPEICTBOM €AMHOIO IOpTaja B YIOJHOMOYEHHBIH (eepanbHbIi
OpraH HWCIIOJIHUTEIBHOW BIACTH WU JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (QelIepalbHOTO OpraHa
UCTIOJTHUTEIIBHON BJIACTU B €AMHOW CHCTEME 3asiBJICHUS O BHECEHUU TAKUX N3MEHEHH.

(uactb 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanbHOro 3aK0Ha OT
30.01.2024 N 1-3)

1.4. YnonnomoueHHbIH (enepanbHblii OpraH MCHOJTHUTENIBHOM BJIACTH C YYETOM pE3yJIbTaToB
(bapMakoHaa30pa U MPOBEPOK COOTBETCTBUA JIEKAPCTBEHHBIX CPEACTB, HAXOMAAILIMXCS B IPa)IaHCKOM
000poTe, YCTAaHOBJICHHBIM TPEOOBaHMAM K MX KA4yeCTBY B TEUCHHE JAECATH pPadOYMX THEH cO IHS
IOCTYIUICHUSI COOTBETCTBYMOLIEH MH(OpManuu pasMmellaer Ha CBOEM O(MIMAIBHOM CcaiTe B CETH
"NuTepHer" cBeAeHUS O HEOOXOIMMOCTH BHECEHHMS] B MHCTPYKIMIO 110 MEIUIUHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOI'O IIpernapara MU3MEHEHMM B OTHOLUIEHUHM CBEACHUN O IOKAa3aHWSX U1 NPUMEHEHHs U
MPOTHBOMOKA3aHUAX U IPUMEHEHHUS JIEKAPCTBEHHOTO TpenapaTa, BbISBICHHBIX TOOOYHBIX JCHCTBHSIX,
HEXXEJIATCJIbHBIX PEaKUUAX MPU MPUMEHEHUH JIEKAPCTBEHHOIO IIpernapaTa W HalpasiisgeT NOANMCAHHOE
YCUJICHHOW KBATH(PHUIIMPOBAHHON IEKTPOHHON MOJIITUCHIO YBEJIOMIICHHE B TMYHBIN KAOMHET 3asIBUTEIIS B
€IMHON CUCTEME, A TAKXKE B JIMYHbIC KAOMHETHI 3asiBUTENICH B €IMHON CUCTEME, ABIISIOIINXCS IepKaTeIIMU
WIN BJaJieNbllaMi PErMCTPALIMOHHBIX YJOCTOBEPEHUM B3alMO3aMEHSEMbIX JIEKAPCTBEHHBIX INpENapaToB
(MM YIIOJTHOMOYEHHBIX UMU APYTHX IOPUIUUYECKUX JIMIL).

(uactp 1.4 BBenena denepasibHBIM 3akoHOM OT 27.12.2019 N 475-®3; B pen. deaepanbHOro 3aK0HA OT
30.01.2024 N 1-93)

Koncynerantlltoc: npumeyanue.
C 01.03.2026 B 4. 1.5 ct. 30 BHOCsATCS M3MeHnenust (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEAAKIIHIO.

1.5. Jlepxarenb uiy BIafenel] peruCTPALMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOTO Ipemnapara, a
TakKe JIep>KaTeNH WK BIAJENbIbl PETUCTPALMOHHBIX YIOCTOBEPEHHI JI€KapCTBEHHBIX MPEnaparoB (MiIn
YIOOJIHOMOUYCHHBIC MU JAPYTUC IOPUANICCKUC J'II/IIIa), KOTOPBLIC ABJIAKOTCA B3aMMO3aMCHACMBIMU, 00s13aHEbI
HAlpaBUTh B JHUYHBIH KaOWHET YIMOJIHOMOUYEHHOTO (enepalbHOr0 OpraHa HCIOJIHUTENbHOW BIACTH
MOATIMCAHHBIC YCUJICHHBIMU KBaJ'II/I(l)I/IHI/IpOBaHHI)IMI/I SJICKTPOHHBIMHA MOANMCAMU 3asABJICHUSA O BHCCCHHUU
W3MEHEHUH B JOKYMEHTBI, COJAEpXkallhecsi B PErUCTPAlMOHHBIX JOCh€ HA 3aperuCTPUPOBAHHBIC
JICKApPCTBCHHBIC IIpEriapaTbl A4 MCIUIMHCKOrO NPpUMCHCHHA, B OTHOIICHWUUN CBGI[GHI/Ifl, YKa3aHHbIX B
WHCTPYKIUU IO MEIUIIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX MpernapaToB, B TEUEHHWE COpoKa pabouyux
Z[HGI\/'I CO JHA TOJYUYCHUS YINOJIHOMOYCHHBIM (1)€I[epaJ'IBHBIM OpraHom HUCIIOJIHUTEIILHON BJIACTH
AJIEKTPOHHOTO YBEJIOMJIEHUS O TIOJIYYEHHMHM JEpXKaTeleM WIM BIaJeIbLEeM PErucTpallMOHHOIO
YIOCTOBEpPEHUS JIEKAPCTBEHHOTO Mpenapara (W yIoJHOMOYEHHBIM UM APYTUM IOPUANYECKUM JIMIIOM)
nH(popMaluy, ykazaHHol B yactu 1.4 HacTosmel crateu. [laHHOE TpeboBaHUE HE PACIIPOCTpaHsIeTCs Ha
CJIydanu BHECCHHA B HUHCTPYKIHUIO ITIO MCUTTMHCKOMY IPUMECHCHUIO JICKAPCTBCHHOI'O IIpCIiapara H3MEHEHUHN
B OTHOLIEHUH HOBBIX MTOKA3aHUH JIsl IPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara Ha OCHOBaHUHU Pe3yJIbTaTOB
COOTBETCTBYIOIIMX UCCIEAOBAHUI.

(dactp 1.5 BBeaeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-®3; B pen. denepaibHOrO 3aKOHA OT
30.01.2024 N 1-®3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2. PemieHue o MpOBENEHHM AKCIEPTH3bI KAaueCTBA JICKAPCTBEHHBIX CPEACTB M (MJIM) DKCIIEPTHU3BI
OTHOIICHUS OXKUJAEMOM IOJIb36I K BO3MOXKHOMY PHCKY NMPHMEHEHHs JIEKapCTBEHHOTO Mperapara s
MEIUIIMHCKOTO TIPUMEHEHUS! TNPUHUMAETCS B COOTBETCTBHM C YTBEPXKICHHOW YHNOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCIOJTHUTEIBHOM BIACTH KiIacCH(PHUKAIMEl N3MEHEHUH, BHOCUMBIX B JIOKYMEHTHI,
COZIepIKaIlFecs] B pETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIGKAPCTBEHHBIHN Ipemnapar.

(uactsb 2 B pen. enepanproro 3akona ot 30.01.2024 N 1-D3)

3. 3asBuTENb BIpPaBE NPEACTABUTh IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpXKaIlMeCcs B PETUCTPALMOHHOM JOChE HA 3aperuCcTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapaT A MEJULMHCKOrO IIPUMEHEHUS, PEKBU3UTHI TIOKYMEHTOB, ITOATBEPKIAIOIIIX
yIUIaTy IOCYJAapCTBEHHOM IIOLUIMHBI 3@ BHECEHHE B JOKYMEHTBI, COACPIKAIUECS B PETUCTPAMOHHOM
JI0ChE Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar 1y MEAULMHCKOrO IPUMEHEHUS, U3MEHEHUI,
TpeOYIOIMX TPOBEJACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YACTH SKCIEPTU3Bl KadyecTBa
JIEKapCTBEHHOT'O CPEACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUAaeMOU MOJIb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOI'O IIpenapara Juisi MEAUIMHCKOIO IPUMEHEHUS, TOCYTapCTBEHHOM ITOIUINHBI
3a BHECEHUE B JOKYMEHTBI, COIEpXKAaIIMECsi B PErMCTPAMOHHOM JI0OChE Ha 3aperuCTPUPOBAHHBIN
JICKApCTBEHHBIN IMpemapar Ui MEJAWLIUHCKOTO MPUMEHEHHs, U3MEHEHUH, HEe TPEOYIOUIMX MpPOBEICHUS
HKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA, a TAK)KE BblJaBaeMble (IIPEOCTaBIIIEMbIE) YIIOJIHOMOYEHHBIMU
(benepaabHBIMU OpraHaMy UCIIOJIHUTEIILHON BIIACTH JOKYMEHTHI (CBEICHUS), yKa3aHHbIe B JacTax 1.1 u
1.2 mnacrosimeit crathu. B ciydyae uX HenpeACTaBICHUs YIOJHOMOYEHHBIN QenepaabHblii Opra
UCIOJHUTEJIBHOM  BJIACTM  3alpallluBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHMs]) B  IOPSIKE

MEXBEJJOMCTBEHHOI'0 MH()OPMAIIMIOHHOTO B3aUMOJICHCTBHUS.
(B pen. DenepanbHbix 3aKkoHOB 0T 27.12.2019 N 478-@3, ot 30.01.2024 N 1-D3)

4. B Teyenue nATH paboOYMX JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTW | HACTOSIIEH cTaTbu
3asBJICHUS U HEOOXOJIMMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOIHUTEIbHOU
BJIACTH:

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) MMpOBOAUT MPOBEPKY MNOJTHOTHI U JOCTOBEPHOCTHU CBCI[CHI/Iﬁ, CoACpKaNXCs B IMPEACTABIICHHBIX
3asABUTCIIEM MaTCpUuaiax,

2) mpUHUMAET pellIeHUE O MPOBEICHUH YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU COOTBETCTBYIOLIUX
AKCIIEPTU3 JIEKAPCTBEHHOTO CPEICTBA WIIM 00 OTKAa3€ B UX MPOBEICHUU;

3) HampaBiseT B JMYHBIA KaOMHET 3asBUTENl B E€IUHON cHCTEMe MOANHUCAHHOE YCUJIEHHOU
KBIN(ULIMPOBAHHON 3JIEKTPOHHOM MOJANHUCHIO YBEIOMIIEHHE O MPHUHATOM pEHIeHHMM WIM B Cllydae
IPUHATHUS peLIeHHs 00 0TKa3e B IPOBEJCHUH COOTBETCTBYIOIIEH SKCIIEPTU3HI C YKa3aHUEM IPUYHMH TaKOT0

OTKa3a.
(B pen. DenepanbHbIx 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciyyae BBISIBJICHHS HEIOCTOBEPHOCTH CBEJCHHM, COAEPKAMMXCS B MPEACTaBICHHBIX
3asiBUTENIEM MaTepuaiax, ynolHOMOUYEHHBIN (heepaabHblid OpraH UCIIOTHUTEIHHON BIACTH HAIIPABIISIET B
JUYHBIA KaOWHET 3asBHUTENs B E€IWHOM CHCTEME 3ampoc 00 YTOYHEHHH YKa3aHHBIX CBEJICHHM,
MO/NMCAHHBINA YCUIICHHOW KBAIM(UIIMPOBAHHOMN SIIEKTPOHHOMN MOIHUCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asgButenb 00s3aH HANpaBUTh B JIMYHBIM KaOMHET YMOJHOMOUYEHHOIO (QeliepaibHOro OpraHa
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

WCIIOTHUTEIPHOW BJIACTH B €IMHOM CHCTEME IOATNMCAHHBIM YCHUJIECHHOM KBaJIU(DHUIIMPOBAHHON
ANIEKTPOHHON TOJIMUCHI0 OTBET Ha 3alpoC YIOJHOMOYEHHOTO (herepalbHOTO OpraHa MCTOTHUTEILHOM
BJIACTH B CPOK, HE MPEBBIIAIONIUMN JEBIHOCTA PaOOYUX THEW CO JHS TOJYyYEHHUS YIOJTHOMOUYCHHBIM
(denepanbHBIM OPraHOM HCIIOJTHUTEIHLHON BIACTH 3JIEKTPOHHOTO YBEIOMIJICHHS O MOJIYYCHUU 3asiBUTEIIEM
naHHoro 3ampoca. Cpok, yKa3aHHbIA B 4acTW 4 HACTOSIIEH CTaTbM, MPUOCTAHABIMBAETCA CO JIHS
HaIPaBIICHUS B JTMYHBIN KAOWHET 3asIBUTEIIS B €AMHON CHCTEME 3aIpoca YIOJTHOMOYEHHOTO (heepaabHOro
opraHa WCIIOJIHUTEJIbHOW BJIACTH 1O JHS HaIpaBJCHUS B JIMYHBIA KAaOWMHET YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HCIIOJHUTEIBHOW BJIACTH B €IMHON CHUCTEME OTBETAa HA JAHHBIM 3ampoc W HE
YYUTBHIBACTCS TIPU HCUUCICHUM CPOKa MPUHATHUSA PEUICHHUS O BHECEHUM H3MEHEHUH B JIOKYMEHTHI,
coJiepKallrecs B PETUCTPAllMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapar s
MEIHUIIUHCKOTO TPUMEHEHUS.

(uactp 4.2 B pen. @eaepanproro 3akona ot 30.01.2024 N 1-D3)

5. OcHoBaHMeM ISl OTKa3a B MPOBEICHUU YKAa3aHHBIX B YacTU 2 HACTOSIIECH CTaThbU JKCIEPTHU3
SIBJIICTCS TIPEACTABIICHUE JOKYMEHTOB, IEPCUNCIICHHBIX B YacTAX | W 3 HACTOSIICH CTaThH, B HEIIOJIHOM
o0beMe, HENPEICTaBICHUE 3asBUTEICM B YCTAHOBICHHBIH CPOK OTBETa HA YKa3aHHBIM B uactu 4.1
HACTOSIIEH CTaThU 3aIlPOC YIIOJHOMOYEHHOTO (Pe/IepailbHOTO OpraHa MCIIOTHUTEIBLHOW BIACTH, a TAKKE
OTCYTCTBHE B IIPECTABICHHBIX JJOKyMEHTAX JIOCTATOYHBIX CBEJICHUH, MOITBEPKAAIONINX HEOOXOJUMOCTh
BHECEHUS M3MECHEHUH, MM OTCYTCTBUE MH(POPMAIUH, TOATBEPKAIOMIEH (PaKT yIIaThl TOCYIapCTBEHHBIX
MOIIUIMH, YKa3aHHBIX B YaCTH 3 HACTOSILEH CTAThH.

(B pen. deaepanbhbix 3ak0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4aCTU 2 HACTOSIIEW CTaThbU SKCHEPTU3BI MPOBOAATCS B MOPSIIKE, YCTAHOBICHHOM
crathelt 23 Hacrosiero deaepaabHOTO 3aKOHA.

7. B cpok, He MPEeBBILIAIOIIUN MSITH pabounx JHEH CO JHS HampaBlIEHUs MOCPEACTBOM €IUHOTO
rnoprajia B YIOJHOMOYEHHBIM (enepaibHbli OpraH MCIOJHUTEIHHOM BIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (hefiepaabHOr0 OpraHa WCIOIHUTENBHON BIACTH B €AMHON CHUCTEME TMOITUCAHHBIX
YCUJICHHBIMH KBaTU(UIIUPOBAHHBIMU JIEKTPOHHBIMH TOIITUCAMU 3aKITIOYEHUN KOMUCCUN DKCIIEPTOB 10
pe3ynbTaTaM yKa3aHHbBIX B UaCTH 2 HACTOSIIIEH CTaTbU IKCIEPTU3, YITOTHOMOYEHHBIN ()eiepalibHbII OpraH
WCTIOJIHUTEJILHOM BIACTHU:

(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) npyHUMaeT peleHne O BHECEHUH U3MEHEHHH B TOKYMEHTBI, CO/Iep KaIlliecs] B PETUCTPALOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIN Mpenapar JUisi MEAMIMHCKOTO NMPUMEHEHHUs, WIH 00
OTKa3€ BO BHECECHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJapCTBEHHBII PeecTp JIEKAPCTBEHHBIX CPE/ICTB HA OCHOBAHUU PEIIEHUS O BHECEHUH
W3MEHEHUH B JOKYMEHTBI, COJEp)KalllMecs B PErUCTPALIMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIH Mpenapar JJi MeIUIUHCKOT0 IPUMEHEHNUs, He0OXOMMble N3MEHEHMS,

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) BBIAAET 3asBUTEINIO HOBOE PETUCTPALIMOHHOE YA0CTOBEPEHNE JIEKAPCTBEHHOI'O IIpENapara B cilyyae
M3MEHEHHUs CBEIEHUH, COIep X alluXcsi B HEM, IIyTE€M HampaBleHUsl 3asBUTENIO MOCPEICTBOM €IUHOTO
nopTaja Wi B JIMYHBII KaOMHET 3asBUTENS B €MHOIN CUCTEME BBITUCKU U3 FOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPE/ICTB, MOAMUCAHHONW YCUIIEHHOW KBAJIM(DUIIMPOBAHHOM 3JIEKTPOHHOM MOJIMHUCHIO.

(n. 3 BBeneH PenepanbHbIM 3akoHOM oT 22.12.2014 N 429-03; B pen. denepaqbHOro 3akoHa OT
30.01.2024 N 1-®3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

8. OcHoBaHMEeM Ui OTKa3a BO BHECEHHMM H3MEHEHUH B JOKYMEHTBI, coOJAepkalluecs B
PEruCTPAallMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mpemnapar s MEAUIIUHCKOTO
MIPUMEHEHUS, SIBJISIETCA 3aKII0UEHUE YIIOJTHOMOUYEHHOTO (heiepaabHOro opraHa uCIOJTHUTENIBHOM BIACTH O
BO3MOYKHOCTH CHI)KEHUS 0€301acHOCTH, KayecTBa, 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B Cllydyae
BHECEHUS TAKUX U3MEHEHUI.

9. Homyckaercst oOpalleHHue JEeKapCTBEHHBIX IPENapaTroB s MEAWLIMHCKOTO TNPHUMEHEHHS 10
HCTEYEHHsI CPOKa TOJHOCTH, IIPOU3BEACHHBIX B TCUCHHE CTAa BOCBMUJIECITH JHEH TOCIE JaThl HPUHSTUSL
YIIOJTHOMOYEHHBIM (pe/iepaibHbBIM OPTaHOM MCIIOJHUTEIBHOMN BIACTH PELICHUS O BHECCHUH MU3MEHEHUH B
JTOKYMEHTBI, COJICPKAIINECs B pETUCTPALIMOHHOM J0ChE, B COOTBETCTBHH C HH(OpMALIUEH, CoiepiKaIIencs
B JIOKyMEHTAaX PETrMCTPAIlMIOHHOTO J0Che€ Ha JICKApCTBEHHBIH Mpenapar OO JaThl MPHHATHS TaKOTO
pemIeHusl.

(uactb 9 B pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaButenbctBOo Poccuiickoii ®enepanuu BHpaBe YCTAaHOBUTH OCOOCHHOCTH BHECCHHS
W3MEHEHUH B JOKYMEHTBI, COJEp)KAallMeCs B PErUCTPALMOHHOM JOChE HA 3apEeruCTPUPOBAHHBIN
JICKQpCTBEHHBIM Tpemapar Juisi MEIAMIIMHCKOTO TPUMECHEHUs, B cliydae JeQEeKTypbl MM pPHCKA
BO3HUKHOBEHHUS AEPEKTYpPHI JIEKAPCTBEHHBIX MPENApaToB B CBSI3U C BBEJIEHUEM B OTHOLIEHUH Poccuiickoit
deneparyiv OrpaHUYUTENBHBIX MEP SKOHOMUYECKOTO XapaKTepa.

(uactp 10 BBenena ®enepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynprantlintoc: npumedanue.
[Tonoxenus cr. 31 (B pen. @3 ot 30.01.2024 N 1-®3), xacarommuecs: TpeIoOCTaBICHUS TOC. YCIYyT
MOCPEJCTBOM €IMHOTO nopTaia, npumensitores ¢ 01.01.2026.

CraTtbsa 31. BHeceHue n3aMeHeHU B AOKYMEHTbI, coAepXKaluuecs B permcTpaumMoHHOM
[OCbe Ha 3aperucTpMpoBaHHbLIN JEeKapCTBEHHbIW npenapat pAnsa BeTepUHaApPHOro
NnPUMeHeHuns

1. B mensix BHECEHMS M3MEHEHUH B JOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALMOHHOM J0CHE Ha
3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar A BETEPUHAPHOTO INPUMEHEHMS, IEPKATENb WIH
BJIQJIENICL] PETUCTPALMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipernapara WM YIOJHOMOUYEHHOE WM
APYroe I0pUANYEcKOe JIMLO (Jlajiee B HACTOSIIEH CTaThe - 3asiBUTENb) HAIPABIISIET TOCPEICTBOM €MHOTO
IopTrajia B yINOJIHOMOYEHHBIH (hefepaibHblii OpraH MCHOJHUTENBHON BIACTH MOANMCAHHOE YCHJIEHHOU
KBaJM(HUIUPOBAHHON 3JEKTPOHHOM MOJNMCHIO 3asBJICHHE O BHECEHMM TAaKMX HM3MEHEHHH 1o Qopme,
YCTAaHOBJICHHOW YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJIHUTEIbHOM BIACTH, U MpUilaraeMble K
HEMY U3MEHEHHs B yKa3aHHbIC JIOKYMEHTBI, a TaKXe JIOKYMEHTBHI, MOATBEPKIAIOINE HEOOXOIUMOCTb
BHECEHUS TaKuX U3MeHeHU!. [Ipy HeoOX0IMMOCTH BHECEHUSI U3BMEHEHUH B JOKYMEHTBI, COJIEpIKaIliecs B
PETUCTPALIMOHHOM JOChE€ Ha 3apETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
MIPUMEHEHHUS], B CIIydasX U3MEHEHUS U (WJIN) JOMOJTHEHUS MPOU3BOACTBEHHOM MIIOMIAKH JIEKApCTBEHHOTO
CPEICTBa, a TAaK)KE M3MEHEHUs IMOKa3aTellell KauecTBa JIEKAPCTBEHHOIO Mpernapara Jjisi BETEpUHAPHOIO
MpUMEHEHUsT U (WIM) METOJIOB KOHTPOJISI KauecTBa JIEKapCTBEHHOI'O IpernapaTta Jjsi BETEpPUHApPHOTO
IIPUMEHEHHUS 3aBUTENb TOTIOJHUTEIBHO HAIIPABIIAET OCPEICTBOM €IMHOTO MTOPTaia B yIIOJHOMOYEHHBIN
(benepanbHBI OPraH UCMOJHUTEIBHOMN BIACTH CIIEAYIONINE TOKYMEHTHI (CBEIEHNUS):

(B pen. deaepanibHbIX 3aK0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

1) cBeneHust 0 Aare MPENOCTAaBICHHS M PETUCTPAlMOHHOM HOMEpE JHMIICH3WH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEACTB, IIPENOCTaBICHHOM INPOU3BOIUTENIO JICKAPCTBEHHOIO IIpemapara s
BETEPHHAPHOTO IPUMEHEHUS, [UIl POCCUICKUX MPOU3BOANTENCH;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

2) cBeleHUsl O JaTe MPEAOCTABICHUS U PErHMCTPAIMOHHOM HOMEpE JIMIIEH3UMH Ha MPOU3BOACTBO
JIEKaPCTBEHHBIX CPEJICTB, MPEIOCTABICHHOMN TPOU3BOIUTEIO (hapMaIleBTHUECKOM CyOCTaHITUU, BXOISIICH
B COCTaB JIEKAPCTBEHHOTO IIpernapara JAJisi BETEpUHAPHOr0 IPUMEHEHUS, ISl POCCUMCKUX TPOU3BOAUTEIECH;
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konusl JOKyMEHTA, BIIAHHOT'O YIIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAUTENS I KaKIO0N
IIPOU3BOJCTBEHHON IUIOLIAJAKM JICKAPCTBEHHOI'O IIpemnapara Uil BETEPUHAPHOIO IIPUMEHEHUs U
MOJTBEPKIAIOLIET0 COOTBETCTBUE IPOU3BOAUTENS JIEKAPCTBEHHOrO Ipernapara TpeOOBAHUSAM IPABUI
HaJUIeKAled ITPOU3BOJACTBEHHOM IIPAKTUKHM, M €ro IIepeBOJ, Ha PYCCKHM S3bIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM IOPSAKE, a TAKXKE KOIHUS 3aKJIIOUEHUS O COOTBETCTBUU NPOU3BOAUTEINS JIEKAPCTBEHHBIX
CpeacTB TpeOOBaHUAM IIPABUII HAJUIEXkKAIEH IPOU3BOICTBEHHOMN IPAKTUKY, BBIJIAHHOTO YITOJIHOMOYEHHBIM
benepanbHBIM  OpraHOM HUCIOJHUTENIBHOW BJIACTH S KaXJ0M NPOM3BOJICTBEHHOM IUIOLIAJKH
JIEKapCTBEHHOI'0 IIpernapara Jyisi BETEPUHAPHOIO MPUMEHEHUs, JIMOO KONUS pPELICHUS O IPOBEICHHUU
MHCIIEKTUPOBAHUS IPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJCTB, IPUHATOrO YIIOJTHOMOUYEHHBIM (eiepaIbHbIM
OpraHOM HCIIOJHUTEJIBHOW BJIACTH JUIsI KaKJIOM IPOU3BOJACTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOIO
npenapara JJjigd BETEpUHApPHOIO0 IIPUMEHEHUs. YKa3aHHbIE TOKYMEHTHI IIPEACTABIIAIOTCA B Cllydae, €Clid
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara Juisi BETEPHUHAPHOIO IPUMEHEHUS OCYLIECTBIISIETCA 3a
npenenamu Poccutickoit denepanuu;

4) KomMs JIOKYMEHTa, BBIJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJUTENS
(bapmaleBTUUECKOIl CyOCTaHIIUH U MOATBEPKAAIOIIET0 COOTBETCTBUE MPOU3BOAUTENS (papMarieBTHUECKON
cyOCTaHIIMM, BXOIAIIEH B COCTaB JIEKAPCTBEHHOTO IIpemapara s BETEPUHAPHOTO IMPUMEHEHUS,
TpeOOBaHUSAM TpaBUJI HaAJEXKAIEH MPOU3BOJICTBEHHONW MPAKTUKH, M €ro MEpeBOJ] HA PYCCKHM S3BIK,
3aBEpPEHHBIC B YCTAHOBJIEHHOM TMOPSIKE, B ClIydae, €CJIM MPOU3BOJICTBO (papMarieBTUUECKON CyOCTaHIINH
OCyILECTBIAETCA 3a npeaenaMu Poccurickont Penepanuu.

(dactp 1 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

KoncynprantlIntoc: npumedanue.
C 01.03.2026 B u. 1.1 ct. 31 BHOcATca uaMenenus (O3 or 31.07.2025 N 304-D3). Cm. Oyaymryro
PEeAAKIHIO.

1.1. B cnyyae u3MeHeHus: W (WJIM) JOMOJHEHHUS MPOU3BOJCTBEHHON IUIOIMIAIKU JIEKAPCTBEHHOTO
CpelncTBa JOKYMEHTHI, YKa3aHHbIE B 4YacTH | HACTOSIIEW CTaThbu, MPEACTABISIIOTCS 3asiBUTEIEM B
OTHOIICHUM M3MEHSeMOW U (WJU) JOMOJHSIEMON MPOU3BOACTBEHHON TUIOMIAAKN JIEKAPCTBEHHOTO
cpenctBa. Pemenre o BHECEHMH U3MEHEHUH B JOKYMEHTBI, COACPIKAIITUECS B PETUCTPAIIMOHHOM JIOChE Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar Ui BETEPUHAPHOTO MPUMEHEHUs, UM 00 OTKa3e B UX
BHECCHHH MTPUHUMAETCS B CITydae HEOOXOIUMOCTH MPOBEACHUS IKCTIIEPTU3HI JIGKAPCTBEHHOTO CPE/ICTBA B
CPOK, HE MPEBBIIAIOIINIA AEBIHOCTA padOYNX JAHEH, a B OCTAJIBHBIX CIy4asX B CPOK, HE TPEBBIIIAOIINN
TPUAIATH pabouMX IHEH CO JHS HaAMpaBJCHHUS TMOCPEJICTBOM EIMHOTO MOpTaja B YIMOJIHOMOYCHHBIN
(benepanbHBI OPraH UCMOTHUTENBHON BIACTH 3asBICHUS O BHECEHUU TaKUX U3MEHECHUH.

(uactp 1.1 BBeaena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanibHOro 3aK0Ha OT
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

30.01.2024 N 1-03)

1.2. B cinydae peopraHuzanuu Jep:KaTesls WIA BIAJENblia PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Jjsl BETEPUHAPHOIO INPHUMEHEHMs, pa3paboTyvka WM IPOM3BOIUTENS
JIEKAPCTBEHHOI'O IIperapara s BETEPUHAPHOIO NPUMEHEHMS B 3asBJICHUU O BHECEHUU HW3MEHEHUU B
JOKYMEHTBI, COJEpJKallMecs B PETUCTPALMOHHOM JOChE HA 3apErMCTPUPOBAHHBIA JIEKApPCTBEHHBIN
mnmpenapar Uil BETEpUHApPHOIO NPUMEHEHHS, YKa3bIBAIOTCS JAHHBIE JOKYMEHTA, IOITBEPXKAAIOLIErO
BHECEHHE COOTBETCTBYIOIMX M3MEHEHUI B ENUHBIN rocyaapCTBEHHBIH peecTp FOPUAMUYECKUX JHILL (AJ1s
OpraHM3alMii, 3aperucTpUpPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanun), uiM UHOIO JTOKYMEHTA,
MOJITBEPKIAIOLIETO PEOPraHU3aLUI0 FOPUANYECKOr0 JIUIa (JUIsl OpraHu3aluii, He 3aperucTpUpPOBaHHbIX HA
tepputopun Poccuiickoit @enepanyn). 3asBiI€HUE O BHECEHUN U3MEHEHUH B JOKYMEHTBI, COJEpIKaIIHeECs
B PErHCTPAllMOHHOM JOCh€ Ha 3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIN Ipenapar Ijisi BETEPHHAPHOIO
IIPUMEHEHHUs], U IPWJIaracMple K HEMY IJOKYMEHTBI HAIIPABISAIOTCS IOCPEACTBOM E€AMHOIO IMOpTala B
YIIOJIHOMOYEHHBIN (pefiepasibHblii OpraH HMCIOJHUTEIbHOM BIAcTH HE IO3/IHEE 4eM uepe3 TPHUALATh
pabouux mqHEH cO JHS BHECEHHS COOTBETCTBYIONIMX M3MEHEHWH B ENWHBIN rocynapcTBEHHBIH peecTp
IOPUIMYECKUX JIMI (7151 OpraHu3aluii, 3aperucTpupoBaHHbIX Ha Teppuropun Poccuiickoit deneparyn)
WIM CO [JHA IIPUHATHS COOTBETCTBYIOLIEIO JOKYMEHTA, MOATBEPKIAAIOLIEIO0 PEOpPraHU3aLMIo
IOPUIMYECKOr0 JMIa (JUIsl OpraHM3aluii, HE 3aperucTpUpOBaHHBIX Ha TeppuTopun Poccuiickoit
@enepauun). B ciydae peopranuszanuu aepxkareis WM Biajeiblia PETUCTPALUOHHOTO yJOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIpernapara AJi BETEPUHAPHOTO IPUMEHEHHs 3asBJICHHE O BHECEHUU H3MECHEHUN B
JOKYMEHTBI, COJAEpXKAIIMECS B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIM JIEKAPCTBEHHBIN
Ipernapar s BETEPUHAPHOIO INPUMEHEHUs, IMOJACTCs IOPUIMYECKUM JIMLOM, KOTOPOMY B XOJ€
peopraHu3anuy Nepelado MpaBo BIAJCHUS TAKUM PErUCTPALMOHHBIM YIOCTOBEPEHUEM.

(dactp 1.2 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3; B pen. DenepaqbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

Koncynprantlntoc: mpumedanue.
C 01.03.2026 ct. 31 momonusiercs 4. 1.3 (@3 ot 31.07.2025 N 304-D3). Cm. OyayIIyrO peaaKIHio.

2. B cnydyae BHeceHUsI U3BMEHEHUN B JOKYMEHTHI, COJEP)KAIHUECS B PETUCTPAIIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar i BETEPUHAPHOTO MPHUMEHEHHS, B OTHOIICHHUH
CBEJIEHUH, yKa3aHHBIX B mojamynkrax "e", "x", "k", "n", "H", "c", "x" mynkrta 7 uwactu 3 crarbu 17
Hactosmero denepanbHOro 3aKoHa, M3MEHEHUS U (WIIM) TOTMOJIHEHHs MPOU3BOJCTBEHHOW IUIOMIAIKH
JIEKApCTBEHHOTO CPEJICTBA, a TAaKXE B Clydae HW3MEHEHHS IOKa3aTesied KadecTBa JIEKapCTBEHHOTO
mpemapaTa A BETEPUHAPHOTO MPUMEHEHHUS M (UJIM) METOJOB KOHTPOJS KadecTBa JIEKapCTBEHHOTO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHHUS MPOBOJIUTCA HKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MpUMEHeHHs. B ciayyae HEOOXOIMMOCTH BHECEHHS WHBIX H3MEHEHHIl B JOKYMEHTHI,
coJiepKallrecs: B PETUCTPAIlMOHHOM JI0Ch€ Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Tpemnapar s
BETEPUHAPHOTO MIPUMEHEHHSI, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEICTBA AJIsi BETEPUHAPHOTO MPUMEHEHHS HE
MIPOBOJIUTCA.

(B pen. deaepanbHbix 3ak0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBuUTEND BIIpaBE€ MPEACTABUTDH 110 COOCTBEHHOI MHUIUATUBEC BMECTC C 3asBJICHHEM O BHCCCHHUU
U3MEHEHUI B AOKYMCHTBI, COJACpKAIIUCCA B PCruCTpaliluOHHOM JOOCBEC Ha BapeFHCTpHpOBaHHLIﬁ
HCKapCTBCHHBIﬁ npenapar 4Jjist BETCPUHApPHOTO IIPUMCHCHU A, PEKBU3UTBHI JOKYMCHTOB, ITOATBCPKAAIOIMIUX
ymiary FOCYJIapCTBeHHOfI IMOIIJIMHBI 3@ BHCCCHUC B NOKYMCHTEI, COACPIKAINHUECA B PErUCTpallMOHHOM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JI0OChE Ha 3apETHUCTPUPOBAHHBIN JICKAPCTBEHHBIN MperapaT AJIsI BETEPUHAPHOTO MPUMEHEHHUSI, U3MEHEHUH,
TpeOYIOMMX TPOBEIACHUS JKCIEPTU3bI JIEKAPCTBEHHOTO CPEICTBA, WM H3MEHEHHH, HE TPEOYIONUX
MIPOBEACHUS DKCIIEPTU3BI JIGKAPCTBEHHOTO CpeAcTBa. B ciydae HEOOXOAMMOCTH M3MEHEHUs CBEIACHHM,
coJiepKaluXcs B PErUCTPALMOHHOM YJOCTOBEPEHUM JICKAPCTBEHHOTO Ipernapara Jyisi BETEPUHAPHOTO
MIPUMEHEHUS, C 3asBJICHUEM, YKa3aHHBIM B YaCTH | HACTOSIIECH CTaThU, 3asIBUTENIb BIPABE MPEACTABUTH T10
COOCTBEHHOW WHHIIMATUBE PEKBU3UTHI JOKYMEHTA, TOJATBEPXKIAIONICTO YIUIATY TOCYAapCTBEHHOU
MIOIIMHEI 32 BbIIaYy PETUCTPAIMOHHOTO yIOCTOBEPEHHMS JICKAPCTBEHHOTO Mpemnapara. 3asBUTENb BIIpaBe
MPEACTaBUTH 110 COOCTBEHHON MHUIIMATUBE CBEICHUS O JUIEH3UIX, YKa3aHHbIE B MMyHKTax | u 2 vactu |
HACTOSIIIICH  CTaTbM, a TAaKXE BBIJIABACMBIC  YIIOJHOMOYCHHBIMU  (eepaIbHBIMA  OpraHaMu
WCIIOJTHUTEJIbHOM BJIACTU JIOKYMEHTBI, YKa3aHHbIC B MyHKTe 3 yacTu | HacTtosimei cratbu. B ciydae
HETIPEACTABICHUS yKa3aHHBIX JIOKYMEHTOB (CBEJCHHWH) YIOJHOMOYECHHBIM (enepaabHblii  OpraH
WCIIOJTHUTENIbHOM  BJIACTH  3allpallliBaeT  yKa3aHHbIE  JIOKYMEHTHI  (CBEICHHs)) B  MOpPSAKE
MEXBEJIOMCTBEHHOT'O HH(POPMAIIMOHHOTO B3aUMOJICHCTBHSI.

(B pen. DenepanbHbix 3aKkoHOB 0T 27.12.2019 N 478-@3, ot 30.01.2024 N 1-D3)

KoncynsrantlIntoc: npumedanue.
C 01.03.2026 B 263. 1 4. 4 ct. 31 BHOCsATC uaMeneHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymiyro
penaKuuio.

4. B cpok, He NpeBbIIIAIOMUI AecATH pabounx JHEHW cOo JIHS MOCTYIUICHUS YKa3aHHOTO B 4acTH 1
HACTOSIIEH CTAaTbU 3asiBIICHUS M HEOOXOAWMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (enepaabHbIi opraH
VCIIOJIHUTEIIBHOU BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTU CBEJIEHUH, COAECPKAILUXCS B MPEICTaBICHHbBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pelleHUE O MPOBEACHUH IKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA JUIsl BETEPUHAPHOTO
IPUMEHEHMs WK 00 OTKa3e B €€ POBE/ICHUHY;

3) HampaBIseT MOCPEACTBOM E€IMHOTO TIOpTaja 3asBUTENIO  IOJNHCAHHOE YCHJICHHOU
KBAJM(HUIUPOBAHHON 3JEKTPOHHOM NOJNMCHIO YBEJOMJIEHHE O MNPHUHATOM pELIEHWH WM B Cllydyae
MIPUHATHS PElIeHUs] 00 OTKa3e B MPOBEACHUHU IKCIIEPTH3BI JIEKAPCTBEHHOTO CPENICTBA ISl BETEPHHAPHOTO
MPUMEHEHMS C YKa3aHUEM IIPUUYUH TaKOTo 0TKa3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4.1. B cnyyae BBISBIEHUS HEJIOCTOBEPHOCTH U (WJIM) HEJOCTATOYHOCTH CBEACHUH, COIEPIKAINXCS B
MIPE/ICTAaBICHHBIX 3asBUTEIEM MaTepuajgax, YINOJIHOMOYEHHBIN (enepalibHbIii OpraH HCHOJHUTEIbHOU
BJIACTH HAIPABISET MOCPEICTBOM €IUHOIO IMOpTaia 3asBUTENIO 3alpoc 00 YTOYHEHMH YKa3aHHBIX
CBEICHUI, OIMMCAaHHBIA YCUJICHHOW KBaJIM(ULIMPOBAHHOMN 3JIEKTPOHHOM MOANKCHIO.

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoncynprantlIntoc: mpumevanue.
C 01.03.2026 B u. 4.2 c1. 31 BHOcATcsa uaMeHeHus (O3 or 31.07.2025 N 304-D3). Cm. Oyaymryro
PEAAKIIHIO.

4.2. 3asBuTenb 00s3aH HalpaBUTb NTOCPEACTBOM CAHWHOI0 I1OpTajla B yr[OJ'IHOMO‘-ICHHBIfI
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

GbenepanbHbBIi  OpraH HCHOJHUTENBHOM BJIACTH MOJNMCAHHBIA YCHJIEHHOM KBaIM(UIUPOBAHHOM
ANIEKTPOHHON IMOJAMHUCHI0 OTBET Ha 3alpoC YHOJIHOMOYEHHOTo (heAepaabHOro OpraHa HCIOJHUTEIbHON
BJIACTU B CPOK, HE IPEBBIMIAIOIINN JEBSIHOCTA PabOUYMX JHEH CO JHA IMOJyYeHHs YHNOJHOMOUYEHHBIM
(benepanbHBIM OPTaHOM MCIIOJHUTEIBHOM BIACTH 3JEKTPOHHOTO YBEAOMIICHUS O MOJIYYCHHH 3asiBUTEIIEM
na"HHoro 3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 Hacrosield craTbd, MPUOCTAaHABIMBAKOTCS CO JIHSA
HAIpaBJICHUS IIOCPEICTBOM EAMHOIO IOpTaja 3asBUTEIIO 3alpoca YIOJHOMOYEHHOTO (erepaabHOro
OpraHa HCIOJHUTEIbHOW BJIACTH JO [JHSA HANpaBICHWs IIOCPEACTBOM €IMHOTO IOpTaja B
YIIOJTHOMOYEHHBINH (peiepabHbIii OpraH HCIOJHUTEIBHON BIACTH OTBETa HAa JAHHBIA 3ampoc M HE
YUUTBIBAIOTCS IIPU HMCYHUCIIEHUU CpPOKa IPHUHATHS DPEIICHUS O BHECEHHHM W3MEHEHMM B JIOKYMEHTHI,
coJlepKallMecss B PETUCTPAMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar il
BETEPUHAPHOT'O IPUMEHECHHS.

(uactsb 4.2 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. OcHoBaHuMeM g OTKa3a B MPOBEICHUU OSKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEACTBA JJIs
BETEPHUHAPHOTO TPHUMEHEHUS SIBIISICTCS TPEACTABICHUE JTOKYMEHTOB, YKa3aHHBIX B dacTsax | u 3
HACTOSIIEH CTaThH, B HEIMIOJIHOM 00bEME MM OTCYTCTBUE B TPEACTABICHHBIX JTOKYMEHTaX JOCTATOYHBIX
CBEJICHHUIA, TIOTBEPIKIAOIINX HEOOX0IMMOCTh BHECEHUSI M3MEHCHHI, JINOO HETPECTABIICHUE 3asIBUTEIIEM
B YCTAHOBJICHHBIN CPOK OTBETa Ha YKa3aHHBIN B 4acTH 4.1 HACTOSIIEH CTaThU 3alPOC YIOITHOMOUYECHHOTO
(benepanbHOro OpraHa UCIOJHUTEIHHOMN BIIACTH.

(B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

6. DKcriepTusa JEKapCTBEHHOT'O CPEACTBA JJISI BETEPUHAPHOTO MPUMEHEHHUS B IICJIIX BHECCHHS
W3MEHEHUH B JIOKYMEHTBI, COJEp)KAIlMecss B PETUCTPAIlMOHHOM JI0Ch€ Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIN IIpenapar JJig BETEPUHAPHOTO TPUMEHEHH S, OCYIIECTBIISIETCS B MOPSIAKE, YCTAHOBICHHOM
craTbelt 24 Hacrosmiero deaepaabHOTO 3aKOHA.

Koncynerantllntoc: npumeyanue.
C 01.03.2026 B a63. 1 u. 6.1 ct. 31 BHOCsATC u3menenus (O3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEAAKITHIO.

6.1. B cpok, He TIpEBBIMIAONINI JECATH paboUnX JHEH CO JTHS HAMpPaBJICHUS TOCPEICTBOM €IMHOTO
ropTana B YIOJTHOMOYEHHBIN (heepanbHblii OpraH UCTIOJHUTEIbHONM BIACTH MOJIMUCAHHOTO YCHIICHHOM
KBATU(UIIUPOBAHHON JJIEKTPOHHOW MOJMUCHIO 3aKIIOYEHUS! KOMHUCCHUHU DKCIEPTOB IO Ppe3yibTaTam
yKa3aHHOM B 4YacTW 2 HACTOSIIEH CTaThbW OAKCIEPTHU3bl, YHNOJTHOMOYEHHBIH (QenepalbHbIil opran
WCTIOJIHUTEIbHOM BIACTHU:

(B pen. DenepanbHbix 3akoHOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

1) npyHUMaeT peleHrue O BHECEHUU U3MEHEHUH B IOKYMEHTBHI, COEpKAIIUECs B PETUCTPALIMOHHOM
JI0ChE Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIN Ipenapar JUisi BETEPUHAPHOIO MPUMEHEHHs, UJIu 00
OTKa3€ BO BHECEHUM TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYZapCTBEHHBIH PeeCTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUH PEIICHHS O BHECEHUH
N3MEHEHUH B JOKYMCHTBI, COJACpKAIIUECAd B PErUCTPAlMOHHOM IO0CBE Ha SapeFHCTpHpOBaHHBIfI
JIeKapCTBEHHBIH Mpenapar AJsl BETEPUHAPHOT0 IPUMEHEHUS], He00X0AUMbIe U3MEHEHNUS;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Koncynsrantlntoc: npumedanue.
C 01.03.2026 m. 3 4. 6.1 cr. 31 u3naraercs B HoBoM pemakuuu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyIylIyI0 peaaKIHIo.

3) BbIIaeT 3asBUTENI0 HOBOE PErMCTPAIlMOHHOE YIAOCTOBEPEHHE JIEKapCTBEHHOIO Ipemnapara AJis
BETEPUHAPHOTO MPUMEHEHHS B CIIydae HEOOXOIMMOCTH M3MEHEHUS CBEICHHI, COJCPKALINXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BbIIAaHHOTO PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
111 BETEPUHAPHOTO IIPUMEHEHUSI.

(. 3 BBennen denepanbabIM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uactsb 6.1 BBenena @enepasbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)

6.2. B ciiydyae BHeceHUs U3BMEHEHUN B JIOKYMEHTBI, COIEpIKAIIMECs] B PETUCTPALIMOHHOM JIOChEe Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpemnapar JJisi BETEPUHAPHOTO IPUMEHEHUS, B YaCTH, Kacarolencs
W3MEHEHUS M (WIK) JOIMOJHEHHS MPOU3BOACTBEHHON IJIOMAAKH JICKapCTBEHHOIO Ipernapara, IMpH
MIPEACTABICHUH 3asBUTEIIEM B COOTBETCTBUHU C IMYHKTOM 3 4acTH | HACTOSIIIENW CTaThbU KOMUU PEIICHHS
YIIOJTHOMOYEHHOTO (pe/iepaibHOrO OpraHa HCIOJHUTENBHON BIIACTH O IMPOBEIECHUU HHCIIEKTUPOBAHUS
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEIICTB CpPOK, YyKa3aHHbIK B yactu 6.1 HacTosIel CTaThH,
MPUOCTAHABIMBACTCA CO [JHS TONYy4YEHHUS 3aKIIOYCHHS KOMHCCHUU OJKCIEPTOB JO JHA MPUHITUS
YIOJIHOMOYEHHBIM (Pe/iepaIbHbIM OPraHOM MCIOJHUTEIBHOM BIACTH PEIIEHUs O Bblaue Uil 00 OTKa3e B
BbIJIaYe 3aKJIIOYEHHUS O COOTBETCTBMM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUSM IMPaBUII
HaJJIeKaIlel MPOU3BOJCTBEHHON IPAKTUKH, HO HE 00JIee UeM Ha CTO BOCEMBJECAT pabodmX THEH.

(uacTsb 6.2 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHoBaHueM JUisi OTKa3a BO BHECEHHMM W3MEHEHUW B JOKYMEHTHI, COJEp)Kalluecs B
PETUCTPAllMOHHOM JO0ChE€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIH TNIpermapar Uil BETECPHUHAPHOIO
MIPUMEHEHHUS, B CITydasx, HE TPEOYIONIUX MPOBEAEHHUS IKCIEPTU3BI JEKAPCTBEHHOTO CPEICTBA, SIBISETCS
MIpeJICTAaBJICHHE JTOKYMEHTOB, YKa3aHHBIX B 4acTax | U 3 HACTOSIIEH CTaThbU, B HEMOJIHOM O0OBEME WIH
OTCYTCTBUE B NPEJCTABIECHHBIX JOKYMEHTaX CBEJCHHI, KOTOPHIE TOJDKHBI OBITh B HUX OTPAXKEHBI, TUOO
HETpEACTaBICHUE 3asABUTEIIEM B YCTAHOBJIEHHBIM CpPOK OTBETa Ha yKa3aHHbIM B uyacTu 4.1 Hacrosieu
CTaThH 3aMPOC YIOJTHOMOYEHHOTO (heJIepaIbHOT0 OpraHa UCIIOJTHUTEIILHON BIIACTH.

(uactb 7 B pen. denepanbroro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM JMJii OTKa3a BO BHECEHUM H3MEHEHMH B JOKYMEHTBI, COJAep)Kalluecs B
PETUCTPALIMOHHOM JOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
NIPUMEHEHHUs, B CIy4dasix, TPeOYIOIIHUX MPOBEAECHUS IKCHEPTU3bl JIEKAPCTBEHHOTO CPE/CTBA, SIBISETCS
3aKJIIOYEHHE YIIOJHOMOYEHHOro (peepanbHOro opraHa MCIOJHUTEIBHOM BJIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(pPEeKTUBHOCTH JEKAPCTBEHHOI'O Mperapara BCIeACTBUE BHECEHUS
M3MEHEHMH B yKa3aHHBIE JTOKYMEHTBI, 0TKa3 YIIOJIHOMOYEHHOTO (hefiepalbHOIO OpraHa MCIOJIHUTEIbHON
BJIACTH B BblJau€ 3aKJIIOYEHHS] O COOTBETCTBUH IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM
NpaBU HaJUIekKallell MpPOW3BOJACTBEHHON NpPAaKTUKM B cilydae M3MEHEHUS U (WIM) JIOTOJHEHUS
IIPOM3BOJICTBEHHON IIJIOMIAJKN JIEKAPCTBEHHOIO IIpernapara, €cid IPOU3BOACTBO JICKAPCTBEHHOI'O
Ipenapara Jjs BETepMHApHOT0 IPUMEHEHUS OCYIIEeCTBIIsIeTCS 3a npeaenamu Poccuiickoit denepannu, ninm
OTCYTCTBHE ITOTO 3aKIFOUEHHUS.

(uactp 7.1 BBeneHa @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHHe JIEKapCTBEHHBIX MpernapaToB JJsi BETEPUHAPHOTO MPUMEHEHHS 0
HCTEYEHHUsI CPOKA TOAHOCTH, IPOU3BEACHHBIX B TEUEHUE CTa BOCBMHUIECATH AHEW MOCIE aThl MPUHSITHS
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

YIOJTHOMOYEHHBIM (he/iepabHBIM OPraHOM HCIIOJHUTEIBHON BIACTH PELICHUS O BHECEHUU HU3MEHEHHI B
JIOKYMEHTBI, COJIEPKAIlIUECs B PETUCTPALIMIOHHOM JI0ChE Ha JIEKAapCTBEHHBIN MperapaT, B COOTBETCTBUH C
uH(popMalren, coaepKamieics B JOKYMEHTax PEruCTPallMOHHOIO JOChE Ha JIeKapCTBEHHBIHM Mpenapar 10
JIAThI IPUHATUS TAKOTO PEIICHUS.

(dactp 8 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumeqanue.
O Bo3MOXkHOCTH 0OpaieHus: B PO jiekapcTBEHHBIX IpenapaToB MOCIE IPUHATHS pelleHus: 00 OTMEHe

TOCPETUCTPALIMM U HCKIIOUEHHBIX M3 peecTpa (apMmaleBTUUECKUX cyOcTaHumii cMm. cr. 4 ®3 or
30.01.2024 N 1-93.

CraTtbsa 32. OTMeHa rocyaapcTBEHHOW perucrpauum fieKkapcTBeHHOro npenapara

Pemenne 06 oTMeHe rocyJapCTBEHHOH perucTpalnyy JEKapCTBEHHOTO IMpernapara U UCKIOYEHHU
JIEKApCTBEHHOr'0 Ipenapara M3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB MNPUHUMAETCS
YIIOJTHOMOYEHHBIM (heiepalibHbIM OPTaHOM UCTIOTHUTEIBHOM BJIACTH B CIIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOTHUTEIBHON
BJIACTH 3aKJIFOUEHHUSI O PUCKE WK 00 yrpo3e 370pOBbI0, KU3HU YETIOBEKA WIH KUBOTHOTO ITPH MPUMEHEHUHN
JIEKapCTBEHHOT'O Ipernapara, MPeBbIIAIIMX ero 3QGEeKTUBHOCTD, [0 Pe3yJIbTaTaM OCYIIECTBISIEMOT0 UM
MOHHUTOPHUHTA 0€30TaCHOCTH JIEKAPCTBEHHOTO TIpenapara;

KoncynsrantlIntoc: npumedanue.

C 01.03.2026 B m. 2 cr. 32 BHOcsATca u3MeHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEeAAKIIHIO.

2) mojmauyM JaeprkaTelieM WIM BJaJeblleM PETUCTPAIMOHHOTO YIOCTOBEPEHHS IJIEKapCTBEHHOTO
mpermapaTa WIM YIIOJTHOMOYEHHBIM WM JIPYTUM  IOPHJIWYECKUM JIMIIOM 3asBJICHUS 00 OTMCHE
TOCYy/IapCTBEHHOM  pEerucTpaluud  JEKapCTBEHHOTO  Mpernapara,  MOAMHCAHHOTO  YCHJICHHOM
KBTH(DUIIMPOBAHHOHN AJICKTPOHHOMN MOIKCHIO, ITYTEM €ro HAIPaBJICHUS MOCPEIACTBOM €IMHOTO MOpTaia
B YINOJHOMOYEHHBIM (enepanbHblii OpraH WCIOTHUTEIBHOW BIACTH WM JUYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (heZIepaTbHOTO OpraHa UCIIOJIHUTEIFHON BIACTH B €MHON CHCTEME;

(B pen. PenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacHpOCTPaHAIOTCA Ha MPABOOTHOIICHHUS, BO3HHUKAIOIIHNE MPHU
oOpaIieHuu JIEKapCTBEHHBIX CPeACTB Mg Menuiuackoro npumeHeHus (O3 ot 30.01.2024 N 1-D3).

3) HCIIOATBCPKACHUA FOcy,HapCTBeHHOﬁ peructpanuu JCKAapCTBCHHOI'O Hpfliapara 1o UCTCUCHUU
CpOKa HeﬁCTBHﬂ PETUCTPAIUOHHOTO YAOCTOBEPCHUM A, BBIAAHHOT'O Ha ITATH JICT,

4) HCMIPCACTABJICHUSA 3asABUTCIICM I/IH(I)OpMaI_[I/II/I, KOTOpasA MOXKCT IMOBJICYDL 34 coboit HCOGXOI[I/IMOCTB
BHECCHHS N3MCHCHUM B JOKYMCHTBI, COACPKAIHNECA B pErUCTPAIMOHHOM OJOCHEC HA 3apel"I/ICTpI/IpOBaHHI)II7I
HCKapCTBCHHLIﬁ npemnapar, B TCHCHUEC TPUALATH pa60‘lI/IX JHEH co JHS HAaCTYIUICHUA DTUX H3MCHCHHﬁ;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5) ocyuecTBIeHHsI TOCYIapCTBEHHONW pErucTpalMy JEKapCTBEHHOIO Ipernapara IoJ TOPrOBbIM
HAaUMCHOBAHUCM 3apCruCTpUpPOBAHHOI0 paHEC IMOA 3TUM TOProOBbIM HAMMCHOBAHUCM JICKAPCTBCHHOI'O
npernapara, OTJIMYaIoLIerocs Ka4eCTBEHHBIM COCTABOM JIEHCTBYIOIIMX BEILECTB;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) OCyIIECTBIICHHS TOCYJAPCTBEHHOMN PErUCTPaIlUK OJHOTO M TOTO XK€ JICKApCTBEHHOTO Tpernapara B
OTHOIICHUM OJHOTO W TOTO K€ Jep)KaTels WM BIAJCIbIa PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JICKQpCTBEHHOTO TMperapara B BUAE ABYX M 0o0jiee JIGKAPCTBEHHBIX IPENapaToB IOJ pa3IHYHBIMHU
TOPrOBBIMH HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BEIHECEHHSI CYZIOM PEIICHHsS O HAPYIICHUH TpaB MpaBoo0IaaaTeliss 00beKTOB HHTEIUICKTYAIbHON
COOCTBEHHOCTHU IIPH 0OpaIlleHUH JIEKapCTBEHHBIX CPE/CTB;

Koncynprantlintoc: npumedanue.
C 01.01.2026 . 8 ct. 32 HE pacupocTpaHsIETCs Ha MPABOOTHOIIEHHUS, BO3HUKAIOLIUE MPU OOpaIleHUH
JIEKapCTBEHHBIX cpeACTB it MeauiuHckoro npumeHenus (O3 ot 30.01.2024 N 1-D3).

8) oTCyTCTBUS JIEKAPCTBEHHOTO TMpernapaTa B oOpaiieHnu B Poccuiickoit denepainuu B TeUEHUE TPEX
u OoJree JIET;
(. 8 BBeeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

O) HeBBINONHEHHWS JepXkaTeleM WM  BJIaAebIleM PETUCTPALMOHHOIO  YAOCTOBEpEHUs
JIEKapCTBEHHOTO TIpenapara J1u00 yroTHOMOYEHHBIM UMH JPYTUM IOPUANYECKUM JIMIIOM MEPOIIPUATHIM TIO
o0ecrieyeHr0 0E30MaCHOCTH  JICKAPCTBEHHBIX ~ MPEMapaToB, YCTAHOBJICHHBIX  YIOJHOMOYEHHBIM
(denepanbHBIM OPTaHOM HCIIOTHUTEIHLHONW BIACTH B COOTBETCTBUH C YaCTSIMH 3 M 4 cTaThu 64 HACTOSIIETO
denepalbHOTO 3aKOHA, B paMKax OCYIIECTBICHUs (papMaKkoHaA30pa;

(n. 9 BBennen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkaza JnepkaTenss WIM BiaJeiblla PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara JMOO YHNOJIHOMOYEHHOTO WUMH JIPYroro FOPHUIUYECKOrO JIMIA OT BHECEHUsS H3MEHEHHH B
MHCTPYKIHMIO 1O TNPUMEHEHMIO JIEKapCTBEHHOIO Ipernapara, KacarolIUXCsS HOBBIX IOJITBEPKIACHHBIX
JTAHHBIX O TOM, YTO PUCK NMPUYUHEHUS BpeJa 3J0POBBIO UEIOBEKA WJIU KUBOTHOTO BCIEACTBUE MpUEMa
JIEKapCTBEHHOTO TpernapaTa npeBbimaeT 3QpPeKTHBHOCTD €ro MPUMEHEHHS.

(. 10 BBenen @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtba 33. locyaapCcTBEHHbIN peecTp fieKapCTBEHHbIX CPeaAcTB

1. T'ocymapCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEICTB COJEPKHUT TepedYeHb JIEKApCTBEHHBIX
MpernapaToB, MPOIIEANINX TOCYIAPCTBEHHYIO PETUCTPAIINIO, MepeueHb (hapMaleBTHUECKUX CyOCTaHITHM,
BXOJSIINX B COCTaB JICKAPCTBEHHBIX MPEMApaTOB, M CICAYIONIYIO HHPOPMAITHIO:

1) B OTHOHICHUU JICKAPCTBCHHBIX MPCIIAPATOB:

a) HaUMEHOBAHME JIEKAPCTBEHHOro Impenapata (MEXAYHapOJHOE HEMAaTeHTOBAaHHOE, WM
IPYyNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

www.consultant.ru CrpaHnua 80 ns 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100508&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470142&date=03.02.2026&dst=100066&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100473&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100509&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100511&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100512&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100516&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

0) nexapcTBeHHas (opMa ¢ ykazaHHEM JO3UPOBKHU JIEKAPCTBEHHOI'O Mperapara U ero KOJIM4ecTBa B
NOTPEOUTENBLCKOM YIIaKOBKE;

B) HAaMEHOBAHHE JIepIKaTeNs WIN BIaJIesIbl[a PETHCTPALIOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO
npernapara U CBEJCHHS O PETHCTPALMU JIep)KaTessl WIM BIIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Ipenapara JUisi MeIUIIMHCKOTO PUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATENbIINKA B CTPAHE
peructpanuu (A1 pOCCUHCKUX IOPUANYECKHUX JIUI] - UACHTU(UKAMOHHBIA HOMEpP HAJIOTOIUIaTeIIbINKA
(MHH), nnst mHOCTpaHHBIX IOPUIMYECKHX JIUI] - CTpaHa PETUCTPALNH, HAUMEHOBAHHE PETHCTPUPYIOLIETO
opraHa, peruCTpaliMOHHbIN HOMEp, KO/l HAJIOTOIUIATENbIINKA B CTPAHE PETUCTPALMU (MHKOPIIOPAIIMHN ) HITH
€ro aHajor);

(nm. "B" B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJ[pec MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpernapara U CBEJIEHUSI O perucTpaun
MPOU3BOAUTENSl  JICKAPCTBEHHOTO  Tpemapara s MEIWIUHCKOrO IPHMEHEHHWss B  KadyecTBE
HAJIOTOIJIATEINBIINKA B CTPaHe PErUCTpaluy (11 POCCUMCKUX IOPUANYECKUX JIUIT - UIeHTU(UKAIMOHHBII
Homep Hanoromarensimuka (MHH), s MHOCTpaHHBIX FOPUAMYECKUX JUI[ - CTpPaHa PETUCTPAIHH,
HAaUMEHOBAHHE PETUCTPHUPYIOIIETO OpraHa, peruCTPallMOHHbIN HOMED, KO HAJIOTOIIaTeNNbIIMKA B CTPaHe
peructpauuy (MHKOPIIOpalMy) WK €ro aHajior);

(nm. "r" B pea. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

1) papMaKoTeparneBTHYECKas rPyIa, KO JISKAPCTBEHHOTO Mperapara 1o aHaTOMO-TePaneBTHIECKO-
XUMUYECKOHN KITacCHU(pHUKAIIMK, PEKOMEHIOBAaHHOM BceMupHOI opraHu3aiueid 3paBooXpaHeHHsI;
(mm. "n" B pen. @epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

€) MOKa3aHMsI U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO MPeTapara;

3) CpPOK I'OJTHOCTH JIEKapCTBEHHOIO IIpernapara;

1) YCIIOBUS XpaHEHUS JIEKapCTBEHHOTO Npernapara;

K) YCJIOBHSI OTITYCKa JIEKApPCTBEHHOTO IIpernapara,

J) HOMep (apMaKOIeHHOM CTaThbU UJIH B CIy4ae €€ OTCYTCTBHSI HOMEP HOPMATUBHOW JOKYMEHTAIH
1100 HOPMATUBHOT'O IOKYMEHTA;

M) JIaTa rOCYIapCTBEHHOM PErrCTpaIiy JISKAPCTBEHHOTO TIperapara i ero perucTpaiioHHbII HoMep,
JaTa 3aMEHbl PErHCTPAIMOHHOTO YIOCTOBEPEHMsI JIEKapCTBEHHOTO TpemapaTa Ha OeccpouHoe
PETUCTPAIIMOHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO ITperapaTra, 1aTa 1o 1aqu 3asiBICHUS O TIOJITBEPKICHHUH
rOCy/IapCTBEHHOW PETUCTpallMi JIEKApCTBEHHOTO TMpemapara, JaTra OTMEHBbl TOCYAapCTBEHHOU
pEeTHCTpaIMH JIEKAPCTBEHHOTO TIperapara;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

H) Ka4eCTBEHHBI COCTAaB M KOJUYECTBEHHBIM COCTaB JCHCTBYIONIMX BEIIECTB M Ka4eCTBEHHBIN
COCTaB BCIIOMOTaTENbHBIX BELIECTB JIEKAPCTBEHHOT'O MpENapara;
(nm. "H" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

0) uH$popMalus 000 BCeX pa3penieHHbIX BUIaX BTOPUYHOM (MMOTPEOUTEIBCKOM) YITAaKOBKH;
(nm. "o" BBenen denepanbubiM 3akoHOM OT 22.12.2014 N 429-03)

) Jara OPHUHATHS PEHIeHHs O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIA Ipernapar Ipu
rOCy/IapCTBEHHOW PETUCTPAIIMH B Ka4eCcTBE Op(haHHOTO JICKApCTBEHHOTO Tpernapara (111 JeKapCTBEHHBIX
[IpernapaToB JIsl METUIIUHCKOTO PUMEHEHHS);

(nn. "n" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3aKOHA OT
27.12.2019 N 475-03)

p) HaIMYHME JEKAapCTBEHHOTO Ipernapara B MEpeYHe KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB (/71 JIEKapCTBEHHBIX MIPENapaToB Il MEAULMHCKOIO IPUMEHEHHUS);
n.n

(nm. "p" BBemen depepanbHbIM 3aKoHOM OoT 22.12.2014 N 429-®3; B pen. denepanibHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJM4Ke B JICKAPCTBEHHOM Ipernapare HapKOTHUYECKUX CPENICTB, TICUXOTPOIHBIX BEIIECTB U HX
MIPEKYPCOPOB, MOJUIEKAMUX KOHTPOIt0 B Poccuiickoit @enepannn, B COOTBETCTBUH C 3aKOHOIATEIILCTBOM
Poccuiickoit denepanuu, Mex1yHapOoAHbIMU AoroBopaMu Poccuiickoit @enepanuu, B ToM unciie Ennnoit
KOHBEHIIMEH O HApKOTUUYECKUX cpeacTBax 1961 roma u KoHBeHlMEl 0 NCUXOTPOIHBIX BemecTBax 1971
rojaa;

(mm. "c" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) uHboOpMamMs O TOM, SBJSIETCA JM JAHHBI JICKAPCTBEHHBIM mpenapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBeIEHHUS O Iojauye 3asBJIECHUS O BHECEHUU M3MEHEHHUH B JOKYMEHTBI, coJepXaluecs B
pPErUCTPallMOHHOM JIOChE Ha JIEKapCTBEHHBIN Ipenapar;

nen

(mm. "y" BBeeH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)
¢) yrpatuia cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBEJEHUS JIEKapCTBEHHOIO Mpernapara JJisi BETEPUHAPHOIO NMPUMEHEHUS B I'Pa)kIaHCKUIl
000poT;
(mm. "x" BBeaeH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-®3; B pen. PenepalbHOrO 3aKOHa OT
30.01.2024 N 1-03)

1) “HQOpPMAIIHS O TOM, SBJISETCS JIU JaHHBIN JIEKapCTBEHHBIN IIpenapaT oppaHHbIM JIEKapCTBEHHBIM
npenaparoM, HMMMYHOOHOJIOTHYECKUM  JIEKAPCTBEHHBIM  TpErapaTtoM, paanodapManeBTHIECKUM
JIEKapCTBEHHBIM MpemapaToM, TOMEOMAaTHYeCKUM JIEKapCTBEHHBIM IMpermapaToM, OHOJOTHYECKHM
JIEKApPCTBEHHBIM ~ TpPENapaToM, BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIM  MPEMapaToM, BIEPBBIC
3aperucTpupoBaHHbIM B Poccuiickoil denepannn B COOTBETCTBUM ¢ HacTtosuuM DenepanbHbIM 3aKOHOM
WJTU aKTaMH, COCTaBJIsIomMUMH 1paBo Coro3a;

(nm. "u" BBenen ®PexaepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

2) B OTHOLIEHUHU (papMaleBTHUECKUX CYOCTaHIIMMA:

a) HanMMEHOBaHWE (hapMalleBTHUECKON CyOCTaHIMM (MEXKIyHApOJHOE HEMaTeHTOBAaHHOE, WU
TPYNIIAPOBOYHOE, WJIM XHMHUYECKOE€ W TOProBOE HAMMEHOBaHUA), (opMma BBIMyCcKa (C yKa3aHHEM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JO3UPOBKHU (ITPH HATUYHWH ), PACOBKH U YIIAKOBKH);
(B pen. @enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

0) HaMMEHOBAaHHWE W aJPEC MPOM3BOAUTENSA (PapMalEBTUUCCKON CyOCTaHIMU (IUISI POCCHHCKUX
IOPUANYECKUX JUI] - WICHTU(UKANMOHHBIA HOMep Hamorormiarensimuka (MHH), ans wHOCTpaHHBIX
IOPUANYECKUX JIUIL - CTpaHa PETUCTPAllii, HANMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpalOHHbIH
HOMEP, KOJI HaJIOTOIUIATeNbIIMKa B CTPAHE PErUCTpallui (MHKOPIOPALIMH) WU €TI0 aHAJIOr);

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHIUY;
T') YCJIOBHS XpaHEeHHs (apMarieBTUUECKON CyOCTaHITNH;

1) HoMep (apMaKOIeHHOM CTaTbU WU B CIIydae €€ OTCYTCTBHSI HOMEp HOPMATHBHOM JJOKYMEHTAIHH
1100 HOPMATUBHOI'O IOKYMEHTA;

€) Hammuue (papManeBTUYECKONW CYOCTAHIIMM B MEPEYHE HAPKOTUYECKUX CPEACTB, TICMXOTPOMHBIX
BEIIECTB U UX MPEKYypCOPOB, MOJUISKAIIUX KOHTpOd B Poccuiickoit dexepaiii, B COOTBETCTBUU C
3aKoHomarenbcTBOM Poccuiickon denepanuu, MeKIyHaApOAHBIMU JoroBopamu Pocculickon @enepanum,
B ToM yncie EnuHoii koHBeHIIMe o HapkoThudecKux cpenctBax 1961 roga u KonBeHiuyeid o nCHXOTPOIHBIX
BeniecrBax 1971 rona.
(nm. "e" BBeneH DenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

2. ®apmaiieBTHYECKass CyOCTaHIMA, MPOU3BEACHHAS ISl pealn3allii, MOXKET ObITh BKJIIOUEHA B
rOCy/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUM 3asBIICHUS pPa3padOTUMKa WIH
MIPOU3BOJIUTENSL JIEKAPCTBEHHOTO CPENCTBA JHOO YIOJIHOMOYEHHOTO MMM IOPHIMYECKOTO JIMIA TIPU
YCIIOBUU TIPOBEACHHUS B OTHOILICHUM Takoil (papmalieBTUUECKONH CyOCTaHIIMM SKCIEPTU3bl KauyecTBa
(dhapmareBTUUECKONW CyOCTaHIIMM B TOPSIKE, YCTAaHOBIEHHOM cTartheil 34 HacTosmero deaeparbHOTO
3akoHa. B oTHomieHWM ¢apManeBTUYECKUX CYOCTAHIIUN, TPOU3BENEHHBIX Ui pealu3aliu, B
roCy/IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS CIAeAYIoLas HHPOpMaIus:

1) HauMeHoBaHUE (apMalleBTUUECKONH CyOCTaHIMM (MEXIyHAapOJAHOE HENaTeHTOBAaHHOE, WU
TPYNIIUPOBOYHOE, WM XHUMHYECKOE M TOPrOBOE HAWMEHOBaHUS), (opMa BBHITyCKa (C YKa3aHHEM
J03UPOBKH (IIPU HAJMUYUH), (PAaCOBKU U YIIAKOBKH);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) HaMMEHOBaHUE, aJpec MPOU3BOJUTENS (papMalleBTUUECKOM CyOCTaHIIMM, a TaKXKe B OTHOILECHUH
JIEKapCTBEHHBIX CPEACTB JUIsI MEIUIMHCKOTO NPUMEHEHHS! CBEIEHUS O PEerucTpanuy MpPOU3BOIUTEIS
(bapmarieBTHUECKON CyOCTaHIIMHU B KAYeCTBE HAJIOTOIIATENbIMKA B CTPAHE PErUCTpaluu (7151 POCCUHCKUX
IOPUANYECKUX JIUI - HJIeHTU(UKAIMOHHBIM HoMep Hanoromarensiika (MHH), nns mHocTpaHHBIX
IOPUANYECKHX JIUIL - CTPaHa PETUCTPALli, HAMMEHOBAHNUE PETUCTPUPYIOILETO OpraHa, perucTpalMOHHbIN
HOMeEp, KOJI HAJIOTOIlIaTeNbIIMKa B CTpaHe perucTpaiuy (MHKOPIOpalluy) UK €ro aHajor);

(m. 2 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (papMareBTUIECKON CyOCTaHIINN;

4) ycnoBust XpaHeHus: papMarieBTUYECKON CyOCTaHINH;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5) Homep (papmakoneitHoN cTaThu JIHO0 B CiIydae ee OTCYTCTBHSI HOMEP HOPMATHUBHOM IOKYMEHTaLlUU
WJIM HOPMATUBHOTO IOKYMEHTA;

6) HayIMure apMarieBTUYECKON CYOCTaHIIMK B MEPEYHE HAPKOTHUYECKUX CPEICTB, MCUXOTPOITHBIX
BEIIECTB M HMX IPEKYPCOPOB, MOJUIEKAIIUX KOHTPOJI B Poccuiickoit denepaunu, B COOTBETCTBUU C
3aKoHoJaTeNbcTBOM Poccuiickoit denepanuu, MexayHapoaHbiMu goroBopamu Poccuiickoit denepanuuy,
B ToM uncie EnnHol koHBeHuel o HapkoTuieckux cpeacrsax 1961 rona u Konsenuueii o ncuxoTpOnHbIX
BemecTBax 1971 rona;

7) mara BKIIOYEHUS (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYIAPCTBEHHBINH PEECTp JIEKApCTBEHHBIX
CPEACTB, AaTa BHECEHUs M3MEHEHHUH B JIOKyMEHTH! (hapMalleBTHUECKOM cyOCTaHLIMHU, AaTa UCKIIOUYEHMS
(bapMarieBTHUeCKON CyOCTaHIIUH U3 TOCYIapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEICTB.

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Topsmok BemeHHs] TOCYIapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPENCTB IJISI MEAULIUHCKOTO
IIPUMEHEHHUS U NTOPSI0K BEACHUSA 'OCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB JJI1 BETEPUHAPHOIO
NPUMEHEHHUS  yTBEP)KAAIOTCS  COOTBETCTBYIOLIMM  YIIOJIHOMOYEHHBIM  (peiepajJbHBIM  OPraHOM
VCIIOJTHUTEJIbHOU BJIACTH.

Cratba 34. BknroyeHMe B rocyfapCTBeHHbIN peecTp NeKapCTBEeHHbIX CpPeacTB MU
MUCKNIoYeHne u3 rocyaapcTBeHHOro peecTtpa neKapcTBEeHHbIX cpencTB
c¢hapmaueBTUYECKON CyOCTaHLUMKN, NPOU3BEAEHHOMN ANA peanu3auumn
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jns BrmrodeHWs (apMalneBTUYCCKOW CYOCTAHIMM, NPOW3BEICHHOW IS peaau3aluu, B
roCyAapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB, IPOBOAUTCS SKCIIEPTH3A €€ KaUeCTBA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTH 1 HacTosell cratbu papMalieBTUYECKOl CyOCTaHIuY,
COCTaBJICHHE KOMMCCHEH SKCIIEPTOB 3aKJIIOYEHHMH MO pe3yabTaTaM 3TOH IKCHEPTU3bI, MOJMUCAHUE HX
YCUJIEHHBIMU KBaTM(DPULIUPOBAHHBIMH 3JIEKTPOHHBIMU MOANUCSIMH, HAlpaBI€HUE JaHHBIX 3aKIIOYEHUN B
JMYHBIN KaOMHET YIOJIHOMOYEHHOTO (pe/lepabHOrO OpraHa MCIOJHUTENbHOM BIACTH B €IMHOM CUCTEME
OCYILECTBIISIIOTCS B CPOK, HE MPEBBILAIONINNA TPUALATH pabOYuX JHEW CO THS HalpaBlIEHUs B JIMYHBIN
KaOMHET HKCIEPTHOTO YUPEKJICHHUS B €JUHOW CHCTEME COOTBETCTBYIOIIETO 3aJaHMs YIIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa MCHOJHUTEIbHON BIIACTH, MOANKUCAHHOIO YCHUJICHHOW KBaNIU(UIIMPOBAHHOM
AJIEKTPOHHON MOJIUCHIO, U CIEAYIOUINX JOKYMEHTOB (CBEJEHUI):

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) cBeneHus o jare MPEeNOCTaBIECHUS M PErMCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MpPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEIEHNUS O 1aTe MPENOCTaBICHNS U PErHCTPAlMOHHOM HOMEPE 3aKJIIOUEHUS
O COOTBETCTBUHU IPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEIACTB TpeOOBaHUSAM TIPaBUJ HaJJIeKalleu
MIPOU3BO/ICTBEHHOM MPAKTUKH, BBIJAHHBIX (IIPEIOCTABICHHBIX ) YIIOJIHOMOYEHHBIM (heIepaibHbIM OPraHOM
WCIIOJIHUTENILHOM BIIACTH, B Cy4yae, €CJIM IMPOU3BOJICTBO JIEKAPCTBEHHOTO CPENICTBA OCYILECTBISIETCS B
Poccuiickoit denepanuu;

(B pen. DenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-D3)

2) KOImugd JOKYMCHTA, BBIJAHHOTO YIIOJJHOMOYCHHBIM OpraHoM CTpaHbl TIPOU3BOJAUTCIIA
JICKAPCTBCHHOT'O CPCACTBA U MOATBEPKAAOIICTO PA3pCUHICHUEC ITPOU3BOACTBA JICKAPCTBECHHOT'O CPEACTBA, U
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

€ro MepeBoj Ha PYCCKHM S3bIK, 3aBEPEHHBIC B YCTAHOBJIICHHOM IOPSJIKE, a TAK)Ke KOIMUS 3aKIIOUEHUs O
COOTBETCTBUHM  MPOU3BOAUTENS JICKAPCTBCHHBIX CPEIACTB TPEOOBaHHWSAM  IpaBWI  HAJJICKAIICH
MIPOU3BOJICTBEHHON MPAKTUKHU, BBIIAHHOTO YHOJHOMOYEHHBIM (efiepalbHbIM OPraHOM HCHOJHUTEIbHOM
BIIACTH, JIMOO KOIHUS PEUICHHS YIIOTHOMOYEHHOTO (elepallbHOTO OpraHa WCIOTHHTEIHLHOM BIACTH O
MpoBeieHUH (hapMalleBTHUECKON MHCIEKIIMU MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JIISI MEAUIIMHCKOTO
MPUMEHEHHUST Ha COOTBETCTBHE TPEOOBAHMSIM MPAaBWI HAAJEXKANEH MPOU3BOJICTBEHHONW IPAKTUKH
EBpa3uiickoro SKOHOMHYECKOTO COI03a. YKa3aHHbIE JOKYMEHTBI MPEICTABIAIOTCS B cllyyae, eciu
MPOU3BOACTBO JEKAPCTBEHHOI'O CPEICTBA OCYILECTBISAETCS 3a npeaenaMu Pocculickoit @enepanuu;

(B pen. deaepanbubix 3akoHOB OT 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, CoAep Kalluil CIeayIoIe CBeIeH s O (hapMaleBTHUECKOI CyOCTaHIUHU:
a) HaUMEHOBaHMe (apMaleBTHUECKON CyOCTaHIIUH, €€ CTPYKTypa, oOII1e CBOWCTBA;
0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHS IIPOU3BOJCTBA C OMHCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MPOU3BOJCTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J1) ONHUCaHWE KOHTPOJIS KPUTUYECKUX CTaAuil Ipolecca MNPOU3BOACTBA U IPOMEKYTOUHOM
HPOAYKIHH,

€) IOKYMEHTaJIbHOE TTOITBEPKACHUE (BaIMIALIMsI) IPOIIECCOB U (UJTM) X OIIEHKA,
) CBOWMCTBA U CTPYKTYpa JeHCTBYIOIUX BELIECTB;

3) XapaKTepUCTUKA IPUMECEI;

1) cnenudukanus Ha papMaleBTHUIECKYIO CyOCTaHIIMIO U ee 000CHOBaHME;

K) QHATUTHYECKHE METOJIUKH, WCIONb3YeMble TIPM OCYIIECTBICHHH KOHTPOJII KadecTBa
(bapmarieBTHUECKON CyOCTaHIIUH;

J'I) AOKYMCHTAJIBHOC IMMOATBCPIKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJB3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJIA Ka4CCTBA q)apMaHeBTquCKOﬁ CY6CT8.HI_II/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPUIl (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeueHb CTaHAAPTHBIX 00pPa3llOB MM BEIIECTB, UCIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOIS
Ka4yecTBa,

0) ONMCAHNUE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaTEPHAIIOB M YKYIIOPOUHBIX CPEJICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;

P) CPOK FOJIHOCTH;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

4) MTOKYMEHT, COJICPIKaIIHid CBEICHHUS O PETUCTPAIIMH IPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOIUIATEIbIINKA B CTPaHE PEerucTpanuu (A1 POCCUHCKUX
IOPUIMYECKUX JIMIl - HIeHTH(UKAIMOHHBIM HOMep Haiororuiatenbimka (MHH), mns wmHOCTpaHHBIX
IOPUINYECKUX JIUI] - CTPaHa PEruCTPallii, HAMMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, perucTpaiiOHHBIN
HOMEp, KOJI HAJIOTOIIATE IbIINKA B CTPAHE PETHCTPALUU (MHKOPIIOPAIIMH) HITH €T0 aHAJIOT).

(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHuss SKCIEPTU3bl KayecTBa YKa3aHHOM B dYacTh | Hacroslled cTaTbu
(dapmalneBTUUECKOl  CcyOCTaHLMM 3asBUTENb HANpaBiseT [MOCPEJACTBOM E€AMHOrO IopTaja B
VIIOJTHOMOYCHHBIN  (efepainbHbli  OpraH  WCHOJHUTENBHONW  BIACTH  WJIM  JIUYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (heZiepalbHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH B €IMHOMN CHCTEME:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

KoncynsrantlIntoc: npumevanue.
C 01.03.2026 B 1. 1 4. 3 cT. 34 BHOCaTcs u3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaynryro
penaKuuio.

1) 3asBiIeHME O BKJIIOUYEHHMM B TOCYAApPCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJICTB JaHHOU
(dapMarieBTHYeCKOH CyOCTaHIMM, TOANMCAHHOE YCWJICHHOW KBAIH(UIIMPOBAHHON AIIEKTPOHHOMN
MIOJIUCHIO;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2) PEeKBH3HTHI JJOKYMEHTA, TOJTBEPIKAAIOIIETO YILIATY TOCYAapCTBEHHOM MOIUTHHBI 32 BKIFOUCHHUE B
rOCy/IapCTBEHHBIN PEECTp JICKApPCTBEHHBIX CPEICTB PapMaIeBTUICCKOM CyOCTaHITUH, TPOU3BEICHHOM JIs
peanuzanuu, JIn6o Mo COOCTBEHHOM MHUIMATUBE YKa3aHHBIM JOKYMEHT. Y TOTHOMOYEHHbIN (eiepanbHbIii
OpraH WCIOJHUTEIBLHON BJIACTU TPOBEPSiET (DAKT YIIaThl TOCYAAPCTBEHHOU IMONUIMHBI 3asBUTEIEM C
UCIONIb30BaHWeM uHpopManuu 00 ymiuaTe TOCYyJapCTBEHHOM TOIUIMHBI, COJepiKaliencs B
lNocynapctBeHHOM MHMOPMAIMOHHOM CHUCTEME O TOCYJAPCTBEHHBIX W MYHHUIMIIAIBHBIX TUIATEXKax, Ha
OCHOBaHMM TMPEACTABICHHBIX 3asBUTEJIEM PEKBU3UTOB JIOKYMEHTA, MOATBEPKIAIOIIET0 YIUIaTy

rOCyJ1IapCTBEHHOM MOILIJIUHBIL;
(B pen. DenepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3) IOKYMEHTBI, YKa3aHHBIEC B UaCTH 2 HACTOAIIEH CTaThU;
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBIEHHE O BbIJa4ye paspelieHus Ha BBO3 B Poccuiickyro depepalinio KOHKPETHOW MapTHU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, NPEJHA3HAYEHHOI'O JUIsl IPOBEICHMS yKa3aHHOU
JKCIEPTU3BI.

(. 4 BBennen PenepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciny4yae HempeICTaBICHHs C 3asBICHUEM O BKJIIOYEHWH B TOCYAAPCTBEHHBIA PEECTP
JIEKapCTBEHHBIX  CPEICTB  (hapMaleBTHUECKOW  CyOCTaHIMM  BBIAABaeMbIX  (TPEIOCTABISEMBIX)
YIOJTHOMOYEHHBIMH  (hefiepaJbHBIMU OpTaHaMU HCIIOJIHUTEIBHONW BIIACTH JOKYMEHTOB (CBEICHMI),
yKa3aHHbIX B MyHKTax | M 2 4YacTH 2 HACTOSIIEH CTAaTbH, YIMOJHOMOUYEHHBIH (enepaabHbIi OpraH
WCIIOJIHUTENIBHOM ~ BJIACTH  3ampalldBaeT  yKa3aHHblE  JIOKYMEHTbl  (CBEACHMs]) B  TOpSJIKe
MEXBEJJOMCTBEHHOT'O MH()OPMAIITMOHHOTO B3aUMOJICHCTBHUSI.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3; B pen. denepalbHOrO 3aKOHA OT
30.01.2024 N 1-®3)

4. B TedeHue nATH pabouMX JTHEW CO JIHS MPUHATHUS 3asABJICHUS O BKIIOUYCHHH YKa3aHHOW B YacTh |
HACTOSAIIEH cTaThu (hapMaIleBTHUECKON CYOCTaHIIMK B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB
1 JIOKYMEHTOB, MEPEYUCIICHHBIX B YacTH | W MyHKTEe 2 9acTW 3 HACTOSAIICH CTaThbU, YIOJIHOMOYCHHBIN

(denepanbHBI OPraH UCIOJHUTEIBHON BIACTH:
(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) mpoBOAMT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJEPKALIMXCSA B IIPEICTaBICHHbBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) TMpUHUMAeT pEeIICHHE O HaIpPaBJICHUU B HIKCIEPTHOE YUPEKICHUE 3aJaHUs Ha IPOBEJICHUE
IKCIIEPTH3bI Ka4eCTBa yKa3aHHOU B 4acTh | HACTOSAIICH cTaThll (hapMalleBTHYECKON CyOCTaHIIUN MU 00
OTKa3€ B TAKOM HaIIPABJICHUU;

3) HampaBisieT B JIMYHBIA KaOWHET 3asBUTENI B €IWHOW CHUCTEME IOJANMUCAHHOE YCHICHHON
KBAJIM(HUIUPOBAHHON 3JIEKTPOHHOM MOAMUCHIO YBEIOMIICHHE O IIPUHATOM PEIICHUH WU B Cllyyae OTKa3a

C YKa3aHHEM MMPUYHH TAaKOTO OTKAa3a.
(B pen. deaepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

4.1. B citydae BBISIBJICHUSI HEJJOCTOBEPHOCTH U (WJIM) HETOCTATOYHOCTH CBEJICHUM, CONEPKAIIMXCS B
MIPE/ICTABJICHHBIX 3asBUTEIEM MaTepuaiax, YIOJIHOMOYEHHBIN (enepalbHblii OpraH UCHOTHUTEIbHOM
BJIACTH HAIpPABJISIET 3aSBUTEIO TMOCPEIACTBOM E€IUHOTO IMOpTaja WM B JIMYHBIM KaOWHET 3asiBUTENS B
€IMHON cucteMe 3ampoc 00 YTOYHEHMHM YyKa3aHHBIX CBEICHHM, TMOAMNHCAHHBIN  yCHUJICHHOU
KBaJTM(UIIMPOBAHHON HIIEKTPOHHOH IOAIHUCHIO.

(uactb 4.1 B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynerantllntoc: npumeyanue.
C 01.03.2026 B 4. 4.2 ct. 34 BHOCsATCs u3meHnenust (O3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEAAKIIHIO.

4.2. 3agButenp o00s3aH HaNpPaBUTh IMOCPEACTBOM €IUHOTO TMOpTaja B  YIOJIHOMOYEHHBII
(benepanbHBI OpraH UCIOJIHUTENBHON BIACTH WU JIMYHBIM KaOWHET yIOJIHOMOYEHHOro (eaepanbHOro
OpraHa HCIOJHHUTEIbHOW BJacTH B €IMHOM CHUCTEME MOJNUCAHHBIH YCHJIEHHON KBalIU()PHUIMPOBAHHON
3JIEKTPOHHON TOAMUCHI0 OTBET Ha 3alpOC YIMOJHOMOYEHHOrO (heAepalbHOTO OpraHa MCIOJHUTEIbHON
BJIACTH B CpPOK, HE MPEBBIIAIONUN JIeBIHOCTa pabOuMX THEH CO JHS IMOJIyYE€HHUS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH 3JIEKTPOHHOTO YBEAOMIICHHUS O MOIYYE€HUH 3asBUTEIEM
naHHoro 3ampoca. Cpok, yka3aHHbIM B uyacTHM 4 HAcTOSALIEH cTaTbu, NMPUOCTAHABIUBAETCS CO JIHS
HaNpaBJICHUs 3aABUTENIO MMOCPEACTBOM €IUHOI0 MopTaja MM B JUYHBIA KaOMHET 3asBUTENS B €IUHOMN
CHCTEME 3aIpoca YIOJIHOMOYEHHOTO (heIepaaIbHOro OpraHa UCIIOJIHUTEIbHON BIIACTH J0 JIHS HaIllpaBJICHUS
3asBUTEJIEM MOCPEACTBOM €IMHOTO MOpTaja B yIOJIHOMOYEHHBIN (eliepanibHblil OpraH MCIOJHUTEIbHON
BJIACTH WJIM JIMYHBIA KaOWHET YIOJIHOMOYEHHOro (elepaJlbHOro OpraHa HCIOJHUTEIbHONW BIAcTH B
€IMHOM CHUCTEME OTBETAa Ha JIAHHBIM 3aIpOC M HE YUUTHIBAETCS MPU HMCUMCIEHUU CpPOKa IKCIEPTU3BI
KadecTBa (papMarieBTUYECKON CyOCTaHIINH, IPOU3BEICHHON JIsl peaTu3allii.

(uactsb 4.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5. OcHOBaHMEM [UIs1 OTKa3a B HAIPABJICHUU B JKCIIEPTHOE YUYPEKICHUE 3a/laHHsI HA MPOBEACHUE
HKCHEPTHU3bI KAUECTBA YKAa3aHHOW B yacTh | HacTosmel cTaTbu hapMalieBTUYECKON CyOCTaHIIMU SBIISAETCS
HEMNpEe/ICTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThbU, OTCYTCTBHE HH(OpMaIuw,
MOATBEpKIAoNIeH (aKkT yIUIaThl TOCYJApPCTBEHHOW IMONLIMHBI 32 BKIIOYCHHE (apMaleBTUIECKOU
cyOCTaHIIMK, MPOU3BEICHHON JUIsl peaju3allid, B TOCYIapCTBEHHBIM PEecTp JIEKapCTBEHHBIX CPE/ICTB,
HEIPEJICTAaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuieu
CTaThU 3aIPOC YIMOJIHOMOUYEHHOrO (efepalbHOr0 OpraHa UCHOJHUTENIbHOM BJIACTU WJIM IPEICTaBICHUE
JOKYMEHTOB, HE CO/ICPKAIINX MCYEPIBIBAIOLIETO MEPEYHS HEOOXOAUMBIX CBEICHHMA.

(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue mnsATHamuaTH paboOYMX JHEH CO JHSA MOJYYCHHUS PEIICHUS YIOJIHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIBHON BJIACTU O HAINPABIIEHUU B DKCHEPTHOE YUPEKIEHUE 3aJaHUs Ha
MPOBEJICHUE OKCIEPTH3bl KadecTBa yKa3aHHOW B dYacTW | Hacrosimeld cratbu (apMareBTUYCCKOM
CyOCTaHIIMM 3asBUTENb MPEACTABISET B SKCIEPTHOE YUPEKACHUE VIS MPOBEACHUS JaHHOW SKCIEPTU3BI
o0pa3iel (hapMareBTHUECKON CyOCTAaHIIMU B KOJIMYECTBE, HEOOXOIMMOM JUISI BOCIIPOU3BEICHHUS METOI0B
KOHTPOJIS KauecTBa. DKCIEPTHOE YUpPEekKACHUE MPH MOTYISHUH 00pa3I0B yKa3aHHOM B yacT | HacTosmei
CTaThdl (papMareBTUYCCKOW CYOCTAaHIIMU B TOT XK€ JCHb HANpAaBISET B JIMYHBIA KAOMHET 3asBUTEIS B
€IMHOM CUCTEME yBEeIOMIICHHE, TOATBEPIKIAI0IIIEe MOIyYeHHE 3TUX 00pa30B. ITH CPOKH HE BKIIOUAIOTCS
B CPOK IPOBEAECHUS TAHHON 3KCIIEPTU3BI.

(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

7. YTpatun cuny. - @eaepanbubiit 3akon oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIMIAIONINKI MATH paboyuX THEH cO JIHSA HaANpaBlIEHUS MOCPEICTBOM €IUHOTO
noprajia B YHNOJHOMOYEHHBIM (enepalibHbli OpraH HKCIOTHUTEIBHOW BIACTH WM JIMYHBIA KaOMHET
YIIOJTHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCIOJHUTENBHON BJIAcTH B €IMHON CHCTEME 3aKIIOYEeHUS
KOMHUCCHH 3KCIIEPTOB IO pe3yslbTaTaM 3KCIEPTU3bl KauecTBa yKa3aHHOM B yacTH | HacTosAled cTaTbu
(bapmalleBTHUECKOI CyOCTaHIINHU, YIIOJIHOMOUYEHHBIN (hefiepaibHbIi OpraH UCIOIHUTENBHON BIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) ocymiecTBIsieT OLIEHKY TaKOTO 3aKIIOYEHHS JJs OMpEAeNICHHS €ro COOTBETCTBUS 3a/IaHUI0 Ha
MPOBEJICHUE JaHHOW SKCIIEPTHU3HI,

2) mpUHUMAET pellieHre O BKIIOUYEHNUHN yKa3aHHOU B yacTu 1 HacTosmel cTaThu apMaleBTUYECKOM
CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB WM pelieHne 00 OTKa3e B TaKOM
BKJIFOUCHUH;

3) BHOCHUT MNpH TPUHITHH PEIICHUS O BKIIOUYEHUM YKA3aHHOW B YacTH | HacToAleHd CTaThbu
(bapmalleBTUUECKOI CyOCTaHIIMU B TOCYIaPCTBEHHBIN peecTp IEKapCTBEHHBIX CPEICTB MPEIyCMOTPEHHYIO
yacThio 2 ctaThu 33 Hacrosimero deaepaqbHOro 3aKoHAa WHOOPMAIMI0O U HAMPABIAET 3asABUTEIIO
MOCPEACTBOM €IMHOTO TMOpTajia UM B JIMYHBIM KaOWHET 3asBUTENsS B €IWHOM CHUCTEME BBHIIHUCKY W3
roCyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB.

(B pen. denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, 01 27.12.2019 N 462-D3, o1 30.01.2024 N 1-D3)

9. OchHoBaHMeM I OTKa3a BO BKIIYEHHWHW VYKAa3aHHOW B 4YacTu | HacTosIIEd CTaThbH
(dapmaleBTUUECKO CYOCTaHIIMM B TOCYAApCTBEHHBIM pEecTp JEKApCTBEHHBIX CPEJACTB SIBIISAETCS
3aKJII0OYEHHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (peepaibHOTO OpraHa HUCIOTHUTEIBHOW BIACTH O
TOM, YTO KaueCTBO (papMaIieBTUIECKON CyOCTaHIIMK HE TIOITBEPKICHO MOTYUeHHBIMH JaHHBIMU.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(dactp 9 BBenena DenepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3; B pen. deaepaabHOro 3aKOHA OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKJIIOUEHHE B TOCYJApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OIHOU
(dapmalreBTHUECKON CyOCTaHIIMH, MTPOU3BEACHHON NJIsi peaan3alliid U BBITYCKAEMOW OJHUM M TEM XKe
MIPOU3BOIUTENIEM, B BUJE IBYX U O0Jiee peecTPOBBIX 3aIUCEH.

(uactpb 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHecenue n3MeHeHu B JOKYMEHTHI Ha (hapMalleBTUYECKYIO CyOCTaHIINIO, IPOU3BEACHHYIO JIJIs
peanu3aluyi ¥ BKJIKOYEHHYIO B T'OCYJIAPCTBEHHBIA PEECTP JEKAPCTBEHHBIX CPEACTB, OCYLIECTBIIAETCS B
nopsake, ycraHoBieHHOM cTaThsiMu 30 u 31 Hacrosmero ®denepanbHOro 3akoHa, C YIUIATOM
roCyJ1IapCTBEHHOM MOLJIMHBI, TPEAYCMOTPEHHOM 3aKOHOAATENBCTBOM Pocculickoit denepanuu 0 Hajorax
U cOopax.

(dactb 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumevanue.
O B0O3MOXHOCTH OOparieHus papMaleBTHUECKON CyOCTaHIINN, UCKITFOUEHHOH U3 FOCPEeecTpa, CM. TAKKe
@3 or 30.01.2024 N 1-03.

12. Jlomyckaetrcsi oOpamieHue ¢apManeBTUYECKO CcyOCTaHIIMU J0 HCTEYEHHUS CPOKa TOIHOCTH,
IIPOM3BEACHHON I pealu3allud B TEUYEHUE CTa BOCBMHUJAECATH [JHEH IMocie JaTbl HPUHSITHS
YIIOJIHOMOYEHHBIM (heiepajibHbIM OPTaHOM HCIOTHUTENIbHOM BJIACTH PEUICHHs O BHECEHUU M3MEHEHUH B
JOKYMEHTHI Ha (hapMareBTHUECKYIO CyOCTaHIMIO, B COOTBETCTBHM ¢ WH(pOpMAIEH, coaepiKaliencs B
JOKyMEeHTaX Ha (apMalleBTUUECKYI0 CYOCTaHIIMIO /10 IaThl IPUHSATHS TAKOTO PEIICHUSI.

(uactb 12 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenue 00 WCKIIOYEHHUH W3 TOCYJAapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPENCTB
(dbapmareBTUUeCKO CyOCTaHIIUM, MPOU3BEACHHOW JIsi pealn3allid, MPUHUMAETCS YIMOTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTENHHOM BIACTH B CIyYae:

1) mpencraBieHHs] COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (e/iepalibHbIM OPTaHOM MCIOJIHUTEIbHON
BJIACTH 3aKJIOYEHUS O PUCKE WM 00 Yrpo3e >KU3HU WIN 3]I0pPOBbIO UYelIOBeKa JHMOO >KUBOTHOTO NPHU
MCIOJIb30BAHUU JIEKAPCTBEHHOT'O CPEACTBA;

Koncynerantllntoc: npumeyanue.
C 01.03.2026 B 1. 2 4. 13 cr. 34 BHOCsTCS u3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyayuryro
PEAAKIIHIO.

2) HanpaBJeHHs pa3pabOTUYNKOM JIEKAPCTBEHHOI'O CPEACTBA WIIM IPOU3BOJUTENEM JIEKAPCTBEHHOTO
cpezacTBa MO0 YHMOJIHOMOYEHHBIM UMM JAPYTUM IOPUANYECKUM JIMIIOM MOCPEACTBOM €IMHOTO MOpTalia B
YIOJIHOMOYCHHBIM  (eflepalIbHBIA ~ OpraH  WCIOJTHUTEIBHOW  BIACTH WM  JIMYHBIA  KaOWHET
YIIOJIHOMOYEHHOTO (heiepabHOTO OpraHa MCIOJHUTEIBHON BIIACTH B €IMHOM CHUCTEME MOANKUCAHHOTO
YCUJIEHHOW  KBaIU(UIMPOBAHHOW  dJEKTPOHHOW MOANUCHIO 3asABICHHS 00 HCKIIOYEHUU U3
rOCYJJapCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CYOCTaHIMH, MPOU3BEIEHHON
JUISL peau3alui;

(1. 2 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Koncynprantlntoc: npumeyanue.
C 01.01.2026 n. 3 4. 13 cr. 34 He pacnpocCTpaHseTCs HAa MPABOOTHOIICHHUS, BO3ZHUKAIOIIHME IMPH
oOpalleHuH JICKApPCTBEHHBIX CPEACTB sl MeauuuHckoro npuMenenus (O3 ot 30.01.2024 N 1-D3).

3) orcyrcTBUA (hapMalleBTUUECKON cyOCTaHLIMU, MPOU3BEACHHOMN MJIs pealii3aluy, B OOpalleHlH B
Poccuiickoii @enepanuu B Te4eHUE Tpex U OoJiee JeT.
(dactb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtba 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKoH oT 22.12.2014
N 429-®3.

CraTtbsa 36. O6xanoBaHue pelueHUs 06 OTKa3e B BblAaye pa3pelueHusi Ha npoBeaeHue
KNMMHUYECKOro uccriefoBaHUA JeKapCTBEHHOro npenapara, peweHus o6 oTkase B
rocyfapcTBEHHOM perncTpauuMm JeKapcTBeHHOro npenapara, 3aKfl4eHUAs KOMUCCUM
3KCMEepPTOB IKCNEPTHOro y4YpexaeHUs Unm 3aknoyeHUs coBeTa no 3Tuke

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Perienue cOOTBETCTBYIOLIETO YIIOJHOMOUYEHHOIO (pe/iepalbHOro opraHa UCIOJIHUTENIbHON BIACTH 00
OTKa3e B BblJaue pa3pelleHusl Ha IPOBEICHUE KIMHHUUYECKOTIO NCCIIEI0BaHMs JIEKapCTBEHHOr0 Ipernapara,
pellieHre yKa3aHHOIro (hefiepalibHOr0 OpraHa HCHOJHMUTENbHOM BJIACTM 00 OTKa3e B IOCyJapCTBEHHOMN
perucTpanmy JeKapcTBEHHOIO Mpenapara, 3aKJI04eHHe KOMUCCUH SKCIIEPTOB AKCIEPTHOTO YUPEKACHUS
WIM 3aKJIIOYEHHE COBeTa I10 JTUKE MOXET ObITh O00KaJOBaHO B TOPSJIKE, YCTAaHOBICHHOM
3akoHoAarenbcTBOM Poccuiickoii @Denepauuu. 3akiIOUYEHUE KOMUCCHUU 3KCIEPTOB SKCIIEPTHOIO
YUPEXIECHUS O B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIULIMHCKOTO IPUMEHEHUS JIn00
0 TOM, YTO JIEKapCTBEHHBIN Ipenapar JjIsl MEIULUHCKOTO IPUMEHEHHUS HE SBJSETCS B3aUMO3aMEHSIEMBbIM,
MOXeET OBITh 00XaJloBaHO JepkKaTeleM WM BJIAJeNbLeM PErucTPalMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Iperapara B yIOJIHOMOUYEHHBIN (hefiepaibHblii OpraH UCIOJHUTENIBHOM BIIaCTH, KOTOPBIH
IPUBJICKAET K PACCMOTPEHUIO YKa3aHHOM KajoObl MOJIBEOMCTBEHHbIE €My HayudHble OpraHH3ALUU U
oOpa3oBaTeNbHblE OpPraHM3allMyd BBICHIETO O00pa30BaHUS, OCYIIECTBISIONIME JEATEIBHOCTh B cdepe
oOpallleHusl JEeKapCTBEHHBIX CPEACTB. 3aKJIIOUYEHHE KOMHCCHU HKCIEPTOB SKCIEPTHOTO YUPEKIACHUS,
o(OpMJIEHHOE 10 MUTOTaM TEPEecMOTpa 00KAIIOBAHHOTO 3aKJIIOUYEHUsS IKCIIEPTa, MOKET OBITh OCIOPEHO
Jep>KaTesieM WIM BIAJAETbIEM PEruCTPAlMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOro IMpernapara Jnbo
YIIOJTHOMOYEHHBIM UMH JIMIIOM B MOPSJIKE, YCTAHOBJIEHHOM 3aKoHOAATENLCTBOM Poccuiickoit denepanum.
IIpu o0O0kamoBaHUU pelIeHUs YMOJIHOMOYEHHOTO (eepanbHOr0 OpraHa HCIHOJIHUTENBHOW BJACTH,
3aKJIFOUEHUS SKCIIEPTa WM KOMUCCHH IKCIIEPTOB SKCIIEPTHOIO YUPEXKACHHUS, 3aKJIIOUEHUS COBETA M0 ITUKE
Jep:Karesb WIM BJaJeNell PEeruMcTPAallMOHHOTO YAOCTOBEPEHUsS JIEKapCTBEHHOI'O mpenapara Jubo
YIOJHOMOYEHHOE MMM JIMIIO BIIPAaBE MPEACTABUTH PE3YJIbTaThl SKCIEPTU3bI JIEKAPCTBEHHOTO Ipenapara,
INPOTOKOJIBI  TOJYYEHHBIX  aKKPEIUTOBAHHBIMH  HCIBITATENbHBIMU  JaOopaTopusiMu  (LEHTpaMHu)
pe3yJIbTaTOB UCCIAEAOBAHM, UCTIBITAHUMN.

(B pen. deaepanbhoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauus, cBsA3aHHasA C oOcCywWeCcTBNeHUeM rocyaapcTBeHHOW
perctpauMm uWnM perucTpauum rneKapcTBeHHbIX MpenapaTtoB, WHdopmauusa o
3aperucTpMpoBaHHbIX JleKapCTBeHHbIX rMpenapartax W JfieKkapCcTBeHHbIX Mpenaparax,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MCKIOYEHHbIX U3 rocyJapCTBEHHOro peecTpa NeKapCTBEHHbIX CpeacTB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1. CooTBETCTBYIOIINH YITOTHOMOUCHHBIN (peiepaabHbIil OpraH UCIIOTHUTEIHHON BIACTH pa3MeIacT
Ha cBoeM odunuaibHOM caiite B cetn "MHTepHer" HHGOpMANMIO, CBA3aHHYIO C OCYIICCTBICHUEM
rOCy/lapCTBEHHOM PETUCTPALIMM WM PErucTpalMd JIEKAPCTBEHHBIX IIpernaparoB, B TOM YHUCIE
MIPOBEICHUEM HKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB (BKIIIOYAs pe3yibTaThl €€ MPOBEACHUS ), UH()OPMALIUIO
0 3aperucTPUPOBAHHBIX JEKAPCTBEHHBIX Ipenaparax U JIEKapCTBEHHBIX IpernapaTax, UCKIFOYEHHBIX U3
rOCy/1IapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEJCTB, HE MO3HEE YeM Yepe3 MATh padoyux AHEW CO JHA
MOJTyYCHHUsI YIOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCHOJHHUTENIBHON BIIACTH COOTBETCTBYIOIIEH
nHpopMaIuu.
(B pen. @enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

2. Cpoku W TOpAOOK pa3MeElleHHs YKa3aHHOW B yacTu | HacTosmied cTatbu HHPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJHOMOYCHHBIM (peIepaIbHBIM OpPTaHOM HCIIOJIHUTEIBHON Biactu. MHpopmarus,
yKa3aHHas B 4acTH | HACTOSIIEH CTaThu, SBJISETCS OTKPBITOM M OOILIEAOCTYIMHON M MPEAOCTaBIsIeTCs
3aMHTEPECOBAHHBIM JIMIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoint denepanuu.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KMMHUWYECKUE UCCNEOOBAHUA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALUUEHTOB, YYACTBYIOLLUUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnegoBaHus JIeKapCTBeHHbIX npenapatoB AOns
MeaAULUUHCKOro npumMmeHeHusA

1. Knuanueckue ucciaenoBaHus JIEKapCTBEHHBIX IPENapaToB /I MEIUIIMHCKOTO TPUMEHEHHUS, B TOM
qHCIIe MEXKIYyHAPOJIHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBBIC, TOCTPETUCTPALMOHHBIC, MPOBOJATCS B
OJTHOM UM HECKOJBKUX METUIIMHCKUAX OPTaHU3aIMAX B CIEAYIOUX LEJsIX:

(B pen. deaepanbHbIx 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

1) YCTAHOBJICHUC 0e30IMacHOCTH JICKAPCTBCHHBIX ITPEIIApaTOB JISI 3T0OPOBBIX I[O6pOBOJ'IbI_I€B u (I/IJ'II/I)
MNEPEHOCUMOCTH UX 3JOPOBbIMU I[O6pOBOJ'II)IIaMI/I, 3a UCKJIIOYCHUEM TaKUX HCCIICIOBaHUM JICKAPCTBCHHBIX
npemnaparos, IIPOU3BCACHHBIX 3a ITPEACIIaMHA Poccuiickoit (DeﬂepaLII/II/I;

2) no100p ONTUMANIBHBIX JO3UPOBOK JIEKAPCTBEHHOI'O IIPEnapaTa u Kypca JISUeHHUs JUIsl TallueHTOB C
OIpeJIeIEHHbIM 3a00JIeBaHUEM, ONTHMAIBHBIX /103 M CXEM BaKIMHAIMM HMMYHOOHOJOTHYECKUMHU
JIEKapCTBEHHBIMU IperapaTaMy 310pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30MaCHOCTH JIEKApCTBEHHOT0 MpenapaTa u ero 3pQeKTUBHOCTH I MallueHTOB
C ompeaencHHbIM 3a0oseBaHueM, mpoduIakTudecko d(HPEKTUBHOCTH HMMYHOOMOJIOTHYECKHX
JIEKapCTBEHHBIX MPENapaToB s 37J0POBBIX 100POBOJIBIIEB;

4) uzyyeHue BO3MOKHOCTH PACUIMPEHUs MOKa3aHUH JIJIsl MEAUIIMHCKOTO IPUMEHEHHMSI Y BBISIBICHUS
paHee HEU3BECTHBIX MOOOYHBIX IEHCTBHIA 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIAapaTOB.

1.1. Knuanueckue HCCIICAO0BAaHUA JICKAPCTBCHHEBIX IIPEIapaToB I MCIUIHWHCKOIO IMPUMCHCHUA
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MIPOBOJATCS B COOTBETCTBUU C IPAaBUJIAMU HAHJIEKANIEH KIMHUYECKON IPAKTUKH, YTBEPKICHHBIMU
EBpa3uiickoii 3KOHOMHUYECKON KOMHUCCUEH.
(dactp 1.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

2. B oTHOIIIEHWY BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MIPEMAPATOB ISl MEIUIIMHCKOTO TPUMEHEHUS
MIPOBOJISATCS UCCIICAOBAHMS OMOAKBUBAICHTHOCTH U (WJIN) TEPANIEBTHUECKOM YIKBUBAICHTHOCTH B TIOPSIZIKE,
YCTaHOBJICHHOM aKTaMH, COCTABISIOMMMU paBo Coro3a.

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Opranuzanuio MpPOBENEHUS KIMHUYECKUX HCCIEIOBAaHUM JIEKApCTBEHHOI'O Ipenapara s
MEIULMHCKOT0 IPUMEHEHHUS BIIPABE OCYILECTBIIATH!

1) pa3paboTuuk J€KapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHBIC OpraHW3allMd BhICIIET0 O00pa30BaHUs, OpPraHMU3ALUU JIOTOJHUTEILHOTO
poheCCHOHATTLHOTO 00pa30BaHMS;
(m. 2 B pea. @enepanbuoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HbBIE OpraHU3aIIH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KivHWYECKHWE WCCIICIOBaHUS JICKApPCTBEHHOTO Tperapara Ui MEIAMIIMHCKOTO MPUMEHCHHS
IIPOBOATCS HAa OCHOBAHUH PA3pPEIICHMS Ha MPOBEACHHE KIMHUYECKOTO HCCICAOBAHMS JIEKAPCTBEHHOTO
mpermapaTra, BBIJAHHOTO — YIOJHOMOYCHHBIM  (hefiepaibHBIM OPraHOM  HCIIOJIHUTEIHHOW  BIIACTH.
YTIoTHOMOYEHHBIN (heiepaibHBIA OpraH MCIIOJHUTEIHPHOM BJIACTH BEACT PEECTP BBIIAHHBIX pa3pelIeHU
Ha MPOBEJICHNE KIMHUYECKUX HCCIICIOBAHUH JIGKAPCTBEHHOTO perapara, CoJepKallinid yKa3aHue Ha X
1eJIb WM 1IeJTH, B YCTAHOBJICHHOM STHM OPT'aHOM ITOPSIIKE.

(B pen. deaepanbhbIix 3aKk0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. Vrparun cuny ¢ 1 urons 2015 rona. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranuzanuu mnpoBeNeHHUs KIMHUYECKUX HCCIEIOBAaHUM JIEKapCTBEHHOIO Ipemnapara s
MEIUIUHCKOTO TPUMEHEHUs1 pa3pabOTYMKOM JIEKAPCTBEHHOTO TpenapaTa MOTYT IPHUBIEKATHCS
IOpUANYECKHE JINIIA JTF000H OpraHn3aliOHHO-TIPaBOBOM (POPMBI ITPH YCIOBUU 00ECTIEUEHUSI COOTBETCTBUS
3THUX HCCIIe0BaHUH TpeboBaHUSIM HacTosero denepaibHOro 3aKoHa.

7. YTpatun cuny. - @enepanbubiit 3akoH oT 30.01.2024 N 1-03.

8. IlepeueHp MEOWIIMHCKUX OpraHU3alWld, MNPOBOASIIMX  KIMHUYECKHE  HCCIIEIOBAaHUSA
JIEKapCTBEHHBIX IpEnapaToB Il MEIULUHCKOIO MPUMEHEHUS, U PEecCTp BBIJAHHBIX pa3pelleHui Ha
IPOBEIEHUE KIMHUYECKHX MCCIIEJOBAHUI JIEKAPCTBEHHBIX IPENapaTroB OMYOJIMKOBBIBAIOTCS U
pa3MeniarTcs YIOJIHOMOYEHHBIM (he/lepabHbIM OPraHOM HUCIIOJIHUTEIBHOM BJIACTH B YCTAHOBJICHHOM UM
nopsiike Ha CBoeM o(UIMaIbHOM caiite B ceTH "HTepHer".

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

Cratbsa 39. PeweHue o npoeeaAeHUN KInMHN4YeCKOro nccriegqoBaHusa reKapCtBeHHOro
npenaparta gnd MeanumnHCKOro npuMmeHeHus
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Knumanueckoe HCCIICAO0OBAHUE JICKAPCTBCHHOI'O IIp€riapara I MEAWIUHCKOI'O IIPUMCHCHHSA
MMPOBOAUTCA Ha OCHOBAHWU PA3pCUHICHUA Ha IMPOBCACHHUC KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
nmpemnapara, BbIAAHHOI'O YIIOJHOMOYCHHBIM (beﬂepaHBHBIM OpraHomM HCIIOJIHUTCIBHOM BJIACTH  IIO
pe3yjibTaTaM JSKCICPTHU3bI AOKYMCHTOB, HGO6XOI[I/IMBIX AJId TOJIYYCHHA pPaspClICHHA Ha IMPOBCIACHUC
KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBECHHOT'O IIpEIiapara u STHYECKOM OKCIICPTHU3LI.

2. Jlng mojydyeHus pas3pellieHHs] Ha NPOBEACHHME KIMHUYECKOIO HCCIIEJOBAHMS JIEKAPCTBEHHOTO
npenapara s MEIULUHUHCKOrO NPUMEHEHUs 3asBUTEIb HAIPaBJseT MOCPEACTBOM E€IUHOTO NopTaja B
VIIOJTHOMOYCHHBIN  (efepainbHbli  OpraH  WCHOJHUTENBHONW  BIACTH  WJIM  JIUYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (heZiepalbHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH B €IMHOMN CHCTEME:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

KoncynsrantlIntoc: npumevanue.
C 01.03.2026 B . 1 4. 2 ct. 39 BHOCATCs m3meHeHus (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymryro
PEeAAKIIHIO.

1) 3asBIIeHHE O BhIJaue paspelieHus Ha MPOBEICHHE KIMHUYECKOTO UCCIIeIOBaHMs JIEKAPCTBEHHOTO
nmpemapara A MCIULIMUHCKOTO MNPUMCHCHHA, ITOAIIMCAHHOC YCHHGHHOﬁ KBaJIH(bHIIHpOBaHHOI;'I
AIIEKTPOHHOH TOAIHUCHIO;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

2) yrpatui cuity. - ®enepanbHbiii 3akoH oT 30.01.2024 N 1-D3;

3) IMPOTOKOJI KIIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOT'O IIpelapara rjid MCEAUIMUHCKOIO
MMPUMCHCHUS,

4) Opourtopy uccienoBatess (s 3aperucTPUPOBAHHOTO JICKAPCTBEHHOTO Mperapara JAOMYyCTUMO
3aMEHUTb 0JJ00peHHOH 00111el XapaKTepUCTUKON JIEKapCTBEHHOT' O Mpenapara, eclid TaKoH JIeKapCTBEHHbIN
mpernapar 3aperucTpupoOBaH B COOTBETCTBHH C aKTaMH, COCTaBJISIOINUME 1paBo Cor03a, U ero IpuMEHEHNE
B KJIMHUYECKOM HCCIIEZIOBAaHUH HE MPOTHUBOPEUUT OJJOOPEHHON OO0IIel XapaKTepUCTHKE JEKapCTBEHHOTO
npernapara Juist MeIMIIMHCKOTO TPUMEHEHHS );

(B pen. denepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) nHGOpPMaIMOHHBIH JIMCTOK MAlUEHTA;

6) cBeneHus1 00 OmbITE paOOTHI UCCIIEOBATENEH 10 COOTBETCTBYIOIIMM CIEIIHAIEHOCTSIM U UX OIBITE
paboTHI IO MPOBEJCHUIO KIIMHUYECKUX HCCIICIOBAHUM;

7) - 8) yrpatunu cuny. - ®enepanbabiii 3akoH ot 30.01.2024 N 1-D3;

9) xomuio AOTOBOpa OO0S3aTEIBHOTO CTPAXOBaHUS, 3aKIFOYCHHOTO B COOTBETCTBHH C THITOBBIMHU
MpaBWJIaMU  O0SI3aTENBHOTO CTPAaXOBaHWS, C YKa3aHHUEM NPEAeNIbHON YHCIEHHOCTH IMAallueHTOB,
YYaCTBYIOIIMX B KIWHAYECKOM HCCIEJOBAaHUU JIEKAPCTBEHHOTO TMperapaTta i  MEIUIIUHCKOTO
MIPUMEHEHUS;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

10) uHpopMaIMIO O COCTaBe JICKAPCTBEHHOIO Ipenapara Uisi MEAMIIMHCKOTO TPUMEHEHUs (3a
UCKITIOYEHUEM OMOJIOTUYECKUX JIEKAPCTBCHHBIX MPENapaToB);
(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

11) mOKyMEHT, COCTaBJIEHHBIN MPOU3BOAMUTENIEM JIEKAPCTBEHHOTO Ipernapara sl MEIUIUHCKOTO
MPUMEHEHUST W COJEpKaIllMi MMOKazaTeldu (XapaKTepUCTUKH), a TakKKe CBEACHHS O JIEKAPCTBEHHOM
npernapare Uil  MEAWLMHCKOIO IPUMEHEHHS, IPOU3BEIEHHOM JUISl MPOBEACHUS KIMHUYECKUX
UCCIIeIOBaHMH (32 UCKIIIOYEHHEM OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

11.1) nOKyMeHTHI M CBEACHMS, NPEAYCMOTPEHHBIE IPaBUJIAMU IPOBEACHUS HCCIEIOBaHUIMA
OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPEICTB EBpa3uiickoro »KOHOMHYECKOTO COI03a, YTBEPXKICHHBIMHU
EBpa3uiickoii 5KOHOMHUYECKOH KOMHUCCHEH;

(m. 11.1 BBenen @enepanbubiM 3akoHOM 0T 30.01.2024 N 1-P3)

12) cBemeHust 0 natre MPEAOCTABICHHS U PETUCTPAIMIOHHOM HOMEpE JIMIICH3MHU Ha TPOU3BOJICTBO
JICKQpCTBEHHBIX CPEJICTB B CIIy4ae, €CIIM MPOU3BOJCTBO JICKAPCTBEHHOTO Mperapara OCYIIECTBIISIETCS B
Poccuiickoit ®denepanuu, WIM TOKYMEHT, COACpXKAIllMA CBEICHHS O Jare MpeJIOCTaBICHHUS U
PETUCTPAIIMOHHOM HOMEpE 3aKIIOYCHHS O COOTBETCTBHHM IPOW3BOIUTEIS JIGKAPCTBEHHOTO IIperapara
TpeOOBAHUSAM MPABUII HAIUICXKAIIEH MPOU3BOACTBEHHOW IPAKTUKH, IPEIOCTABICHHOTO YITOJIHOMOYEHHBIM
OpPTraHOM CTpaHbI IPOU3BOJUTENS JIEKAPCTBEHHOTO Tpernapara.

(B pen. Denepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, 01 27.12.2019 N 478-D3, o1 30.01.2024 N 1-D3)

2.1. Ceenenus, moaTBepkAaromue (akT ymaTel TOCYIApCTBEHHOH IOILIMHBI 3a TIPOBEICHUE
OTUYECKOM OKCIIEPTU3bl, JKCIEPTH3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipenapar s IOJIy4EeHHUs
paspelleHusT Ha IPOBEACHHE KIMHUYECKOIO HCCICNOBAaHUA JICKAPCTBEHHOIO IIpenapara Juid
MEIMIMHCKOTO IPHUMEHEHUs, 3a BbIJAdy pa3pelleHus Ha IPOBENCHUE KIMHUYECKOIO HCCIIEIOBAHMS
JIEKApCTBEHHOTO ITpenapara Juisi MEIUIIMHCKOTO IPUMEHEHMS, 3a IPOBEAEHUE KCIIEPTU3bI TJOKYMEHTOB HA
JIEKApCTBEHHBIM IIpenapaTr JUlsd IOJy4eHHMs pPaspelleHHs Ha IPOBEACHUE MEXIAYHApOIHOIO
MHOT'OLICHTPOBOTO KJIMHMUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO IIpemnapara il MEAMIMHCKOIO
IIPUMEHEHNs, 33 BbIIauy pa3pelIeHus Ha IPOBEACHUE MEKIYHAPOJHOTO MHOTOLICHTPOBOI'O KIIMHUYECKOTO
HCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara Uil MEAUIMHCKOIO IPUMEHEHHUs], 32 IPOBEICHUE dTUYECKON
AKCIIEPTU3BI, DKCIIEPTU3bl JOKYMEHTOB HA JIEKAPCTBEHHBIM Npenapar Uil MOJyYeHUs pa3pelleHus Ha
IIPOBEJICHUE IOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOIO Ipenapara Juis
MEIULMHCKOIO IIPUMEHEHHs, 3a BblAAYy pas3pellieHus Ha M[POBEICHUE IMOCTPErMCTPALIMOHHOIO
KJIMHUYECKOTO0 HCCIIEOBaHUs JICKAPCTBEHHOTO Iperapara i MEIULHUHCKOrO IPUMEHEHMs, a TakkKe
CBEIEHUSI O BbIaBaeMbIX (IIPEJOCTABIIAEMBIX) YIOJHOMOUYEHHBIMH (peepalbHbBIMU  OpraHaMH
HCIIOJIHUTENIBHOM BJIacTU TOKYMEHTaX (CBEIECHHUAX), YKa3aHHBIX B IMMyHKTE 12 yacTu 2 HACTOSILEN CTaThH,
YIIOJIHOMOYEHHBIH  (pefiepalibHblii  OpraH  HUCIOJHUTENBHOW BJIACTH  3alpalldBaeT B  IOPSAIKe
MEKBEJIOMCTBEHHOI'0 3JIEKTPOHHOT'O B3aMMOJICHCTBHSL.

(uactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, He mpeBpImarOmuUi TpeX paboumx AHEH CO JHS HANpaBJICHHUS B JUYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (peiepalbHOro OpraHa HMCIOJHUTEIbHON BJIACTH B €IMHOM CHCTEME YKa3aHHOTO B
nyHkTe | yYacTu 2 HacToAleH CTaTbU 3asBIE€HUS U HEOOXOJIMMBIX TOKYMEHTOB, YIOJHOMOYEHHBIH
(benepanbHBI OPraH UCMOTHUTENBHON BIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

1) IIPpOBOAUT ITPOBCPKY IMOJHOTHI U JOCTOBECPHOCTHU CBe,HeHHﬁ, COACPpKAINXCS B IPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX,

2) NpUHUMAET peUIeHHe O MPOBEACHUU SKCIEPTH3bl JTOKYMEHTOB JUJIsl MOJyUYEHUsl pa3pelleHus Ha
MPOBEACHUE KIIMHUYECKOTO UCCIIE0BAHUS JIEKAPCTBEHHOTO MperapaTa Jijisi MEIUIIMHCKOTO MPUMEHEHUS U
ATUYECKOMN IKCIEPTU3bl WK 00 0TKa3e B MPOBEJACHUH YKA3aHHBIX HKCIIEPTU3;

3) HampaBIseT 3aABUTENIO TMOCPEICTBOM €IWHOTO MOpTaja WU B JIMYHBIA KaOWMHET 3asBUTEINS B
€IMHOW CHCTEME TIOJINMCAHHOE YCHICHHON KBATU(PHUIIMPOBAHHOW 3JICKTPOHHOM TOIIKCHIO YBEIOMIICHUE
O MPUHITOM PEUICHUH JHO0 B Cllydae MPUHATHS perieHus: 00 0TKa3e TakkKe ¢ yKa3aHHEeM MPUYHUH TaKOTO
0TKa3a;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4) HampaBJIsIeT B JIMYHBIN KAOWHET SKCIEPTHOTO YUPEXKICHHUS B €MHON CUCTEME U JINYHBII KaOWHET
COBETa IO ITHKE 3aJaHWsl Ha MPOBEJACHHUE COOTBETCTBYIOIIMX JKCIIEPTH3, MOIIMHCAHHBIC YCHICHHBIMH
KBaJTU(UIIMPOBAHHBIMU 3JICKTPOHHBIMHU TIOJIITHCSIMHU.

(. 4 B pen. ®enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

4. B cinydae BbISIBICHHMS HEMOJHOTHI W (MJIM) HEAOCTOBEPHOCTH MH(OPMALIMHU, COAEpIKaIlencs B
MPEJCTABICHHBIX 3asSBUTENEM IOKYMEHTAaX, YIIOJHOMOYEHHBIH (elepantbHblii OpraH HCIIOJHUTEIHHON
BJIACTU HAIIPABISAET B JIMYHBIN KaOWMHET 3asBUTEJI B €IUHOM CHCTEME 3alpoc 00 YTOUHEHUM yKa3aHHOU
uHpOpMALNY, TOANMCAHHBIN YCHUJICHHON KBaJU(UIIMPOBAHHOW AIIEKTPOHHOW IOANKUCHIO. 3asBUTEIH
00s13aH HAaIIPaBUTh B JIMYHBII KAOMHET YIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa UCIIOJIHUTEIbHOM BIaCTH
B €IMHOM cHUCTEME MOANMCAHHBIN YCUJIEHHOW KBaJU(UUUPOBAHHOMN 3JIEKTPOHHOW MOJNUCHIO OTBET Ha
3aIpoC yMOJIHOMOYEHHOTro (e/iepaibHOro OpraHa MCIOJIHUTEIBHONW BJIACTH B CPOK, HE IPEBBIIAOIINI
JEBSIHOCTA pabOYMX THEH CO THS MOTyYSHHS YITOTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJTHUTEIHHON
BJIACTH 3JIEKTPOHHOI'O YBEAOMJICHMS O IOJIy4YeHUM 3asBuTeneM 3anpoca. Cpok, ykazaHHBIM B 4acTu 3
HACTOAIIEH CTaThbU, MPUOCTAHABIMBAETCS CO JHS HANPAaBJICHUS B JMYHbIN KaOWHET 3asBUTENS B €IMHOU
cHCTeMe 3aIpoca YIOJTHOMOUYEHHOTO (heiepallbHOrO OpraHa UCIIOJHUTEIBHOM BIACTH J0 JHS HalpaBJIeHUs
B JINYHBIA KaOUHET YIIOJTHOMOYEHHOTO (pe/iepalbHOT0 OpraHa UCIIOHUTEIbHON BIACTH B €IMHOM CUCTEME
OTBETa Ha 3allpOC U HE YUUTHIBAECTCS MPU UCUUCICHUH CPOKA MIPUHATHS YIOJIHOMOYEHHBIM (peiepanbHbIM
OpraHOM HCITOJIHUTEJIBHOM BJIACTU PEUIEHUS O IPOBEACHUM DKCIEPTU3bl JOKYMEHTOB JUISl IOJyYECHHS
paspellleHuss Ha NPOBEACHHME KIMHUYECKOTO MCCIEAOBAaHUSA JIEKAPCTBEHHOIO IIperapara Ul
MEAUIIMHCKOTO TPUMEHEHHUS.

(uactsb 4 B pen. enepanproro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM I OTKa3a B IPOBEJCHUH dKCIIEPTU3bI JOKYMEHTOB ISl TOTYYEHHsI pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOI0 UCCIEN0BaHU JIEKAPCTBEHHOTO IIpernapara il MEIULIMHCKOT O IPUMEHEHUS U
TUYECKOMN IKCIEPTU3BI SABISAETCS MPEICTABICHNE TOKYMEHTOB, IPEIyCMOTPEHHBIX YaCThIO 2 HACTOSILIEH
CTaThH, B HEIIOJTHOM 00beMe, HEeTIpeICTaB/ICHHE 3asBUTENIEM B YCTAHOBJIEHHBIN CPOK OTBETa Ha yKa3aHHbBIH
B 4acTH 4 HACTOSIIEH CTaThU 3alpOC YIOJIHOMOUYEHHOTO (efiepaJIbHOr0 OpraHa UCIOJHUTENbHON BIacTH
au00 OTCYTCTBUE B MPEJICTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOIIETO TepeuHsi HEeoOXO0IuMOM
nH(pOpMaLUU WK UHPOPMAIIMH, KOTOpas JoJIHa ObITh OTpa’keHa B HUX, a TAK)KE OTCYTCTBUE CBEICHUI,
KOTOpbIE B  JaJbHEHIIEM IOATBEPKIAIOTCA IOCPEACTBOM  MEXBEIOMCTBEHHOI'O  JJIEKTPOHHOIO
B3alMOJICICTBUS, O (aKTe YIUIaThl FOCYAAPCTBEHHOM MOIUINHBI 32 MPOBEACHUE STUUYECKON IKCIEPTHU3HI,
JKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIN Ipenapar Ul IOJy4EeHMs pa3pelleHus Ha IMPOBEICHUE
KJIMHAYECKOTO MCCJIEIOBAHMS JIEKAPCTBEHHOIO Mperapara JUisi MEIUIIMHCKOTO NMPUMEHEHMs, 3 BblIady
paspelieHuss Ha [POBEIEHUE KIMHUYECKOIO HCCIECNOBAaHMS JICKAPCTBEHHOIO IIpenapara i
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEIUIIMHCKOTO MTPUMEHEHHSI, 3a IPOBEICHUE IKCIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MpenapaT Ul
MMOJIY4YCHHA  pa3pClICHUA Ha MOPOBCACHUC MCKIAYHAPOAHOTO  MHOI'OLUCHTPOBOIO  KIIMHHUYCCKOI'O
MCCIIEJOBAaHMS JIEKAPCTBEHHOTO TpernapaTa JJIsi MeIUIIMHCKOTO MPUMEHEHUS, 32 BbIauy pa3pelieHus Ha
MPOBEJICHUE MEXKIYHAPOJHOTO MHOTOIICHTPOBOTO KJIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npenapara s MEIMLIMHCKOTO TPHMEHEHHUS, 3a IMPOBEICHHE STHYECKOH OSKCIEPTH3BI, SKCIEPTH3HI
AOKYMCHTOB Ha HeKapCTBGHHBIﬁ mnpemnapar JJIA MMOJIYYCHHA paspuiCHu-d Ha IIPOBCACHUC
MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEIOBAaHUs JICKAPCTBEHHOTO Ipenapara Jjisi MEAUIMHCKOTO
MNPpUMCHCHUSA, 3a BblAa4y paspCliCHHUAd Ha MOPOBCACHUEC MOCTPCTUCTPAIMOHHOTO KIIMHUYCCKOI'O
UCCIIeJOBaHMS JIGKAPCTBEHHOTO Mpernapara Juisi MeIUIIMHCKOTO IIPUMEHEHUSI.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6. [IpoBenenure SKCepTH3bl JOKYMEHTOB JIJIS MOJYYCHHSI Pa3peIICHHs Ha MPOBEACHUE KIMHUYECKOTO
WCCIICIOBAHMS JICKAPCTBEHHOTO IMpemnapara JUisi MEIUIUMHCKOTO MPUMEHEHHSI U dTUYECKON JKCIIEPTH3HI,
COCTABJICHE KOMHCCHEH OKCIEPTOB M COBETOM II0 J3THKE 3aKJIOYCHHH O BO3MOXXHOCTH WIIH
HEBO3MOXXHOCTH TIPOBEICHHUS TaKOTO KIMHUYECKOTO WCCIEAOBAHMS, TIOJIUCAHUE 3aKIIOYCHHM
YCUJICHHBIMU KBTU(UIIMPOBAHHBIMU 3JIEKTPOHHBIMH MONUCSIMH U HAIIPABJICHUE JAHHBIX 3aKIIOYCHUN B
JUYHBINH KaOWHET YIOJTHOMOYEHHOTO (peepaibHOTO OpraHa MCIOJHUTEIILHON BJIACTH B €AMHON CHCTEME
OCYILIECTBISIOTCS B CPOK, HE MPEBBILIAIOIINIA IBaIATH MATH pabouuX IHEN CO THS HAPABICHUS B TMYHBIN
KaOWHET 3KCIIEPTHOTO YUPESKICHUS B SIMHON CHCTEME 3aJaHMsI YIIOJTHOMOYCHHOTO ()eIepabHOTO OpraHa
WCIIOJIHUTENILHOM BJIACTH C MPUIOKEHUEM IOKYMEHTOB, yKa3aHHBIX B myHKTax 3, 4, 10, 11 u 11.1 yactu 2
HACTOSIIEH CTaThU, W HAINPABJICHUS B JIMYHBIA KaOWHET COBETa IO ITHKE B CIMHOW CHUCTEME 3aJaHUS
YIIOJTHOMOYEHHOTO (eiepalibHOTO OpraHa HCIOJTHUTEIbHOW BJIACTU C TNPUIOKEHHEM JOKYMEHTOB,
YKa3aHHBIX B MyHKTaX 3 - 6 U 9 yacTu 2 HACTOAMIECH CTAThU.

(gacth 6 B pen. DenepanbHoro 3akona ot 30.01.2024 N 1-D3)

7. B cpok, HEe MpeBBIIAIOMIMNA TpeX padouuMx AHEH CO JHS HANpaBJICHHUS B JUYHBIA KaOMHET
YIIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa HCIOJHUTENBHOW BJIACTH B €IMHOW CHCTEME 3aKIIIOYEeHUH,
YKa3aHHbIX B 4acTW 6 HAcCTOSILEH CTAaTbU, YIMOJHOMOYEHHBIH (henepanabHbli OpraH HCIOJHUTEIbHON
BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1) ocy1iecTBIsET OLIEHKY MOCTYIMHUBIINUX 3aKJIFOUEHUH TS ONPeIeTICHHs] UX COOTBETCTBHS 3aJaHUSIM
Ha MIPOBEICHUE COOTBETCTBYIOIIUX IKCIIEPTHU3;

2) mpUHUMaeT pelleHHe O BbIJaue pas3pelleHus Ha MPOBEIEHUE KIMHUYECKOTO HCCIIEeIOBAHUs
JIEKAPCTBEHHOT0 ITpenapara il MEAULMHCKOIO IPUMEHEHUS, BHOCHUT B PEECTP BBIJAHHBIX PA3PEIICHUN Ha
MPOBE/ICHNE KIMHUYECKHX HUCCIIE0BAaHU JIEKApCTBEHHOTO MpernapaTa COOTBETCTBYIOUIYIO0 HH(OpMAIIIO
Y HamIpaBJIsieT IOCPEACTBOM €IMHOIO MOpTasa 3asBUTEII0 WM B JIMYHBIA KaOUHET 3asBUTENS B €IUHOU
CHUCTEME BBIIHMCKY W3 PEeCcTpa BBIJAHHBIX pPa3pEelICHUH Ha NPOBEICHHE KIMHUYECKUX HCCIENOBaHUU
JIEKapCTBEHHOI'O IIpernapara, NOANNCAHHYI0 YCHIIEHHON KBaTU(PUIIMPOBAHHON JIEKTPOHHON MOIHUCHIO;
(1. 2 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) npuHMMaeT pelieHHe 00 OTKa3e B BbIJaye pa3pelieHHs] Ha MPOBEIEHUE KIMHHUYECKOIrO
UCCIIeTIOBAHMS JICKAPCTBEHHOTO TpenapaTa il MeIUIIMHCKOTO MPUMEHEHHS M HAIIPaBIISET MOCPEICTBOM
CAWHOI'0 mopTajia 3asiBUTCIIIO WU B JINYHBINA KaOWHET 3asiBUTEIS B e}IHHOﬁ CUCTEME JAaHHOC PCHICHUC,
MONMCAHHOE YCHJICHHOW KBATU(DUIIMPOBAHHON ANIEKTPOHHOMN MOAMKCHIO, C YKa3aHWEM IMPUYUH OTKa3a.
(. 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

8. OcHOBaHHUEM IJIs1 OTKa3a B BbIAA4YE€ Pas3spClICHUA Ha IMPOBEACHHUE KIMHHUYECKOI'O HCCICIOBAHUA
JICKApCTBCHHOTO IIpfriapara i1 MCAUIIUHCKOIO NPUMCHCHHUA ABJIACTCA HAJIMYUC 3aKIIHOUCHUSA KOMUCCUU
OKCIIEPTOB MJIM 3aKI4YCHHA COBETa II0 3THKE O HEBO3MOXHOCTH IIPOBCACHHUA KIMHHYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O TIIp€niapara I MCIULOUHCKOTO IMPUMCHCHUA IO PE3yJibTaTaM
IMPOBCACHHBIX SKCIIEPTU3, IPEAYCMOTPECHHBIX YaCTbIO 6 HACTOSIIEH CTaThH.

9. Pemenne 00 OTKa3e B MPOBEACHUM HKCHEPTH3BI JOKYMEHTOB Ui MOJTYYEHHUS pa3pelieHHs Ha
IIPOBE/IEHUE KIIMHUYECKOTO UCCIIEI0BAHNUS JIEKAPCTBEHHOIO Mpenapara Jiisi MeIMIUHCKOI0 IPUMEHEHUS U
STHUYECKOM DSKCIEPTH3bl M B BbIAAYE pa3pelCHUs Ha IPOBEIECHHUE KIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOI'0 IpernapaTra Uil MEAULUHCKOrO MPUMEHEHHs MOXXET ObIThb 00KaJloBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccuiickoit denepanumn.

CraTtbsa 39.1. 3TMYyeckas akcnepTu3a
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OtHueckas OKCIICPTH3a MMPOBOAUTCA COBETOM 110 3THUKE, CO3JJAaHHBIM B IOPAAKE, YCTAHOBJICHHOM
YIIOJIHOMOYCHHBIM Q)eﬂepaJ'IBHBIM OpraHomM HUCITOJTHUTEIbHOM BJIaCTH, B LCJIX BbIJA4YM 3aKIHOYCHUA 00
STHYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOTIO MCCIICAOBAHUSA JICKAPCTBECHHOI'O
npceiiaparta 11 MCAUIUMHCKOI'O IIPpUMCHCHH .

2. DKcrepTaMy COBETA MO 3TUKE MOTYT OBITh MIPEACTABUTENN MEIUIIMHCKUX OPraHU3alluid, HAyYHbBIX
opranmzainuii, 00pa30BaTeNbHBIX OpPraHMU3AIMi BBICIIETO OOpa30BaHMs, a TaKkKe NPEICTaBUTENN
OOIICCTBEHHBIX OPTaHU3AIHNNA, PEIIMTHO3HBIX OPTaHU3AIMA W CPEJCTB MaccoBoi mHpopmanmu. [[aHHBIC
SKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THOO 3aBHUCHMOCTH OT Pa3pabOTYMKOB JIEKAPCTBEHHBIX
MPENapaToB U APYIrUX JIUI, 3aUHTEPECOBAHHBIX B PE3YJIbTATAX 3THUYECKON IKCIEPTU3HI.

3. Ommara yciayr 53KCIEpTOB COBETa MO 3THUKE OCYIIECTBIISIETCS HA OCHOBAaHUHM JOTOBOPA,
3aKJIIOYEHHOTO MEXIY YIOJTHOMOYEHHBIM (eepaibHbIM OPTaHOM HCIIOJHUTEIBHOM BIIACTH, KOTOPBIM
CO3/IaH COBET MO JTHUKE, U OHKCIEPTOM COBETa IO OJTHKE, 3a CYET OIJKETHBIX AaCCUTHOBAHUIA,
MPEAYCMOTPEHHBIX YIIOJIHOMOYEHHOMY (DeiepaibHOMY OpTaHy UCTIOTHUTEIHHOM BIACTH, KOTOPBIM CO3/1aH
COBET 10 3THKE, B (heiepaabHOM OI0/KETEe Ha COOTBETCTBYIOIINI TOJ] Ha 00eCIIeYeHHEe ero NesITeIbHOCTH,
B pa3Mepax, ycraHoBJIeHHbIX [IpaBuTtenscTBoM Poccuiickoit @enepanum.

4. DKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

4.1. Tlpu mpoBeAE€HUH HTUYECKOW SKCHEPTU3bl HE JOMYCKAeTCs HCTpeOOBaHUE 3KCIEPTOM Y
3asiBUTENIS TIMOO MHBIX JIUI MaTEPUAJIOB, HEOOXOAUMBIX JIJISl IPOBEJIEHUS STUUECKOHN dKCTIepTH3bl. B cirydae
HE/I0CTaTOYHOCTH TPEICTaBIEHHBIX 3KCIEPTY MaTepuanoB B JIMYHBIA KaOWHET 3asBUTENS B €IUHOMN
CHCTEME YIOJHOMOUYEHHBIM JIMLOM COBETa [0 JTHUKE HANpaBsIeTCs 3alpoc O IPeJCTABICHUU
HEOOXOAUMBIX MaTepPHAJIOB, MOAMUCAHHBIM PyKOBOAUTENEM (YIOJIHOMOYEHHBIM JIMIIOM) COBETA MO STHUKE
C HCIIOJIb30BAHMEM YCHUJIEHHOW KBaJM(UUIMPOBAHHON 3JEKTPOHHOW MOJIHUCH, a TAaKKe HaIpaBlsieTCs
yBeIOMJICHHE 00 YKa3aHHOM 3alpoce B JIMYHBIA KaOMHET YMOJHOMOYEHHOIo (QenepaabHOro opraHa
WCIIOJIHUTEJILHOM BJIaCTH B €/IMHOM cucTeMe.

(uacts 4.1 BBenena @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. 3asButens o00s3aH HANMPaBUTh B JIMYHBIA KaOWHET COBETAa 1O STHUKE B EIWHON CHCTEME
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

HOJNMCAHHBI  YCHJICHHOW KBaIM(HUIMPOBAHHOW DJIEKTPOHHOH IOJNMCHI0 OTBET Ha 3ampoc O
NPEJCTaBICHUN HEOOXOIMMBIX MAaTE€pPHUalOB COBETY IO ITHKE B CPOK, HE MPEBBIIIAIOIIUN JEBSIHOCTA
pabo4yux 1HEW CO IHS IOJY4YEHUS COBETOM IO 3THKE 3JIEKTPOHHOTO YBEAOMIICHHS O IIOIyYCHUU
3asBUTEJIEM YKa3aHHOTO 3ampoca. BpeMsi co THS HalpaBlI€HHs COBETOM IO 3THUKE B JIMUHBIA KaOWHET
3asBUTENSI B €IMHOM CUCTEME 3aIpoca O MPeJICTaBICHUH HEOOXOAMMBIX MaTEPHUAIIOB JI0 JHS HAIIPABICHUS
3asBUTEJIEM B JIMYHBIN KaOMHET COBETa IO ATHKE B €IMHOHM CHCTEME OTBETa Ha YKa3aHHBIN 3arpoc He
YUYUTBHIBACTCS IPU UCYUCIICHUH CPOKA MTPOBEICHUS STUIECKON IKCIIEPTH3HI.

(uactb 4.2 BBeeHa PenepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

5. CocTtaB coBeTa MO ATUKE, TIOJIOKEHHE 00 TOM COBETE, IMOPSIOK €ro AesATeIbHOCTH, TPeOOBaHUS K
KBUTM(DUKAIIMH U OIBITY Pa0OTHI MO SKCIEPTHOM OIEHKE HAYYHBIX, MEIUIIMHCKUX H 3TUYCCKUX ACIIEKTOB
KJIMHUYECKUX  HCCICIOBAHUN  JICKAPCTBEHHBIX MpEenapaTtoB Ui MEIUIIMHCKOTO IMPUMEHEHHS,
MPEIBABISIEMBIE K JKCIEPTAM COBETA MO 3TUKE, MOPSAJOK OpPraHu3alld W IPOBEICHHS ATUYECKOU
AKCIEePTU3bL, (hOopMa 3aKITIOUEHUS COBETAa MO STUKE YCTAHABJIMBAIOTCS YIOJIHOMOUYEHHBIM (peliepanbHbIM
OpPraHoM MCIOJIHUTEIBbHOM BJIACTH. YMCIO MNpencTaBUTENEd MEAUUMHCKAX OPraHU3aluil HE MOXKET
MPEBBILIATH MOJOBUHY OT OOIIETO YHCIIa IKCIIEPTOB COBETA MO STUKE.

6. Uudopmanus o cocraBe coBeTa IO 3THKE, IJIAHAX €ro paboThl M TEKyIIeH NeATelIbHOCTH
pa3mernaercs Ha opULHAIBbHOM caiiTe YIOJIHOMOUYEHHOIO (peiepabHOro0 OpraHa UCIOJHUTENbHOM BIacTu
B ceTd "MHTEpHET" B YCTAaHOBJIEHHOM UM IOPSJIKE.

Cratbsa 40. lNpoBeaeHMe KNMHUYECKOro UccriefoBaHUA NeKapCTBEHHOro npenapara
AN MeAULMHCKOro NnpuMeHeHus

1. PykoBoauTenb MeIWLMHCKON OpraHM3alllH, KOTOpas MPOBOIUT KIMHUYECKOE HCCIEIOBaHUE
JIEKApCTBEHHOTO TIpenapara Jyisi MEIUIIUHCKOTO MPUMEHEHHM S, Ha3Ha4YaeT UCCIIeI0BATENs, OTBETCTBEHHOTO
3a TPOBEJCHHE TAKOTO HCCIENOBAaHHSI W HMMEIOIIEro JIedeOHYIO CIelNnalbHOCTh, COOTBETCTBYIOIIYIO
MPOBOJIUMOMY KJIIMHHYECKOMY HCCIICIOBAHUIO JICKAPCTBEHHOTO TMperapara, CO CTaxeM paboThl IO
MporpaMmMaM KJIMHUYECKUX UCCIIEI0BAHMI JIEKaPCTBEHHBIX MPENapaToOB HE MEHEE YeM TPHU roja U 1o ero
MIPEAJIOKEHUIO Ha3HAYAET COMCCIIeIOBATENeH U3 Yncia Bpauel STOM MEIUIIMHCKON OpraHUu3alliH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. HCCJ’IGI[OB&TGJ'II) OCYHICCTBIIACT BBI60p ManuEHTOB, KOTOPBIC MO MECAUIIMHCKUM ITOKA3aHUSAM MOT'YT
OBITh MMPUBJICYCHBI K Y4YaCTHIO B KIIMHUYCCKOM HCCICAOBAHUN JICKAPCTBCHHOI'O IIpcliapara I
MCIUIHUHCKOI'O IPpUMCHCHU .

3. MHccnemoBatenb u coMcCleNOBAaTeNM JIOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yJbTaTaMu
JOKIMHUYECKOT0 UCCIIEJOBAHUS JIEKAPCTBEHHOT'O CPEJCTBA, COAEPKAIIUMUCS B OPOIIIOpE UCCIIEA0BATEI,
IIPOEKTOM IPOTOKOJIA KIMHUYECKOTO HCCIEAOBAHMUSA JIEKAPCTBEHHOIO IIpemapara s MEAULUHCKOIO
MIPUMEHEHHUs, pa3pabOTaHHBIM pPa3padOTUMKOM JIEKApCTBEHHOTO Ipenapara WM HWHBIM IOpUIAMYECKUM
JIMLOM, IPUBJIEKAEMBIM K OPraHU3aldU IIPOBENCHMS KIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOIO
npenapara Jiuisi MEAULUHCKOI0 IPUMEHEHHUS], U IPYTMMU MaTEepHalaMH TAKOTO UCCIIEIOBAHHUS.

3.1. PykoBonuTeNns MEUIIMHCKOM OpraHU3alliM B CPOK, HE MPEBBIIIAIONINN TpeX paboyux THEH co
JTHSl Havajia MPOBEIEHUS KIIMHUYECKOTO HCCIEA0BAaHUS JIEKAPCTBEHHOTO Mpernapara Jisi MEAUIIMHCKOTO
IPUMEHEHHs, coolIaeT o0 3TOM B YHNOJIHOMOYEHHBIH (penepanbHblii OpraH MCHOJIHUTENBHOW BIACTH,
BBIIABILIMHI pa3pellieHre Ha IPOBEJeHHE TaAKOrO UCCIIEJOBAHMS, [0 YCTAaHOBIEHHOW UM (opMe.
(uacts 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

4. OpraHuzaluy, OCYUIECTBIAIOIIME OPraHU3alMI0 MPOBEICHUS KIMHUYECKOTO HCCIEAOBAHUS
JIEKApCTBEHHOT'0 TMperaparta JUisi MEAMIIMHCKOrO NMPUMEHEHHMS M yKa3aHHble B 4YacTu 3 cratbu 38
HacTosmero denepalbHOIO 3aKOHA, B Cly4yae HEOOXOJMMOCTH BHECEHHUS W3MEHEHUH B IMPOTOKOJ
KIIMHUYECKOTO MCCIEeIOBAHUS JIEKAPCTBEHHOTO TIpenapaTa sl MeIUIIMHCKOTO TPUMEHEHHsI COO0IIaoT 00
3TOM B YIOJHOMOYEHHBIN (hefepaiabHblii OpraH HCIOJIHUTEIBHOM BIIACTH, BBIJABIIMI pa3pelieHue Ha
MIPOBE/ICHUE TAaKOTO MCCIIEOBAHUS, 110 YCTAHOBIEHHOU UM (hopme.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmEeHUs] O BHECEHWH H3MEHEHHH B MPOTOKOJN KIMHUYECKOTO HCCIEIOBAHMS
JIEKapCTBEHHOTO Ipenapara Jjisi MeIUIIMHCKOTO IPUMEHEHHUS I0JDKHA COJIEPKATh CIECAYIOINE CBEACHUS:

1) HaumeHOBaHUe, WICHTU(OUKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIAa KIMHUYECKOTO UCCIICIOBAHMUS;
2) nata BHECEHHsI K3MEHEHUM B MPOTOKOJI KIIMHUYECKOT'O UCCIEAOBAHUS;
3) HaMMEHOBAaHME U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaMMEHOBaHWE OpraHU3alluU, MPUBICYCHHON pPa3pabOTUMKOM JIEKaPCTBEHHOIO Ipemnapara K
OpraHu3aly MPOBEACHUS KIMHUYECKOTO UCCIe0BaHus (TIPU HAJTMYHUH);

5) HaAauMMCHOBAHHUA KM MCECTa HAXOXACHHA MCAHMIMHCKHX OpFaHHSaHHﬁ, B KOTOPBIX ITPOBOAHTCA
KIMHUYCCKOC NCCICIOBAHUC,

6) nmara BbIJAYM paspelieHHs Ha IPOBEACHHE KIMHUYECKOTO HCCICAOBAHHS W HOMEp 3TOro
pa3penIeHus;

7) ©U3MEHEHUS1, BHOCHMBIC B IPOTOKOJI KIIMHUYECKOTO MCCIICIOBAHUS.
(dactb 4.1 BBegena denepanbubiM 3akoHoM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBbIAOLINA BaAaTH BOCBMHU pabouux JHEH co JHS MOJY4YEeHUs yKa3aHHOTO B
yacTu 4 HaCTOALIEH cTaTbU COOOLIEHUS, YIIOJTHOMOUYEHHBIN (heepaabHblii OpraH UCIIOJHUTENBHOM BIacTH
paccMaTpUBaeT 3TO COOOIEHHE B YCTAHOBJIEHHOM MM IMOpSJAKE M NMPUHHUMAET pELIeHWE O BHECEHWUHU
W3MEHEHUH B MPOTOKOJ KJIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOIO Ipernapara Ui MEAUIIMHCKOTO
OpUMEHEHHs WM 00 OTKaze BO BHECEHMM TaKUX M3MEHEHUH, MOAMUCAHHOE YCUJIEHHOU
KBJIN(ULIMPOBAHHOM 3JIEKTPOHHOM MOAINUCHIO, TOCPEICTBOM HAINPABJIEHHS COOTBETCTBYIOIIETO PEIICHUS
B JINYHBII KaOMHET 3asBUTENS B €AMHOM cucteme. IIpu paccMoTpeHuu cooOuieHus 0 He0OXO0AUMOCTH
BHECEHUS M3MEHEHUIl B MPOTOKOJ KIMHUYECKOIO HCCIEJOBaHMS JIEKapCTBEHHOI'O IIpernapara Juls
MEIULUHCKOTO MPUMEHEHUS B LIEJSIX OLIEHKH 0OOCHOBAHHOCTH ITpe/IaraéMbIX H3MEHEHHH 1 OlpeIesIeHUs
CTENIEHH pHUCKa JJs MalMeHTOB, MPUHUMAIOIMIMX y4YyacTHE€ B KIMHUYECKUX HCCIEIOBAHUSIX,
YIIOJIHOMOYEHHBIM (e/iepabHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH MOTYT IPHBIIEKATHCS SKCIEPTHI
COBETa IO 3TUKE U (MJIN) SKCIIEPTHI AIKCIIEPTHOTO YUPEKIACHHUSL.

(B pen. deaepanibHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-D3)

6. KimHnueckoe uccie1oBaHne JIEKapCTBEHHOTO Tpernapara il MEJUIMHCKOTO TPUMEHEHNS MOXKET
OBITh MPUOCTAHOBJIEHO WM MPEKPAILEHO, €CJIM B MPOLIECCE €ro MPOBEACHHUS OOHAPYKEHA OMACHOCTh IS
YKU3HM, 370pOBbs MAIIMEHTOB. B ciydae BO3HUKHOBEHMS OIACHOCTH JUIS KW3HHM, 370POBbs IALMEHTA,
Y4acTBYIOIIETO B KJIMHUYECKOM HCCIEJOBAaHUM JIEKAPCTBEHHOIO IIpenapara Uil MEIUIMHCKOIO
MIPUMEHEHHUs], HCCIeoBaTeNnu o00s3aHbl MPOUH(OPMHUPOBATH 00 3TOM PYKOBOAMTENS METUIIMHCKOU
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OpraHu3aly ¥ OpraHM3allfio, MOJYYUBIIYIO pa3pelieHHe YHNOJTHOMOYEHHOro (erepanbHOro opraHa
HCIIOJIHUTEJIBHOM BJIACTH HAa OPraHU3alMI0 MPOBEJIEHUS KIMHMYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOTO
npenapara. Pemienre o npuoCcTaHOBIEHUU KIIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOr O IIpenapara s
MEIULHUHCKOTO TPUMEHEHUS NPUHUMAIOT PYKOBOAMUTENb MEIUWLIMUHCKOM Opranuzanud u (Win)
OpraHuzaiys, MOJy4YuBIIas pa3pelieHHe YIOJTHOMOYEHHOro (eaepaabHOro OpraHa HCIOJTHUTEIbHOU
BJIACTM Ha OPraHU3alMIO NPOBEAEHUS KIMHUYECKOIO HMCCIEIOBAHMs JIEKAPCTBEHHOIO Ipernapara i
MEIULMHCKOTO TPUMEHEHHUS, PpEIICHHEe O MNPEeKPalleHUH TaKoro MCCIEI0BAaHUA IPUHUMAET
YIIOJTHOMOYEHHBIH  (heZiepalibHblii  OpraH HWCIOJHUTENBHOM BIACTH HA OCHOBAaHUHM COOOIIEHUS B
MUCBMEHHOW (opMe PYKOBOAUTENS MEIUIIMHCKOM OpraHu3aliy WM OpraHu3alus, I[OJTY4YHBIIAs
paspelieHrne YIoJIHOMOYEHHOTO (hefepabHOTO OpraHa HMCIOJHUTENBHOW BJIACTH Ha OPTraHU3aLUI0
MIPOBEACHUS KIIMHUYECKOTO NCCIIEA0BAHMS JIEKAPCTBEHHOTO ITpenapara Jjisi MEAUIIMHCKOIO IPUMEHEHHS.

7. B cpok, He MPEBBIIAIONINA NMATH paboyux AHEH CO JHS 3aBEPUICHHUS, MPUOCTAHOBJICHUS MU
IIPEKPALEHUs]  KJIMHUYECKOTO HCCIIENOBaHMS JIEKapCTBEHHOIO Ipenapara Uil  MEJUIIMHCKOIrO
MpPUMEHEHHs, COOOIIeHne 00 ITOM HAIpaBIIETCS OPraHU3alMsAMH, YKa3aHHBIMH B YacTH 3 cTaThbH 38
Hacrosero degepaibHOro 3aK0Ha, B YIIOJHOMOUYEHHBIN (e/iepanbHblil OpraH UCIOJHUTEILHON BIIACTH
10 YCTaHOBJICHHOW UM (opMe.

8. d)opMa COO6I_I_[€HI/IH O 3aBCpHICHHMHU, IHIPHUOCTAHOBJIICHUMHU WJIK IPCKpAIICHUN KIMHHUYCCKOI'O
HCCIICO0BaHMA JICKAPCTBCHHOI'O Ipcriapara AJjid MEAUIUHCKOTO IPUMCHCHUA JOJIKHA COACPKATh:

1) uadopMaIIO O MEAUIIMHCKONW OpPraHU3allud WM MEIUIIMHCKUX OpraHu3alusaX, MPOBOIUBIINX
JIaHHOE MCCIIEIOBAHUE;

2) OIMHUCaHUEC JaHHOI'O UCCIICAOBAHMA,

3) nmamHbIe HccienoBarens ((haMuiaus, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMasi JTOJDKHOCTb,
CHEIHATbHOCTb, CTaX padOTHI IO MPOrpaMMaM KIMHHYECKHUX UCCIIeI0BAaHUI JIEKapCTBEHHBIX TPENapaToB,
NepevYeHb KIMHUYECKUX MCCIIeIOBAHUN JIGKAPCTBEHHBIX MPEMapaToB, B KOTOPBIX OH MPUHUMAJ Y4acTHe
(meproAbl y4acTHsi) B Ka4eCTBE MCCIeI0BaTENsl UM COUCCIIEI0BATENs);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3yabTaT TAaHHOTO UCCIIE0BaHMs (3aBepIlCHUE, TPUOCTAHOBICHHE WIIH NPEKPAICHUE TAaHHOTO
HCCIICOO0BAaHMA C YKA3aHUCM UX IMMPUYMH U BJIMSAHHA HAa OLUCHKY €TI0 PE3yJIbTAaTOB, O6HIyI-O OIICHKY pHCKa "
OKUJAEMOM TOJB3bl OT MPUMEHEHMS] MCCIEAYEMOrO JIEKAPCTBEHHOIO IIpemapara, a Takke
IpeiroiaraeMble JajJbHENIINe JeHCTBHS).

8.1. Ilpu BeIsIBIEHUH (heaepabHBIM OPraHOM MCIIOJIHUTENIbHON BIIACTH, OCYILECTBIISIOUINM (QYHKIIUU
M0 KOHTPOJIO W HAI30py B cepe 3ApaBOOXpaHEHHUs, HAPYIICHUM TPABWII HAJJIEKAIIEH KIMHUYECKOU
MIPAaKTUKU IIPU IPOBEACHUM KIUHUYECKOIO HCCIENOBAHUSA JIEKAPCTBEHHOIO Iperapara, BIUAIOIIHUX Ha
MIOJIHOTY U (WJIN) TOCTOBEPHOCTD JIaHHOTO KIIMHUYECKOTO UCCIIEIOBaHMs, YKa3aHHbIN (peepaabHblil opran
UCIIOJIHUTENIBHOM BJIACTH IPHUOCTAHABIMBACT IPOBEICHUE [aHHOIO KIMHUYECKOIO HCCIECNOBAHUSA U
BBIHOCUT MEIUIMHCKOW OPraHMW3alllid, B KOTOPOH IPOBOJUTCA JTAHHOE KIMHUYECKOE HCCIIEIOBAaHUE,
npeanucaiue o0 yCTpaHeHUH BhISIBIIEHHBIX HapyleHuid. [Ipu HeycTpaHeHuN MeTMITMHCKON OopraHu3aimen
BBISIBJICHHBIX HApyIIEHUH B YCTAHOBJIEHHBIH B MpPEANUCAHUU CPOK YKa3aHHBIN (enepanbHbIl OpraH
UCIIOJIHUTEJIBHON BJIACTH IIPUHUMAET PEILICHUE O IIPEKPALLEHUH IIPOBEIACHUS KIIMHUYECKOIO UCCIIEIOBAHNUS
JIEKapCTBEHHOI'O TIperapara W HampaiseT B (eaepaiabHbli OpraH HCIOJHUTENBHOW BJIACTH,
OCYILIECTBISIONIMNA (PYHKIIMU TIO BBIpaOOTKE M pealn3alliu roCy/1apCTBEHHONW MOJMTUKA U HOPMAaTHBHO-
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MIPaBOBOMY PETYJIMPOBaHUIO B cepe 3IpaBOOXPaHEHHUs, 3aKIIOYCHHE O BBIABICHUU TMPHU MPOBEIACHUU
AJaHHOT'O KIIMHUYCCKOI'O HCCJIICAOBaHUA HapymeHHf/'I ImpaBHJI Haﬂnemameﬁ KJIIMHUYECKOH IMPAKTUKHU JIA
NPUHATUS pelieHuss 00 OTMEHE pa3pelleHHs Ha OpraHH3alMI0 MPOBEICHUS TAHHOTO KIMHUYECKOTO
HCCIICAO0BaHUA C JaThl IPUHATHA PCIICHUA O IPUOCTAHOBJICHUH ITPOBCACHNA KIIMHUYCCKOTO NCCIICAOBAHUA
JICKApCTBEHHOTO Iperapara.

(uactb 8.1 B pen. denepanbuoro 3akona ot 13.07.2015 N 241-D3)

8.2. [Ipu npoBeIeHNH KIIMHUYECKOr0 NCCIEA0BAHMS JIEKAPCTBEHHOIO Ipernapara sl MEAUIIMHCKOI O
MIPUMEHEHHUS B CIy4yae yTOUYHEHHUs (M3MEHEHUSs) IaHHBIX, COACPKAIIMXCS B pa3pelICHUU Ha MPOBEJCHUE
JAHHOTO KJIMHMYECKOTO HCCIIEOBaHMS, HA OCHOBAHWM HANpPABICHHOTO B JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (heIepalibHOTO OpraHa HCIIOJHUTEIFHOW BIIACTH B €JUHOM CHUCTEME oOpalleHus
3asiBUTENIS, MMOANUCAHHOTO YCUJICHHOM KBaTU(UIIMPOBAHHOM 3JIEKTPOHHOMN MOMIMKUCKHIO, C MPUIOKEHHEM
MOTHBUPOBAHHOTO OOOCHOBAHUS M IOKYMEHTOB, MOJATBEPIKIAOIINX HEOOXOJUMOCTh YTOUHEHUS JTaHHBIX,
YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIIOJHUTEIBHON BIACTH B CPOK, HE MPEBBIIIAIOIINUN IBAIIATH
BOCBMH pa0OYMX JTHEW CO JIHS MOCTYIUICHUS TaKOro OOpalieHusi, BHOCUT U3MEHEHHS B pa3pelieHrue Ha
MIPOBEACHUE KIIMHUYECKOT0 UCCIEA0BaHMs JIEKAPCTBEHHOT O MpernaparTa Jjisl MEIULIIMHCKOTO IPUMEHEHHUS U
peecTp BbIIAHHBIX Pa3pelICHU Ha MPOBEACHUE KITMHUYECKUX UCCIIEIOBAHUM JICKAPCTBEHHBIX IIPENapaTos,
a TaKkKe HaIpaBIsIeT B JMYHBIN KaOMHET 3asBUTENS B €AMHON CHCTEME BBIMKHCKY U3 PEECTpa BbIIAHHBIX
pa3pelieHui Ha MPOBEACHUE KIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX MpPEnapaToB, MOAMUCAHHYIO
YCUJICHHOW KBaMU(UIIUPOBAHHOW AJIEKTPOHHON MOANMUCHIO, JTUOO NMPUHUMAET pelleHne o0 OTKa3e BO
BHECEHUHM W3MEHCHHI B pa3pelieHUE Ha NPOBEJACHHUE KIMHHUYECKOIO0 HMCCIEAOBAaHMS JIEKAPCTBEHHOTO
mpemnapaTa Ui MEAMIMHCKOTO MPUMEHEHUS W HaNpaBlseT B JIMYHBIM KaOWHET 3asBUTENs B €IUHOU
CUCTEME 3TO pCIICHHE, MOJIMUCAHHOC YCHUJICHHOW KBaTU(UIIUMPOBAHHOW JJICKTPOHHOUW IOMAIHUCKHIO, C
yKa3aHUEM IPUYUH OTKa3a.

(uactp 8.2 BBegeHa denepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

9. YnionHoMOuUeHHBIN (e/iepanbHblil OpraH UCTIOIHUTEBHON BIACTH OMYOJUKOBBIBAET U pa3MeEIIaeT
Ha cBOeM oduIMalbHOM caiite B cetu "HHTepHeT" cooOlieHune o 3aBepllieHnH, TPUOCTAaHOBIEHUN WIH
IIPEKPALLEHUH KIIMHUYECKOTO UCCIIEA0BAHNS JIEKAPCTBEHHOTO IIpenapara s MEIULUHCKOTO IPUMEHEHMUS
B CPOK, HE MPEBBIIAIOIINN MIATH paboyuX JHEH cO JHS €ro MOJyuYeHus, B YCTAHOBJIIEHHOM UM IOPSIJIKE.

10. YnonHoMoueHHbIH (enepanbHbIi OpraH MCHOJHUTEIbHON BIACTH OCYILIECTBISET BeJCHUE
peecTpa HCCHCHOBaTGHeﬁ, MPOBOAAIIUX WX HMPOBOAMBIINX KIIMHUYCCKUC UCCIICAOBAHUA JICKAPCTBCHHBIX
IIPENnapaToB Uil MEAMIMHCKOIO IPUMEHEHHUS, B COOTBETCTBUU C YTBEPKACHHBIMH UM IIpaBUJIAMU U
pa3MeniaeT ero Ha cBoeM o¢uuuanbHOM caiite B cetH "HTepHET" B YCTaHOBIEHHOM UM IMOPSJIKE.
VYKkazaHHBIN peecTp coAepKUT UH(OPMAIHIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HAcTOsIIEH cTaTbhH.

11. Otuer o pe3yapTaTax KIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOrO Ipernapara Jyis
MEIUIMHCKOTO IPUMEHEHHUsI COCTABIIsIETCSl OpraHu3anueil, yka3aHHoi B yacTu 3 cTaTbu 38 HACTOSAIIEro
®denepalbHOTO 3aKOHA, U MPEJICTABISIETCS B YIOJIHOMOYEHHBIN (enepalbHblil opraH HCIOIHUTEIbHON
BJIACTH, BBIJABIIUN PAa3peIICHUE Ha IMPOBEACHUE 3TOI0 HUCCIECNOBAaHMS, B CPOK, HE IPEBBIIAIOLINN
ABCHAAIATH MCCALCB CO JHA €ro 3aBCPLICHHA, MPUOCTAHOBIICHUA WU IMPEKpallCHHA, B IIOPAIKE,
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJIHUTEIBHOM BIACTH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

12. Hapymenue mnpaBus Haajexalled KIMHUYECKOH NpakTHKH, (ambcudukanus pe3ynbTaToB
KJIIMHUYECKOT0 HCCIEI0OBAaHUS JIEKQpCTBEHHOTO Mpernapara i MEIUIMHCKOTrO MPUMEHEHHUsS BJIEKYT 3a
co00# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/aTeNbCTBOM Poccuiickoi deneparui.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

13. Ilpu npoBeaeHNHN KIMHUUYECKOTO UCCIIEA0BAHNS JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOIO
IIPUMEHEHMs JOIYCKaeTcsl 3a00p y MAallMEHTOB OMOJIOTMYECKUX MaTepuaioB (00pa3libl OMOJIOTHYECKUX
KHUJIKOCTEeH, TKaHEH, CEKpPEeTOB W MPOAYKTOB >KU3HEACATEIBHOCTH 4YEIIOBeKa, (U3MOJIOTHYECKUX U
NaTOJIOIMYECKUX BbIIEIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMOICUIHBINA MaTepuall)
uid ux uyuyenus B Poccuiickoit @enepauuu u (wim) 3a npeaenamu Poccuiickoit @enepanui.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Tlopsanok BBo3a B Poccuiickyro ®enepannio U BbIBO3a 3a mpeneibl Poccuiickoit denepanuu
OMOJOTMYECKUX  MaTepualioB, IMOJYYEHHBIX TPU MPOBEACHUM  KIMHUYECKOTO  MCCIEI0BaHUS
JIEKApCTBEHHOT'0 TMperapaTra s MEIUIMHCKOrO0 TPUMEHEHUS, YycTaHaBiuBaeTcs IIpaBuUTeNnbCTBOM
Poccuiickoit @eneparuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop 0 npoBeAeHUU KITMHUYECKOro uccrnenoBaHUs NeKapCTBEHHOro
npenapara ans MeaULUHCKOro NnpuMeHeHus

1. KinuHuyeckoe wuccieoBaHuE JIEKAPCTBEHHOIO IIpermapaTa A METUIIMHCKOTO HPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBHUH C JIOTOBOPOM O MPOBEACHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpermapata AJii MEIULMHCKOTO TNPUMEHEHHs, 3aKI0YaeMbIM MEXKIy OpraHU3alHel, MMOoTy4YHBIIeH
pas3pelieHrne YIoJIHOMOYEHHOTO (eepabHOr0 OpraHa MCIIOJHUTENFHOW BJIACTH HAa OPTraHU3aIUI0
MPOBEJICHUSI TAKOT'O HCCIEAOBAHUSA, M MEAMIIMHCKOW OpraHU3alMel, OCYIIECTBIISIIONICH MpPOBEICHHE
TaKOI'0 UCCJIEJOBAHMUSL.

2. I[OFOBOp O IIPOBCACHHUHU KIMHHYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O IIpfIiapara JId
MCIUIHUHCKOI'O IPUMCHCHUS JOJDKCH COACPIKATD!:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO UCCICJOBAHUS

2) ompexaeneHue OOIIEH CTOMMOCTH MPOTPaMMBI JAHHOTO HCCIIEIOBAHUS C YKAa3aHUEM CYMMHBI,
MpeIHa3HavaIonIecst sl BBITLJIAT UCCIIeIOBATENsIM, COUCCIIEIOBATENSM;

3) ompenenenue GOpMBbI MPEACTABICHUS PE3YIbTATOB JaHHOTO MCCIICIOBAHUS B YIIOJTHOMOYECHHBIH
benepanbHBI OPraH UCMOTHUTEIBHON BIACTH.

Cratbna 42. duHaHcoBoe obecnevyeHue KNMUHUYECKOro nccnenoBaHus
NeKapCTBEHHOro npenapara ans MeauuUHCKOro npuMeHeHus

dunHaHCcOBOE oOOecrHeUeHUe KIMHHYECKOTO HUCCIICAOBAaHUA JICKAPCTBCHHOI'O Iperiapara I
MCIUIHUHCKOI'O IPUMCHCHUS OCYLICCTBIIACTCA 3a CUCT:

1) cpenctB deneparbHOTO OFOKETA;

2) CpCACTB OpFaHI/I3aI_II/II71, MOJIYYUBHINX Pa3pClICHUC HA OpTraHHu3aldil0 MPOBCACHUA HOAHHOI'O
HCCIICO0BaHNA, B COOTBETCTBHUH C YCIIOBUAMU AOTOBOpA O €TI0 IMMPOBCACHUH,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit Gbenepam/m HCTOYHHKOB.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Cratba 43. I'IpaBa naunMeHToB, Yy4YacTBywOWUX B KIIMHU4YECKOM wuUcclriegqoBaHuu
JNIeKapCTBeHHOro npenaparta agnd meauuMHCKOro npumeHeHuns

1. VYyacrtue MNanyMceHTOB B KIMHHUYCCKOM HCCICAOBAHUHM JICKAPCTBCHHOI'O IIpfriapara A
MCIUIHUHCKOI'O IPUMCHCHUS ABJISACTCS l[O6pOBOJIBHBIM.

2. [TanMeHT UM ero 3aKOHHBIH MPEICTABUTENb JODKEH ObITh HHPOPMHUPOBAH B MUCbMEHHOH (popme
B BUJIE JIOKYMEHTA Ha OYMa)XHOM HOCHTEJIE TN00 B (hOpPME IEKTPOHHOTO JOKYMEHTA!
(B pen. @enepanbHoro 3akoHa ot 28.12.2025 N 504-D3)

1) 0 JICKapCTBCHHOM IIperiapare Ijid MCIAUIHUHCKOr0 MPUMCHCHHA W CYHIHOCTH KIIMHHYECKOI'O
HCCIIEO0BAaHMA 3TOT'O JICKaAPCTBCHHOI'O IIpCIiapara,

2) o 6e30IMacHOCTH JICKAPCTBEHHOTO IperapaTa iUl MEIUIIMHCKOTO TPUMEHEHUS, €ro 0KHUIaeMOU
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKa Ui MAIUEHTA;

3) 00 YCIOBUAX YyHAaCTHA MaMCHTA B KIIMHUYCCKOM HUCCIICAOBAHUHU JICKAPCTBCHHOI'O IIpcriapara AJId
MCAULUHCKOI'O IIPUMCHCHUS

4) 0 OCIM WM HCIAX WM MIPOAOJDKUTCIIBHOCTHU KIMHHUYCCKOIO HMCCICHOBAHUA JICKAPCTBECHHOI'O
npceraparta 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) o JeHCTBUSAX NAUUEHTa B Cllydyae HENPEABUAECHHBIX 3(QQEKTOB BIUSHUS JIEKAPCTBEHHOI'O
rpenapara s MEAUIUHCKOr0 IIPUMEHEHKS Ha COCTOSIHUE €0 310POBbS;

6) 00 yclIOBHSIX 00S3aTEIILHOTO CTPaXOBaHUS )KU3HH, 3[I0POBbS MAIIUCHTA,

7) 0 TapaHTHAX KOH(I)I/IILCHLII/IaJ'ILHOCTI/I ydqaCTtusa IMalueHTa B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOTO Iperapara JJIid MCAUIUHCKOTIO IPUMCHCHU.

3. Z[O6pOBOJ'ILHOC COrJIaCu€ IMalluCHTa HAa Y44aCTUC B KIMHHUYCCKOM HCCICIOBAHUU JICKAPCTBECHHOI'O
npemnapara Mjs1 MCIUIHUHCKOrO MPHUMEHCHUS IOATBCPKAACTCA €Tr0 IMOAINMUCBIO HWIIM IMOAINMUCBIO €TI0
3aKOHHOT'O TPCACTABUTCIIA Ha I/IHq)OpMaI_II/IOHHOM JIUCTKE IMalluCHTA.

4. HaIII/IeHT HJIM €70 3aKOHHBIN MNpEaACTAaBUTECIIb UMCCT IIPaBO OTKA3aTbCAd OT YUAaCTUS B KIMHHYCCKOM
HCCIICAOBAaHUMN JICKAPCTBCHHOI'O IIpCllapaTa g MCEIUIOUHCKOTO MNIPHUMCHCHUS Ha 000 cTagnun
IMPOBCACHUA TAKOI'O UCCIICAOBAHUS.

5. IlpoBeneHne KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara A MEIAUIMHCKOTO
MIPUMEHEHHUS C yUaCTUEM B KAUECTBE MALMEHTOB JETEH JOMyCKAeTCs TOIbKO MTPU HATMYUU T0OPOBOIBHOIO
corylacus Ha ydacTue€ B KJIMHHYECKOM MHCCJIEI0BAaHUU JIEKAPCTBEHHOTO Ipenapara JUisi MEIAULHUHCKOIO
MPUMEHEHUs] B MH(GOPMAIIMOHHOM JIMCTKE MAIeHTa, MOJIUCAHHOM HX POJIUTENISIMU, YCHIHOBUTEISIMHU.
JleTn MOT'yT pacCMaTpUBaThCs B KAUECTBE NOTEHIMAIBHBIX TAIIMEHTOB TAKOI'O UCCIIEI0BAaHU, TOJIBKO €CIH
€ro IMpoBeJieHue HeOoOXOIUMO Uil YKpEIUIEHUs 3[10pOBbs JleTell Wiu npoduiIakTUKH HH(EKIMOHHBIX
3a00JeBaHU B JETCKOM BO3pacTe MO0 €U IIeNbI0 TAaKOTO MCCIEOBAHNUS SBISIETCS MOMyYeHHE JaHHbBIX
0 HawJydlled JO03UPOBKE JIEKAPCTBEHHOIO Ipernapara I Je4eHHs JaeTed. B aTux ciydasx Takomy
HCCJIEOBAHUIO JTOJKHO MPEAIIECTBOBATh KIMHUYECKOE HCCIIEI0BAHUE JIEKAPCTBEHHOIO Ipenapara Jis
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEIUIIMHCKOTO MPHUMEHEHHs Ha COBEPIICHHOJETHUX TpaXJaHaX, 3a HCKIIOYCHHEM CIy4aeB, €CIH
HCCIIeTyeMblii JIEKapCTBEHHBIH Mpenapat s MEAULIUHCKOTO MPUMEHEHHS IPEAHAa3HAYeH HCKITIOUUTEIHHO
JUIS1 NICHIOJIB30BaHMSI HECOBEPIICHHOJIETHUMU TPAXKIaHAMH.

(B pen. @enepanbHbix 3aKoHOB 0T 22.10.2014 N 313-D3, ot 28.12.2025 N 504-D3)

6. 3anpemaeTc;1 IMPOBEACHHUEC KIMHHYCCKOI'0 MCCICIOBAHUA JICKAPCTBECHHOI'O IIpfliapara AJId
MCIUIHUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC MMAlITUCHTOB!

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 TMOTNCUCHHS POAUTEIICH;

2) JKCHIIMH B TMEpUOJ OCEPEeMEHHOCTH, JKEHIIMH B TIEPUOJA TPYAHOTO BCKAapMIIMBAaHUA, 32
HCKJIIOUEHUEM CIIy4YaeB, €CIM IPOBOAUTCSA KIMHUYECKOE MCCIEAOBAHME JIEKAPCTBEHHOrO Ipernapara,
MPEIHA3HAYEHHOTO ISl YKAa3aHHBIX JKEHIIWH, IPHU YCIOBUU HEOOXOAMMOCTH MONYYeHHs] MH(DOpMAIiu
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOLIMX KIMHUYECKUX MCCIECIOBAaHUNA M NPHUHATUS BCEX
HEOOXOJMMBIX MEp IO HCKIIOUCHUIO PUCKA HAHECCHHUs Bpela JKCHIIMHE B TIEpUOa OCpEeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUSL, IIJIOY UIH PEOCHKY;

3) BOEHHOCIYXalllUX, 32 MCKIIOYEHHUEM CIIy4aeB IIPOBEACHUS KIMHUYECKOIO HCCIIECIOBAaHUS
JIEKapCTBEHHOI'0 IpernapaTa, CHelMadbHO pPa3pabOTaHHOrO Ui MPUMEHEHHs B YCIOBHMSIX BOEHHBIX
JEWCTBUH, Upe3BBIYAMHBIX CUTYAIMH, MTPO(UIAKTUKH 1 JICYCHUS 3a00JICBAaHUN U TIOPAKESHUH, TTOTYIEHHBIX
B pe3yJibTaTe BO3ACUCTBUS HEOIArONPUATHBIX XUMUYECKUX, OMOJIOTHYECKUX, PAJUAllMOHHBIX (aKTOPOB.
Kimmanueckoe uccnenoBaHue TAakoro JIEKApCTBEHHOIO IIpernapara MOXKET IPOBOAUTHCS C y4acTHEM B
KAaueCTBE IalMEHTOB BOEHHOCITYXKAIIMX, 3a HUCKIIOUYEHUEM BOEHHOCIYXKAIIMUX, NPOXOIAIIUX BOCHHYIO
CITy’K0y IO TIPHU3BIBY, C COOJIIOICHHEM TPeOOBaHUI, YCTAaHOBIICHHBIX HACTOSIINM DeiepaibHbIM 3aKOHOM
B OTHOUICHHMH I'PAXAAHCKUX JIMLL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIBHBIX OPraHOB;

5) JINII, OT6BIB3.IOH_[I/IX HaKa3aHHUC B MCCTax JIHIICHUA CBO6OI[BI, a TaKXKC JIMIL, HAXOOAIIUXCA I10M1
CTp&)K@fI B CJICACTBCHHBIX HU30JIATOpAX.

7. JlomyckaeTcsi NpOBEIEHUE KIMHUYECKOIO HCCIENOBAaHUSA JIEKapCTBEHHOIO IIpernapaTta A
MCIUIHUHCKOI'O MPUMCHCHHUS, IMPEAHAZHAYCHHOI'O JJIA JICUCHUS IICUXUYCCKHUX 3360J’I€B3HI/H71, C y4aCTucEm B
KayecTBe MaIEeHTOB JIUI] C ICUXUYECKUMHU 3a00JI€BaHUSAMU, IPU3HAHHBIX HEAEEeCIOCOOHBIMU B TIOPSIJIKE,
YCTaHOBJIIEHHOM  3akoHoaarenbcTBOM  Poccmiickoit  ®Denepanuun.  KinmHuueckoe — mcciaegoBaHUeE
JIEKapCTBEHHOT'0 Ipernapara B 3TOM cCllyyae IMPOBOJUTCS MpPHU HAJIWYUU JOOPOBOJIBHOTO COIJIACHs Ha
ydacTue B KJIMHUYECKOM HCCIEOBAaHUM JIEKAPCTBEHHOTO IpernapaTa A MEAUIIMHCKOTO MPUMEHEHUS B
MH(GOPMALMOHHOM JIMCTKE NallMeHTa, OIMMCAHHOM 3aKOHHBIMU IIPEJICTaBUTEIIMH YKa3aHHBIX JIMII.

(B pen. @enepanbHoro 3akoHa ot 28.12.2025 N 504-03)

CraTtbsa 44. O65a3aTenbHOE CTpaxoBaHMeE XXU3HU, 3A0POBbA NaLMeHTa, y4yacTByloLero
B KIIMHNYECKOM MCCrnefoBaHMM JeKapCTBEHHOro npenapata Ansa MeauLUHCKOro
NnpPUMeHeHuns

(B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

I. Opranuzanus, MOOJy4YHMBIIAS pa3pelIEeHHEe HA OPraHU3AMI0 TPOBEACHUS KIMHHUYECKOTO
UCCIIEIOBaHMS JIEKAPCTBEHHOTO Tpernapara Aias MEIUIIMHCKOTO TMPUMEHEeHHs, 00s3aHa B KadecTBe

www.consultant.ru CrpaHuua 104 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470140&date=03.02.2026&dst=100027&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523019&date=03.02.2026&dst=100014&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=508490&date=03.02.2026&dst=100169&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523019&date=03.02.2026&dst=100015&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470150&date=03.02.2026&dst=100183&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

CTpaxoBaTeCiId CTPaxoBaTh PUCK IPUYNHCHHAS BPpCaa ) KU3HU, 3I0POBBIO ITIAIMCHTA B PE3YJIBTATC IPOBEACHUA
KIIMHUYCCKOI'0 UCCIICAO0OBaHUA JICKAPCTBCHHOTO NIp€riapara i1 MCAUIIUMHCKOTO IPUMCHCHUS 3a CBOH cUeT
IIYTEM 3aKJIIFOYCHHA JOT0OBOpa 0053aTeNLHOr0 CTpaxOoBaHUsI.

2. OOBEKTOM 00s3aTETBHOTO CTPAXOBaHHS SBISETCS MMYIIECCTBEHHBI MHTEpEC TNAalHueHTa,
CBSI3aHHBI C MPUYMHEHHEM BpE/a €ro XH3HHU WM 370POBBIO B PE3yJbTaTe NMPOBEACHUS KIMHUYECKOTO
MCCIIEIOBAaHMSI JICKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IIPUMEHEHUSI.

3. CTtpaxoBbIM CllyyaeM IO JOIOBOPY 00s3aTEIbHOIO CTPAXOBaHUS SABJISETCS CMEPTh NAllMEHTa WU
YXYIIIEHUE €0 3A0POBbs, B TOM YHCIIE BIEKYyIIee 32 cO00H yCTaHOBIEHHUE HHBAJIUIHOCTH, IPU HATUYAN
IIPUYMHHO-CJIEICTBEHHON CBSI3M MEXJ1y HACTYIUIGHHEM 3TOro coOBITUS M YdacTHEM IaleHTa B
KIIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO IIpenapara.

4. Tpe6OBaHI/I$I O BO3MCHICHMM Bpc€aa, IPUYMHCHHOI'O JKH3HHW HWJIK 3J0pPOBbBIO IIAIIMCHTA,
MMPCABABIAIOTCA B TCUCHHUC CpPOKOB HCKOBOI1 JaBHOCTH, YCTaHOBJICHHBIX TpaXXJaHCKUM
3aKOHOJaTCJIbCTBOM.

5. Pa3mep cTpaxoBoil BBIILIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAaHUS COCTABIISET:

1) B ClIydac CMCPTHU IMIalMCHTA IBa MHUJIJIMOHA pY6H€I7I Ha KaXJO0ro IanueHTa, y4aCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOTI'O ITpLCIiapara,

2) mpu yXyALIEHUU 37J0POBbs MAIIUEHTA!

a) IOBJIEKILIEM 3a cO0OM yCTaHOBJIIEHHE MHBAJIWIHOCTU | rpynmbl, OAMH MWIUIMOH MSTHCOT ThICSY
pyOsieli Ha KaXAOro ManUeHTa, y4YyacTBOBABIIET0 B KIMHUYECKOM MCCIIEIOBAHUN JIEKAPCTBEHHOI'O
npenapara;

6) moBiekieM 3a co0oil ycTaHOBIEHHE MHBAIMAHOCTH Il rpynmbl, OAMH MWIIMOH pyOsied Ha
Ka)KJI0r0 MalMeHTa, yiaCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

B) NOBJEKIIEM 3a co0o0i ycTaHoBieHue umHBanugHocTH III rpymmel, msaTbcoT ThICSY pyOnel Ha
Ka)KJI0ro MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HCCII€0BAHNH JIEKapCTBEHHOTO Mpenapara;

T') HE MOBJEKIIEeM 3a CO00I YCTaHOBJICHHsI MHBATUAHOCTH, HE OoJiee ueM TpUCTa ThICSY pyoOnel Ha
Ka)KJIOTO TAIMEHTa, y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO TIpenapara, ucxXos
U3 HOPMATHBOB, OTPAXKAIOIIUX XapaKTep M CTENEHb MOBPEXKIEHUS 3/I0pOBbs, a Takke (PaKTUUECKH
MMOHECEHHBIX MAIMEHTOM PAacXOJI0B, BHI3BAHHBIX MOBPEKIECHUEM 3JI0POBbs, HA MEAUIIMHCKYIO IOMOIIb,
MprOOpeTeHUE IEKAPCTBEHHBIX MPENapaToB.

(mm. "r" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-D3)

6. Yrpatun cuny ¢ 1 utons 2015 roaa. - @exnepanbHblil 3akoH oT 22.12.2014 N 429-03.

7. Cpox moroBopa 0053aT€TBHOTO CTPAaxOBaHUS HE MOXKET OBITh MEHEe, YeM CPOK IPOBEICHHS
KJIIMHUYECKOT0 MCCIIEIOBAaHUs JIEKapCTBEHHOIO MIpenapara.

8. VYcinoBusi noroBopa 00s3aTENbHOTO CTPAaxOBAaHUS, B TOM YHCIE CTPaxoBble TapU(bl IO
00s513aTeNIbHOMY CTpPaxOBaHHIO, MepeueHb HEOOXOAMMBIX JTOKYMEHTOB Ul OCYIIECTBICHHS CTPaxOBOM
BBIIIATBI, IMOPAAOK YCTAHOBJICHHA CTpPaxoBaTCJIEM HWHIAWBHUAYAJIbHOI'O I/IJIeHTI/I(i)I/IKaIII/IOHHOl"O KoJa
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MaIMeHTa, TOPSI0K HHOOPMUPOBAHHS CTPAXOBATEIEM CTPAXOBIIUKA O MPUBJICYCHHBIX K KIIMHHYECKOMY
HCCJICIOBAHMIO JICKAPCTBEHHOTO IIperapata JAJisi MeIUITUHCKOTO TPUMEHEHUS MAllMeHTaX, MOPSIOK YIIATHI
CTPaxOBOU MPEMHH, TOPSIOK PEATU3ALNH ONPEICICHHBIX HACTOSAIIMM DeepabHbIM 3aKOHOM U IPYTUMH
(benepanbHBIMU 3aKOHAMH TIPaB M 00sS3aHHOCTEH CTOPOH IO JIOTOBOPY 0053aTENBHOTO CTPAaXOBaHHA, a
TaK)KE HOPMATHBBI, OTPAXKAIOIINE XapaKTep W CTENCHb IMOBPEXKICHHS 3I0POBbS, YCTAaHABIMBAIOTCS
TUTIOBBIMU TIPABHJIAMU 0053aT€IFHOTO CTPAXOBAHUS.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9.B CJIydac NpUYUHCHUA BpEAa ) XKU3HU MMAIUCHTA, YHaCTBOBABIICT'O B KIIMHUYCCKOM HCCIICAOBAHNN
JICKApCTBEHHOI'O ITp€riapara, BBIFOI[OHpHOGpeTaTCJ'IﬂMI/I o J0roBopy 00513aTEJIbHOTO CTpaxoBaHUA
ABJIIOTCA T'paXJaHC, HMCIOINIUMC IIPpaBO Ha BO3MCHICHUC Bpcaa B ClIyda€¢ CMCPTH KOpMWJIbLAd B
COOTBETCTBHH C I'PaAXKAAHCKHUM 3aKOHOAATCIBCTBOM, IIPHU OTCYTCTBUU TAaKHUX I'PaAXAaH - pOJUTEIIN, CYIIPYT,
ACTHU YMCPUICTO MalveHTa, Y4aCTBOBABIICTO B KIIMHUYCCKOM UCCIICAOBAHUH JICKAPCTBCHHOI'O IIpCIiapara,
B CJIy4ac€ CMCPTHU MAILUCHTA, YHACTBOBABIICTO B KIIMHUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O IIpCIIapaTa
W HC MMCBHICTO CaMOCTOATCIBHOI'O AO0XOJda, - IpaXJaHC, Ha MXKXIWBCHHMU KOTOPLIX OH HAaXOIWJICA, B
OTHOIICHHUMW BO3MCHICHHA PpACXOJ0B Ha HOFpe6CHHC MManueHTa, Y4YaCTBOBABLICTO B KIMHHUYCCKOM
HCCIICA0OBAaHNHU JICKAPCTBCHHOI'O IIpiapara, - JUIOo, IOHCCIICC TAKUC PaCXO/bI.

10. CrpaxoBas BblIIUIaATA B CYET BO3MELICHHMS BpeAa, NPUUYMHEHHOIO JKU3HU TalUEHTa,
Y4acCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOI'O IIperapara, pacupelesieTcs MExAy
BBIFOJIONPHOOpETATEISIMA IPOIOPLUOHATIBHO UX KOJMYECTBY B PABHBIX JIOJIAX.

11. Ilpu HacTyIUIeHUH CTPAXOBOTO Cy4as MAlMEHT, y4aCTBOBABIINN B KIIMHUYECKOM UCCIICI0BAHUH
JIEKapCTBEHHOT'O IIperapara, BHIro1I0npuoopeTaTelib BIIpaBe NPEAbIBUTh HEMOCPEACTBEHHO CTPAXOBIIUKY
TpeOoBaHUE O BO3MEIICHHH MPUIMHEHHOTO Bpeaa. CTpaxoBasi BEIIUIATA OCYIICCTBIIICTCS CTPAXOBIIHKOM
B T€UEHHE TPUJILIATH JHEH CO JHS MPEACTaBIECHUS HEOOXOUMBIX TOKYMEHTOB. [lalienT, yuacTBOBaBIIHiA
B KIIMHMYECKOM HCCIICIOBAHUH JIEKAPCTBEHHOTO MPeTapara, Wi BBIT0IONPHOOpETaTeNb 00s13aH COOOIINTH
CTPaxOBIIUKY AJII OCYIIECTBICHUS CTPaXOBOH BBIMIATHl WHIUBUAYAIbHBIA WIACHTU(PUKAIIMOHHBIN KOJ
MalMeHTa, YCTAHOBJIEHHBIH CTpaxoBaTeJIeM B COOTBETCTBHHM C THUIOBBIMU IpaBUJIAMU 00s3aTEIHHOTO
CTpaxOBaHUs.

12. Jlo TONHOrO OMNpeleNieHus pa3Mepa MOJJISKAIIET0 BO3MEIICHHIO Bpeda CTPaxOBIIUK IO
3asBJICHHIO TAIMEHTA, YYaCTBOBABIIIECTO B KIIMHUYECKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Tperapara, iu
3asABJICHUIO BI)IFOI[OHpI/IO6pCTaTeJ'I$I BIIpaB€ OCYHICCTBUTH 4aCTb CTanOBOﬁ BbBIIJIaTbI, COOTBETCTBYIOIITYIO
(aKTUYECKHU ONPEeIICHHON YaCTH MPUYHMHEHHOTO Bpe/a.

13. CrpaxoBas BbIIJIaTa B COOTBETCTBUHU C JOTOBOPOM 00513aTEIBHOIO CTPAXOBAHHUS OCYILECTBIISIETCS
HE3aBHCHMO OT BBITIAT, MPUYUTAIOIINXCS 110 APYTUM BUAAM CTPaXOBaHUSI.

14. He AOIMYCKACTCA y4acTUC TMaluMCHTa B MPOBCACHHUHU KIMHHUYECKOTO HCCICIOBAHHA
JICKApCTBCHHOTO IIpeIiapaTa npu OTCYTCTBUU JOTOBOpA 00s13aTeIHLHOTO CTpaxOBaHUA.

15. KoHTposp 3a HCIOJTHEHWEM OpraHU3alMel, IOJIyYUBIIEH pa3pelleHHe Ha OPTraHHU3alUIo
IIPOBEJEHUS KIIMHUYECKOTO MCCIIEA0BaHNUs JIEKAPCTBEHHOTO Mpernapara Juisi MEAUIIMHCKOTO IPUMEHEHMS,
YCTaHOBJIEHHOW HACTOALIEH cTaThell O0S3aHHOCTH IO 00S3aTeNbHOMY CTPaXOBAaHUIO KM3HH, 3/10pPOBbS
MaIMeHTa, y4acTBYIOIIETro (Y4aCTBOBABIIET0) B KIMHMYECKOM HCCIIeIOBaHUH JIEKapCTBEHHOTO MpernapaTa,
OCYIICCTBIIACTCA YINOJTHOMOYCHHBIM CbellepaJ'IBHI)IM opraHomMm HUCIOTHUTEIBHOMN BJIaCTH, BbIJaBIIUM
paspellleHne Ha TNPOBEACHHE KIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX IIPENapaTroB Ui
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MCIUIHUHCKOI'O IPpUMCHCHUS.

Mnasa 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CraTtbsa 45. NMpon3BoaCcTBO NeKapCTBEHHbIX CPeacTB

Koncynsrantlntoc: npumeqanue.
C 01.03.2026 4. 1 ct. 45 u3naraercs B HoBoM peaakuu (O3 ot 31.07.2025 N 304-D3). Cum. Oyaymiyro
penaKuuio.

1. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJCTB JOHKHO COOTBETCTBOBATh TPEOOBAHUSM ITPABUI
HaJJIeXkaIeld POU3BOJICTBCHHON MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYECHHBIM (eiepalibHBIM OpraHOM
WCIIOTHUTENIbHON BiacTH. OCOOCHHOCTH IMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPEJCTB K
WX TIPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHM MPABUII HAJICKAIIEH TPOU3BOJACTBEHHON MPAKTHUKU
ycranaBiauBarTcs lIpaBurensctBoM Poccuiickoit denepanuu. Bbigaua 3akiito4eHH O COOTBETCTBUU
MIPOM3BOJUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHWSAM TIPABHJ HaJJIeXkKAIlleld MPOU3BOJICTBEHHON
MIPAKTUKU OCYIIECTBIISIETCS IO pe3ysbTaTaM MHCIEKTUPOBAHUS IPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEJICTB
B IOpsaKe, ycraHoBiieHHOM IIpaBurensctBoM Poccuiickoin ®enepanuu. Pasmep mnaTel 3a BblIauvy
3aKJIIOYEHUS O COOTBETCTBUH MPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEACTB TPECOOBAHMSM ITPABUJI HAJICKAIIEH
IIPOU3BOJCTBEHHON NpakTUKKU ycraHaBiauaercsa [IpaBurenscrBom Poccumiickoint @enepanuu. Ilopsaok
OpraHM3ali W MPOBEACHUS HMHCIEKTUPOBAHUS MPOU3ZBOAMTENICH JIEKAPCTBEHHBIX CPEJICTB Ha
COOTBETCTBHE TPEOOBAHUSAM TMpPaBWJ HAJJIEKAIIEH NPOU3BOACTBEHHON MPAKTUKH YCTAHABIMBACTCS
[IpaBuTenscTBoM Poccuiickoi @enepanuu.

(B pen. @exnepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
D3)

Koncynprantllnroc: npumeyanue.
C 01.03.2026 ct. 45 nononusercs 4. 1.1 (@3 ot 31.07.2025 N 304-D3). Cm. Oyayiiyro peJakiuio.

KoncynsrantlIntoc: mpumedanue.
C 01.03.2026 4. 2 ct. 45 uznaraercs B HOBO# penakuuu (D3 ot 31.07.2025 N 304-D3). Cm. Oynymiyro
peIaKInIo.

2. 1lpou3BOACTBO JIEKapCTBEHHBIX cpeacTB B Poccuiickoit ®enepanuu OCYIIECTBIISIETCS
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUMH JIUIIEH3UIO0 Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
cpenctB. [loaTBepkieHHEe COOTBETCTBUS JIMIIEH3MAaTa INpaBWIaM HaAJeXalled MpPOU3BOJCTBEHHON
MPAKTUKU OCYIIECTBISIETCS B PaMKax JUIEH3MOHHOTO KOHTPOJISI B COOTBETCTBUHU C 3aKOHOJATEIHCTBOM
Poccuiickoit @eaeparuu ¢ yaeTroM 0COOEHHOCTEH, YKa3aHHBIX B YacTu | HACTOsIIEH CTaThH.

(B pen. deaepanbhbix 3aKk0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-03)

2.1. Jlna uenedt JNMIIEH3UPOBAHUS MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB MJIsi MEIUIMHCKOTO
MPUMEHEHUSI W WHCTIEKTUPOBAHUSI CYOBEKTOB OOpaIeHHUsl JEKapCTBEHHBIX CPEJICTB HAa COOTBETCTBHE
TpeOOBaHUSAM MPABIII HAJIekKAIIEH MTPOU3BOICTBEHHOM NMPAKTUKK (eiepalbHbIN OpraH UCTOTHUTENLHOM
BJIACTH, OCYIIECTBIISIOMUNA TOCYAApPCTBEHHYIO DPETHUCTPAIMI0 JIEKAPCTBEHHBIX TPEMapaToB ISt
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MEAUIMHCKOTO TMPUMEHEHMs], MpeAocTaBisieT (eaepaJbHOMY OpraHy HCIOJIHUTEIBHOM BIACTH,
OCYIIECTBISIONIEMY (eAepaTbHBIA TOCYAapCTBEHHBIA JUIIEH3UOHHBIH KOHTPOJb JCATCILHOCTH TIO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEIACTB JJII MEJULMHCKOTO MPUMEHEHHs, IO €ro 3ampocy B paMKax
MEXBEJIOMCTBEHHOTO MH(GOPMAIMOHHOTO B3aUMOJICHCTBUSL B TOPSIKE, YCTAHOBICHHOM (eIepaibHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTH, OCYILECTBIIIOUIUM JUMIEH3UPOBAHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB JJisi MEAWIIMHCKOTO MpUMEHEHHs, U (eaepaabHbIM OpPraHOM HCIIOJHUTEIBHONW BJIACTH,
OCYUIECTBJISIOIIMM TOCYIapCTBEHHYIO PErMCTPALMIO JEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOIO
MIPUMEHEHHUSI, CJIEIYIOIIME CBEJICHUS O JIEKAPCTBEHHBIX CPEJCTBax (B TOM YHCIIE B Cllydae, €ClIid TaKue
CBEJICHUS COCTABIISIIOT KOMMEPUECKYIO TaiiHy):

1) B oTHOWIEHUU (hapMaIeBTHUECKON CyOCTaHITNH MK (papMaIeBTUIECKUX CYOCTaHIIUH, BXOISIIIX
B COCTaB JICKAPCTBECHHOTO Mpenapara (3a UCKIFUYeHHEeM (hapMalleBTHUSCKUX CyOCTaHIUH, BKIIOYCHHBIX B
rOCY/IapCTBCHHBI PEECTp JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO CTaTheil 34 HACTOSIIETO
denepaibHOTO 3aKOHA):

a) HaMMeHOBaHMEe (papMaIeBTHICCKON CyOCTaHINH, €€ CTPYKTypa, OOIINe CBOMCTBA,
0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUCM CTaIII/If/'I IMpOU3BOACTBA U METOA0OB KOHTPOJIA HAa BCEX
CTauAgX IIPOU3BOJCTBA,

T') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BOICTBA;

1) OIMCAaHUE KOHTPOJISI KPUTUUYECKUX CTaJAUN MPOU3BOJCTBA U MPOMEKYTOUHOM MPOTYKIIUH;
€) IOKYMEHTaJIbHOE TIOJITBEPKACHHUE (BaJIMIALIMSI) IPOIIECCOB U (KJIM) UX OICHKA;

) CBOMCTBA U CTPYKTYpa JeHCTBYIOIUX BEIIECTB;

3) XapaKTepUCTUKA TPUMECEI;

1) cnenudukanus Ha papMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHUE;

K) QHAJTUTHYECKHE METOJIUKH, WCIONb3YeMble TIPM OCYIIECTBICHHH KOHTPOJII KadecTBa
(bapMarieBTHUECKON CyOCTaHIIUH;

J'I) AOKYMCHTAJIBHOC MOATBCPIKIACHUC (BaJ'II/II[aHI/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJB3YCMBIX IIPU
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBa q)apMaHeBTquCKOﬁ Cy6CTaHI_II/II/I;

M) pe3yJIbTaThl aHAJIN3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) TIepeUeHb CTaHJAPTHBIX 00PAa3IlOB WM BEIIECTB, UCIOIb3yEeMbIX MPU OCYIIECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OIMMHUCAHUC XAPAKTCPUCTHUK U CBOMCTB YIIAKOBOYHBIX MATCPHUAJIOB U YKYIIOPOUYHbBIX CPCACTB,

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

P) CPOK r'OJIHOCTH;

2) B OTHOIICHUU (PapMaIeBTUICCKUX CYOCTaHIINI, BXOISAIINX B COCTaB JIEKAPCTBEHHOTO Tperapara
U BKJIOYEHHBIX B IOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB B COOTBETCTBUU CO CTaThed 34
Hacrosuiero PenepanbHOro 3aKoHa:

a) HauMeHOoBaHue (papMaleBTUYECKON CyOCTaHIINH, €€ CTPYKTypa, 00Ile CBOICTBA,
0) HaMMEHOBaHUE U a/Ipec IPOU3BOAUTEIIS;

B) pe3y/bTaThl aHaNU3a cepuil hapmarieBTHUEeCKON CyOCTaHIINH;

') CPOK T'OJIHOCTH;

3) B OTHOIIICHUH JIEKAPCTBEHHOTO Mpenapara s MEAUIIMHCKOTO IPUMEHEHHUS

a) OMHMCAaHME U COCTAaB JICKAPCTBEHHOTO Mpernapara s MeIUIIMHCKOTO MPUMEHEHHS;

0) omnmcanue QapmaleBTUYSCKON pa3paboTKku (0OOCHOBaHHME BBIOOpAa COCTaBa, IEPBUYHOMN
YIIaKOBKH);

B) TEXHOJIOTHS IPOM3BOJCTBA C OMHCAHUEM CTAJWHA MPOU3BOACTBA M METOJOB KOHTPOJISI Ha BCEX
CTaJusAX MPOU3BOJCTBA;

F) OIIMCAHHUC KOHTPOJA KPUTHUHYCCKHUX CTa,Z[I/Iﬁ nmponoecca IPOU3BOACTBA H HpOMe)KYTOqHOﬁ
IIPOJTYKIIHH;

,I[) HAaUMCHOBAHUC WU aAp€C MCCTAa OCYHICCTBJICHUA NPOU3BOJACTBA JICKAPCTBCHHOI'O IIpCIiapaTta IJIsd
MCIUIIUHCKOI0O HNPHUMCHCHUSA (B CJIyda€ HaJlMu4usgd HCCKOJIBKUX YYAaCTHHUKOB IIponecca IMPOMU3BOJACTBA
YKa3bIBaACTCA Ka)KI[BIﬁ nu3 HI/IX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaIbHbIN OalaHC JJIs MPOU3BOJICTBA CEPUU TOTOBOTO MPOJIYKTA;

1) OMUCaHNE XapaKTePUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIOPOUHBIX CPEJICTB;

K) TOKyYMEHTAJIHHOE MOATBEPKICHNE (BaTUIaIMsl) TIPOIIECCOB MTPOU3BOICTBA U (MJI) UX OIIEHKA;
1) TpeOOBaHUS K KAYECTBY BCIIOMOTATENbHBIX BEIIECTB;

M) AHAIIUTUYCCKUEC MCETOJAUKH, HUCIOJIB3YEMBIC TIIPpH OCYIICCTBICHHM KOHTPOJIA KadeCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) JOKYMCHTAJIbHOC IMOATBCPIKIACHUC (BaJ'II/IlIaHHSI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIB3YEMBIX IIpH
OCYIICCTBJICHUU KOHTPOJI Ka4€CTBAa BCIIOMOT'aTCIIbHBIX BCIICCTB,

O) I/IH(bOpMaIII/Iﬂ 00 HCITOJB30BAaHUM BCIIOMOTraTebHBIX BCIICCTB YCJIIOBCYCCKOT'O MW XKHUBOTHOI'O
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IIPOUCXOKIACHUSA,
H) I/IH(I)OpMaLII/ISI 00 MCII0JIb30BaHUN HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOTO TMpernapara Uil MEAWIUHCKOTO IMPUMEHEHUS
(ceprudukar, cienuduKaiys Ha JIEKapCTBEHHBIN Mpenapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUE MCTOAWKH, HCIIOJB3YEMBIC IIPpU OCYHICCTBJICHUHW KOHTPOJSA KadeCTBa
JICKApCTBCHHOTO ITpelriapara i1 MCAUITUHCKOI'O MIPUMCHCHU S

T) JOKYMEHTAJIbHOC IIOATBEPKACHHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJIB3YEMBIX IIpH
OCYHICCTBJICHUU KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IMperiapara Ajid MCIUIUHCKOTIO IPUMCHCHU A,

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO IIpernapara JUisi MeAMLIMHCKOTO TPUMEHEHMS;
¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAaHAAPTHBIX 06pa3u0B, HCIOJIB3YCMbIX IIPpU OCYHICCTBJICHUHU KOHTPOJIA Ka4Ye€CTBa
JICKApCTBCHHOTO ITplriapara JJIisi MCAUITUHCKOI'O MIPUMCHCHU S

1) JAaHHBIC O CTAOMJIBHOCTH JICKAPCTBEHHOTO IIpernapara Jiuisi MEAMIIMHCKOTO TPUMEHEHHSL.
(dactb 2.1 B pen. ®enepansuoro 3akona ot 30.01.2024 N 1-03)

3. HpOI/IBBOI[CTBO JICKAPCTBCHHBIX CPCACTB OCYIICCTBIISICTCSA C CO6J'IIOI[€HI/IGM TpC6OBaHI/II71
IMPOMBIIIJICHHOI'O pCTriIaMCHTAa, KOTOpI)II\/JI YTBCPIKAACTCA PYKOBOAUTCIIEM MMPOU3BOJUTCIIA JICKAPCTBCHHBIX
Cp€aACTB MW BKIKOYACT B ce0bs NEepCeUYCHb HUCIOJIBb3YCMbIX (bapMaI_[CBTI/I‘leCKI/IX CY6CTaHLIHI>'I n
BCIIOMOIr'aTCJIbHBIX BCHICCTB C YKAa3aHHUCM KOJIMYCCTBA KaXIOTO M3 HUX, AJAHHBIC 00 HCIIOJIB3YEMOM
O60py,Z[OBaHI/II/I, OINMMCAHUC TCXHOJOIMYCCKOTO IIpoHecca M METOAOB KOHTPOJISI HaAa BCEX IJTalax
IMPOMU3BOJCTBA JICKAPCTBCHHBLIX CPCACTB.

4. IIpu mpon3BOJCTBE JIEKAPCTBEHHBIX MIPENAPATOB IS MEAUIIMHCKOIO MPUMEHEHHS UCIIONb3YIOTCA
(dapmalieBTHUECKHUE CYOCTaHIIMM, CBEICHHS O KOTOPBIX COJEpXkarcsi B TOCYAAPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB Il MEIUIIMHCKOIO IPUMEHEHUS U (WIIN) €JMHOM PeecTpe 3aperucTpUpPOBaHHbIX
JIEKapCTBEHHBIX CPeACTB EBpa3uiickoro SKOHOMHMYECKOTO COI03a, 3a UCKIIOYEHHEM (apMalleBTUYECKUX
CyOCTaHIMH, TPOU3BOJUMBIX JJISi IPOBEJCHNUS KIMHUYECKUX HUCCIEAOBAaHUM U (win) 1t skcrnopra. [pu
MIPOM3BOJICTBE  JICKAPCTBEHHBIX  CPEACTB  JUIsl  BETEPUHAPHOTO  NPUMEHEHHUS  MCIIONb3YIOTCA
¢bapmarieBTHUECKHE CYOCTaHLMU, CBEIACHHUS O KOTOPBIX COAEP)KATCS B TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOIO MPUMEHEHMs, W (WIM) TOCYJapCTBEHHOM pEecTpe
JIEKapCTBEHHBIX CPE/ICTB JUIs METUIIUHCKOT'O IPUMEHEHUS, ¥ (MJIN) €IMHOM peecTpe 3aperuCTPUPOBaHHbIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX IpernapaToB EBpa3uilckoro 3KOHOMUYECKOTO CO03a, U (WJIM) €IUHOM
peecTpe 3aperuCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazMiiCKOro KOHOMHYECKOIO COK03a, 3a
UCKITIOYEHHEM (apMaleBTUYECKUX CyOCTaHIUN, NPOU3BOAMMBIX JJISI TMPOBEACHUSI KIMHUYECKUX
uccrnefoBaHuii u (uiam) Juig skcropra. K mporeccy mpou3BOACTBa (papMalleBTUYECKOH CyOCTaHLIUU
OTHOCSITCS JIIOObIE CTaJUU TEXHOJOTHYECKOro Mpollecca, MO3BOJISIIOIINE MOIYYUTh TOTOBBIA MPOAYKT,
COOTBETCTBYIOLIMI TpeOoBaHUAM (apMaKoNeHON cTaTbh, B TOM 4YHcie (pepMeHTalus, SKCTPaKIIHUs,
OYHUCTKA, BbLIENIEHUE, MEePEeKpUCTAIIN3allus, BBHICYIIMBAaHUE, U3MeIbueHue. B ciydyae HeoOXoaumocTu
UCMOJIb30BAaHUS ATUIIOBOTO CIIMPTA, B TOM 4HUCiE (DapMaleBTHUECKON CyOCTaHIIMM CIUPTa STUIIOBOTO
(3TaHONa), MpU MPOU3BOJCTBE JEKAPCTBEHHBIX CPEACTB B KauyecTBe JAeWCTByIOLEro U (WiIH)
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BCIIOMOT'aTeNIbHOTO BEIIECTBA, a TAK)KE B MHBIX TEXHOJOTMYECKUX IEJSAX JIOJDKHA OBITH MCIIOIB30BaHA
TOJIBKO (papManeBTUYECKast CyOCTaHIUS CIUPTA ATUIIOBOTO (ITAHON).

(B pen. @eaepanbHbIX 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, ot 27.12.2019 N 481-
@3, or 24.07.2023 N 341-D3)

4.1. Ilepeyens JeKapCTBEHHBIX MPENapaToB AJIs METUIIMTHCKOTO IPUMEHEHUS, B OTHOILIEHUU KOTOPBIX
YCTaHABIIMBAIOTCS TPeOOBaHUS K 00BEMY Tapbl, YIIAKOBKE U KOMIUICKTHOCTH, MIEPEUYCHb JICKAPCTBEHHBIX
[IpernapaToB JUisi BETEPUHAPHOTO MPUMEHEHUs, B OTHOILIEHUU KOTOPBIX YCTaHABIIMBAIOTCS TPeOOBaHUS K
o0BeMy Taphl, a Takke TpeOOBaHUS K OOBEMYy Tapbl, YMAaKOBKE M KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
[pernapaToB JUIsl MEIUIIUHCKOTO MPUMEHEHUs, TpeOOBaHUs K 00beMy Taphl JEKaPCTBEHHBIX IMPENapaToB
JUIsL  BETEPUHAPHOTO  MPUMEHEHHUS  ONPEACNAIOTCS  COOTBETCTBYIOIIUMH  YIOJHOMOYEHHBIMU
denepanbHBIMU OpraHaMu HCIIOJIHUTEIBHOW BJIAcTU B TOpsAKE, ycTaHOBIeHHOM IIpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

(uacts 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-03)

4.2. Opranuzanuu, OCYIICCTBIISIONINE IMPOU3BOACTBO (apMaleBTUYECKONW CYOCTaHIIMM CIHAPTa
STHJIOBOTO (9TaHOJNA) JJsl MPOU3BOJCTBA CIHPTOCOACPIKAIIUX JIEKAPCTBEHHBIX MPENapaToB, OO0s3aHBI
OCYIIECTBJISITh YUET B MOPSIKE, YCTAHOBICHHOM cTaThsiMu 8 U 14 denepanibHOrO 3aKoHA OT 22 HOSIOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryaupoOBaHUN IPOU3BOJICTBA K 000POTa ATHIIOBOTO CIIUPTA,
QJIKOTOJILHOM W CIUPTOCOJAEPIKAIIEH MPOAYKIIMKM W 00 OrpaHHYCHUU MOTPEOJICHUs (pacUTHSI)
ankoronpHOM npoaykuu'". [IpousBoacTBo papmareBTHUECKON CyOCTaHIIMU CIIHPTA 3TUIIOBOTO (ITAHOINA)
JOMYCKAeTCsl TOJIBKO OpraHW3alMel, OCYIIECTBISIONICH MPOU3BOACTBO PEKTU()HUKOBAHHOTO STHIIOBOTO
CIOHUpTa W3 MHILEBOTO ChIPpbS HAa OCHOBAHHWM JIMLEH3MHM Ha TMPOU3BOJACTBO JTHIOBOTO CIHMpTA MAJIs
IIPOM3BOJICTBA (apMaleBTUYECKOW CYOCTaHIMM CHOUpPTAa 3TUJIOBOrO (3TaHOJA) B COOTBETCTBUHU C
TpeboBanusiMu DenepanbHOoro 3akoHa oT 22 HosOpa 1995 roga N 171-®3 "O rocymapcTBeHHOM
pEeryJIMpoBaHMM IPOU3BOJCTBA M 000pPOTAa ATHIOBOIO CIHPTA, AJKOTOJBHOM M CHUPTOCOJEpIKallen
MPOYKIIMH U 00 OrpaHWYeHUH NOTPeOaeHHs (PaCUTHs) AIKOTOIFHOM MPOAYKIIMH'", METOJIOM Pa3BEACHHUS
BOJIOM OYHMILEHHOW TaKOro STHJIOBOTO CIHPTA, MPOU3BEACHHOIO JAaHHOM OpraHu3aluded Mo MeCTy
OCYIIIECTBIEHUS MPON3BOACTBA (DapMaIleBTHUECKON CYOCTaHIIMK CIIUPTA STHUJIOBOTO (3TaHOMA).

(dactpb 4.2 BBeaeHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. denepaibHOro 3aK0HA OT
27.12.2019 N 481-D3)

4.3. apuBuayanbHbIE TPEANPUHUMATENN W IOPUIMYECKUE JIMIA, OCYIIECTBIISIONINE 3aKYNKy H
UCIOJIb30BaHUE (hapMalleBTUYECKON CyOCTaHIIMM CIHUPTa 3THJIOBOTO (3TaHOMA), a TaKKe MPOU3BOJCTBO,
U3rOTOBJIEHHE M (WiaM) o000poT (32 MCKIIOYEHHUEM PO3HUYHOW TMPOJAXH) CIHUPTOCOAEPKALIUX
JIEKapCTBEHHBIX MPEnapaToB, OO0A3aHbl OCYILECTBIATh HMX Y4YeT U JEKJIapupoBaHHE B TOpSJKeE,
yCTaHOBJIEHHOM cTaThsiMu 8 u 14 ®enepanbHoro 3akoHa ot 22 Hos0ps 1995 roma N 171-®3 "O
rOCYJJapCTBEHHOM PpEryJMpOBaHUHU IPOU3BOJACTBA M 00OpPOTa 3TUJIOBOTO CIUPTA, AJKOTOJBHOW U
CIUPTOCOEPIKAIEH TPOIYKIIUUA U 00 OTPaHUYECHUU MTOTPEOIeHUs (PAaCTUTHS) AJIKOTOJIBHOW MTPOTYKIIMH ",
(uacTsb 4.3 BBeeHa @enepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpu IpoU3BO/ICTBE JIEKAPCTBEHHBIX MPETIAPATOB IS BETEPUHAPHOTO IPUMEHEHHUS JTOTYCKACTCSI
UCMOJIb30BaHUE TPOU3BEJCHHBIX IS pealu3alu (papMaleBTHUYECKUX CyOCTaHLMM, BKIIIOYEHHBIX B
TOCYJapCTBEHHBI PEECTp JIEKApCTBEHHBIX CPEJACTB YIMOJHOMOUYEHHBIM (QenepatbHbIM  OpraHOM
WCTIOJHUTEJIBHOW BJIACTH, OCYILECTBIISIONIMM BEICHHE TOCYAApCTBEHHOTO peecTpa JEeKapCTBEHHBIX
CPEACTB ISl METUITTHCKOTO TIPUMEHEHUSI.

(uacTb 4.4 BBeneHa PenepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)
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5. 3amnpemaercsi IpOU3BOJICTBO:

1) JeKapCTBEHHBIX CPEICTB, CBEACHHMS O KOTOPBIX HE COAEPIKATCS B TOCYIAapCTBEHHOM pEecTpe
JICKApPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TpPUMEHEHHs, W (MJIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB AJIsl BETEPUHAPHOTO IPUMEHEHUS, ¥ (UJIH) €IMHOM PEecTpe 3apeTrUCTPHUPOBAHHBIX
JICKApCTBEHHBIX CPEICTB EBPa3sHWiickOro HSKOHOMHYECKOTO COr03a, MW (WJIM) €IUHOM peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX MpernapaTtoB EBpa3uiickoro 3KOHOMUYECKOTO
COI03a, 33 HUCKIIOYEHHEM JICKApCTBEHHBIX CPEACTB, MPOHM3BOIUMBIX U MPOBEACHUS KIMHUYCCKUX
HCCIIEA0BAHUHN WM JUIS DKCIIOPTA,

(n. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-D3)

2) danbcuuIMpPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) JICKApCTBCHHLIX CPCACTB 0e3 JIMOCH3UWHN Ha ITPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB,

Koncynerantllntoc: npumeyanue.
C 01.03.2026 1. 4 4. 5 ct. 45 mwsnaraercs B HOBOM pemakuuu (D3 ot 31.07.2025 N 304-D3). Cwm.
OyIyIIYIO pEIaKIHUIO.

4) 5eKapCTBEHHBIX CPEICTB C HAPYIICHHEM NIPaBWJI OPTraHW3allid TPOU3BOJCTBA M KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPEJICTB;

5) yrparun cuiy. - @enepanbHblii 3akoH oT 27.12.2019 N 481-D3;

Koncynprantllinroc: npumeyanue.
C 01.03.2026 4. 5 cT1. 45 nononusiercs n. 5.1 (@3 ot 31.07.2025 N 304-D3). Cm. Oyayiiyro peJakiuio.

6) crnupTOCOAEPXKAIMX JIEKAPCTBEHHBIX MPENapaToB MO MECTY OCYIIECTBIECHUS MPOU3BOJCTBA
(apmaleBTUUECKON CYOCTaHIIMM CIHUpTa 3TUIOBOrO (3TaHONa) W (WIM) MO MECTY OCYIIECTBIICHUS
MIPOM3BO/ICTBA 3TUIIOBOTO CIIUPTA;

(. 6 BBeieH PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

KoncynsrantlIntoc: mpumeyanue.

®denepanbHbiM 3aKOHOM OT 22.12.2020 N 436-®3 ct. 14.1 @3 ot 22.11.1995 N 171-®3 uznoxena B
HOBOU penakiuu, HopMma 1. 1.1 ct. 14.1 crapoii penakiuu @3 cooTBeTCTBYET HOpME T1. 2 CT. 14.1 HOBOM
pEeAAKLIUH.

7) ¢dapmaineBTHUECKON CyOCTaHIIMM CIHMpTa 3TUIOBOrO (3TaHONA) W (WIM) CHUPTOCOAEPKAIIMX
JIEKapCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYyIOBaHMU JJsl TPOU3BOJACTBA
ATHJIOBOTO CIHPTA, yKazaHHOM B IyHKTe 1.1 ctateu 14.1 @enepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocynapCTBEHHOM pEryJIMpPOBAHWU MPOU3BOJICTBA M 00OpPOTa ATUJIIOBOTO CIHPTA,
QJIKOTOJIFHOM U CIUPTOCOJEpKallel MpOAyKIMH U 00 OrpaHMYeHUU MOTpeOneHus (pacmuTus)
QJIKOTOJIBHOM MPOyKIUH".

(. 7 BBeneH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

www.consultant.ru CrpaHuua 112 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=509417&date=03.02.2026&dst=6212&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=452640&date=03.02.2026&dst=100010&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523521&date=03.02.2026&dst=101545&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=511708&date=03.02.2026&dst=1539&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=191811&date=03.02.2026&dst=100010&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=341796&date=03.02.2026&dst=100094&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523521&date=03.02.2026&dst=101547&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=511708&date=03.02.2026&dst=1540&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=341796&date=03.02.2026&dst=100095&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=389339&date=03.02.2026&dst=100246&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=356211&date=03.02.2026&dst=758&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523568&date=03.02.2026&dst=758&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=341796&date=03.02.2026&dst=100097&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Koncynsrantlntoc: npumedanue.
C 01.03.2026 4. 6 ct. 45 n3naraercs B HoBou penakiuu (D3 ot 31.07.2025 N 304-D3). Cm. Oyaymiyro
penaKuuio.

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TPaXJaHCKUH O0OOpPOT YIOJIHOMOYEHHOE JIHIIO
IIPOU3BOJUTEIS JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU HUX TOCYJApPCTBEHHOW pETrUCTpalMy, U TapaHTUPYET, 4TO
JICKApCTBCHHBIC CpCACTBA HNPOU3ZBCACHBI B COOTBCTCTBUU C Tpe60BaHI/ISIMI/I IpaBujI HaﬂHC)KaIHCﬁ
IIPOU3BOJICTBEHHOMN MPAKTUKH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoncynsrantlIntoc: npumevanue.
C 01.03.2026 cr. 45 nononasiercs 4. 6.1 (P3 ot 31.07.2025 N 304-D3). CMm. Oyaymiyro peaakiuro.

7. YIIOTHOMOYEHHBIM JIUIIOM IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB SIBISETCS €ro paOOTHUK,
aTTECTOBAaHHBIA B YCTAHOBJICHHOM YIOJHOMOUYEHHBIM ()eiepalibHbIM OPIaHOM HCIIOJHUTEIBHON BIIACTH
MOPSJIKE ¥ UMEIONUI CTaX pabOThl HE MEHEE YeM IISATh JIET B 00JaCTH IPOU3BOJICTBA U (MITH) KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00Opa30BaHKE COOTBETCTBEHHO 10 OJJHOM M3 CICIUATBHOCTEH
U (MJM) OJIHOMY W3 HAIPaBIICHUH MOJTOTOBKHU: OHMOJIOTHS, OMOTEXHOJIOTHS, BETCPUHAPHSI, BETEPHHAPHO-
CaHUTApHAs SKCIIEPTU3a, KIMHIUYECKAs MEIUIIMHA, PaJHAallMOHHAs, XUMUYECKast M OMOJIOrHYecKast 3aIluTa,
dapmanus, GyHIaMEeHTATbHAS METUITNHA, XUMUYECKast TEXHOJIOTHS, XUMUSI.

(B pen. deaepanbubix 3akoHOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. Ilpon3BomuTeNN JEKAPCTBEHHBIX CPEICTB (32 HCKIIOUEHHEM (PapMaleBTUYECKONH CyOCTaHIIUU
CIMPTa STUIIOBOTO (3TAHOJIa) MOTYT OCYIIECTBIATH MPOJAXKy JEKAapCTBEHHBIX CPEACTB WU MepeiaBaTh UX
B YCTAHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickor denepannu Nopsake:

(B pen. @exnepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ipyrum poOU3BOAUTEISAM JIEKAPCTBEHHBIX CPENICTB VISl TPOU3BOCTBA JIGKAPCTBEHHBIX CPEJCTB;
2) opraHu3aIusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMHU;

3) AllTCUHBIM OpraHu3alusaM, BCTCPUHAPHBIM AaIITCUYHBIM OpraHu3alvuaM, WHAWBUAYAJIbHBIM
npeaAlpuHUMaTEIAM, UMCIOIIUM JIMICH3WKO Ha Q)apMaueBTqucxy}o ACATCIIBHOCTh HWJIM JIMIICH3WIO Ha
MCIUIHUHCKYIO JCATCIbHOCTD,

4) Hay4HBIM OpraHU3aLUAM IJI1 HAyYHO-UCCIIEI0BATENbCKON PabOTHI;
(B pen. @enepansHoro 3axoHa ot 30.01.2024 N 1-D3)

5) MCIUIIUHCKUM OpraHnu3aluiaM U BETCPHUHAPHBIM OPraHU3aIlusAM;

6) oOpraHu3anusM W WHAWBHIYAIBHBIM TPEANMPUHUMATEISIM, OCYIICCTBISIONIAM pa3BeleHHE,
BbIpAIllMBAaHUE U COJIEPYKAHHE )KUBOTHBIX (32 HCKIIFOUEHHUEM MTPOJaKU UM (papMalleBTUUEeCKUX CyOCTaHIUI
WIM UX Tepeayn);

(m. 6 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-D3)

www.consultant.ru CrpaHuua 113 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523521&date=03.02.2026&dst=101549&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=511708&date=03.02.2026&dst=1541&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=191811&date=03.02.2026&dst=100010&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470144&date=03.02.2026&dst=100660&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523521&date=03.02.2026&dst=101551&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=511708&date=03.02.2026&dst=1542&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470140&date=03.02.2026&dst=100031&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=330696&date=03.02.2026&dst=100071&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=371763&date=03.02.2026&dst=100348&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100376&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=330696&date=03.02.2026&dst=100072&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

7) WcHBITaTeNbHBIM J1a0OpaTopusM (LIEHTpaM), MPOBOJISAIIMM HCIBITAHUS B OOJIACTH KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPEJICTB, AKKPEIUTOBAHHBIM B COOTBETCTBHH C 3aKOHOAATEIbCTBOM Poccuiickoit
denepanun 00 aKKpeAUTAMY B HAIIMOHAJIBHOM CHCTEME aKKPEAUTAIIHH.

(n. 7 BBeneH PenepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpomsBoaurenu QapmaneBTUUYECKOH CyOCTaHLIMM CHOUpTa ATUIOBOTO (3TaHOJa) OO0sA3aHBI
OCYILECTBIATh pean3aluio (Ieperady B YCTaHOBIEHHOM 3akoHozarenbcTBoM Poccuiickoit denepanun
nopsjake) apmaneBTHUECKO cyOcTaHIIMK CITUPTA STUIIOBOTO (3TAHOJIA) IPOU3BOIUTENSAM JIEKAPCTBEHHBIX
CPEICTB AJIsl POU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAUTEISAM (M3rOTOBUTENIAM) MEAUIIMHCKUX
U3JENUN A1 IPOU3BOJCTBA U M3TOTOBJICHUS MEIMLUUHCKUX M3JENIUN B €MKOCTAX 00beMoM He Ooinee |
mutpa v (nnu) He meHee 1000 1uTpoB, a opraHu3anusaM, yKa3aHHbIM B IIYHKTax 3 - 5 1 7 yactu 8 HacTos1Een
CTaThH, B Tape 00beMOM He Oosiee 1 smTpa.

(uactp 9 BBeneHa denepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. DeaepanbHbIX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peamuzanusa (mepenada B YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®depepannu
nopsnake) (QapManeBTUYECKOW CYOCTaHIIMM CHHpPTAa STUIOBOTO (3TaHONA) OpraHU3alusIM OINTOBOM
TOPTOBJIN JICKAPCTBEHHBIMH CPEJICTBAMHU HE JIOITYCKACTCSL.

(uacth 10 BBegena PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apMarnieBTUYECKON CyOCTaHIIMM CIIUPTA STHIIOBOTO (3TAHOJA) OCYIIECTBIISIOTCS C
coOmoieHneM TpeOOBaHUM, YCTaHOBIEHHBIX a03alleM 4YeTBEpThIM MyHKTa 3 crathu 9 denepanmbHOTro
3akoHa oT 22 HOos10pst 1995 roga N 171-®3 "O rocynapcTBEHHOM PETYJIMPOBAHUH IIPOU3BOCTBA M 000pOTa
STHJIOBOTO CIHPTA, aJKOTOJIBHON M CIHUPTOCOAEpKaIlel MPOAYKUHUU U 00 OrpaHHMYEHUH MOTpeOICHHS
(pacnuTHs) aJKOTOJIBHOM NpoayKUuu".

(uacth 11 BBegena PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCcTBeHHbIX CpeacTB

1. JlekapCTBEHHBIE Ipenaparhl, MPOLIEAININE TOCYAapCTBEHHYIO PErHCTPALdI0 B COOTBETCTBHM C
TpeOoBaHMsAMHU HacTosmiero denepaabHOrO 3aKOHA, 32 HCKIIOYEHHEM JICKApCTBEHHBIX MPENapaToB,
M3TOTOBJICHHBIX  aNTEYHbIMH  OpPraHM3alUsAMH, BETEPHUHAPHBIMU  ANTEYHBIMH  OpPTraHU3ALMAMH,
HHAUBUAYAJIbHBIMHA NPEANTPUHUMATCIIIMA, UMCIOIIUMHU JIMICH3HUIO HA q)apMaIIeBTI/I‘-IGCKYI-O JACATCIIbHOCTD,
JIOJDKHBI IOCTYMATh B 0OpalleHue, eciu:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) Ha HMX NEPBUYHOM VMAaKOBKE (32 WCKIIOUYEHHEM TEPBUYHOM YMAKOBKU JIE€KapCTBEHHBIX
PaCTHTEIHHBIX IPEMapaToB) XOPOIIO YHTAEMBIM MIPUPTOM Ha PYCCKOM SI3BIKE YKa3aHbBl HAUMEHOBAHHE
JIEKapCTBEHHOTO Mpenapara (MeXIyHapoIHOE HEMAaTeHTOBAHHOE, WU TPYIIHPOBOYHOE, UITH XUMHUECKOE,
WJIM TOPTOBOE HAUMEHOBAHHUE), HOMEP CEPHH, JaTa BBITYCKA (JJII AIMMYHOOHOJIOTHYECKHX JIEKAPCTBCHHBIX
MpernapaToB), CPOK TOJHOCTHU, TO3UPOBKA WIIM KOHIICHTpAIHsl, 00bEM, aKTUBHOCTh B €IMHHIIAX TEHCTBHS
WITA KOJIMYECTBO JI03;

(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (OTPEOUTEIHCKOI) YITaKOBKE XOPOIIIO YUTAEMBIM IIPUPTOM Ha PYCCKOM S3bIKE
yKa3aHbl HAaMMEHOBAaHWE JIEKapCTBEHHOIO Ipernapara (MeXIyHapoJHOE HENaTEeHTOBAHHOE, WIH
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE W TOProBO€ HAMMEHOBAHHWSA), HAWMEHOBAaHHE IPOU3BOJIUTEIS
JIEKapCTBEHHOT'O Ipernapara, HOMep CepHH, JaTa BBITYCKa (JUIsI HUMMYHOOUOJIOTHYECKHX JIEKaPCTBEHHBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

IperapaToB), HOMEP PErUCTPALMOHHOTO YAOCTOBEPEHHUS, CPOK TOJHOCTH, CIIOCO0 MPUMEHEHHS, IO3UPOBKA
WIM KOHIICHTpamws, 00beM, aKTUBHOCTh B EAMHMIAX ACHCTBHS JIMOO KOJMYECTBO JI03 B YIAKOBKE,
JIeKapcTBeHHAs (popma, yCIIOBHUS OTITYCKA, YCIOBUS XPAHEHUS, IPEIyIPEAUTEIbHbIC HAIIMKICH.

(B pen. deaepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®dapManeBTHYECKUE CYyOCTaHIIMU JOJDKHBI TOCTYNaTh B OOpalleHHe, €CiM Ha WX IMEePBHYHOU
YIIaKOBKE XOPOIIIO YUTAEMBIM MIPU(TOM Ha PYCCKOM sI3bIKE YKa3aHbl HAUMEHOBaHUE (papMarieBTHIeCKON
cyocTaHIK (MEXIYHAPOIHOE HEMAaTeHTOBAHHOE, WIM TPYNIHUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOEC
HAaUMEHOBAHMSI), HAUMEHOBAHUE MTPOU3BOIUTENS (papMaIieBTUUECKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE M €IWHUIIBI U3MEPEHUS KOJIUYECTBA, CPOK TOAHOCTH U YCIIOBUS
XpaHEHHUSI.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. JlekapCTBEHHBIE CPEICTBA B KAYECTBE CHIBOPOTOK JIOJDKHBI IIOCTYIATh B 00OpallleHNne C YKa3aHuEM
KMBOTHOI'0, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB M TKaHEH KOTOPOI'O OHU MOJIYYEHBI.

4. Ha BTOpHUHYIO (HOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, OJYYEHHBIX U3 KPOBH,
J1a3Mbl KPOBH, OPTaHOB M TKaHEH YeloBeKa, JOJKHA HAHOCUThCS HaANKCh: "AHTHTena k BUY-1, BUY-2,
K BUpycy renaruta C ¥ MOBEpXHOCTHBIA aHTUTEH BUpYyca renatuta B otcyrcTByroT".

5. Ha nepBU4HYIO YIIaKOBKY M BTOPHUHYIO (TOTPEOUTENHCKYIO) YIAKOBKY paarodapMalieBTHIeCKIX
JIEKAPCTBEHHBIX CPEJICTB JIOJKEH HAHOCUTHLCS 3HAK PAJIMAIIMOHHON OMMAaCHOCTH.

6. Ha BTOpHuYHYyIO (MOTPEOUTENBCKYIO) YIIAaKOBKY FOMEONATHYECKHUX JIEKApPCTBEHHBIX IMPErnapaToB
IOJDKHA HAHOCUTHCS HAAmuCh: "I oMeonaruueckuii'".

7. Ha BrOpuuHyl (MOTPEOUTENILCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IMpPENapaToB
JOJDKHA HAHOCUTHCS HAANMuUCh: "TIpoayKius mpoiiia paiualiiOHHbIA KOHTPOJE".

8. Ha mepBUYHYIO YIaKOBKY (€CJIH /7151 TOTO CYIECTBYET TEXHUYECKasi BO3MOXKHOCTb) U BTOPUYHYIO
(MOTpeOUTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX IMpenapaToB, MPEAHA3HAYEHHBIX I KIMHUYECKUX
HCCIIEIOBAaHMM, TOJKHA HAHOCUTHCS HAAMUCK: "1 KIIMHUYECKUX UccieoBaHuM".

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. VYmnaxkoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYECHHBIX MCKIIYATEIBHO MJIs JKCIIOPTa,
MapKUpPYeTCsl B COOTBETCTBUH C TPEOOBaHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHYIO Tapy, KOTOpas He IpeHa3HadeHa JUIsl moTpeOuTeneil u B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJICTBO, JOJKHA HAaHOCUTHCS MHGOpMaIusi 0 HAUMEHOBAHUHU, CEPUM JIEKAPCTBEHHOTO
CpeACTBa, JaTe BBINYCKA, KOJIMYECTBE BTOPUYHBIX (IMOTPEOMTEIBCKMX) YHAKOBOK JIEKAPCTBEHHOTO
CpeACTBa, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEICTBA C YKAa3aHUEM HAUMEHOBAHUS U MECTOHAXOXKICHUS
MIPOU3BOIUTENS JIEKAPCTBEHHOI'O CpPeACTBa (aapec, B TOM YHMCIE CTpaHa U (WJIM) MECTO MPOM3BOJCTBA
JIEKapCTBEHHOT'O CPEJCTBA), @ TAKXKE O CPOKE T'OJHOCTHU JIEKApPCTBEHHOI'O CPEACTBA U 00 YCIOBUAX €ro
XpaHEeHHUs U EPEBO3KH, HEOOXOIUMbIE MPEAYNPEAUTENbHbBIE HAAUCH U MAaHUITYJIATOPHBIC 3HAKH.

11. Ha nepBuuHyO yIakoBKY U BTOPHUHYIO (IIOTPEOUTENBCKYIO) YITAKOBKY JI€KAPCTBEHHBIX CPEJICTB
JUI BETEPUHAPHOTO IIPUMEHEHMS 10JIKHA HAHOCUTBCS HaAIUCh: " /{7151 BETEpUHAPHOTO IPUMEHEHUS .
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

12. Ha BropuuHyto (IOTpeOMTENbCKYI) YHNAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHTCSA
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EAEPALMIO N BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUNCKOW ®EOEPALIUK
(B pen. ®enepanproro 3akoHa ot 06.12.2011 N 409-D3)

CraTtba 47. Nopsanok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro denepaumio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccumnckon ®epepauumn
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto @enepanuio OCYIIECTBISIETCS B IMOPSIKE,
yctaHoBiieHHOM [IpaButensctBoM Poccuiickon denepannu, B COOTBETCTBUU C AKTaMH, COCTaBIISIIOIIUMU
npaBo Coro3a, 1 (1W1n) 3aKkoHoIaTeIbcTBOM Poccuiickoit denepanuu 0 TaAMOKEHHOM PEryJIUPOBaHUU.

(B pen. DenepanbHbix 3akoHOB 0T 06.12.2011 N 409-@3, ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumedanue.
Ho 31.12.2027 poccuiicKMM TPOU3BOAMUTENSIM Pa3pellieHO B YBEAOMUTEIBHOM MOPSIKE BBO3UTHh HE
BHECEHHbIE B peecTp (apMaleBTUYECKUE CYOCTaHUMM JUIsi BETEPUHAPHOIO NPUMEHEHUs Jis

MIPOU3BOJICTBA 3aPETUCTPUPOBAHHBIX JeKapcTBeHHbIX cpencTB ([loctanoBnenue [IpaBurensctBa PO ot
12.03.2022 N 353).

2. BBo3umbie B Poccuiickyro ®enepanuio JI€KapCTBEHHBIE CPEICTBA JOJKHBI COAEPKATHCS B
FOCYJIapCTBEHHOM pPEECTpe JIEKAapCTBEHHBIX CPEACTB, WJM E€IMHOM PEECTpe 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX  CPEACTB  EBpPa3suMMCKOrO0  3KOHOMHUYECKOTO  COK3a, WM  €IUHOM  PEecTpe
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IMpenaparoB EBpa3uiicKOro 3KOHOMHYECKOIO
CO03a.

(B pen. ®enepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, 01 27.12.2019 N 462-D3, ot 30.01.2024 N 1-D3)

3. lomyckaercs BBo3 B Poccuiickyro @enepalinio KOHKpPETHON NapTUH 3apETUCTPUPOBAHHBIX U (UIIH)
HE3apernuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEJHA3HAYEHHBIX ISl pa3pabOTKU JIEKapCTBEHHBIX
CPEICTB, TPOBEICHMS HAy4YHBIX M HWHBIX HCCIECJOBAaHWM, INPOBENEHUS KIMHUYECKUX MCCIEAOBaHUN
JIEKapCTBEHHBIX IPENapaToB, MPOBEIEHUS IKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISl OCYIIECTBICHHUS
rOCylapCTBEHHOW PETUCTPALIMM WM PETUCTPALMU JIEKApCTBEHHBIX IPENapaToB WM U1 OKa3aHMs
MEAUIIMHCKON ITOMOIIY 10 KU3HEHHBIM ITOKa3aHUSIM KOHKPETHOTO MallMeHTa Ha OCHOBAaHUU Pa3peLIeHMUS,
BBIJIAHHOTO YIIOJHOMOUYEHHBIM (e/iepaabHbIM OpPraHOM HCIIOJIHUTENIBHONW BJIACTH MO 3asBJICHUSAM JIULL,
YKa3aHHBIX B cTaTbe 48 HacToswero deaepaibHOro 3akoHa. PaccMoTpeHue Takoro 3asBlI€HUs U IPUHATHE
pelieHuss O BblJade pa3pelleHus Ha BBO3 KOHKPETHOH MapTUH 3aperucTpUpOBAaHHBIX U (WJIH)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MpPEJHA3HAUEHHBIX ISl pa3pabOTKU JIEKapCTBEHHBIX
CPEICTB, TPOBEICHMS HAy4YHBIX M HMHBIX HCCIEJOBAaHWM, INPOBENEHUS KIMHUYECKUX MCCIEA0BaHUN
JIEKapCTBEHHBIX IPENapaToB, MPOBEIEHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISl OCYIIECTBICHHUS
rOCy/lapCTBEHHON PETUCTPALIMKA WM PETUCTPAlMU JIEKAPCTBEHHBIX IIPENapaToB WM sl OKa3aHHs
MEIUIUHCKOW MOMOIIM 10 >KM3HEHHBIM MOKa3aHUSAM KOHKPETHOro ManueHTa jJu0o 00 oTkase B Bblaaye
YKa3aHHOT'O pa3pelieHns IPOU3BOIATCS B CPOK, HE MPEBBIIAIONINI MATH pabounx AHei. [lnara 3a Bergauy
YKa3aHHOT'O pa3pelIeHNs HEe B3UMAETCS.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)
3.1. ¥Yrparun cuny ¢ 1 auBaps 2024 roga. - @enepanbhblil 3akoH oT 27.12.2019 N 475-D3.

3.2. lo 31 nmexabps 2027 roma momyckaroTcsi BBO3 Ha TeppuTopuro Poccuiickoit denepanun u
obpamenue B Poccmiickoii denmepanny ¢ y4eToM OCOOCHHOCTEH, YCTaHOBJICHHBIX [IpaBHTENHCTBOM
Poccuiickoit @epepaunu, 3aperuCTpUpPOBAHHBIX JIEKAPCTBEHHBIX NPENApPaToOB sl MEAMIMHCKOIO
NPUMEHEHHS B YIAKOBKaX, MPEJAHA3HAYEHHBIX Ul OOpaIleHUs] B MHOCTPAHHBIX FOCYIapCTBaX, B cliydyae
neeKTyphl JIEKapCTBEHHBIX MPENapaToOB WIH PUCKA €€ BOSHUKHOBEHHS B CBSI3U C BBEJICHHEM B OTHOLICHUH
Poccuiickoit denepanuu OrpaHUYUTENIBHBIX MEP YKOHOMUYECKOTO XapaKTepa MPU yCIOBUU COOTBETCTBUS
BBO3HMBIX JIEKAPCTBEHHBIX IIperapaTtoB TPeOOBaHUSIM, YCTAaHOBJIEHHBIM IPU HMX PErUCTpallH, 3a
UCKJIIOUYEHHEM TPeOOBaHUI K MEPBUYHOM yIAaKOBKE, BTOPUYHOU (MIOTPEOUTENHCKON) YITAKOBKE, a TaKKe
[IpY HAJIMYUK HA BTOPUYHOM (MIOTPEeOUTENHCKOM) YIIAaKOBKE JIEKAPCTBEHHBIX MIPENapaToB, HAXOSIIUXCS B
oOpalieHny, CaMOKJICSIIEHCS 3TUKETKH, CoJepKameil MHPOPMALUI0 O JEKapCTBEHHOM Ipenapare Ha
PYCCKOM SI3BIKE.

(uactp 3.2 BBenmena denepasibHbIM 3aKkOHOM OT 26.03.2022 N 64-D3; B pen. denepaibHbIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-®3, ot 15.12.2025 N 483-D3)

3.3. Homyckatorcs BBo3 B Poccuiickyto @enepanuio u obpamieHue B Poccutickoit ®enepanuu ¢
y4eToM ocoOeHHOCTe, ycTaHoBIeHHBIX [IpaButenscTBoM Poccuiickoit @enepatiiu, 3aperucTpupOBaHHbIX
OpUTHHAJBHBIX Op(aHHBIX JICKAPCTBEHHBIX MPENapaToB U (UIIM) BHICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX
MpenaparoB AJisl MEAULIMHCKOTO IPUMEHEHHUSI B TEUEHUE JBEHAILIATH MECSLIEB [TOCIIE IAThl UX PETUCTPaLluU
B Poccuiickoit ®enepanuu B yHakoBKax, NpeJHA3HAYEHHBIX JJs oOpallleHus B HWHOCTPaHHbIX
rocyAapcTBax, IpH yCIOBUU COOTBETCTBHS BBO3UMBIX JIEKAPCTBEHHBIX MPENAPATOB JJIsI MEIULIMHCKOTO
NpPUMEHEHHUS TPEeOOBAaHUSAM, YCTAHOBJICHHBIM IPH HMX PETUCTPAIlUH, 33 UCKIIOUEHHEM TpPeOOBaHUI K
MEPBUYHON YMaKoOBKE, BTOPUYHOHN (IMOTPEOUTENHCKOM) yMaKoBKE, W MPU HATUYMM HA BTOPUYHOM
(MOTpeOUTENBCKOM)  yIMaKOBKE JICKAPCTBEHHBIX IMPENapaTtoB JUIsi MEIUIMHCKOTO MPUMEHEHUS,
HAXOJSIIUXCS B OOpaleHNH, caMOKJIesIIencs dTUKETKH, coepxKaiieid nHpopMalnmo o JIeKapCTBEHHOM
npenapaTe JUisi MEJULMHCKOTO MPUMEHEHHS] Ha PYCCKOM sI3bIKe. B OTHOIIEHMM JaHHBIX JIEKAPCTBEHHBIX
MpenapaToB HE MPUMEHSIOTCA MOJIOKEHUsI JyacTu 7 ctathu 9 u yacteil 1 u 2 ctatbu 52.1 HacTosIIEro
denepanbHOro 3aK0Ha.

(uactp 3.3 BBegeHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro ®Denepanuio MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEJICTBA, KAaYECTBO KOTOPBIX
MOJTBEPXKIEHO CepTU(UKATOM TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIOIINM COOTBETCTBUE
BBO3HMMBIX JIEKAPCTBEHHBIX CPE/ICTB TPEOOBAHUSAM, YCTAHOBICHHBIM IIPU UX PETUCTPALIMU WU IPOBEICHUU

MPOLElyp, CBA3aHHBIX C PETUCTPALHEH.
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3anpemraercs BBo3 B Poccuiickyro denepanuio dpanbcuGuIMpoOBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HEJ00POKAYECTBEHHBIX JIEKAPCTBECHHBIX CPEICTB, KOHTPA(PAKTHBIX JIEKAPCTBECHHBIX CPECTB.
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. @anbcuduIUpPOBaHHBIE JIEKAPCTBEHHBIE CPENCTBA, HEIOOPOKAYECTBEHHbBIE JIEKAPCTBEHHbBIE
CPEICTBA MOJUIEKAT U3BATUIO U MOCIEAYIOLUIEMY YHUUTOKEHHIO WK BbIBO3Y U3 Poccuiickoit denepanny,
KOHTpa(aKTHbIE JIEKApPCTBEHHBIE CPEICTBA - U3BATUIO U MOCIEAYIOIEMY YHUUTOXKEHHUIO. Y HUUTOXKEHHE
wii  BbIBO3 U3 Poccuiickoit ®enepanyn  pambCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEZOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEJICTB
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OCYIIECTBIISICTCS 3a CYET JIMIA, OCYIIECTBHBIIETO WX BBO3. [lOpSIOK YHHUYTOXKEHUS HUIBITHIX
(banbCcuUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickoii denepanum.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymecTBiastomue BBO3 B Poccuiickyro  ®@enepanuio  panbCUUIMPOBAHHBIX
JIEKapCTBCHHBIX  CPEJCTB, HEAOOPOKAYECTBCHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoii
denepanuu.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

8. BriBO3 nekapcTBEHHBIX cpeacTB U3 Poccuiickoil @enepanun oCyliecTBISETCS B COOTBETCTBUU C
aKkTami, cocraBisomumu npaBo Coro3a, W (wiam) 3akoHoaarenbcTBOM Poccuiickoit denepanuu o
roCyAapCTBEHHOM PEryJIMPOBAHNUN BHEIIHETOPTrOBOM IEATEIBHOCTH.

(uactb 8 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBox B rpaxkgaHCKHii 000pOT JIEKAPCTBEHHBIX MPEMApaToB JJIi MEIUIIMHCKOTO NMPUMEHEHMUS,
BBe3eHHBIX B Poccuiickyto Denepanuio, OCymeCTBISIETCS C COOM0OIEHUEM TpeOOBaHUM, YCTAHOBICHHBIX
cratheit 52.1 nHactosmero denepaibHOrO 3aKOHA.

(uactb 9 BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynpsrantlintoc: npumedanue.

Y. 10 cr. 47 He pacnpocTpaHseTcsl Ha CEpUU JIEKApCTB Il BETEPUHAPHOTO IPUMEHEHUS], BBE/ICHHBIC B
rpaxaanckuii oobopor g0 01.09.2023, koTopbie MOICKAT MPUMEHEHHIO O HMCTCUCHUS CpPOKa HX
rogHoctu (O3 ot 02.07.2021 N 317-D3).

10. BBoa B rpaxaaHckuii 000pOT JEKapCTBEHHBIX MPENaparoB I BETEPUHAPHOTO MPUMEHEHUS,
BBE3CHHBIX (MepeMenieHHbIX) B Poccuiickyto Denepariiio, OCyIecTBISETCS ¢ COOM0IeHneM TpeOOBaHMIH,
YCTaHOBJIEHHBIX cTaThell 52.2 Hactosero deaepanbHOro 3aK0Ha.

(dactpb 10 BBenena denepanbubiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 NleKapCTBEHHbIX CPeACcTB
B Poccumnckyro ®eaepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHsle cpenctBa B Poccuiickyro denepaiuo MOryT BBO3UTH:
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) npou3BOIUTENH JICKAPCTBEHHBIX CPEACTB IS 1ieJIel COOCTBEHHOTO MPOU3BOJICTBA JICKAPCTBEHHBIX
CPEICTB;

2) WHOCTpaHHblE pPa3pabOTYUKU JIEKAPCTBEHHBIX CPEJICTB M HMHOCTPAHHBIE MPOU3BOJIUTENN
JIEKapCTBEHHBIX CPEJICTB WM APYrHe IOPUAMUYECKHE JTUIA 110 TOPYUYEHHUIO pa3padoTUHKa JIEKapCTBEHHOTO
cpeacTBa Ui pa3pabOTKH JIEKapCTBEHHBIX CPEACTB, MPOBEACHMSI HAYYHBIX M HMHBIX HCCIIEJOBAHUM,
MIPOBEACHUS KIMHUYECKUX UCCIIEN0BAaHUH JIEKAPCTBEHHOIO IIPENapara, OCyLECTBICHUS I'OCY1apCTBEHHON
perucTpalnyy Wik perucTpaluy JeKapcTBEHHOI O Mpenapara, BKIIOUeHNs papMalieBTHUECKOl cyOcTaHIuN
B I'OCYJJaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB, KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEICTB IIpU
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

HAIMYMHA Pa3pEIICHUs] YIOJIHOMOYCHHOTO (DeepaibHOTO OpraHa HWCIIOJHUTEIBHOW BJIAaCTH Ha BBO3
KOHKPETHOW MapTUH JICKAPCTBEHHBIX CPE/ICTB;
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3) opranu3anuy ONTOBOM TOPrOBIJIM JEKAPCTBEHHBIMU CPEACTBAMY;

4) Hay4HbIE OpraHHU3aluy, 00pa3oBaTeIbHbIC OPraHU3aMU BhICIIEr0 00pa30BaHus, MPOU3BOAUTEIN
JICKapCTBEHHBIX CPEACTB JJs pa3pabOTKH, WCCIEAOBAaHUM, KOHTpPOJs OE30MacHOCTH, KayecTna,
3G (HEeKTUBHOCTH JIE€KApPCTBEHHBIX CPEACTB MPU HAJIMYUU pa3pelleHus: YIOJIHOMOYEHHOTO (heaepaabHOro

OpraHa UCIOJIHUTEIbHOMU BIJIACTH;
(B pen. deaepanbubix 3akoHoB 0T 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) MEIUIIMHCKNE OpraHu3alluy, NHbIE YKa3aHHbIE B ITyHKTaxX | - 4 HacTosIIeN CTaTbU OpraHu3aluu
JUI OKa3aHWsI MEIULUHCKON IIOMOIIM I10 )KM3HEHHBIM [TOKA3aHUAM KOHKPETHOTO MALIMEHTa IIPU HAJTUYUU
pa3pelieHnst yImoJIHOMOUYEHHOTO (eepabHOT0 OpraHa MCIIOJHUTEIBHON BIIACTH HAa BBO3 KOHKPETHOMH
[apTUU JIEKapCTBEHHOTO IpenapaTa, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsJKe B (opMe 3JIEKTPOHHOIO
JOKYMEHTA, TOANMCAHHOTO YCHIICHHOHN KBAIM(UIIMPOBAHHOMN JIEKTPOHHON TOIHCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuiy c 1 ssuBaps 2024 roga. - @enepaibublii 3akoH oT 27.12.2019 N 475-®3.

7) MPOM3BOUTENIN MEAMLIUHCKUX U3ICTHIA ISl LeNIeH MPOM3BOACTBA MEANIIMHCKIX U3ACITHH.
(n. 7 BBeneH ®enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [loKkyMeHTbl, npeacTtaBnsieMble B TaMOXeHHble opraHbl Poccuuckown
Penepaumnm npu BBO3e NieKapCTBEeHHbIX cpeacTB B Poccumnckyro ®enepauuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e JsekapcTBeHHBIX cpeACTB B Poccuiickyro denepanuio B TaMOXEHHBIE OpraHbI
Poccuiickoit @enepanyy Hapsay ¢ JOKYMEHTAMHM, IPEICTABICHUE KOTOPBIX NPELYCMOTPEHO aKTAMH,
coctapistironuMu 1ipaBo Coro3a, U (WiIK) 3aKoHOAATeNbCTBOM Poccuiickoit defepannii 0 TaMOKEHHOM

peryIupoBaHUH, IPEACTABIAIOTCS CIIEAYIOIINE TOKYMEHTHI B 2JIEKTPOHHOM (opme:
(B pen. Denepanbbix 3akoHOB 0T 06.12.2011 N 409-@3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.
C 01.03.2026 m. 1 4. 1 cr. 49 uznaraercst B HoBoM penakuuu (D3 ot 31.07.2025 N 304-D3). Cwm.

OyIyIIYyIO peaaKiuIo.

1) cepruukar MNpOU3BOAUTENS JIEKAPCTBEHHOIO CPEJICTBA Ui BETEPUHAPHOIO IMPUMEHEHHMS,
YIIOCTOBEPSIOLINIA COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOTO CPEJICTBA JUIsl BETEPHHAPHOTO IPUMEHEHHUS
TpeGoBaHUAM (papMaKONeHHON CTaThu JINOO B CIydae €€ OTCYTCTBUS HOPMATUBHOTO JOKYMEHTA;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) paszpelieHue YHOJIHOMOYEHHOTO (helepaibHOr0 OpraHa HCIOJIHMUTENBbHOM BJIACTH Ha BBO3
KOHKPETHOW MAapTHUH JIEKAPCTBEHHOIO CPEICTBA B CIydasX, YCTAHOBJIEHHBIX YacThio 3 craTbu 47
Hacrosuiero denepaabHOro 3aKOHa.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2. JIokyMeHTbI, yKa3aHHble B NyHKTaX | M 2 yactu | HacTosIIedl CTaTbH, MPEACTaBIAIOTCA B
TaMOXEHHbIe opranbl Poccuiickoit @enepanui npu NpUOBITUN JEKApCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB0o3 nekapcTtBeHHbIX npenapatoB B Poccuunckyro depepauuio ans
NIM4HOTO UCNONIb30OBAaHNA U UHbIX HEKOMMEPYECKUX Lienen, a Takke Ans Ucnonb3oBaHUs
Ha TeppUTOPUM MEXAYHAPOAHOIro MeaAULIMHCKOro Krnacrepa
(B pen. deaepanbubix 3akoHOB OT 06.12.2011 N 409-03, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIC TmpemnapaThl MOTYT OBITh BBe3eHbI B Poccuiickyro ®Denepanmio 0e3 ydera
TpeOOBaHUH, IPEyCMOTPEHHBIX YacTsmMu | - 4 crateu 47, ctathsimu 48 u 49 nactosmiero denepalbHOTO
3aKOHa, €CIIM OHU TPeIHA3HAYCHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nMuHOTO HUCTONIb30BaHUS (PU3HMUECKUMHU JHIIaMH, IPUObIBIIME B Poccuiickyro @enepanuto. [Tpu
3TOM BBO3 B Pocculickyto denepanuio JIEKapCTBEHHBIX MTPENAPATOB, COACPKALIMNX CUIIBHOICUCTBYIOIINE
U (UTK) STOBUTHIE BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIMCOK CHIIBHOACHCTBYIOIIMX BEIIECTB IS
LIeJIEN YTOJIOBHOTO 3aKOHOaTenbCTBA Poccuiickoit @enepanny U B CIIHCOK IOBUTHIX BEIIECTB JUIA LEJIEeH
YroJIOBHOTO 3akoHojaTenbcTBa Poccuiickoit denepanuu, yreepxkaeHuble [IpaButensctBom Poccuiickoit
®denepanun, OCYIIECTBISACTCA MPU HAIMYAU JOKYMEHTOB (3aBEPEHHBIX KOMUW JOKYMEHTOB WIIU
3aBEpEHHBIX BBIMHCOK W3 HHUX), MOATBEPKAAIOIIUX Ha3HaueHUE (PUINYECKOMY JIMIY YKa3aHHbBIX
JIEKAPCTBEHHBIX TMPEMapaToB (3a MCKIIOUCHUEM JIEKAPCTBEHHBIX IMPENapaToB, 3apETUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu 1100 3aperucTpUPOBAHHBIX B COOTBETCTBUU C aKTaMH, COCTABISIOLUIUMU MIPABO
Coro3a, u ormyckaeMbix B Poccuiickoil @enepanuu 0e3 penenta Ha JIEKapCTBEHHBIN Ipenapar).
[ToaTBeprknaronue MTOKYMEHTHI (MX 3aBEpEHHBbIC KOMHWU WM 3aBEPEHHBIC BBIMHCKU W3 HUX) JOJKHBI
coJiepKaTh CBEJEHUS O HAUMEHOBAaHWU W KOJUYECTBE HA3HAYEHHOTO JICKapCTBEHHOro IMpemnapara. B
cllydae, €clii MOATBEPkKAAI0IINE TOKYMEHTHI (MX 3aBepEeHHBIC KOMHMH WM 3aBEPEHHBIC BBIUCKH U3 HHUX)
COCTAaBJICHBI HA MHOCTPAHHOM SI3bIKE, K HUM MPUJIAraeTcsi HOTapuaabHO 3aBEPEHHBIN MEPEBOJT HA PYCCKUI
SI3BIK;

(B pen. Denepanbhbix 3akoHOB 0T 02.06.2016 N 163-®3, ot 30.01.2024 N 1-D3)

2) uCHONb30BaHUS PpabOOTHUKAMM  AWIUIOMATUYECKOTO KOpIyca WIH  TIPEICTaBUTENSIMU
MEKIYHAPOIHBIX OpraHU3alnii, akKpeIuToBaHHbIX B Poccuiickoit denepannu;

3) 5edeHUsT MAcCaXXMpPOB M WIEHOB SKUIAXeW TPaHCHOPTHBIX CPEACTB, MOE3IHBIX Opuraa u
BOAMTENEH TPAaHCIIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyto denepanuio;
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUATUN M YUACTHHUKOB
MEXIYHAPOAHBIX JKCIIEIULINNA;

5) nedeHuns: KOHKPETHBIX )KUBOTHBIX B 300MapKax, 300caax, IMPKax, OKeaHapuyMax, AenbGUHapusx,
JICYCHUSI JUKHUX OJKUBOTHBIX, IIOCTOSSHHO WJIM BPEMEHHO HACEIMIOIMX TeppUTOoputo Poccuiickoit
Qdenepanyy, HaXOASIIUXCS B COCTOSHUM €CTECTBEHHOW CBOOOABI M NPHUHAISKAIIMX K BHAAM,
3aHeceHHbIM B Kpacnyto kuury Poccuiickoit denepanyu u (i) KpacHble KHUTH cyObekToB Poccuiickoit
®denepanyn, a TakKe >KUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepaiuio jisi y4acTUusl B CIIOPTUBHBIX U
3pEIULIHBIX MEPONIPUATHSX;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BAHUS HA TEPPUTOPUHU MEKTYHAPOTHOTO METUITUHCKOTO KIacTepa.
(. 6 BBennen denepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B ciayyasx, IpelyCMOTPEHHBIX YacTblo | HacTosIEN CTaThU, AOIyCKaeTcsl BBO3 B Poccuiickyro
denepanuio JIEKapCTBEHHBIX MIPENapaToB, HE 3aperucTpupoBaHHblx B Poccuiickoil depepannn 1mubo He
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMH, COCTaBIISIFOIIMMU ITpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

3. JlekapcTBEeHHBIE TIpenaparhbl, MpeAHa3HAYCHHBIC JIJI1 TYMAHUTAPHOU MOMOIIM (COACHCTBUSA) WU
MIOMOIIM TPU YPE3BbIYAMHBIX CHUTyauusix, BBO3sATCA B Poccuiickyto ®enepauuto B MOpSIKE,
yctanoBieHHoM [IpaButensctBom Poccuiickoit @epepauun. 3ampemiaercs BB03 B Poccuiickyto
denepannio HE3aPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, IPEIHA3ZHAYCHHBIX JIsl TyMaHUTapHOU
MOMOIIH (COACUCTBUS) WM IIOMOIIIH MPU YPE3BBIYANHBIX CUTYaLHIX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuuyecTBO chbepepanbHOro opraHa MWCNONHUTENbLHOW BRacTy,
ocyulecTensowero oyHKUUM No KOHTPOSIO U Haa30py B o6nacTu TaMOXEHHOro aena, u
APYruxX ynosiHOMO4YeHHbIX dpeaeparnbHbIX OPraHoB UCNONHUTENTbLHOW BNacTu
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

1. VYnomHoMmoueHHbIE (enepaabHble OpraHbl MCIOJHUTENFHOW BIACTH MPENOCTABISIOT B
pacriopsbkeHue (efepaJbHOr0 OpraHa MCIOJHUTEIbHON BIIACTH, OCYIIECTBIIAIOIET0 (DYHKIUH 110
KOHTPOJIIO ¥ Ha/130py B 00JIaCTU TaMOKEHHOTO Jiejia, TOCYAapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPE/ICTB,
a TaKoke MH(OPMALIMIO O BBIIAHHBIX Pa3pellIeHUsIX Ha BBO3 KOHKPETHOW MapTUHU JIEKAPCTBEHHBIX CPE/ICTB
B ClIyYasiX, yCTAaHOBJIEHHBIX 4acTbio 3 cTaTbu 47 HacTosero denepaabHOT0 3aKOHa.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. ®denepanbHBId OpraH UCHOJHUTEIBHOM BIIACTH, OCYIIECTBISIOUUN (DYHKIUU MO KOHTPOJIO U
Ha/J30py B 00JacTH TaMOXXEHHOTO Jiena, MH(OPMHUpPYET yKa3aHHble B YacTu | HacToslled cTaTbu
YIOJTHOMOYEHHbIE (pe/iepalibHble OpraHbl UCIOJHUTENIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepaiuio 1 BbIBO3€ JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit Penepanuu no ¢popme u B
nopsiike, KoTopble ycraHoBieHsl [IpasurensctBom Poccniickoit denepanun.

(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Masa 10. PAPMALUEBTUYECKAA OEATENIbHOCTb
CraTtba 52. OcyuwecTBneHue ¢papmMmaLeBTUHECKON AEeATENbHOCTH

1. (I)apMaLICBTI/ILICCKaSI ACATCIIBHOCTE OCYHICCTBIIACTCA OpPraHUu3alusaMnu OIITOBOM TOProBJIN
JICKApCTBECHHBIMU cpeacrBamMu, AIlITCYHbIMH opraHusanusimu, BETCPUHAPHBIMU AlITCYHbBIMU
opraHu3anusimu, HHIAWBUAYAJIbHBIMHA OpeAIpPpUHUMATCIISAMU, HUMCIOIITUMH JIMICH3UIO Ha
CbapMaI_[eBTI/ILIeCKYIO ACATCIBbHOCTh, MCIUIMHCKUMH OpraHu3aiuiaMi, HMCIOMIUMH JIMOCH3UIO Ha
(I)apMaI_[CBTI/ILICCKyIO ACATCIIBHOCTb, U HX 000CO0ICHHBIMH noapa3aciiCHUAMHA, PACIIOJIOKCHHBIMA B
CCIIbCKHUX HACCJICHHBLIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alITCUHBIC OpraHu3alyvi, U BECTCPUHAPHBIMU
opranu3anusiMu, UMCIOIIUMU JIMOCH3UIO HA (I)apMaI_ICBTI/I‘-ICCKYIO ACATCIIbHOCTD.

www.consultant.ru CrpaHuua 121 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=454112&date=03.02.2026&dst=100846&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=330696&date=03.02.2026&dst=100074&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=330122&date=03.02.2026&dst=100194&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=454112&date=03.02.2026&dst=100847&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100398&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=499344&date=03.02.2026&dst=100008&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=454112&date=03.02.2026&dst=100848&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100400&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100401&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=391199&date=03.02.2026&dst=100006&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=454112&date=03.02.2026&dst=100849&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=523261&date=03.02.2026&dst=100402&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. deaepanbhbix 3aKkoHOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (DapMaleBTHUECKYIO JAEATEIbHOCTh MPU HAIWYUU
BBICLIET0 MWJIM cpenHero ¢apMalneBTHYeCKoro oOpa3oBaHUs M cepTH(HKaTa crenuaiucra Jnbo
IIPOMJICHHON aKKpEAUTALMHU CIIELIMATINCTA, BBICILETO UM CPEAHETO0 BETEPUHAPHOT0 00pa30oBaHus (B LEIIX
OCYILLECTBICHUs (PapMalleBTUUECKOHN NeATeNbHOCTH B cepe oOpalleHHs JEeKapCTBEHHBIX CPEIACTB JUIS
BETEPUHAPHOTO TPUMEHEHHUs), a TaKKe BBICIIETO MM CPEJHET0 MEIUIIMHCKOro 00pa3oBaHus,
cepTUdUKaTa CcHeuHanucTa Ju00 MNPONWIEHHOW aKKpeAWTalMM CHELUAIUCTa U JONOJHHUTEIBHOTO
npo¢eCCHOHATBLHOTO 00pa30BaHMs B YAaCTH PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMHU INpenapaTaMu s
MEIULMHCKOrO0 IPUMEHEHHS IIPU YCIOBUM UX pabOThl B 000COOJEHHBIX NOAPA3/IEIEHUSIX MEIULIMHCKIX

OpraHu3allyii, yka3aHHbIX B 4acTU | HACTOSILENH CTaThHU.
(B pen. deaepanbhbix 3aKkoHOB OT 28.04.2023 N 149-D3, o1 29.12.2025 N 549-D3)

Koncynsrantlntoc: npumedanue.

JlexapcTBEeHHBIE MIpenapaThl Al MEIULIUHCKOTO MPUMEHEHHS, BBE/ICHHBIE B TPaKIAHCKU 000pOT 10
29.11.2019, noanexaT XpaHEHHIO, MEPEBO3KE, OTIYCKY, peaju3alliu, Iepenaye, MTPUMEHEHHUIO 10
ucTeueHus cpoka ux rognoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT rieKapCTBEHHbIX CpeaAcTB Ans
MeAULUHCKOro NpUMeHeHus1
(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

(BBeneHa @enepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpaskJaHCKHA 000POT KaXIOW CEpUU WIIM KaXIOH MapTUU MPOHU3BEIEHHOTO B
Poccuiickoit denepannn J1€KapCTBEHHOIO Npenapara il MEIULIUHCKOTO IPUMEHEHHS, 3a UCKIIOYEHUEM
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB, IPOU3BOJUTENb TAKOTIO JIEKAPCTBEHHOTO IIpenapara
IPEJCTABISET B 3JIEKTPOHHOH (popMme B penepanbHblii OpraH UCIIOJHUTEIBHOM BIACTH, OCYLIECTBISIOMINI
(GYHKIIUH 110 KOHTPOJTIO ¥ HAaZ30py B cpepe 3paBOOXpaHEHHM S, JOKYMEHT IPOU3BOUTENS JIEKAPCTBEHHOTO
CPEICTBA, MOATBEPKIAOINI Ka4eCTBO JIEKAPCTBEHHOTO IIpenapara, U NOATBEPKACHUE YIIOJTHOMOYEHHOTO
JUIa IPOU3BOJIUTEINSI JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBUS JIEKAPCTBEHHOIO IpernapaTa TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 PETUCTPALIUN.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1.1. Ilepen BBOJIOM B Ipa’kAaHCKUN 0OOPOT KaXKI0M CepUM MM KaXJA0H MapTUU MPOU3BEACHHON B
Poccuiickoit ®eneparun  dapmareBTUYECKOH CyOCTaHIIMM TPOU3BOJUTENh TAKOTO JIEKAPCTBEHHOTO
CpeAcTBa IMpEJCTaBIseT B JJIEKTPOHHOW Qopme B ¢enepaabHbIi OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBISAIONMN (QYHKIMU 10 KOHTPOJIO M Haa30py B cdepe 3ApaBOOXPAHEHUS, JOKYMEHT
IPOU3BOJUTENSL  JIEKAPCTBEHHOI'O  CPEACTBA, IOATBEP)KIAIOMMI  KayecTBO  (papMalieBTUYECKOMH
CyOCTaHIIMM, U JIOKYMEHT, MOATBEPkAAIOIMNNA COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBAa TPEOOBAHUSM,
YCTAQHOBJICHHBIM TIPU €ro TOCYJapCTBEHHON pErucTpallid WIM PEerucTpanud, U oQpOpMIICHHBIN
YIOJITHOMOYEHHBIM JIMLIOM MPOU3BOJINATENS JIEKAPCTBEHHBIX CPEJCTB.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpaXIaHCKUH OOOPOT KKIOM CEpPUM WM KaXKJION MapTHU BBO3UMOTO B
Poccuiickyro denepanuto J1eKapcTBEHHOIO Ipenapara AJjisi MEIUIIMHCKOTO MPUMEHEHUS, 33 UCKIIOUEHUEM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MMMYHOOHMOJIOTHYECKMX  JIGKAPCTBEHHBIX  IMpPEnaparoB, OpraHu3alus, OCYLIECTBISIIONIAs  BBO3
JIEKapCcTBEeHHOTO mpemnapara B Poccuiickyro ®enepaiuio, TpeEACTaBIsICT B JJIEKTPOHHOU ¢opMme B
benepanbHbI OPraH UCHOJHUTEIBHON BJIACTH, OCYIIECTBISIIOMIMM (PYHKIIMK IO KOHTPOIIO M HAaa30py B
cepe 3apaBOOXpaHEHHS, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJCTBA, IOATBEPIKAAIOLIHIA
KauecTBO  JIGKAPCTBEHHOrO0  Tpernapara, U  TMOATBEPXKACHHUE  MPEACTABUTEIS]  OpraHHU3aluH,
OCYILECTBJISIIOIIEN BBO3 JICKAPCTBEHHOTO mpenapara B Poccuiickyro dDenepanuio U yrnoJHOMOYEHHOU
MHOCTPAHHBIM TPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBUSI BBO3UMOIO JIEKAPCTBEHHOTO
npenapara Tpe0oOBaHUsIM, YCTAHOBIICHHBIM IIPU €TI0 PETUCTPAIUU.

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Tlepen BBOJAOM B TpaXkJAaHCKUKA OOOPOT KaXKJAOW CEpPUM WIM KaXJAOW MapTUU BBO3UMOUN B
Poccuiickyro denepanmro GpapmaneBTHIecKoi CyOCTaHIIMM OpraHU3alus, OCYLIECTBISAIOIAs BBO3 TAKOTO
JeKapCTBEHHOTO cpeactBa B Poccuiickyro deneparuio, NpeAcTaBIseT B IJIEKTPOHHOUW (opme B
(benepanbHbIl OpraH UCHOJHUTEIBHOIN BJIACTH, OCYLIECTBISAIOMMNA (GYHKIIMU IO KOHTPOJIIO U HAJI30py B
cepe 3apaBOOXpAaHEHHS, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOTO CPEICTBA, IOITBEPIKIAIOLIHIHA
Ka4yecTBO (papMalieBTHYEeCKOl cyOCTaHIIUU.

(uactsb 2.1 BBeneHa @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

3. [lopsi ok mpencTaBieHus B COOTBETCTBUU ¢ yacTsmu 1, 1.1, 2 u 2.1 HacTosIei cTaTbi JOKYMEHTOB
W CBEIEHUU O JIEKQpPCTBEHHBIX CPEACTBAaX, BBOJUMBIX B TPaXKITAHCKUNA 0OOPOT, YCTaHABIMBACTCS
[IpaBuTenscTBoM Poccuiickoi denepanuu.
(dactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B oOTHOIIEHHWH NEpPBbIX TpPeX CEepUi WM NapTUi JIEKAPCTBEHHOro IIpernapara, BIEpBbIE
npousBeicHHOT0 B Poccuiickoit denepanuu uiam BrepBble BBO3MMOro B Poccuiickyto ®Deneparuio (6e3
ydeTa J03UPOBKHM) B paMKax OJHOTO PErMCTPAallMOHHOIO YJOCTOBEpPEHMs, B (eaepanbHbIii oprax
WCTIOJTHUTEIIGHOW BIIACTH, OCYHIECTBISIOMMKA (YHKIMA TIO KOHTPOJIIO M Ham3opy B cdepe
3/paBOOXPAHEHUS, JOIOJIHUTEIBHO MPEACTABIAETCS MPOTOKOI MCHBITAHUN O COOTBETCTBUU CEPUH WU
MapTUM JIEKapCTBEHHOIO Ipenapara s MEAULIMHCKOIO NPUMEHEHHUs IIoKa3aTesisM KaydecTBsa,
PEIyCMOTPEHHBIM HOPMAaTUBHON TOKYMEHTALMEH, U TPeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH PETHCTPALIUU
B COOTBETCTBUHU C aKTaMHU, COCTaBIIAIOMMMU IpaBo Coro3a (j1ajnee - NpOTOKOJI UCTIBITaHH ), TPOBOAUMBIX
aKKpeMTOBAaHHBIMU B COOTBETCTBUU C 3aKOHOJaTeIbCTBOM Poccuiickoit denepannn 06 akKpeauTauu B
HAI[MOHAJIBHOW  CUCTEME  aKkKpeauTauuu  (efepaibHbIMU  TOCYIAapCTBEHHBIMH  OHOJKETHBIMU
YUPEXKIECHUSMH,  MOJABEAOMCTBEHHBIMU  (eiepaJbHOMY  OpraHy  HCHOJHMTENbHOM  BJacTw,
OCYILECTBISIONIEMY (YHKIIMH MO BHIPA0OOTKE U pean3aliy rocy1apCTBEHHON MOJIUTUKU U HOPMAaTHBHO-
IIPAaBOBOMY PETYJIMPOBAaHUIO B cdepe 37ApaBOOXpaHeHUs, U (enepalbHOMY OpPraHy HCIOJHUTEIbHON
BJIACTH, OCYLIECTBIIAIOIIEMY (PYHKIIMH 110 KOHTPOJIIO U Haa30py B cdepe 3apaBooxpaneHus. Jlonyckaercs
IIPEJICTAaBICHUE MPOTOKOJIA WCIBITAHUN, NMPOBEACHHBIX C HCIIOJIB30BAHUEM CPEICTB IUCTAHIIMOHHOTO
B3aumojeiicTBus. [lopsok BblAaun yka3aHHBIMU (peiepaJbHBIMU TOCYJApCTBEHHBIMH OO KETHBIMU
YUPEXIEHUSMH JIaHHOTO MTPOTOKOJIA U pa3Mep IUIaThl 3a €ro BblJlauy ycTaHaBIuBaroTcs [IpaBurenscTBoM
Poccuiickoit ®eneparuu.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.1. IlpencraBneHre NpOTOKOJIA UCIIBITAHUM JAOITYCKAETCS TOJBKO B OTHOIIEHUH IIEPBOM CEPUU WIIU
IIEpBON MapTHH JIEKAPCTBEHHOIO Ipemnapara, BIEPBbIE IPOU3BeNeHHOro B Poccuiickoit denepanun nim
BIIepBbIe BBO3UMOro B Poccuiickyto ®enepanuio (3a HCKIIOYEHHEM JIEKapCTBEHHBIX IIPENaparos,
yKa3aHHbIX B YacTsax 4.2 u 4.3 HacTOAIIEH CTaTbU), B CIy4ae NPeJOCTaBICHHUS CBEICHUN O JaTe BbIIauu U
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

PETUCTPALIMOHHOM HOMEPE 3aKIKOYECHHs COOTBETCTBHsS IPOM3BOACTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBAaHUSAM TMPaBUJ HAIJEKANIEW INPOU3BOJCTBEHHONW TPAKTHKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM MCIIOJIHUTEIBHOM BIJIACTH, WM CEepPTU(UKATa COOTBETCTBHUS IPOM3BOJCTBA
JICKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM ITPABUJII HA/JISKAIIEH TPOU3BOICTBEHHOM MpakTuKu EBpasuiickoro
SKOHOMMYECKOTO CO03a, BBIJAHHOI'O YIIOJHOMOYEHHBIM OPraHOM roCyJapcTBa - wieHa EBpasuiickoro
SKOHOMMYECKOT'O COI03a, B OTHOIIEHUU ITPOU3BOJCTBEHHON IUIOMIAAKU (IIPOM3BOACTBEHHBIX IIJIOLIA/I0K),
OCYLLECTBIISIONIEH MPOU3BOACTBO T'OTOBOM JIEKAPCTBEHHOW (POPMBI U BBIMYCKAIOIIUNA KOHTPOJIb KauecTBa
JIEKAPCTBEHHOI'O IIpenapara, IpU YCIOBUM OTCYTCTBHMS B TE€UYEHUE TpEX JIET, NPEALIECTBYIOIIHUX IaTe
BbIJIaYM MPOTOKOJIA HCHBITAHWM, CIy4aeB BBISABICHHS HECOOTBETCTBHS YCTAHOBJICHHBIM TPEOOBAaHUSAM
KayecTBa JICKApCTBEHHBIX CPEACTB, MHPOpPMALKsi O KOTOPBIX OMyOIMKOBaHa Ha caiite (enepanbHOTO
OpraHa HCIOJHMTEIBHOM BIIACTH, OCYLIECTBISIOUIEr0 (YHKLIUU 10 KOHTPOJK U Haa3opy B chepe
3IpaBOOXPAHEHUs, B OTHOLIEHUH BCEX IPOU3BOJCTBEHHBIX IIIOMIALO0K, OCYIIECTBIIIOMIMNX IIPOU3BOICTBO
JIEKapCTBEHHOI'O IIPETapaTa U BhIMYCKAIOINN KOHTPOJIb KaueCTBa JIEKAPCTBEHHOTO IIpenapara.

(uactsb 4.1 BBenena @enepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. He TpeOyeTcs mpecTaBiIeHre IPOTOKOJIA UCTIBITAHUM, YKa3aHHOTO B 4acTu 4 uinu 4.1 nactosiei
CTaThH, B OTHOILIEHUU Op(PaHHBIX JEKAPCTBEHHBIX MPENAPATOB, BEHICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX
MpernapaToB, NOJYUYEHHBIX U3 OMOJIOTHYECKOTro MaTepualia onpeAeIeHHOTo YeI0OBeKa U MpeJHa3HAYeHHbBIX
JUTSI IPUMEHEHHS ITOMY K€ UEIOBEKY.

(uacTsb 4.2 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOIIEHHH OJHOW CEpUU WM OJHOM MAPTUU BBICOKOTEXHOJOTUYHOTO JIEKAPCTBEHHOTO
npemnapaTta (3a HCKIIIOUEHHUEM BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX IPENapaToB, MOTYyYEHHBIX W3
OMOJIOTMYECKOT0 MaTepuaia ONMpeIeTICHHOTO YeJIOBEKa M MPEIHA3HAYCHHBIX ISl IPUMEHCHHS dTOMY JKe
4eNoBEKY), BIIEpBbIe Ipou3BeieHHOro B Poccuiickoii @enepaliiuu uim BrepBbie BBO3UMOro B Poccuiickyro
®denepannio, TPEACTABISACTCS MTPOTOKOJ HCHBITAHWM, TMPOBEIECHHBIX C HCIOJb30BAaHUEM CPEACTB
JUCTAaHIIMOHHOTO B3aMMOJCICTBUSA B TEUEHHE MEPBBIX TPEX JET MOCIe€ BBOAA TAaKOro Ipemnapara B
TPaKIaHCKHUI 000POT.

(uactb 4.3 BBeneHa denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. ExerogHo He mo3gHee 1 ampens mpoOW3BOAMTENMN JIEKAPCTBEHHBIX CPEIACTB WJIM OpPraHU3AINH,
OCYILECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpenapaTtoB B Poccuiickyro ®enepanuio, NpeACTaBISAIOT B
(benepanbHbI OPraH MCHOJHUTEIBHON BJIACTH, OCYLIECTBISIIOIIMKA (PYHKIIMK IO KOHTPOJIKO M HAaJa30py B
cepe 31paBOOXpAHEHUs, MPOTOKOJ MCIBITAHUI MOCTYMUBIIETO B TEYEHUE MPEIIIECTBYIONIETO
KaJIEHJAApHOr0 rojJia B TPaXkJIaHCKUIM 000pOT JIEKapCTBEHHOI'O IMpenapara COrJIaCHO PETUCTPALlMOHHOMY
yJIOCTOBEPEHHIO (Ha OFHY CEpPHI0 TOPrOBOr0 HAaUMEHOBAHMsS C y4ETOM JICKapCTBEHHOM (OpPMBI OAHOM
JO3UPOBKH), TPOBOJMMBIX AKKPEIUTOBAHHBIMM B COOTBETCTBMM C 3aKOHOJAATEIbCTBOM Poccuiickoii
@enepanu 00 aKKpeIUTallMM B  HAllMOHAJIBHOM CHCTEME aKKpPEAWUTAlMM  MCIBITaTeIbHBIMU
naboparopusimu (1ientpamu). IlpencraBieHne MpOTOKOIA UCHBITAHUHM, TPETYCMOTPEHHOTO HACTOSIIEH
YacThlO, B OTHOLIEHHWHU JIEKAPCTBEHHBIX IpENapaToB, YKa3aHHbIX B dYacTu 4.2 HacTOAIIEH CTaTbH,
JIOTTYCKaeTCsl OIMH pa3 B TPU Tojia IpU YCIOBUU MX BBOJA B rpakaaHckuil o6oport. [Ipu mpencrasieHun
MIPOTOKOJIa MCIIBITAaHUM, peycMOTpeHHOro yacTsiMu 4 u 4.1 Hacrosieil ctateu, B GenepaibHbIi Opran
WCIIOJIHUTENIbHOM  BJAacTH, OCYUIECTBIAOIIMNA (YHKIMHM 10 KOHTPOJIO M Haa3opy B cdepe
3/IpaBOOXPAaHEHHsI, IPOTOKOJ HCIIBITAHUH, TIPEAYCMOTPEHHBIA HACTOSIIEH YacThIO, B YKa3aHHBINA OpraH He
MIpe/ICTaBIseTCS.

(uactb 5 B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

5.1. IlpousBoauTenu JEKApCTBEHHBIX CPEJACTB WJIM OpPraHU3alliM, OCYIIECTBIISIIOIIUE BBO3 B
Poccuiickyro ®Denepannio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MIpeNapaToB, BMECTO IPOTOKOJA
WCIIBITAaHUH, TPETYCMOTPEHHOTO YacThIO 5 HACTOSAIIEH CTaThH, BIIPaBe MPEACTABUTH B (heiepaibHBINA OpTraH
WCTIOJIHUTEIGHON  BJACTH, OCYIICCTBISAIOMUN (QYHKIMKM 1O KOHTPOJIO H Ham3opy B chepe
3paBOOXPAHEHMS, CBEACHUS O JaTe M PErucCTPallMOHHOM HOMEpE 3aKJIIOYEHHUS] O COOTBETCTBUHU
MPOM3BOJIUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM TMPABWII HAJJICKAIICH IMPOU3BOJICTBEHHOMN
MPAKTUKHU WU cepTH(HUKATa COOTBETCTBHS MTPOU3BOACTBA JICKAPCTBEHHBIX CPENICTB TPEOOBAHUSAM ITPABHUII
HaJJIe)Kaleld MPOU3BOJCTBEHHOM TMPAKTUKU EBpasMiiCKOro 3KOHOMHUYECKOTO COK03d, BBIIAHHOIO
YIIOJTHOMOYEHHBIM OpPraHoM ToOCyJapcTBa - 4WieHa EBpa3uilckoro 5KOHOMHUYECKOrO COro3a, s
MPOU3BOJICTBEHHON TUIOMIAAKUA (IMIPOU3BOJCTBEHHBIX IUIOMIAJ0K), OCYIIECTBISIONICH MPOU3BOICTBO
TOTOBOH JICKapCTBEHHOM (hOPMBI U BBITYCKAIOIIWKA KOHTPOJIb Ka4eCTBa JICKAPCTBEHHOTO Tperapara.
(dactb 5.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

6. IlpousBoauTenn JEKAPCTBEHHBIX CPEACTB MM OpPraHU3ALMHU, OCYILECTBIIAIOLUINE BBO3
JIEKapCTBEHHBIX mpenapatoB B Pocculickyro denepannio, HE MEHEE YE€M 3a OJIMH TOJl 0 IJIAHUPYEMBIX
IIPUOCTAHOBIICHUS] WJIM IPEKpAIlEHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpenaparoB MHJIM HMX BBO3a B
Poccuiickyro ®enepanuo yBeJOMIISIIOT 00 3TOM B DJJEKTPOHHOH ¢opMme QenepaiabHbIii opraH
UCIIOJHUTEJIBHOW  BJIACTH, OCYLIECTBISAIOMMNA (YHKIMH 1O KOHTPOJIKO U Haa3opy B chepe
3IpaBOOXpaHEHUST M (elepallbHbI OpraH WCIOJTHUTEIBLHOW BIIACTH, OCYHICCTBIISIOMNNA (DYHKIUU TIO
JIMLIEH3UPOBAHUIO MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

7. BBoA B TpakIaHCKUN OOOpPOT KaXKIOW CEpUU WU KaXKIOM MapTUU MMMYHOOHOJIOTMYECKOTO
JIEKApCTBEHHOI0 IIpenapara, npousBeaeHHoro B Poccuiickoin denepanuu wim BBO3UMOro B Poccuiickyro
@denepannio, OCYIIECTBISETCS Ha OCHOBAaHUHM pa3pellieHUs, BBIJAHHOTO (elAepalbHBIM OpraHOM
WCTIOJTHUTEIGHOW  BJACTH, OCYIIECTBISIIOIIMM (YHKIMH TI0 KOHTPONIO M Ham3opy B cdepe
3/IpaBOOXPAaHEHMs, HAa OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYIAapPCTBEHHBIMU OOKETHBIMU
YUPEKIACHUSAMH, YKA3aHHBIMM B 4acTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBHM CEPUU WIIHU
NapTUM UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSAM, YCTAHOBJIECHHBIM IPU €ro
rocy/lapCcTBeHHOU peructpauuu. [1opsiok Bbiaun paspelieHusl Ha BBOJ B IPaKAaHCKUII 000pOT cepuu
WM NApTUU UIMMYHOOHOJIOTHYECKOTO JIEKAaPCTBEHHOIO Ipernapara, a Takke MOps10K BblJIaul YKa3aHHOTO
3aKJIFOYEHUS U pa3Mep IJIaThl 32 €ro BelIauy ycraHnaBiauBarotces [IpaButensctBoM Poccuniickoit @eaepanum.

7.1. ®opma U MOPSAOK MPOBEACHUS UCIBITAHUM, yKa3aHHBIX B yacTsax 4, 4.1, 4.3 u 5 Hacrosmiei
CTaThH, B TOM YHCJIC C UCIIOJIH30BAHUEM CPEJCTB JUCTAHIIMOHHOTO B3aWMOJICHCTBUS, YCTAHABIMBAIOTCS
[IpaBurenscTBOoM Poccuiickon Penepanuu.

(dactb 7.1 BBengena denepanpubim 3akoHoM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBICHUE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEJICHHIA,
MPeyCMOTPEeHHBIX yacTsimu 1, 2,4, 4.1,4.3,5, 5.1 u 6 HacTosIeH CTaThU, TPOU3BOIUTEIIN JICKAPCTBCHHBIX
CPEJICTB M OpraHu3alliy, OCYIIECTBIISAIONINE BBO3 IEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyro denepatiuto,
HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIaTeNIbcTBOM Poccuiickoit denepanum.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

9. IlpencraBneHune JOKYMEHTOB U CBEJCHHM, TPEAYCMOTPEHHBIX YacTsMHU 1, 2 1 4 HacToAIIEeH CTaThH,
U TIOIY4YEHHE MPEAYCMOTPEHHOIO 4YacTbi0 [  HACTOALIEM CTaTbM  pas3pelleHusi Ha  BBOJ
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mpernapara B IpaXk1aHCKUi 000pOoT He TpeOYIOTCS B OTHOIIEHUU
JIEKapCTBEHHBIX IIPEMApaToB, NPEJHA3HAYEHHBIX Ul NPOBENCHHUS KIMHUYECKUX HCCIIEIOBAaHUU
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKApPCTBEHHBIX IPETapaToB, MPOBEACHHS SKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB JIA OCYIIECTBICHHS
roCyJapCTBEHHOM  pEerucTpalv  JEKAPCTBEHHBIX  IpernapaTtoB, a Takke B  OTHOLICHUU
HE3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX NPENapaToB, NMpeAHA3HAYEHHBIX I OKa3aHWUs MEIUITUHCKON
MOMOIIM MO XKU3HEHHBIM MOKA3aHMUSIM KOHKPETHOrO MAlMEHTAa WM TPYNIbl MAlMEHTOB, BBO3UMBIX B
Poccuiickyro @enepannio B cooTBeTCTBUU ¢ yacTsiMu 3 u 3.1 ctateu 47 Hactosimero denepanbHOro
3aKOHa.

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

10. IIpu BBISIBIECHUU B TPaXKJTaHCKOM OOOpOTE CEpUM WIM TApTUU JIEKAPCTBEHHOI'O TMperapara,
JOKYMEHTBI M CBEJICHHS O KOTOPBIX, MPeaycMOTpeHHble vactsavu 1, 2, 4, 4.1, 4.3, 5 u 5.1 nHacrosmiei
CTaThH, HE TPEJICTABIICHBI B (peIepalIbHBIN OpraH UCTIOIHUTEIHLHOU BIACTH, OCYIICCTBISIOMUN (PyHKINN
10 KOHTPOJIIO M HAJ30PY B cdepe 3IpaBOOXpaHEHUs, JIUOO CEPUU WIH NMAPTHH UMMYHOOHOJIOTHYECKOIO
JIEKapCTBCHHOTO TMpemapara, HE WMCIONIMX pa3pelieHuss Ha BBOJ B TPAXKIAAHCKUNW 000pOT,
MPEyCMOTPCHHOTO 4YacThl0 7 HACTOSINEH CTaTbd, (eaepayibHbli OpraH HCIOJHUTEIBLHONW BIACTH,
OCYIICCTBISIONNH (YHKIIMU 110 KOHTPOJIO M Haa30py B cdepe 3apaBOOXpaHCHHS, B IOPSIJIKE,
ycraHoBlIeHHOM [IpaButensctBoM Poccuiickoit ®deneparyiv, NMPUHUMACT PEIICHUE O MPEKPANICHUU
IPa)TaHCKOT0 000pOTa TAKUX CEPUU HITU MTAPTHH JI0 MTPEICTABICHIS YKa3aHHBIX JOKYMEHTOB M CBEJICHUI
100 MOJTyYSHHST YKa3aHHOTO pa3peIIeHHMs.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynpsrantlintoc: npumedanue.

Cr. 52.2 He pacnpoCTpaHIETCs Ha CEPUU JIEKApCTB ISl BETEPUHAPHOTO NMPUMEHEHUs, BBEJCHHBIC B
rpaxaanckuii o6opor g0 01.09.2023, koTopbie MOICKAT MPUMEHEHHIO O HMCTCUCHUS CpPOKa HX
rogaocta (@3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKum oOOOpPOT NneKapCTBEeHHbIX MpenapaTtoB AnA
BeTePUHAPHOIro NPUMMeHeHus

(BBeneHa @enepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Ilepen BBOAOM B rpaskIaHCKUN 000POT KaxK10¥ cepuu npou3BeieHHoro B Poccuiickoit denepanun
JIEKapCTBEHHOT'O TIperapara /i BETepPHHAPHOTO MPUMEHEHH S, 32 UCKIIIOUEHUEM UMMYHOOHOIOTUYECKOTO
JIEKApCTBEHHOT'O TIpernapara JJisi BETEPUHAPHOTO MPUMEHEHHUs], TPOU3BOAUTENb TAKOTO JIEKAPCTBEHHOTO
mpermapaTa MpeAcTaBseT B YBEAOMUTEIHHOM MOPSAKE B (eiepalibHbII OpraH HCIOIHUTEIbHONW BIACTH,
OCYIIECTBIISIOMUN (QYHKIIMH 110 KOHTPOITIO (HaI30py) B cdepe oOpalleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TPUMEHEHUS:

1) TOKyMEHT NMPOU3BOIUTEINSI JIEKAPCTBEHHBIX CPEJCTB, MOATBEPKAAIOIINNA COOTBETCTBUE KauecTBa
JIEKapCTBEHHOT'O Iperapara Juis BETEPUHAPHOIO TNPUMEHEHUsS, BBOJAMMOIO B Tpa)JaHCKUl 000poT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €T0 FOCYAapCTBEHHOW PETUCTPALIUN;

2) NOATBEPKIEHUE YIIOJTHOMOYEHHOTI'O JINLIA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUSA
JIEKapCTBEHHOI'0 Iperapara Juisi BETEPUHAPHOTO MPUMEHEHHUs] TPeOOBAHUSAM, YCTAHOBIIEHHBIM IPH €ro
roCyZapCTBEHHOM PErUCTPaLvU.

2. Ilepen BBOAOM B Tpa)xJaHCKHM 000pPOT KaXJ0H Cepuu BBO3UMOrO (MEpPEMEIaeMoro) B
Poccuiickyro @enepanuio JIEKapCTBEHHOIO IIpenapara AJisl BETEpUHAPHOTO IPUMEHEHNs, 38 UCKIIOYCHUEM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TperapaTa [Uisi BETCPHHAPHOTO MPHUMEHEHUs, OpraHH3alus,
OCYIIECTBISIONIAs BBO3 (II€pPEMEIIEHHUE) JIEKAPCTBEHHOTO Mpernapara Jiyisi BETepUHAPHOTO IPUMEHEHHUS B
Poccuiickyto ®enepanuio, mnpeAcTaBaseT B YBEAOMHTEIBFHOM IMOpsIKE B (QeaepanbHbIl  Opra
WCTIOJTHUTEJIHOW BIJIACTH, OCYILIECTBISIOUINHA (QYHKIMH 1O KOHTPOJIO (Haa3opy) B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB JJIS1 BETCPUHAPHOTO IPUMECHEHHS:

1) 1OKyMEHT NPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJCTB, MOATBEPKAAIOIINNA COOTBETCTBUE KaueCcTBa
JIEKapCTBEHHOI'0 IIpernapara Julis BETEPUHAPHOI'O INPUMEHEHUsS, BBOAMMOIO B Ipa)IaHCKUI 000poT,
TpeOOBaHUAM, YCTAHOBIICHHBIM IPH €T0 TOCYAAPCTBEHHOM PETUCTPAIIHH;

2) NOATBEp:KJEHHE JMLA, YHOJIHOMOYEHHOIO JepKaTeleM WM BIaJeiblieM pPErucTpalliOHHOTO
YAOCTOBEpPEHUsl JIEKapCTBEHHOI'O IIpernapara s BETEPUHAPHOIO IIPUMEHEHUs, COOTBETCTBHS
JIEKapCTBEHHOT'0 Ipernapara Jjsl BETEPUHAPHOTO NMPUMEHEHHs TpeOOBAHUSAM, YCTAHOBJICHHBIM IIPH €ro
roCyZapCTBEHHOM pErucTparuu.

3. BBon B rpaxmaHckuii 00OpoT BBo3uMOro (mepememaemoro) B Poccuiickyio ®enepanmio
JIEKapCTBEHHOIO IIpenapara Ay BETEPUHAPHOr0 IPUMEHEHU S OCYIIECTBIISAETCS IPU HAIMYUHU 3aKII0YECHUS
O COOTBETCTBHM NPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAaHHMSM IPaBUJI  HAJJICKAIICH
HpOH?;BOILCTBGHHOfI IMMPAKTHUKHU, BBIJJAHHOT'O YIIOJJHOMOYCHHBIM (bellepaJII)HI)IM OopranomMm HWCIIOTHUTEIBHOMN
BJIACTH ISl IPOU3BOJICTBEHHOMH IIJIOIIA/IKH JIGKaPCTBEHHOTO TIperapara Juis BEeTepUHApHOTO IPUMEHEHUS,
BBOJIMMOTO B IPa)1aHCKUI 000pOT.

4. JIuno, yrmoJHOMOYEHHOE JepKaTeleM WM BJaJesIbLieM PErucTPAlMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO Tperapara Ui BETEPHUHAPHOTO MPHUMEHEHHs, JOJDKHO OBITh aTTeCTOBAaHO B
YCTaHOBJICHHOM YIOJHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIOJHUTENILHONW BIIACTH MOPSAIKE U UMETh
CTa)K pabOThI HE MEHEE YEM IIATh JIET B 00JIaCTH TPOU3BOJICTBA U (MJIM) KOHTPOJIS KaUeCTBa JIEKapCTBEHHBIX
CpeAcTB JINO0 B 00J1aCTH MOHUTOPUHIA H3(PPEKTUBHOCTH U O€30M1aCHOCTH JIEKApCTBEHHBIX IpenapaToB s
BETEPUHAPHOTO TMPUMEHEHUs, NPOBOJAMMOIO JepaTejleM WIM BIAJENIbLIEM PETUCTPALIMIOHHOTO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOI0 Ipernapara il BETEPUHAPHOTO MPUMEHEHHs! MO0 YHOIHOMOYEHHBIM
MU I0PUINYECKUM JIUIIOM, BbICIIEE 00pa30BaHUE COOTBETCTBEHHO IO OJIHOM U3 CHENMATbHOCTEN U (UJTHN)
OJJHOMY W3 HaIlpaBICHUH MOJrOTOBKM: OHOJOTrHUs, OMOTEXHOJOIHs, BETEpUHApHUs, BETEPHUHAPHO-
CaHHUTapHas dKCIEePTH3a, KIIMHUYECKasi MEUIMHA, paJUal[MOHHAs, XUMUYECKas U OMOJIoruyecKast 3aluTa,
bapmanus, GpyHaaMeHTanbHas MeIUIIUHA, XUMUYECKasi TEXHOJIOTHsI, XUMUSI.

5. Tlops10K TIPEJCTaBICHNUS B COOTBETCTBHM C YacTsMH | M 2 HACTOSIIEH CTAaThU JOKYMEHTOB U
CBEJICHUM O JIEKAPCTBEHHBIX Ipenaparax Jisi BETEPUHAPHOIO NMIPUMEHEHUS, BBOJAUMBIX B I'PaKIaHCKUN
obopor, ycranasnuBaetcs [IpaBurensctBoM Poccuiickoit deneparum.

6. B oTHOIIEHNH NEPBBIX JBYX CEPUM JIEKaPCTBEHHOT'O Mpemnapara AJis BETEpPUHAPHOTO IPUMEHEHMS,
BIIEpBBIE TIpou3Be/eHHOTO B Poccuiickoit denepani wid BIEpBbIE BBO3UMOTO (TMEpEMEIIaeMOro) B
Poccuiickyro denepanmio, B penepanbHbIil OpraH HCIOTHUTENBHOM BIACTH, OCYIIECTBISIIOIUN (GYHKIUU
10 KOHTPOJIIO (Haa30py) B chepe oOpaiieHust JIEKapCTBEHHBIX CPEJICTB JIJIsi BETEPUHAPHOTO MPUMEHEHUS,
HapsALy € JOKYMEHTaMH, MPeIyCMOTPEHHbIMH yacTAMU | M 2 HacToseill cTaThbH, MPeCTaBISAIOTCS
MIPOTOKOJIbI HCIIBITAHUM O COOTBETCTBUM 3THUX CEpUi JEKApCTBEHHOIO Mperapara Jisi BETepUHAPHOIO
NPUMEHEHHS TT0Ka3aTelNsiM KayecTBa, IPeIyCMOTPEHHBIM HOPMAaTHBHBIM JOKYMEHTOM (Jajiee - MPOTOKOJI
WCIBITaHNN), TMPOBOAMMBIX AKKPEJUTOBAHHBIMH B COOTBETCTBHHM C 3aKOHOJATeNbCcTBOM Poccuiickoii
@enepan 00 aKKpeIUTallMd B  HALMOHAIBHOM CHCTEME aKKpeIUTAallud HCHBITATeIbHBIMU
nabopaTopusiMu (LICHTPAMH).
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

7. Exeronno He mo3aHee 1 ¢eBpains mMpou3BOIUTENN JIEKAPCTBEHHBIX CPEJCTB WM OpraHHU3aliH,
OCYIIECTBJISIOIINE BBO3 (IIepEeMEIICHUE) JIEKaPCTBEHHBIX IPENapaToB JIJIsi BETEPUHAPHOTO IPUMEHEHHUS B
Poccuiickyro ®enepanuio, TMpeACTaBIAIOT B (enepanbHbIi OpraH HCIOJIHUTEIBHONW  BIIACTH,
OCYIIECTBISIONMH (DYHKIIMH IO KOHTPOITO (HaI30py) B cdepe oOpaiieHus JIeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHHUS, MPOTOKOJ HCIBITAHUN MOCTYNHUBIIEIO B TEYEHHE ToJa B IPa)JTaHCKHMA
000pOT JIEKAPCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO MPUMEHEHHSI KOHKPETHOTO MPOU3BOAUTENS (HA
OJIHY CEPUIO Ka)KJJOTO TOPIrOBOI0 HAMMEHOBAHUS C YU4ETOM JIEKApPCTBEHHOM (POPMBI, a AJIs1 JIEKApPCTBEHHOTO
mpermapara Jijisi BETEpUHAPHOTO MPUMEHEHHS, HE SBIISIOMIETOCS UMMYHOOHOJIOTHYECKIM, TAK)KE C yUETOM
JO3UPOBKH), MPOBOJMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBMM C 3aKOHOJAATEILCTBOM Poccuiickoii
Oenepanit 00  aKKpeIWTAllMd B HAIMOHATIBHOW CHCTEME AaKKPEAUTAIMH  HUCIBITATSIIbHBIMU
nabopaTopusiMu (LICHTPAMH).

8. BBom B rpaxmaHcKuii 00OpOT HMMMYHOOHMOJOTHMUYECKOTO JICKQpCTBEHHOTO mpenapara i
BETEPUHAPHOTO TMPHUMEHEHHUs, Mpou3BeneHHoro B Poccuiickoit ®exepanuu WIU  BBO3UMOIO
(nepememiaemoro) B Poccuiickyio deneparuio, OCylmecTBIsIETCS Ha OCHOBAHUM Pa3pEIICHHUs, BbITAHHOTO
benepanbHBIM OPraHOM UCHOTHUTENBHOM BIACTH, OCYIIECTBISIIOIIMM (QYHKIIUHU [0 KOHTPOIIO (HaA30py)
B c(hepe oOpaleHus JIEKapCTBEHHBIX CPEICTB JUIsl BETEPHHAPHOTO MIPUMEHEHHS. YKa3aHHOE pa3pelieHne
BBIJIa€TCS. HA OCHOBAHWUU MPOTOKOJA HCIBITAHHUM, MTPOBOJAUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUU C
3akoHozAarenscTBOM Poccuiickoit denepanuu 00 akKkpeAUTalMK B HAIIMOHAIBHON CUCTEME aKKpEIUTallH
OpraHm3alusMHi,  MOJBEJOMCTBEHHBIMH  (enepalbHOMY  OpraHy  HCIOJIHUTENbHON  BIACTH,
OCYILECTBISIONIEMY (YHKIUU O BbIPaOOTKE IOCYJAapPCTBEHHOM IOJIMTUKM UM HOPMAaTHBHO-IIPABOBOMY
pEerylupoBaHuI0 B cdepe arporpOMBIIIJICHHOTO KOMIUIEKCa, BKJIIOYas oOpallleHue JIeKapCTBEHHBIX
CpeACTB JJisi BETEPUHAPHOTO MpPHUMEHEHHS, WM (eAaepalbHOMY OpraHy HCIOJIHHUTEIBHON BIACTH,
OCYIIECTBISIONIEMY (DYHKIIMU IO KOHTPOIIO (HaA30py) B chepe oOpaleHus IeKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO IMPUMEHEHMsI, a TaKXKe JTOKYMEHTOB U CBEIEHUM, MPEIyCMOTPEHHBIX 4acTbio 1 (mis
mpernapaToB, mpousBeleHHbIX B Poccuiickoit denepanuu) Wik 4acTbio 2 (U1l MpPEnapaToB, BBOSUMBIX
(mepememaembix) B Poccuiickyro denepaiinio) HaCTOSIIEH CTaThHU.

9. Cpok BblAauu pa3pelieHus, yka3aHHOTO B YacTH 8 HACTOSIIEH CTaThU, COCTABIISIET MATh pabOYnX
JTHEW CO JHS TPEACTABICHUS] TPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3aIHEH,
OCYIIIECTBISIONIEH BBO3 (IEpeMelIeH e) JIEKapCTBEHHOTO Mpernapara Jjisi BETEpHHAPHOTO NMPUMEHEHUS B
Poccuiickyro ®@enepanuio, B penepaibHbIi opraH UCIIOJIHUTEIBHON BJIACTH, OCYIIECTBIAIONINN (YHKIIUH
M0 KOHTPOITO (Haa30py) B cepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MIPUMEHEHHSI,
JIOKYMEHTOB, MPETyCMOTPEHHBIX YaCThIO 8 HACTOSIIIEH CTaThH.

10. Pa3pemienue, ykazaHHOE B YacTH 8 HACTOSIICH CTaThU, BBIIAETCS B OTHOIICHUU KaXKIOW U3
MEPBbIX JIBYX CEpPUl HMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO TMperapata i BETEPUHAPHOTO
MPUMEHEHHUsI, BIEpPBbIE MpOM3BeACHHOr0 B Poccuiickoii @enepanvv WIA BIEPBbIE BBO3UMOIO
(mepememiaemoro) B Poccuiickyro @enepanuto. Takoe pa3penieHre BbIIa€TCsl HA BECh CPOK oOparieHus
Cepud HMMMYHOOMOJIOTMUYECKOTO JIEKAPCTBEHHOTO IIpermapaTa [Jisi BETEPHUHAPHOTO TPUMEHEHHS, B
OTHOILICHUU KOTOpOfI OHO BBIIAHO. B otHOmIEHNN MOCICAYIOIIUX cepnﬁ OAHOI'0 TOProBOro HAMMEHOBAHUA
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperaparta Jijisi BETepUHAPHOTO TPUMEHEHH S, TPOU3BEICHHOTO
B Poccuiickoii ®denepanuu wim BBO3UMOro (mepememiaeMoro) B Poccuiickyro ®Denepanmio, Takoe
paspellieHre BbIIAETCS CPOKOM Ha TpH rojaa. [lopsaok Belgaun paspelieHus Ha BBOJ B TPAKIAHCKUN
000pOT UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO TIpemnapara Jjisi BETepUHAPHOTO MMPUMEHEHHUSI, TTOPSIOK
BBIJIaY¥ TPOTOKOJIA UCIIBITAHUHN, YKa3aHHBIX B YaCTH § HACTOSAIIEH CTaThU, a TAK)KE METOIUKA ONPEICTICHUS
pa3MepoB IUIATHI 3a BBIJA4y YKAa3aHHOTO IMPOTOKOJIA HCIBITAHWUN yCcTaHaBiIuBaeTcs I[IpaBUTENbCTBOM
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(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Poccuiickoit @eneparuu.

11. MmMyHOOHONOrMYECKHE JIEKAPCTBEHHBIC TpenapaTsl Ui BETEPUHAPHOTO IMPHUMEHEHHUS,
BBEJICHHBIE B TPAKAAHCKUNA 000OPOT B COOTBETCTBUU € YACThIO 8 HACTOALIEH CTAThH, ITOJIEKAT XPAaHEHHUIO,
IIEPEBO3KE, OTIIYCKY, pealln3aluy, lepeaade, IpUMEHEHHIO 10 UCTEYEHUS CPOKA UX F'OJHOCTH.

12. 3a HenpencTaBleHWE WM HECBOCBPEMEHHOE IIPEICTABICHHE JIOKYMEHTOB M CBEICHHUMU,
MPEIYyCMOTPEHHBIX YacTsaMu 1 - 3, 6 U 7 HAcTOsIIEH CTaThbH, MPOU3BOJUTEIH JIEKAPCTBEHHBIX CPEICTB U
OpraHu3allK, OCYLIECTBISAIOIINE BBO3 (IIepeMeElIeHHE) JeKapCTBEHHbIX IPEeNapaToB AJsl BETEPUHAPHOTO
npuMeHeHus B Pocculickyro denepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATEIILCTBOM
Poccuiickoit ®eneparuu.

13. IlpeacraBieHne TOKYMEHTOB U CBEIICHHM, MPETYCMOTPEHHBIX YacTsimu 1 - 3, 6 u 7 HacTosmeH
CTaThH, U MOJyYCHUE Pa3pPELICHUs], YKa3aHHOTO B YaCTH § HACTOSAIICH CTaThH, HE TPEOYIOTCS B OTHOLICHUH
JICKApCTBEHHBIX TMPEMapaToB Jisi BETEPUHAPHOTO TPUMEHEHHUs, NpPEIHA3HAYCHHBIX Ui BBIBO3a W3
Poccuiickoit ®enepauuy, npoBeACHUS IOKIMHUYECKHX HCCIEIOBAHUHA JIEKaPCTBEHHBIX CPE/CTB,
KIIMHUYECKUX HMCCIIEI0BaHUN JIEKapCTBEHHBIX MPENapaToB IJisi BETEPUHAPHOTO NIPUMEHEHUS U BBO3A JIJIs
1eNel, yKa3aHHBIX B IyHKTE 5 yact 1 crateu 50 HacTosmero denepanbHOro 3aK0Ha, a TakkKe 00pas3ioB
JICKApCTBEHHBIX MPEnapaToB s BETEPHHAPHOTO TNPHUMEHEHUs, NpPeIHAa3HAUYCHHBIX ISl TPOBEICHHS
IKCIIEPTU3bl JICKApPCTBEHHBIX CPEACTB B IIENSX OCYIIECTBICHUS TOCYIapCTBEHHOW PpETUCTPALUH
JICKapCTBEHHBIX MpPENapaToB Ui BETCPUHAPHOTO NPUMEHEHHsS WJIM BHECCHUS W3MEHEHUH B
pErHCTPallIOHHOE J0ChE Ha JIEKAPCTBEHHBIN Npenapar Ui BETEPHHAPHOTO IIPUMEHEHHS.

CraTtba 53. Mpopaxa, nepenayvya nNekapcTBeHHbIX CPeACTB OpraHM3aumMaMm ONTOBOWM
TOProBIiM fieKapCTBEHHbIMU cpeacTBaMMn

1. Opranuszanuu oNTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEACTBAMU MOTYT OCYLIECTBIIATH MPOJAXKY
JIEKapCTBEHHBIX CPEACTB WM IepeJaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuy Nopsaake (3a UCKIOUEHUEM (papMaleBTUUECKON CYOCTaHIIMM CIUPTA 3TUIIOBOIO (3TaHOJA) C

ydeToM TpeOOBaHUil YacTH 3 HACTOSIEH CTaThH:
(B pen. enepanbHbIX 3aK0oHOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) ipyrumM opraHuzanusiM ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;
2) NpOU3BOIUTEINSAM JIEKAPCTBEHHBIX CPEJICTB AJIs LeJIel TPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;
3) anTe4HbIM OPraHU3aLUsAM U BETepUHAPHBIM allTEYHbIM OpraHU3aLUsiIM;

4) Hay4HBIM OpraHU3aLUsAM Ul HAy4YHO-UCCIIEeI0BaTENbCKONW paboThI;
(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5) UHAMBUAYAJIbHBIM NPEINPUHUMATENSM, HMEIOIIUM JIUIEH3UI0 Ha (apMaleBTHUECKYIO
JEATEIbHOCTD WIH JIULEH3UI0 HA MEAULUHCKYIO EATEIbHOCTD;

6) MCIUIUHCKUM OpraHu3alusaM, B TOM YHCJIC CO3JJaHHBIM U 3apCrUCTPHUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOHATCIIbCTBOM  HMHOCTPAHHOI'0 TrocCyaapCTBa - YJICHA OpFaHHSaHI/IH 9KOHOMHYCCKOI'O
COTPYAHHUUCCTBA u pPa3sBUTHA HHOCTPaHHBIM IOPUINYCCKUM JIUIaM, HHIWBHUIYaJIbHBIM
ONpeaANpPpUHUMATCIIAM, SABJIAIOIMUMCA YHaCTHUKAMU ITPOCKTA B COOTBETCTBUU C (I)C,Z[CpaJ'IBHBIM 3aKOHOM OT
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

29 utons 2015 roma N 160-®3 "O mexayHApOIHOM MEAUIMHCKOM KJIacTepe M BHECEHUW U3MEHEHUH B
OTJIeNIbHBIE 3aKOHOIaTENIbHBIE aKThl Poccuiickoil @enepanun'", 1 BETEpUHAPHBIM OpPraHU3aLNsIM;
(B pen. deaepanbhbix 3aKk0HOB OT 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHuzanusM W WHANBUAYAIBHBIM MPEANPUHUMATENSAM, OCYIISCTBISIIONINM pPa3BEICHUE,
BBIpAIIMBaHUE U COJICPIKAHKE )KUBOTHBIX (32 HCKIIFOYCHHUEM MTPOJaKU UM (papMarieBTUIeCKUX CyOCTaHIINI
WJIU UX Mepeaun).

(n. 7 B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3anuy ONTOBOM TOPTOBIHM JIEKAPCTBCHHBIMU CPEJCTBAMH HE BIIPAaBE OCYIIECTBISTH
npojaxy (mepenadyy B YCTaHOBJIEHHOM 3aKoHoJaTenbcTBOM Poccuiickoit denepauuu mopsake)
(hapmareBTHUECKOM CyOCTaHIIMK CTUPTA ATHIIOBOTO (ITAHOIA).

(dactp 2 B pen. DeaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranu3zanuu ONTOBOW TOPIOBJIH JIEKAPCTBEHHBIMU CPEACTBAMH MOTYT OCYLIECTBISATH MPOAAKY
(mepemgauy B YCTAHOBJIGHHOM 3aKOHOJATeNbcTBOM Poccuiickoit Depepaiiil mopsijake) JEeKapCTBEHHOTO
npenapaTta Jisi MEIAULMHCKOIO NPUMEHEHHS C MEXIYHapOJHBIM HEMAaTeHTOBAaHHbIM HaMMEHOBAHHEM
H9 n.

TaHoN'":

1) ropuIUYeCKUM JHIAM, UMCIOIIMM JIMIICH3WI0 Ha (apMaleBTUYCCKYIO NEATEIBHOCTh B cdepe
oOpallieHus JIeKapCTBEHHBIX CPEICTB AJISI MEAUIIMHCKOTO TPUMEHEHNUS;

2) WHIMBUAYAJIHBIM NPEANPUHUMATENSAM, HMEIOUIMM JIMIECH3UI0 Ha (apMamneBTUYECKYIO
JeSTeIbHOCTD B cepe 00palleHus JIEKapCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO IPUMEHEHHUS;

3) HHIUBUAYAJIbHBIM IPECANTPHUHUMATCIIAM, UMCIOIIUM JIMOCH3WIO HA MCIUIUHCKYIO ACATCIIbHOCTD,
4) HOPUINYICCKUM JIMIlaM, UMCIOIHUM JIMICH3UIO Ha MCAUIIUHCKYIO JACATCIbHOCTD;

5) MUHOCTpaHHBIM IOPUIMYECKUM JUIAM U WHAUBUAYAJIbHBIM TPEANPUHUMATENSM, CO3/IaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBMU C 3aKOHOJATEIBLCTBOM MHOCTPAHHOTO TOCyJapcTBa - YjeHa
Opranuzanuu SKOHOMHYECKOTO COTPYIHUYECTBA W PA3BUTHUSA, SIBISIONMIMMCS YYaCTHUKAMH IPOEKTa B
cootBeTcTBUU C¢ DenepanbHbiM 3ak0oHOM OT 29 mroHs 2015 roma N 160-®3 "O mexayHapoaHOM
MEIMIIMHCKOM KJIACTepE M BHECEHUM H3MEHEHUM B OTJIEJbHBIE 3aKOHOJATENIbHBbIE aKThl Poccuilckoi
®enepanun";

6) uchbpITaTeabHBIM JIabOpaTopusiM (LIEHTpaM), MPOBOJSALIMM HCHBITaHUS B 00JacTH KOHTPOJIS
KaueCcTBa JIEKapCTBEHHBIX CPECTB, aKKPEAUTOBAHHBIM B COOTBETCTBUU € 3aKOHOAATEILCTBOM Poccuiickoi
®enepannu 06 aKKpeIUTAMU B HALIMOHAJIIBHOMN cUCTEME aKKpEAUTALINH.

(uacts 3 BBeneHa denepanpubiM 3aKk0HOM OT 04.08.2023 N 428-D3)

CrtaTtbs 54. MpaBuna onToBOW TOProBMx NlIeKAPCTBEHHbLIMU cpeaCcTBaMuU

1. OnroBas TOproBis JEKAPCTBEHHBIMU CPEJICTBAMH OCYIIECTBISETCA IPOU3BOIUTEISMHU
JIEKAPCTBEHHBIX CPEICTB M OPraHU3alUsMHM OINTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU IIO
NpaBUjaM HaJJIekallel JTUCTPUObIOTOPCKOM MPAaKTUKU, YTBEpkKIEeHHBbIM EBpasuiickoll 3KOHOMHUYECKOMH
KOMHCCHEW, W NpaBWIaM XpaHEHUs JIEKAPCTBEHHBIX CPEACTB, YTBEPKIACHHBIM YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIACTH.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(dactb 1 B pen. Deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2. Opranu3zanus OnTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMH 00s13aHa COOIIOIATh MPE/ICTbHBIE
CPOKH OTTPY3KH 3aTpeOOBaHHBIX alTEYHOW OpraHU3alMeld JIGKAPCTBEHHBIX IPENapaTtoB  JUIs
MEIUIIMHCKOTO TPUMEHEHHUS U HE BIIPABE OTKA3bIBATh allTEYHON OPTaHU3AINH, C KOTOPOU y HEe 3aKITI0UYCH
COOTBETCTBYIOIIH JOTOBOP O IMOCTaBKAX JICKAPCTBEHHBIX MPENapaTOB JIJIsi MEAUIIMHCKOTO TPUMEHEHHS, B
MMOCTAaBKE JIEKAPCTBEHHBIX MPENApaToB ISl MEIUIIMHCKOTO MPUMEHCHHS MIPH HAIHYUU 3aTPEOOBAHHBIX
JICKQpCTBEHHBIX TPEMapaToB [UIi MEIUIIMHCKOIO IMPHMEHEHHs] y OpraHu3alMd ONTOBOH TOPrOBIU
JIEKapCTBEHHBIMU cpenicTBaMu. [IpenenbHble CpOKH OTIpY3KH 3aTpeOOBAaHHBIX alTEYHON OpraHu3aluei
JICKAQpCTBEHHBIX IMPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS B 3aBUCHMOCTH OT PACIIOJIOKEHUS MecTa
OTTPY3KH  JIGKAPCTBEHHBIX MpPEMapaToB JUIsi  MEIUIMHCKOTO TPUMEHEHHUS  yCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOJTHUTEIILHOW BJIACTH.

(dactp 2 BBeneHa denepanibHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Cratbs 55. nOpﬂAOK pO3HVI‘-IHOI‘;1 TOpProBIu nekapCcTtBeHHbIMUM NpenapatamMmu

1. Po3HWYHAs TOpProBis JEKAapCTBEHHBIMH NpenapaTaMH B KOJIMYECTBAX, HEOOXOAUMBIX IS
BBINOJIHEHUST BpaueOHbIX ((enabaAlmepcKkux) Ha3HAaYeHWH MM HA3HAYEHUH CHEelMaIMCTOB B OOJIACTH
BETCPUHAPUM,  OCYIIECTBIIIETCS ~ AlTEYHBIMM  OPraHM3alUsMH, BETEPUHAPHBIMM  AllTEYHBIMHU
OpraHu3alysIMH, WHAUBUYaJIbHBIMU IpEIIPUHUMATENSIMH, UMEIOUIMMHY  JIMUEH3UI0  Ha
(bapMareBTHYECKYI0 ACSITEIbHOCTh, MEIWIMHCKIMU OpTaHU3AIMsIMH, HMMCIONIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JESATEIbHOCTb, U MX OO0OCOOJIEHHBIMU IOJPA3/EIECHUSIMH, PACIOIIOKEHHBIMH B
CEJIbCKUX HACEJICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aIITEUHBIE OPTaHM3aLUH, U BETEPUHAPHBIMU
OpraHu3alsIMM, UMEIOIIMMU JIMIIEH3UI0 Ha (papMalleBTUYECKYIO JesITeIbHOCTh. Pa3pelieHa po3HUYHas
TOPrOBJIS TOJBKO JIEKAPCTBEHHBIMH IIperapaTaMu, 3aperucTpupoBaHHbIMU B Pocculickoit ®enepanuun
1100 B COOTBETCTBUU C aKTaMu, COCTaBisomuMH npaBo Coro3a, WIM HU3rOTOBJIEHHBIMH aNTEYHBIMU
OpraHu3alMsIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3aIusIMu, VHAVBU1YaJIbHBIMU
OpEeINpUHUMATEISIMY, HWMEIOIUMH JIMIEH3HI0 Ha (apMaleBTHYECKYIO JesTelbHOCTh. Po3HMYHAs
TOPrOBJIsl JIEKAPCTBEHHBIMM IIpeNapaTaMHd OCYLIECTBISETCS M0 IpPaBWIaM HaJIekKaAIleH anTeyHOU
MPAKTUKH, YTBEPKJAECHHBIM YITOJHOMOUYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJHUTENBHON BIACTH.

(B pen. denepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-D3, o1 22.12.2014 N 429-®3, o1 30.01.2024 N 1-D3,
ot 08.08.2024 N 323-D3)

1.1. Po3HMyHas TOPromisl JEKapCTBEHHBIMU MpenapataMy i MEAUIIMHCKOrO MpUMEHEHMs (3a
HCKIIFOYEHUEM JICKapCTBEHHBIX IIPENaparoB, OTIYCKAEMBIX IO PELENTY Ha JICKAPCTBEHHBIN IIpemnapar,
HAapKOTUYECKHUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTroB, a TaKKe
CIUPTOCOJEPKAIUX JICKAPCTBEHHBIX MpPENapaTroB ¢ OOBEMHON J0JNel ATUIOBOTO CIHPTa CBbIE 25
MIPOLIEHTOB) MOXKET OCYIIECTBIATHCA ANTEUYHBIMH OpTraHU3alMsIMH  JTUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMy JJIs MEJULUHCKOTO IIPUMEHEHHS TUCTaHIMOHHBIM
CH0c000M MOTYT OCYILECTBJISATh aTEUHbIE OPraHU3allU{, UMEIOLINE JINLEH3UI0 Ha (apMalleBTUYECKYIO
JeSTeIbHOCTh W COOTBETCTBYIOIEE paspelieHne (eepalbHOro OpraHa HCIOJIHUTENBHOW BJIACTH,
OCYLIECTBIAIONIEr0 (PYHKIMM MO KOHTPOJIIO U Haa30py B cdepe 3apaBooxpaHeHus. Ilopsiok Belgaun
paspelieHuss Ha OCYIIECTBICHUE POZHUYHON TOPIOBJIM JIEKAPCTBEHHBIMU IIpENapaTaMy JUCTAaHLIMOHHBIM
crocobomM, TpeOoBaHUS K alTeYHbIM OPTraHU3alNAM, KOTOPbIE MOTYT OCYILECTBIISATh TaKyl0 TOPTOBIIO, U
MOPSIOK €€ OCYIIECTBIICHUs, a TaKyKe IIpaBUja JIOCTAaBKU JIEKAPCTBEHHBIX IIPENapaTroB I'PakIaHaM
ycranaBnuBatorcs [IpaBurensctBom Poccuiickoit  @enepanuu. WuHdopmanuss 00 omiadeHHbBIX
(OTIyIIEHHBIX) U OITY4YEHHBIX JIEKAPCTBEHHBIX MpenapaTax BHOCUTCS B CUCTEMY MOHUTOPUHIA IBH)KEHUS
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHBIX MPENaparoB i1 MEIUIIMHCKOTO NPUMEHEHUS B MOPSAKE, MPEAYCMOTPEHHOM 4YacThio 7
craThu 67 Hacrosiero OeaepaabHOTO 3aKOHA.
(dactp 1.1 BBegena ®enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHU3alliii M TpaBWIa OTHyCKa JICKAPCTBEHHBIX NIPEMapaTtoB s
MEIUIUHCKOTO TPUMEHEHHUSI alTEeYHbIMH OpTaHU3AlMsIMU, WHIUBHIYaIbHBIMH MPEIIPUHUMATEISMH,
UMEIOIIUMHU JIMIEH3UIO Ha (hapMaIleBTHYECKYIO JeSTEIIbHOCTD, & TAKXKE IMPaBUiIa OTIYCKA JICKAPCTBECHHBIX
MPEerapaToB Uik METUIIMHCKOTO IIPUMEHEHUS] MEJMIIMHCKUMH OPTaHU3alMsIMU, UMEIOIIMMU JIUIICH3HUIO Ha
(hapMaIleBTHYECKYIO ACATEIBHOCTh, U WX OOOCOOJEHHBIMH IOAPA3JICICHUSIMH, PACIIOJIOXKCHHBIMU B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTECUYHbIE OpPraHHM3allid, YTBEPXKIAIOTCS
YIIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.

(B pen. deaepanbhbix 3ak0HOB OT 25.11.2013 N 317-D3, ot 08.08.2024 N 323-D3)

3. [IpaBmia oTnycka HAPKOTUIECKUX CPENICTB M MCUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4yeCcTBE JICKAPCTBEHHBIX IpENapaToB, JICKAPCTBEHHBIX IPEMapaToB, COJCPKAIIUX HAPKOTHUECKUE
CpeICTBa W TICUXOTPOITHBIC BEIIECTBA, YTBEPHKIAIOTCS YIOJHOMOYCHHBIM (efepalbHbIM OpraHOM
WCTIOJTHUTEJIBHOM BIIACTH IO COTJIACOBAHHMIO C (pemepasbHbIM OpraHOM HCIIOJIHUTEIILHOW BIIACTH,
YIIOJTHOMOYCHHBIM B c)epe BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHbIE IIpenapaTbl JJii BETEPUHAPHOTO IMPUMEHEHUS TOJUIeKaT  OTIYCKY
BETEPHHAPHBIMU aNTEYHBIMU OPraHU3alMsIMH, BETCPHHAPHBIMH OpPTraHU3ALMSIMHU, WHAWBUAYaTbHBIMU
npeanpuHuMaresiMM, HWMCIOIIMMU  JIMICH3WIO Ha q)apMaHeBTI/ILIeCKYIO ACATCIIbHOCTD. OTHYCK
JICKapCTBEHHBIX IIPETapaToB Uil BETEPUHAPHOTO INPHMEHEHHUS OCYIIECTBISETCS B COOTBETCTBHH C
ImpaBUJIaMn Hannemameﬁ anTeyHOMI IMPAKTUKHU JICKAPCTBCHHBIX IIPCIIapaTOB IOJid BETCPUHAPHOTIO
NPUMEHEHHS, YTBEP)KICHHBIMH YIIOTHOMOYEHHBIM (peiepaibHBIM OPTaHOM MCIOJTHUTEIHHOM BIACTH.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeyeHb MEOUIIMHCKUX OpTraHU3aIlMi, WMMEIONIMX JIMICH3WI0 Ha (hapMaleBTHUYECKYIO
JESITEIBHOCTD, U UX 000COOJICHHBIX MMOIPa3IeICHNM, PACIOI0KEHHBIX B CEIbCKUX HACEIEHHBIX MyHKTAX,
B KOTOPBIX OTCYTCTBYIOT alT€YHBIC OpPTraHU3allMH, a TaK)Ke MEPEYCHb JICKApPCTBEHHBIX IPEIapaTos,
mpojaXka KOTOPBIX MOMKET OCYIIECTBIIATHCS YKa3aHHBIMU OPraHU3AIUSAMH H HX 000COOJICHHBIMHU
MOJIPa3ICIICHUSIMH, YCTAaHABIIMBAIOTCS UCIIOJHUTEIBHBIMU OpraHamMu CyObekToB Poccuiickoit denepanuu.
(B pen. @enepanpHbIX 3aK0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N 232-
@3, ot 08.08.2024 N 323-D3)

6. AnrteuyHble OpraHu3allid, WHAUBUAYAJIbHbIE MpPEANPUHUMATENN, HMEIOIIME JIMLEH3UI0 Ha
(bapMaleBTUYECKYI0  JeSTEeIbHOCTh, 00s3aHbl  OOecleuynBaTh  yTBEp)KIeHHbIH IIpaBUTENHCTBOM
Poccuiickoit ®enepanun u GopMUPYEMbIl B yCTAHOBICHHOM UM IOPSJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIeKapCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX JUI OKa3aHUS MEIULUHCKON TTOMOIITH.

(uactsb 6 B pen. denepanbroro 3akoHa ot 25.11.2013 N 317-D3)

7. AnreuyHsle OpraHu3allid, WHAUBUAYAJIbHBIE MPEANPUHUMATEIN, HMEIOIIME JIMLEH3UIO Ha
(hapMaleBTUUECKYIO AESITEIbHOCTD, HAPSy C JIEKAPCTBEHHBIMH NpenapaTaMu UMEIOT NpaBo NpuoOpeTaTh
U TpojaBaTh, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, MEAMILMHCKUE HU3IENus, Ae3UH(UIUpYIOIIne
CpelICTBa, MPEAMEThl M CPEACTBA JMYHOW THUTMEHBI, IOCYNy s MEIULHUHCKUX LeJIeld, MPEeAMETHl U
CpeAcTBa, MpeaHa3HaueHHbIE U yXoaa 3a OONbHBIMH, HOBOPOXJIECHHBIMH U JE€TbMH, HE TOCTUTILIUMHU
BO3pacTa Tpex JIET, OUKOBYIO ONTHKY M CPEJICTBA yXO/a 3a Hel, MUHEpaJIbHbIE BOJIbI, IPOYKTHI JIe4eOHOTO,
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JCTCKOI'O U JUCTUYCCKOI'O IMUTaHUI, 6I/IOJ'IOFI/I‘IGCKI/I AKTHUBHBIC I[O6aBKI/I, Hap(bIOMepHBIC U KOCMCTUYCCKUEC
Cpe[[CTBa, MCIOUIIMHCKHUEC U CaHI/ITapHO'HpOCBeTI/ITeJIbHBIe IIC4YaTHBIC H3JaHUA, HpeI[Ha?;Ha‘ICHHBIe JUUIA
npoIraralJibl 310poBOro O6p333 KHU3HU.

(B per. DesieparbHbx 3aK0H0B ot 27.07.2010 N 192-®3, ot 25.11.2013 N 317-03, ot 03.04.2020 N 105-
®3)

8. JlearenpHOCTh anTeuHblX opranu3zauuii Boopyxkennbix Cuil Poccuiickoit denepauuu, Ipyrux
BOWCK, BOMHCKHX (POPMUPOBAHUK M OPraHOB, B KOTOPBIX 3aKOHOAaTeNbcTBOM Poccuiickort deneparuun
NPEIYCMOTPEHO TPOXOXKACHUE BOCHHOM CIY)KObI WM (enepaibHOil ToCcylapCTBEHHOW —CIIyKOBbI,
CBS3aHHOM C IPaBOOXPAaHUTENBHOM JESATEIBHOCTBIO, perIaMeHTUpyeTcss HactoAamuMm denepanbHbiM
3aKOHOM U YTBEPXKJACHHBIMH COOTBETCTBYIOLUIMMH (peepanibHbIMU OpraHaMH HCIIOJHUTEIBHON BIIACTH
noJjoxkeHussMU. KOHTponb 3a COOJIIOJEHHEM YKa3aHHBIMM AalTEUYHbIMU OPIaHU3ALUSAMH I10JI0KEHUI
Hacrosimero PenepasbHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMHU (heliepalibHBIMU OpraHaMu
VICIIOJIHUTEJILHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Yrpatun cuny c 1 suBaps 2021 roaa. - @eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.

KoncynsrantlIntoc: npumedanue.
C 01.03.2026 cr. 55.1 yrpauuBaet cuiy (D3 ot 20.10.2022 N 405-D3).

Cratba 55.1. MopsAgok ocyllecTBEeHUsI PO3HUYHOW TOProBfIM JleKapCTBEHHbIMU
npenapatamm Ans MeAULMHCKOro TMPUMEHEeHUusi, OTNnyCKaeMbiMM NO peuenTty Ha
neKapcTBeHHbIM Npenapar, AUCTaHLMOHHbLIM CNOCOGOM

(BBeneHa ®enepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuog ¢ 1 mapta 2023 rona 1o 1 mapta 2026 rona B ropose denepaabHOro 3HaueHus: Mockse,
B benropoackoit m MockoBckoit oOnacTsx (manmee B HacToslled cratbe - CyOBeKThI Poccuiickoit
®denepanyu) IpeIycMaTpUBaAECTCs IPOBEIECHNE SKCIEPUMEHTA 110 OCYILECTBICHUIO PO3HUYHON TOPrOBIH
JIEKApCTBEHHBIMU TpenaparamMu JJisi MEIUIMHCKOTO NPUMEHEHUs, OTIYCKaeMbIMU IO pEUEenTy Ha
JIEKapCTBEHHBIN Mpenapar, TMCTaHIIMOHHBIM CIIOCOOOM (7ajiee - SKCIIEPUMEHT).

2. B pamkax 3KCHEpHUMEHTa €ro YYaCTHUKHU BIpaBe IUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIATH
PO3HHYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH MPENapaTaMuy JUIsl MEIULIMHCKOTO IPUMEHEHNs, OTIIYCKa€MbIMU
[0 pelentTy Ha JeKapCTBEHHBIH mnpemnapaT (B TOM uyucie chopMHUpOBaHHOMY B (GopMe 3IEKTPOHHOTO
JOKYMEHTa B JJMYHOM KaOMHeTe rpakJaHWMHA HAa €JUHOM MopTajie U (WIK) Ha perMoHalbHBIX MOpTajax
rOCYJJapCTBEHHBIX M MyHULUTIIAIBHBIX YCIYT) U BKJIIFOYEHHBIMH B IIEpEUEHb JIEKAPCTBEHHBIX MTPENapaToB U
(apmakoTepaneBTHUECKUX TPYII JIEKAPCTBEHHBIX IMPENapaToB, pa3pelIeHHbIX K peajlu3alud B paMKax
HKCHEPUMEHTA, YTBEP)KICHHBIN YIIOJTHOMOYEHHBIM (eiepaIbHBIM OpPraHOM HMCIOJHUTEIBHOM BIacTu (3a
HCKIIFOYEHUEM JIEKApPCTBEHHBIX IPENApPATOB, COJAEPKAIIMX HAPKOTHYECKHE CPENCTBA, NCHUXOTPOIHBIE
BEILECTBA U UX NPEKYPCOPBI, JIEKAPCTBEHHBIX IIPENAPATOB, COAEPIKALNX CHIIBHOAECHCTBYIOINE BEIIECTBA,
paanodapMalleBTHUECKUX  JIEKapCTBEHHBIX IMpenaparoB, HMMYHOOHOJOTHYECKHX JIEKapCTBEHHBIX
[IpEenaparoB, a TAKXKe JICKAPCTBEHHBIX IIPENapaToB, I KOTOPBIX B COOTBETCTBUM C WHCTPYKLMEW IIO
MIPUMEHEHHNIO JIEKApCTBEHHOI'O IIperapaTa YCTAHOBJEH TEMIEPATYpHBIM PEXUM XpaHEHHs Huxke 15
rpaaycoB lLlenbcusi, cIMpPTOCOAEpKAINX JIEKAPCTBEHHBIX IPENapaTroB ¢ 0ObEMHON J10JIell ITHIIOBOTO
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

CupTa CBBIIE 25 TPOIEHTOB H JICKAPCTBEHHBIX IMPENapaToB, HW3TOTOBJICHHBIX AaNTCYHBIMU
opranm3anusMu ). Kpurepuu BKIIOYCHHS JICKAPCTBEHHBIX MPENapaToB U (papMakoTepaneBTUICCKUX TPYIII
JIEKApCTBEHHBIX IPENapaToB B yKa3aHHBIA MepedeHb ycTaHaBiauBaroTcs [IpaBurenscTtBoM Poccuiickoii
Oenepanun. [lomokeHuss HacTOSICH CTAaTbU HE PACTIPOCTPAHSIIOTCA Ha JICKAPCTBEHHBIE IpEnaparsl,
OTIyCKaeMmble OECIIaTHO WJIM CO CKHJKOW TpakJaHaMm, HMEIOIIMM IpaBo Ha oOecreueHue
JIEKapCTBCHHBIMU TIpENapaTaMu 3a CYeT CPEJCTB OFOJDKETHBIX aCCUTHOBAHUU (efepaibHOro OOKETa U
010/ KeTOB CyOBeKTOB Poccutickoii denepammm.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. Y4acTHHKaMM 3KCIIEPUMEHTA SBJISFOTCS YIOJHOMOUYEHHBIH (heiepalibHbIi OpraH UCIIOJIHUTEIbHON
BJIACTH, YITOJHOMOUYEHHBIC UCIIOJIHUTENbHBIE Opranbl cyobekToB Poccuiickoit denepanin, MEIUIIMHCKHE
OpraHu3allii M alTe4yHble OpraHu3allM, COOTBETCTBYIOIME TpPeOOBaHUSAM, YCTAHOBJIEHHBIM B
COOTBETCTBHUHM C YaCTbIO 4 HACTOALLEH CTAThU.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

4. TlonoxkeHne O MOPSJIKE MPOBEACHUS HKCIIEPUMEHTa, B TOM YHCIIe TPEOOBaHUS K MEIUIIMHCKUM
OpraHu3alMsIM W aNTEeYHbIM OpraHu3alusM, SBISIOIIMMCS YYaCTHUKaMH SKCIEPUMEHTA, MOPSAI0K
OCYILIECTBJIIEHUS] PO3ZHUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMu JUisi MEAUIMHCKOIO TPUMEHEHUS,
OTIIyCKAaeMBbIMU IO pElENTy Ha JIEKapCTBEHHBIN Mpernapar, AUCTaHIMOHHBIM CIocoO0M, TpeboBaHUs K
JIOCTABKE TAaKWX JIEKAPCTBEHHBIX IMpPEMapaToB TrpaXJaHaM, I[paBujia BbIJAYM pa3pelICHUs Ha
OCYUIECTBJICHUE PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMU IIpenapaTamMu Jijisl MEAUIIMHCKOIO IPUMEHEHUS,
OTITYCKaeMbIMH T10 PEIENTy Ha JEKAPCTBEHHBINM MIpemnapar, AUCTAHIIMOHHBIM CIIOCOOOM, YTBEpP>KIAETCs
[IpaButensctBoM Poccuiickoit ®@eneparuu. TpeOoBaHWS K aNTEUYHBIM OPraHU3ALMIM, SBIISIOMIAMCS
YY9aCTHUKAMH JKCIEPUMEHTa, HE MOTYT OBITh HI)KE TpPEOOBAaHMIA, YCTAHOBICHHBIX K aNTCUHBIM
OpraHM3alMsaIM B COOTBETCTBUM C 4acThiO 1.1 cTtaThu 55 Hactosiero deaepanbHOro 3aKoHa.

5. YIIOTHOMOYEHHBIH (eiepalbHbIi OpraH UCTIOTHUTEILHOM BIIACTH:

1) ocymlecTBIs€T METOANYECKOE COMPOBOXKIACHHWE HKCIEPUMEHTA, BKJIIOYAs METOAMYECKOE
CONPOBOXKICHUE IEATEIBHOCTH MEAUIIMHCKAX OPraHU3alMid M aNTeYHbIX OPTaHW3aLUN, YYaCTBYIOIINX B
HKCHEPUMEHTE, 110 0(POPMIICHHIO, UCTIOIB30BAHUIO U XPAaHEHHUIO PELIENTOB Ha JIEKAPCTBEHHBIN Mpenapar, B
TOM uucie copMUPOBAHHBIX B (pOpME 3JIEKTPOHHBIX JOKYMEHTOB;

2) mpencrasnsier B IlpaButensctBo Poccuiickoit denepanyu npenBapUTeNbHbIM (B MEpHOA
MIPOBEACHUS OJKCIEPUMEHTA, HO HE IIO3[HEE YeM 3a JBa Mecsla 0 HCTEUEHUs CPOKAa IPOBEICHMS
HKCHEPUMEHTA) U UTOTOBBIH (110 OKOHYAHUU SKCIIEPUMEHTA, HO HE MO3Hee YeM Yepe3 J1Ba Mecslia mocie
HCTEUYEHHUsI CpOKa NPOBEJECHHS IKCHEPUMEHTAa) JOKJIAAbl O pe3yjbTaTaxX IMPOBEIEHUS SKCIIEPUMEHTA U
MPEUIOKEHUS O BHECEHUHN U3MEHEHHH B 3aKOHOATEIbCTBO 00 00pallleHUH JIeKapCTBEHHBIX CPECTB.

6. YTIIOJTHOMOYEHHBIN HCIIOIHUTENbHBIN Opral cyObekTa Poccuiickoit @enepanuu:
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) BripaBe yCTaHOBUTH OCOOEHHOCTHU MPOBEACHUSI SKCIIEPUMEHTA;

2) yTBepKIaeT MOopsSA0K 0TOOpa MEAUIIMHCKUX OPraHU3alui U allTeYHBIX OpTaHU3aIUil sl y9acTus
B OKCIIEPUMEHTE, a TAaK)Ke MPOBOJIUT TAKOW OTOOP M YTBEPKIAET MEPEUCHh METUITMHCKUX OPTaHU3alluN 1
MepeyueHb alTeYHBIX OPraHU3AINi, COOTBETCTBYIONIUX TPEOOBAHUSIM, YCTAHOBICHHBIM B COOTBETCTBUU C
YacThIO 4 HACTOSIIIIEH CTaThH, U SBJISIONINXCS] YIaCTHUKAMH SKCIIEPUMEHTA,;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

3) ocCyliecTBIsI€T MOHUTOPUHI MPOBEICHUS SKCIEPUMEHTA U MPEJACTaBISET €ro pe3yibTaThl B
YIIOJTHOMOYEHHBIN (heiepalibHbII OpraH UCTIOTHUTEIBHOU BIACTH,

4) obecneunBaeT HH(DOPMALMOHHO-TEXHUYECKOE OOECIeUYeHue IMPOBEICHUs OSKCIIepUMEHTa
MOCPEACTBOM HCIOIB30BAaHUS TOCYAAPCTBEHHON MH(DOPMAIIMOHHOW CUCTEMEBI B chepe 3paBoOXpaHEHUS
cyobekta Poccuiickoit @enepanu ¥ (UiIM) MEIULIUHCKAX HH(POPMAIMOHHBIX CHUCTEM MEIULUHCKUX
OpraHu3aluii, SBIAIOMIMXCS YyYaCTHUKAMHU OSKCIEPUMEHTa, W MX B3aUMOJCHUCTBUS C €IUHOU
rocy/1apcTBeHHON MH(GOPMAIMOHHON CUCTEMOH B cepe 3paBOOXpaHEHUSI.

7. MenuuuHCKHME OpraHu3allid W alTeYHble OpPraHU3allid BIpPABE OTKA3aThCsl OT Y4YacTHSl B
IKCIIEPUMEHTE, T0JIaB B YIIOJHOMOYCHHBIM HCIIOJHUTEILHBIN opraH cyobekTa Poccuiickoii denepanuun
COOTBETCTBYIOIIee 0OpalieHre B TUCbMEHHO! (opMme.

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AmnTeuHBIE OPraHM3alNH, SBISIONIMECS YYaCTHHUKAMH JKCIIEPHUMEHTA, 00S3aHBl MPHU IMPOIaKe
JUCTAHIIMOHHBIM CITIOCOOOM JIEKaPCTBEHHOT'O Mpenapara Al MeJUIITHCKOTO MPUMEHEHUSs, OTITYCKaeMOT0
M0 PELEeNTy Ha JIEKapCTBEHHBIN IMpernapar, 00eCneunTh MPH OCYIIECTBICHUH JOCTABKU WICHTU(DUKAIIIO
JUYHOCTH Tpa)KAaHWHA, MOJY4Yarollero TaKOH JIEKAPCTBEHHbIM IIpenapar, B LEISAX YCTaHOBJICHUS
COOTBETCTBHS €r0 JIMYHOCTH U JINI[A, YKa3aHHOT'O B pELIEITE Ha JIEKapCTBEHHBIN Ipernapar (€ro 3aKOHHOTO
MIPEJICTaBUTEINsI), MO0 JHIa, YHOJTHOMOYEHHOTO JUIIOM, YKa3aHHBIM B pelenTe Ha JIeKapCTBEHHBIH
npenapaTr (€ro 3aKOHHBIM IIPEICTaBUTENEM), Ha IIOJyYy€HUE JIEKapCTBEHHOIO Ipemnaparta (nainee B
HACTOSIIEH cTaThe - U0, YKa3aHHOE B pelenTe (3aKOHHBIN MPeACTaBUTENb, YIIOJTHOMOYEHHOE JIUIIO).

9. JIuno, ocyeCTBIISIIONIEE JOCTABKY JIEKAPCTBEHHOTO Mpernapara 1Jii MEAUIIMHCKOTO IPUMEHEHMUS,
OTIIyCKaeMOro IO pELENTy Ha JeKapCTBEHHbIH Ipemapar, o00s3aHO NOTpPeOOBaTh Yy TpakIaHMHA,
IIOJIY4arOLIEro TaKO! JIEKApCTBEHHBIN IIPENapar, NpebsiBUTh JOKYMEHT, yIOCTOBEPSIOLIUI €70 JTUYHOCTD,
U1 UACHTU(GUKALIMY TMYHOCTH 3TOTO IPaXK/IaHUHA U YCTAaHOBJICHUS COOTBETCTBHUS €r0 JINYHOCTH U JIMILIA,
YKa3aHHOTO B peLenTe (3aKOHHOI'O MNpPEICTaBUTENs, YIOJIHOMOYEHHOro juia). B ciydae BwiABIEeHUs
HECOBIMAJIEHUS JINYHOCTH TPakIaHWHA, [TOJIY4aOIEro JEKapCTBEHHBIN Npenapar, U JIMIA, YKa3aHHOIO B
perenTte (3aKOHHOTO IMPEICTaBUTENs, YIOJHOMOYEHHOIO JIMIla), a TaKXKe B Clydae OTKa3a I'pakJaHUHa,
IIOJIYYaIOLIET0 JIEKAPCTBEHHBIN Mpenapar, NpeAbsIBUTh JOKYMEHT, YAOCTOBEPSIOIIMN €r0 JUYHOCTB, JIUILIO,
OCYULIECTBJISIONIEE JOCTABKY JIEKAPCTBEHHOTO MperapaTa il MEAULIUHCKOrO IPUMEHEHHUS], OTIIYCKaeMOT 0
10 PeLeNTy Ha JIEKApCTBEHHBIN Mpenapar, 0053aHO BEPHYTh TaKOU JIEKApCTBEHHBIN Mpenapar B alTeYHYIO
OpraHU3alMIo.

10. TlontBepxnaeHuem (akra mepenadd JIEKApCTBEHHOIO IMperapara Uil MEAULUHCKOrOo
MIPUMEHEHHUs, OTIYCKAaeMOro IO peleNnTy Ha JIEKapCTBEHHBIN Mpernapar, JIMIY, YKa3aHHOMY B pelenTe
(3aKOHHOMY TPE/CTaBUTENI0, YIOJIHOMOYEHHOMY JIMILY), SIBJISIFOTCS KAacCOBBIM 4eK M MOJNKCH JIMIIA,
MOJIYYMBILEr0 TaKOW JIEKapCTBEHHBIN IpernapaT, Ha JOKYMEHTE O IMOJIyYeHHU TaKOTo JIEKApCTBEHHOTO
npenapara 1o Qopme, YTBEpXkIaeMOW YIOJIHOMOYEHHBIM (elepaIbHbIM OpPraHOM HCIIOJHUTEIbHON
Binactu. llocne mepenayn JexkapcTBEHHOTO Ipernaparta JHIy, YKa3aHHOMY B pelente (3aKOHHOMY
MPEJCTaBUTEIIO, YINOJHOMOUYEHHOMY JIMIY), 3TOT JOKYMEHT IepelaeTcs JHILOM, OCYIIECTBUBIIUM
JIOCTaBKy TaKOIo JIEKapCTBEHHOIO IpernapaTa, B aNTeUHYI OpPraHHU3alfi0, OCYIIECTBHUBIIYIO OTIYCK
JIEKapCTBEHHOI'O Ipemnapara. B ciyudae BbIsIBIEHMS NpU INepeAade JUIy, yKa3aHHOMY B peELEnTe
(3aKOHHOMY TPEICTaBUTENIO, YIOJHOMOYEHHOMY JIMIly), JIEKapCTBEHHOro Ipemnapata (haKkToB
MEXaHUUYECKOTO MTOBPEKIACHMS €TI0 NI €T0 YIIAKOBKU TaKOH JIEKaPCTBEHHBIN IIpenapart JIUIOM, YKa3aHHBIM
B perenTe (3aKOHHBIM MPe/ICTaBUTENIEM, YITOTHOMOYEHHBIM JIMIIOM), HE IPUHUMAETCS U BO3Bpalaercs 6e3
€ro OIUIaThl JIMIY, OCYLIECTBUBIIEMY JIOCTABKY JIEKAPCTBEHHOI'O MpenapaTa U 00ecledrBaoleMy €ro
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

BO3BpaT B alITCYHYIO OpraHru3alunIo.

11. 3a HapymeHus 3akoHoparenbcTBa Poccuiickoit @enepanyy, COBEpIIEHHBIE MPU IPOBEACHUU
HKCIIEPUMEHTA, €T0 YYaCTHUKH HECYT OTBETCTBEHHOCTh, YCTAHOBJIEHHYIO 3aKOHO1aTeIbcTBOM Poccuiickoit
denepanuu.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUMN, CBA3AHHBIX C IPOBEIECHUEM HKCIIEPUMEHTA,
ocymiecTBisieTcss (heepaabHbIM OPraHOM HUCIOJHUTEIBHON BIACTH, OCYHISCTBISIOIIUM (QYHKIHH TIO
KOHTPOJIIO ¥ Ha/130py B c(pepe 3apaBooXpaHeHHs, B MOPsAKE, ycTaHOBIeHHOM DeepanibHbIM 3aKOHOM OT
31 uronst 2020 roga N 248-D3 "O rocyaapcTBEHHOM KOHTPOJIE (HaA30pe) U MyHUIIUTIATLHOM KOHTPOJIE B
Poccuiickoit ®eneparun’.

CraTtbAa 56. M3aroTtoBneHue n oTNycK fieKapCTBEHHbLIX NpenaparTos

1. M3rortoBneHue JIEKapCTBEHHBIX IIPENApAaTOB AaNTEUYHbIMM OPraHU3alUsMH, BETEPUHAPHBIMU
aNTeYHBIMH  OPraHM3ALMSAMHM, HWMEIOIIMMHU JIMICH3WIO Ha  (PapMaleBTUYECKYIO JIeSTeNbHOCTD,
OCYLIECTBISICTCS 10 pelenTtaM Ha JEKapCTBEHHbIE IIpernaparbl, MO TPeOOBaHUSAM MEIUIIMHCKUX
OpraHM3alyii, BEeTepUHAPHBIX OpraHU3alUil WIM OpraHu3alui (MHIMBUIYaJIbHBIX MpEeANpUHUMATENCH),
OCYILECTBIAIOIUX PAa3BEICHNE, BEIPAIIMBAHUE U COACPKAHUE KUBOTHBIX, B COOTBETCTBUU C NPaBUIIAMHU
U3TOTOBJIEHUS W OTIIyCKA JIEKAPCTBEHHBIX IIPENapaToB, YTBEP)KICHHBIMU  YIIOJHOMOYECHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH.

(B pen. Denepanbbix 3akoHOB 0T 05.12.2022 N 502-®3, ot 30.12.2021 N 463-D3)

2. Ilpu M3roTOBIIEHUH JIEKAPCTBEHHBIX MPENApaTOB AlTEYHbIMU OPraHU3ALMSAMHU, BETEPUHAPHBIMU
aNTeYHBIMH  OPraHM3ALMSAMHM, WMCIOIIMMHU JIMICH3WIO Ha  (PapMaleBTUYECKYIO JIeSTebHOCTD,
UCIONIB3YIOTCSL JIEKaPCTBEHHBIE MpemapaTsl U (wiH) (apmarneBTHUYECKHEe CYOCTaHIIMM, BKIIOYEHHBIE
COOTBETCTBEHHO B I'OCYJapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHUS,
rOCYAapCTBEHHBIM peecTp JEKAPCTBEHHBIX CPEACTB AJI BETEPUHAPHOI'O NMPUMEHEHHMs, €AUHBIA PEECTp
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiicKOro 3KOHOMHYECKOTO COK03a, EUHBIN PEeCTp
3apErUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX ITpENapaToB EBpa3suiickoro 3kOHOMUYECKOT0 COr3a
B YCTAHOBJIEHHOM Mopsiake. He 1omyckaeTcss H3roToBiIeHNE alTeYHBIMU OPTaHU3alUsMU, BETEpPUHAPHBIMU
anTeUYHbIMH OpraHU3alMsSMU, UMEIONIMMH JHUIEH3UWI0 Ha  (apMaleBTUYECKYI0 JIeATEIbHOCTb,
JIEKAapCTBEHHBIX TpEnapaToB, 3aperucTpupoBaHHbiX B Poccuiickoit deaepannn 11OO B COOTBETCTBUU C
aKTaMHM, COCTaBJIAOMKUMHU 1paBo Coro3a.

(B pen. DenepanbHbix 3akoHOB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX IIPENApPaTOB, H3TOTOBJIEHHBIX AaNTEUYHBIMH OPraHU3ALUAMH,
BETEPUHAPHBIMU  aNTEYHbIMU OpTraHU3alUsIMM, HMMEIOIIMMHU JIMIEH3UI0 Ha (apMaleBTHUECKYIO
JesTeNbHOCTh, U O(OpMIIEHHE TAaKUX IPErnapaTroB JOJHKHBI COOTBETCTBOBATh INpaBHJIaM, yKa3aHHBIM B
4acTu | HacTosIIe CTaThy.

(B pen. denepanbhoro 3akona ot 05.12.2022 N 502-03)

4. AnTeuHble OpraHU3allid, BETEPUHApPHBIE aNTEUHble OpPraHU3alMU, UMEIOLIUE JHUIEH3UIO0 Ha
(bapMarieBTUYECKYIO NeSITeTbHOCTh, HECYT OTBETCTBEHHOCTh 332 HECOOJIOJICHUE MPAaBUI U3TOTOBJICHUS U
OTIyCKa JIEKAPCTBEHHBIX MPEMApATOB B COOTBETCTBUHU C 3aKOHOIaTeNIbCTBOM Poccuiickoit deneparmy.

(B pen. denepanbhoro 3akona ot 05.12.2022 N 502-03)

CrtaTtbsa 57. 3anpelleHue Npoaaxun oTAeNbHbIX JIeKapCTBEHHbIX CPeAcTB
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 292-03)

1. 3anpemraercst mpoaaxka (GanbCuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

2. 3anpeniaercs npojaxa:

1) nexapCTBEHHBIX MPEMApaTOB ISl MEAUIIMHCKOTO TPUMEHEHHS, B OTHOIIICHUU KOTOPHIX B CUCTEME
MOHUTOPUHTA JBUKEHUS JICKAPCTBEHHBIX MPENapaTroB IS MEIUIMHCKOTO MPUMEHEHUS OTCYTCTBYIOT
CBEJICHHUS O HAHECEHUH CPEJICTB MACHTU(PUKAIMK U (MJIH) CBEJICHHS O BBOJIC B IPAKIAHCKHI 000POT;

2) JICKApCTBCHHBLIX MpCraparoB I MCIUIHUHCKOIO IMPHUMCHCHHA, B OTHOIICHUHU KOTOPBIX
OCYIIECTBIICHa OJIOKMPOBKA BHECEHHsI B CUCTEMY MOHUTOPHHIA JIBH)KCHHS JICKAPCTBEHHBIX MPEIapaToB
JUTST. MEJMIIMHCKOTO TNPUMEHEHUsI CBEJACHHH O BBOJE B TPaXJaHCKUKA 000poT, 00 o0opoTe WiH O
MpeKpalieHu 000poTa;

3) JICKApCTBCHHBIX IIpe€raparoB AJd MCAULIUHCKOIO IIPUMCHCHHA, MNPHUMCHCHUC KOTOPBIX
MMPHUOCTAHOBJICHO MO PCHICHUIO YIIOJTHOMOYCHHOI'O (I)ezlepanLHoro OopraHa HCITOJIHUTEILHOMN BJIaCTH,

4) nekapCTBEHHBIX MPENaparoB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS, TPaKJaHCKUN 000pPOT KOTOPBIX
[IPEKpalICH;

5) JICKAPCTBCHHLIX NPCapaToB JJIA MCAUIWMHCKOTO NPUMCHCHUS, CPOK I'OJHOCTHU KOTOPLIX UCTCK;

6) JIeKapCTBEHHBIX TMpENnaparoB A MEAUIMHCKOTO MPUMEHEHHS, B OTHOIIEHHWU KOTOPHIX HE
coOI0IeHBI TpeOOBaHMS, OIPEICIEHHBIE HA OCHOBAaHMM 4YacTh 5 cTaTbu 67 Hactosmiero denepaabHOrO
3aKOHa.

3. [eiicTBHe NOJOKEHUN 4YacTH 2 HACTOSIIEW CTaTbU HE PACHpPOCTPAHSAETCS HA JIEKAPCTBEHHBIE
Ipenaparsl, ykazaHHble B 4acTu 7.1 crateu 67 HacTosAmero denepanbHOro 3akoHa.

4. Tlopsiiok MpUMEHEHHUsI MOJIOXKEHUN YacTh 2 HACTOSIIEH CTaThbU M CPOKH MPUMEHEHHUS TaKoro
nopsiaka ycranasinusatorces lIpasurensctsoM Poccutickoit @enepanuu.

CraTtbAa 58. XpaHeHMe neKkapCTBeHHbIX CPeacTB

1. XpaHeHue JeKapCTBEHHbBIX CPE/ICTB OCYIIECTBISIETCS POU3BOAUTEISIMU JIEKAPCTBEHHBIX CPEJICTB,
oprannsanvsiMu ONTOBOM TOProBJiM JICKAPCTBECHHBIMH CpCACTBAMH, AITCUYHLBIMHU OpraHu3alusiMu,
BETEpUHAPHBIMU aNTEYHBIMM OpPTaHMU3ALUAMHU, WHIUBUIYAJIbHBIMH IPEeINPUHUMATEIIMH, UMEIOIUMHU
JJUIICH3UIO Ha q)apMaIICBTI/ILIGCKYI-O ACATCIBHOCTh WM JIMOCH3WIO HAa MEAWINUHCKYIO OCATCIBHOCTD,
MEIULIMHCKUMHM  OpraHu3alisMHi, BeTEpUHAPHBIMH OpraHU3alUsAMH M HMHBIMH  OpraHH3alUsMHu,
OCYIIECTBISIONMMU OOpaleHne JEeKapCTBEHHBIX CPEICTB. XpaHEHHWE JICKApCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO MPUMEHEHHS OPraHU3aMSIMU U MHAWBUYAIbHBIMU IPEINPUHUMATEISIMU B CITy4asiX, €CIIU
OHHU HUCITOJIB3YIOTCS UCKITFOYUTCIBHO IIPH Ppa3BEACHNWH, BbIpallluBaHUU, COACPIKAHUU U JICHCHUU ) KUBOTHBIX,
MOJKET OCYIIECTBIATHCSA 0€3 MONyYeHUs JIUIEH3UU Ha (PapMaleBTHUECKYIO eI TeIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2. IlpaBwia  XpaHeHMs  JICKAPCTBEHHBIX  CPEICTB  YTBEPXKJAKOTCA  COOTBETCTBYIOILHAM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOHUTENIbHON BIACTH.

3. XpaHeHre HAPKOTHYECKUX JICKAPCTBEHHBIX CPEICTB, NICUXOTPOIMHBIX JICKAPCTBEHHBIX CPEJCTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISICETCS B COOTBETCTBUU  C
3akoHoJiaTesbecTBOM Poccuiickoit deneparum.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIA Y4YeT JieKapCTBeHHbIX CpeacTB Ans
MeAULIMHCKOro NnpuMeHeHus

(BBenena depepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. HepequI) JICKAPCTBCHHBIX CPCACTB AJII MCAUIIMHCKOI0 NPpUMCHCHUS, NOAJICKAINUX TPCIMETHO-
KOJIMYCCTBCHHOMY YUYCTY, YTBCPKAACTCA YIIOJIHOMOYCHHBIM (I)C,HepaJ'ILHBIM OpraHomM HCITOJIHUTEILHOMN
BJIaCTH.

2. Ilopsimok BKJIIOUEHHMS JICKAPCTBEHHBIX CPEICTB JUIS MEIMIMHCKOIO NMPUMEHEHHS B NEpEUeHb
JICKApPCTBCHHBIX CPEACTB I MCAUIUHCKOIO NPUMCHCHUA, MOAJIC)KAIUX NPCIMETHO-KOJINYCCTBCHHOMY
ydeTy, YCTaHaBJIMBAeTCS YIOJHOMOYEHHBIM (QelepallbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH 10
COTJIACOBAaHUIO C (efepaibHBIM OPraHOM HCIIOJHHUTEIBHON BIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHHX JIEII.

(B pen. @enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. Hpe,Z[MeTHO-KOJ'II/ILICCTBeHHHﬁ Y4€T JICKApCTBCHHBIX CPEACTB AJII MCAUIMHCKOI'O IMPHUMCHCHUA
BCAYT IMMPOU3BOAUTCIIM JICKAPCTBCHHBLIX CPCACTB, OpraHu3alvun OIITOBOM TOProBJIKM JICKAPCTBCHHBIMHA
CpeACTBaMH, allTCUHBbIC OpraHU3allii, UWHAUBUAYAJIBHBIC NPCANPUHHUMATCIN, UMCIOINHUC JIMICH3WIKO Ha
q)apMaIICBTI/I‘IGCKyIO ACATCIIBHOCTE WJIM JIMLOCH3WIO HAa MCAWLUHCKYIO ACATCIBHOCTb, U MCAWIUHCKHC
opraHu3anuvu, OCYIICCTBIISIOIINC o6pa1ueHI/Ie JICKAPCTBCHHLIX CPCACTB I MCAUIUHCKOI'O MPpUMCHCHUS,
IMyTeM pErucTpanmuu JIFOOBIX CBS3aHHBIX C UX O6paHI€HI/I€M onepaunﬁ, IIpHU KOTOPBIX HU3MCHICTCA HUX
KOJIMYCCTBO U (I/IJ'II/I) COCTOSAHUC, B CIICHUAJIBHBIX JKXYpPHAJIaX y4dCTa onepaunﬁ, CBA3aHHBIX C O6paH_IeHI/ICM
JICKApPCTBCHHBIX CPCACTB JJId MCAUITUHCKOI'O IMPUMCHCHUA (z[anee - CIICHUAJIbHBIC )KypHaJ'IBI).

4, HpaBHna peructpannuunu onepauI/Iﬁ, CBA3aHHBIX C O6paH_[eHI/IeM JICKApCTBCHHBIX CPCACTB IJIA
MCIUIHUHCKOI0O MPUMCHCHHUSA, BKIIOYCHHLIX B MEPCUYCHL JICKAPCTBCHHBLIX CPCACTB ]I MCAUIMHCKOTO
MPUMCHCHUS, MMOMJIC)KANUX MMPEAMETHO-KOJIMYCCTBCHHOMY YUYCTY, B CIICHUAJIBHBIX KYPpHAJIaX W IIPpaBUJIA
BCACHUA U XPAHCHUA CIICHHUATIBHBIX )KXYPHAJIIOB YTBEPKAAKOTCA YITOJTHOMOYCHHBIM Q)eﬂepam,HmM OopraHom
HWCIOJIHUTEIbHOM BIACTH.

5. KouTtponb 3a coOitoJieHHeM TMpaBUJl PETUCTPAllMHM ONEpaIrfii, CBSI3aHHBIX C OOpalIeHHEM
JIEKAPCTBEHHBIX CPEACTB JUJISi MEIUIMHCKOTO NPUMEHEHHMs], BKIIOUEHHBIX B NEPEUYEHb JIEKAPCTBEHHBIX
Cp€ACTB aJId MCEAULOMWHCKOTO IPHUMCHCHHA, IMMOJICKAIINX MNPEIAMETHO-KOJIUYCCTBEHHOMY YUCTY, B
CHeIHAbHBIX JKypHAIaX, a TAKXKE 32 COOJII0/IEHUEM MPABUJ BEJICHUS U XPAHSHHS CIICIIHAIbHBIX KYPHAIOB
BO3J1aracTtCsa Ha YIIOJIHOMOYCHHBIC (benepam)HHe OpTraHbl HCHOJHUTEIBHON BIIACTH W HCITOJIHUTEIIHLHEIC
opransl cyObekToB Poccuiickoit ®enepannu, OCYIIECTBISIONIME JHUIIEH3UPOBAHUE MPOU3BOJICTBA
JICKApCTBCHHBIX CPCICTB, (bapMaHeBTquCKOﬁ ACATCIIBHOCTH H MG}IHHI/IHCKOﬁ JACATCIIBHOCTH, H
OCYILIECTBIISIETCS B paMKaX JIMLIEH3MOHHOTO KOHTPOJIS.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Maea 11. YHUMTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
CrtaTtba 59. OCHOBaHUA U NOPAAOK YHUUTOXEHUSA NeKapCTBEeHHbIX CPeAcTB

1. HemoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBa, (anbcu(PUIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeAcTBa TMOJUIEKAT M3BATUI0O K3 OOpalleHUs W YHUYTOXKEHUIO B TOPSJIKE, YCTAaHOBJICHHOM
[IpaBuTensctBoM Poccuiickoit ®enepanyu. OCHOBAHUEM JJIi YHUUYTOXKEHHUS JICKAPCTBEHHBIX CPEJCTB
SBJIIETCS PELICHUE BIIAJEIIbLIA JIEKAPCTBEHHBIX CPEJCTB, PEILIEHUE COOTBETCTBYIOLIETO YIIOJIHOMOUYEHHOTO
benepanbHOro opraHa UCIOJHUTEIBHON BIACTU WM PEIICHUE Cya.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KonrtpadakTHbie J€KapCTBEHHBIE CPEJICTBA MOJICIKAT U3BATHIO M3 OOpAIICHUS U YHUYTOXEHHUIO
o pemnreHuto cynaa. [lopsmok yHUYITOXKEHHSI KOHTpaaKTHBIX JICKAPCTBEHHBIX CPEJCTB YCTAHABIHBACTCS
[IpaButensctBOM Poccuiickoit @enepanuu.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCSA UX BIAJEIBLEM.

4. Bnanenen JeKapCTBEHHBIX CPEACTB JOJDKEH MPEJCTaBUTh B YIOJHOMOYEHHBIH (enepabHbIi
OpraH KCIIOJHUTEIbHOW BIIACTU JOKYMEHT WIM 3aBEPCHHYIO B YCTAHOBJIICHHOM IIOPSAJKE €ro KOIIUIO,
MOJTBEPXKAAIONINE (AaKT YHHUTOKEHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBEeTCTBYIOIIMK YHNOJTHOMOYEHHBIN (efepanbHbIi OpraH HCIOJHUTEIbHONW  BIACTH,
NPUHSABIIMKA pelieHne 00 YHUYTOXKEHHH JICKApCTBEHHBIX CPEICTB, OCYIIECTBISCT KOHTPOJIb 3a HX
YHUUTOXKEHUEM.

6. VYHUYTOXKEHHE JIEKapCTBEHHBIX CPEJICTB MPOM3BOIAUTCS OpPTaHHU3AIUAMH, WMEIOIUMHU
COOTBETCTBYIOIIYIO JIMIIEH3HIO, HAa CIIEIIHAIIBHO 000PYIOBAaHHBIX TIIOIIAKAX, TOJUTOHAX U B CIICUATBHO
00OpYy/IOBaHHBIX MOMEIIEHUAX C COONIO/IeHHEM TpeOOBaHUI B 00JACTH OXPaHbI OKPYXKAIOIIEH Cpenbl B
COOTBETCTBHUHU C 3aKOHOJATENbCTBOM Poccuiickon denepannu.

7. HapkoTuyeckue J€KapCTBEHHbIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHbIE CPENCTBA,
panuodapmanieBTHYECKUE  JIGKAPDCTBEHHBIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3aKkoHoarenscTBOM Poccutickont denepanuu.

nasa 12. TOCYOQAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbLI A1 MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHMe LieH Ha JleKapCTBEeHHble npenapartbl
ANA MeAULMHCKOro NpUMeHeHus

1. TocynmapcTBeHHOE perylIMpOBaHUE IIE€H Ha JICKApPCTBEHHBIE TPETaparbl ISl METUITTHCKOTO
IPUMEHEHHSI OCYILECTBIISAETCS MTOCPEACTBOM:
(B pen. ®exnepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxnenus IIpaBurensctBom Poccuiickoit deaepanun nepeuHs: KU3HEHHO HEOOXOAMMBIX U
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

BXHEHIINUX JIEKAPCTBEHHBIX IPENapaTroB, KOTOPHI (QOpPMUpPYETCS U HE pPexe OJHOro pa3a B ToOj
MepecMaTPUBACTCS B YCTAHOBJIEHHOM MM TOpPSIKE HA OCHOBE KOMILUIEKCHOW OIICHKU JIEKAPCTBEHHBIX
[IpernapaToB, BKIIIOYAs aHAIN3 CBEJICHUI O CPAaBHUTENbHOM KITMHNYECKON 3()PeKTUBHOCTH 1 OE30MaCHOCTH
JIEKApPCTBEHHOT'O CPE/ICTBA, OLIEHKY YKOHOMHYECKHUX MMOCIEACTBUI NPUMEHEHUS JIEKAPCTBEHHOTO CPEICTBA

Y U3y4YEHHE JIOMOJHUTEIbHBIX TTOCICICTBHII IIPUMEHEHHS JICKAPCTBEHHOT'O CPE/ICTBA;
(B pen. @enepanbHbIx 3aKoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEpXKIEHHS METOAMKH pacyera MpeIesIbHbIX OTIYCKHBIX IICH TPOU3BOJHTENCH Ha
JICKapCTBCHHBIE TpENaparhl, BKIIOYEHHBIC B TMEPEUCHb JKU3HCHHO HEOOXOAWMBIX U BaKHEHUIINX
JICKQPCTBEHHBIX IPEIapaToB, a TAK)KE BHEAPEHHS MEXaHHU3MOB (OPMHUPOBAHUS CHCTEMBI peepEeHTHBIX
LICH;

(B pen. deaepanbubix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

3) rocynapCTBEHHOU pETHCTPALMH TPECIIbHBIX OTITYCKHBIX IICH IPOW3BOIUTENICH HA JIEKAPCTBECHHBIC
npernaparthl, BKJIIOUEHHBIE B TIEPEUYCHb JKU3HCHHO HEOOXOAMMBIX M BAKHEHIIUX JIEKAPCTBEHHBIX
MperapaTos;

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUWsS TOCYNApCTBCHHOTO peecTpa MpPEACIbHBIX OTIMYCKHBIX IIH IPOM3BOIAMTEICH Ha
JIEKapCTBEHHbIE MPEnaparhbl, BKIIOUYEHHBbIE B IEPEYEHb >KU3HEHHO HEOOXOIMMBIX W BaKHEHIINX
JIEKAPCTBEHHBIX IIPENApPaTOB;

5) yTBepXKIEHHUS METOJUKH YCTAHOBJICHUS HMCIOJHHUTEIBHBIMH OpraHaMu cyObekTOB Poccuiickoii
q)eﬂepaum/l MMPEACIIbHBIX Pa3MCPOB OMNITOBBIX HaI[6aBOK N ONPCACIbHBIX pa3MCPOB PO3SHUYHBIX HaI[6aBOK K
(aKTUYECKUM OTITYCKHBIM I[€HaM, YCTAHOBJICHHBIM MPOU3BOJIUTEIISIMU JICKAPCTBCHHBIX IMPEIapaToB, Ha
JICKApCTBCHHBIC TIIpCHapaThbl, BKIIOYCHHLBIC B ICPCUYCHL XU3HCHHO H€O6XOI[I/IMI>IX A BaXHEHUIINX
JICKApCTBEHHBIX NPENapaToB;

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

6) ycTaHOBJIEHHS MPECTbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U MPEICIbHBIX Pa3MEPOB PO3HHYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOU3BOJUTENISIMU JIEKAPCTBEHHBIX
[pernaparoB, Ha JIEKApCTBEHHBIC MpenapaThl, BKIIOYEHHbIE B IEpeYeHb JXKU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX IIPENApaTOB;

6.1) onpenenenust IlpaBurensctBom Poccuiickoit denepanuu mnopsaka IEHOOOPa30BaHUS Ha
HE3aperuCcTPUPOBAHHBIC JIEKAPCTBEHHBIE MPENAPATHI JUIsI MEJULMHCKOTO IPUMEHEHUS, KOTOPBIE BBE3ECHBI
B Poccuiickyro denepauuro i OKa3aHUs MEAMIMHCKON IIOMOIUM [0 >KU3HEHHBIM ITOKa3aHUAM
KOHKPETHOI'O MallHeHTa U MEXIYHapOHbIE HEMATEHTOBAHHBIE, WM IPYIIIUPOBOYHBIE, WIIH XUMUYECKUE
HalMEHOBAaHMS KOTOPBIX COJEPIKATCS B IEPEUHE KU3ZHEHHO HEOOXOMMBIX M BaKHEHMIIINX JIEKAPCTBEHHBIX
IIpenaparos;

(. 6.1 BBenen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEpKAEHUS MOPsIIKa BbIIayy MPEANUCAHNN UCTIONHUTEIbHBIM OpraHaM cyobekToB Poccuiickoit
denepanuu 0 IPUBEICHUU B COOTBETCTBUE C 3aKOHOAaTeIhCTBOM Poccuiickoit denepanuu pernennii 00
YCTaHOBJICHUH MPEIETBHBIX Pa3MEPOB ONMTOBBIX HAJ0ABOK M MPEIEITHHBIX Pa3MEPOB POZHUYHBIX HAA0aBOK
K ()aKTUYECKUM OTITYCKHBIM IIEHaM, YCTAaHOBIEHHBIM MIPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MperapaToB, Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYCHHBICE B TMEpPEYCHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIITHX
JIEKapCTBEHHBIX MpPENapaToB, €CIM OHHM NPUHATHL C HApYLIEHWEM 3aKOHOJATENbCTBA Poccuiickon
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

®denepanuu, B mopsiike, ycranoBieHHoM [IpaBurenbctBoM Poccuiickoit denepannu;
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHUS  YHOJHOMOYEHHbIM  (efepallbHbIM  OpPraHoM  HCIOJHHUTEIbHOH  BIAacTu
UCTIOJHUTENBHBIM OpraHam cy0bekToB Poccuiickoit ®enepanuu mnpeanucaHuii O MPUBEICHUHU B
COOTBETCTBHE C 3aKOHoAarenbCcTBOM Poccuiickoin ®enepanmm NOpHHATBIX € HAapyLIEHUEM
3aKoHoAarenbcTBa Poccuiickoit @enepaniyu perieHnii 00 yCTaHOBIECHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M IPEJENIbHBIX pa3MEpOB PO3HUYHBIX HAJ0ABOK K L€HAM Ha JIGKAPCTBEHHBIE IpenapaTsl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOMMBIX U BKHEUIIINX JICKAPCTBEHHBIX MPENapaToB;

(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymecTBieHus (heaepanrbHOro rocy1apcTBEHHOTO Ha/130pa B cepe oOpalieHns JeKapCTBEHHbBIX
CPEACTB U PETMOHAIBHOIO TOCYJApPCTBEHHOI'O KOHTPOJS 3a IPUMEHEHHEM LIEH Ha JIEKapCTBEHHBIE
IpernapaThl COOTBETCTBEHHO YIIOJIHOMOYEHHBIMU (efiepalbHbIMU OpraHaMHi MCIOJHUTENIbHON BIacTU U
MCIOJHUTEJIbHBIMU OpraHamMu cyobekToB Poccuiickoilt denepaninu coriaacHO UX KOMIETEHIMU B IOPSIKE,
yctanoBieHHOM [IpaBurensctBom Poccniickoit denepanuu;

(B pen. deaepanbhbix 3aKk0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHHs TPESYCMOTPEHHBIX 3aKoHojaTesnbcTBOM  Poccuiickoit  @®enepanuu  Mep
OTBETCTBEHHOCTH 3a HapyLICHHE MOPsIKa LIEeHO0Opa30BaHUs HA JIEKAPCTBEHHbIE ITPENapaThl, BKIIOUECHHbIE
B IIepeYeHb )KU3HEHHO HEOOXOANMBIX U BYKHEHIINX JICKAPCTBEHHBIX IIPENapaToB.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycioBusix ype3BblYaiiHONW cuTyauMu M (WIK) IPU BO3HUKHOBEHUHU YIPO3bl PACIpPOCTPaHEHUS
3a00JeBaHUs, MPEJCTABIAIOLIETO0 OMACHOCTh Ui OKPYXKAIOIIUX, a TAKKe B Cilydae, €Clid B TEUEHHUE
TPUALATH KaJeHAAPHBIX AHEN mocie npuHsatus [IpaBurenscrBoMm Poccuiickoin denepanyu penieHus o
IIPOBEICHUY MOHUTOPHMHIA PO3HUYHBIX LIEH Ha JIEKAPCTBEHHBIE MPEINApaThl, HE BKIIOUYEHHBIE B IIEPEUYEHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHMIINX JIEKAaPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUSAX CYOBEKTOB
Poccuiickoit denepanny BBIABIEH POCT PO3HUYHBIX LICH HA YKAa3aHHBIE JIEKAPCTBEHHBIE IpENapaThl Ha
TPUIATH IPOLIEHTOB U Ooiee, [IpaBuTenscTBO Poccuiickoit deepanniv BipaBe yCTAHOBUTH MPEIETbHbIE
OTIIYCKHBIE LICHBI IIPOU3BOAMTENICH HA YKa3aHHbBIEC JICKAPCTBEHHBIE IIPENaparthl, MPEACIIbHBIE pa3sMepbl
OINTOBBIX HAaJ0ABOK U Ipe/eibHbIE pa3Mepbl PO3HUYHBIX Ha/I0aBOK K (PaKTUUYECKUM OTIYCKHBIM II€HAM
IIPOU3BOJUTENIEH HA yKa3aHHBIEC JICKAPCTBEHHBIE Mpenaparsl. [IepedeHs IekapCTBEHHBIX IIpEnaparoB, He
BKJIIOUEHHBIX B IE€PEUYEHb >KM3HEHHO HEOOXOAMMBIX M BaKHEWIIUX JIEKapCTBEHHBIX MpEnaparoB, U
nopsiiok ero popmupoBanus onpenenstorcs [IpasurenscrBom Poccuiickoit denepanuu.

(dactb 2 BBeneHa DeaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B Teuenue aeBsiHOCTa KaJIeHOApHBIX THEN co 1HA yTBepkaeHus IIpaButensctBom Poccuiickoi
denepannuy NepedHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIEW CTAaTbU, HE JOIYCKAIOTCS pealn3alus U OTIIYCK
BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENApaToB IO LIEHAM, IIPEBBIIIAIOIIUM IIPEACIIbHBIE OTIIYCKHbIE
LIEHBl TMPOM3BOJNTENEH HAa YKa3aHHbIE JIEKAPCTBEHHBIC IIPENaparthl, NMPEEIbHbIE pa3Mepbl ONTOBBIX
Ha/J0aBOK M TMpejesibHbIE pa3Mepbl PO3HUYHBIX HaJ0aBOK K (DaKTHUECKUM OTHYCKHBIM II€HaM
IIPOM3BOUTENIEHl Ha YKa3aHHbIE JIEKApCTBEHHbIE IIpenaparbl € Y4YeTOM Hajora Ha J00aBJIEHHYIO
CTOUMOCTb.

(uactb 3 BBenena denepanbHbiM 3aKk0HOM 0T 26.03.2020 N 67-D3)

Cratbsa 61. Focy,qapCTBeHHaﬂ pernctpauma " nepeperucTpauna npegeribHbIX
OTNYCKHbIX LUeH npow3Bo.qMTene|7| Ha neKapCcTBeHHble nMnpenapartbl, BKIK4Y€HHbLIE B
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

nepe4yeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEULLUX NeKapCTBeHHbIX NpenapaToB
(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHass OTIYCKHAas LIEHA NPOM3BOAUTENSI HA JIEKAPCTBEHHBIN MpEnapaT, BKIIOUEHHBIN B
[IEpeUeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKApPCTBEHHBIX IIPENapaToB, IOAJIEKUT
roCyJIapCTBEHHOM pErucTpanuu B nopsjake, ycraHoBieHHOM [IpaButensctBom Poccuiickoit @enepaivu,
Ha OCHOBAHWU HAINPaBJIEHHOTO MMOCPEICTBOM €MHOT0 NOPTaja B YIOJHOMOUYCHHBIN (eiepaabHbIil opran
UCIIOJIHUTEJIBHON  BJACTM WM JIMYHBI KaOMHET  YIOJIHOMOYEHHOTo (¢eAepalbHOro  opraHa
UCTIOJIHUTEJIBHOW BJACTH B EIWHOW CHCTEME, TMOANKCAHHOTO YCHJIEHHOW KBalH(PUIMPOBAHHOMH
9JIEKTPOHHOW MOAMNMCHIO 3asBJICHUS JEpKaTels WM BIAACNblIa PErMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara (yInoJHOMOUYEHHOT0 UM JIULIA).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. 3aperucTpupoBaHHas IpeiebHas OTIMYCKHAs IIeHa MPOU3BOAUTENS Ha JICKAPCTBEHHBIH Mperapar,
BKJIFOUCHHBIH B TEPEYCHb )KU3HEHHO HEOOXOIMMBIX W BaKHEWIIHMX JIEKAPCTBEHHBIX MPENapaToB, MOXKET
OBITh TEPEPErHCTPUPOBAHA B CTOPOHY YBEIWYCHHS OJIWH pa3 B KaJCHIAPHOM TroJy Ha OCHOBaHUU
HANpaBJICHHOTO 10 | OKTAOpS KaXJOro roja IOCPEJCTBOM EIMHOTO IMOpTaja B YHNOTHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH WU JIMYHBIA KaOWHET YIOJIHOMOYEHHOTO (henepanbHOro
OpraHa WMCIIOJHUTEIILHON BIIACTH B €AMHOW CHUCTEME, MOJIHMCAHHOTO YCWJICHHOW KBaIM(UIIMPOBAHHOU
ANIEKTPOHHON TOANKCHIO 3asBICHUS JEpXKATeNsl WM BIafeiblia PETUCTPALUOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Ipenapara (yrmoJHOMOYEHHOTO MM JINIA).

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

3. 3apeructpupoBaHHas IIpeAeIbHas OTIIYCKHAs LIeHa IPOM3BOJUTENIS Ha JIEKAPCTBEHHBIN Mpernapar,
BKJIFOUEHHBIH B NE€PEUYEHb KU3HEHHO HEOOXOIMMBIX U BAaKHEHUIIUX JIEKAPCTBEHHBIX NPENapaToB, MOXKET
OBITh MEPEepPEruCTPUPOBAHA B CTOPOHY CHHXKEHMS Ha OCHOBAHMM HAIPABJICHHOT'O MOCPEICTBOM €IMHOTO
moprajia B YIOJHOMOYEHHBIM (enepalibHbIi OpraH HWCIOJTHUTEIBHOW BJIACTH WM JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (e/IepaIbHOr0 OpraHa MCIOJHUTEIbHON BIAcTU B €IMHOW cHCTeMe, MOANHUCAHHOTO
YCUJIEHHOM KBaJU(UIUPOBAHHOW 3JEKTPOHHOW TMOAMMCHIO 3asBIIEHUS JepxkaTels WM BiaJesbla
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIoJHOMOYEHHOTO UM JIUIA).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-®3)

4. Jlepkarenb WIM BIAJENELl PErMCTPALlMOHHOTO YIOCTOBEPEHMS JIEKapCTBEHHOTO IIpernapara
(YNOJTHOMOYEHHOE UM JIMI0) 00s3aH HaNpaBUTh MOCPEICTBOM €IMHOTO MOpTajia B YHNOJHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIbHON BIACTH WU JIMYHBIM KaOWHET yIOJIHOMOYEHHOTO (eiepaabHOro
OpraHa HCIIOJIHUTENIBHON BJIACTH B €AMHOM CHCTEME MOJANKCAHHOE YCHJIEHHOW KBalM(pUIMPOBaAHHON
ANIEKTPOHHON MOJMMCHIO 3asBICHUE O MEPEPETUCTPALNN 3aPETUCTPUPOBAHHOM MPEAEIBHON OTITYCKHOU
LIEHbl TIPOM3BOAMTENS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOUYEHHBIN B epeyeHb KU3HEHHO HEOOXOANMBIX
Y BaXXHEWINX JIEKAPCTBEHHBIX NIPENAPATOB, B CTOPOHY CHM)KEHHUS B CIEAYIOLIMX CIIy4asx:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) cHMkeHME 1IEHBl B MTHOCTPAHHOM BAJIIOTE HA JIEKAPCTBEHHBIN MpenapaT B CTpaHe IMPOU3BOAUTENS
n (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IperapaT 3aperucTpupoBaH M (WJIM) B KOTOpBIE
IIOCTABJIAETCS] IPOU3BOAUTETIEM;

2) cHWXKEHHE IIeH Ha pedepeHTHbIE JIEKApCTBEHHBIE MpernapaTbl B COOTBETCTBUM C IMYHKTOM |
HacTosIed dYacTH (U1 COOTBETCTBYIOIIMX BOCHPOM3BEAECHHBIX, OHOAHAIOTOBBIX (OMOMOJOOHBIX)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHBIX MPENapaToB);

3) npeBblIIEHUE NPENEIbHON OTIIYCKHOM IIEHBI Ha IEPBbIM BOCIPOU3BENECHHBIN, OMOaHAIOrOBBIN
(Onomo00HBIM) JEKapCTBEHHBIN MpenapaT MHOCTPAHHOTO IMPOU3BOJCTBA HAJA NMPEAETbHOM OTIYCKHON
[IEHOW MPOM3BOJAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OMOaHAIOTOBBIN (OMOMOA00HBIN) JIEKapCTBEHHBIH
npernapar, pacCYMTaHHOW B COOTBETCTBUHU C METOJUKOM, yTBep:kJIeHHOU I[IpaBuTensctBoMm Poccuiickoi
Oenepaunu;

4) mpeBbIlIEHUE TPEACIbHOW OTIHYCKHOW IIEHBI Ha IMEPBBIA BOCIPOM3BEICHHBIN, OMOaHATIOTOBBIM
(bnomoO00HBI) JEKAPCTBEHHBIH TMpernapar MPOW3BOAMTENS TOCyIapcTBa - wWieHa EBpa3sHiickoro
SKOHOMHMYECKOTO COI03a HaJA MPeAebHOM OTHYCKHOW LEHOM MpOW3BOAMUTENS Ha  BTOpPOM
BOCIIPOU3BE/ICHHBIN, OHOaHATOroBbI (OMOMONOOHBINH) JIEKAPCTBEHHBIH NpenapaT MpPOU3BOJUTENS
rocyiapcTBa - ujieHa EBpa3uiickoro 3koHOMU4eCKOIo C003a, pACCUNTAHHOM B COOTBETCTBUU C METOTUKOM,
yrBepxkaeHHou [IpasurensctBom Pocceniickoit denepanumn.

KoncynsrantlIntoc: npumeyanue.
C 01.03.2026 crt. 61 nomonasercs 4. 4.1 (P3 ot 31.07.2025 N 304-D3). CMm. Oyaymyro peaakiuio.

5. [lopsimok mepeperucTpanuu 3aperucTpUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX 1IEH MPOU3BOIUTENCH
Ha JICKapCTBEHHBIC IperapaThl, BKIIOYCHHBIC B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX W BaKHEHIITMX
JIEKAPCTBEHHBIX MIPEMapaToB, B Ciy4yasX, MPEIYCMOTPEHHBIX YacTsIMU 2 - 4 HacTosled CTaThH,
ycranaBiauBaercs [IpaBurensctBoM Poccuiickoit denepamun.

6. DKOHOMUYECKUN aHalIMU3 IpeleIbHON OTIYCKHOM LIEHbl IPOU3BOAMTENS HA JIEKAPCTBEHHbIN
Ipernapar, BKJIUYEHHBIN B IepeYeHb )KU3HEHHO HE00X0AMMBIX U BXKHEHIIINX JIEKAPCTBEHHBIX IIperapaTos,
IIpU €€ TOCYJapCTBEHHON PETUCTPAIH WIIN TEPEPEruCTPAllii OCYIIECTBISIETCS (peiepaTbHBIM OPraHOM
MCTIOJIHUTEJIHONW BJIACTH, OCYILECTBIISIONIMM (PYHKIMH MO MPUHATHIO HOPMATHUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATENbCTBA B c(epe TroCylapCTBEHHOIO pPETYIMpPOBAHUSA LEH
(TapudoB) Ha TOBapHI (YCIYTH).

7. Pacder mpenenpHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsIX | W 2 HACTOSIIEH CTaTbu, NMPH UX
rOCyAapCTBEHHOM PETUCTpALU WIIH MEPEPETUCTPALIUA OCYIIECTBIISETCS B COOTBETCTBUU C METOAUKOMH,
yTBep)kIeHHOM [IpaBurensctBoM Poccuiickoit denepaiiny v yYUTHIBAOIIECH B TOM YUCIIE:

1) cobmonenne 6anaHca MHTEPECOB MOTpeOUTENEH JIEKAPCTBEHHBIX MpENapaToB, BKIIOUEHHBIX B
[epeyeHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IpenapaToB, U IMPOU3BOAUTEIEH
JIEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B IMEPEYCHb MXU3HEHHO HEOOXOMUMBIX U BaKHEHUIIMX
JIEKapCTBEHHBIX NPENapaToB;

2) pakTHUeCKyIO OTIMYCKHYIO LIEHY Ha JIekapCTBEHHBIE mpenapatsl B Poccuiickoii denepanuu, 1ieHy
BBO3a JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro degepanuio, a TakKe LEHbI Ha aHAJOTHYHbBIC

JICKApCTBCHHBIC MPCIIapaThl, HAXOAAIMIUCCA B O6paH_ICHI/II/I B Poccuiickoi qbenepaunn;

3) 3arpaThl TPOW3BOMUTENSI JIEKAPCTBEHHOTO TIperapara Ha MPOU3BOJACTBO U  pPeaTU3allHI0
JICKApCTBEHHOTO Mperapara;

4) 11IeHy Ha JIEKapCTBEHHBIN Mpernapar, ero IeHy B CTpaHe MPOU3BOIUTENS U B CTPAHAX, B KOTOPBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (W) B KOTOPBIE TOCTABIISETCS IPOU3BOJUTEIIEM.

8. He nomyckaroTcs peanusanysi U OTIIYCK JEKAapCTBEHHBIX NPENapaToB, BKIOYEHHbBIX B I1€PEUEHb
KHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IPENaparoB, HA KOTOPbIE MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX IIPENapaToB HE 3aperucTpUpoBaHa IpefeiibHas OTIYCKHas 1I€Ha, pean3alus
IIPOM3BOIUTENISIMHU JIEKAPCTBEHHBIX IPENapaToB 10 LI€HAM, MPEBBIAIONIMM 3apEerUCTPUPOBAHHBIC WU
[IEpEPErUCTPUPOBAHHBIE NPEEIIbHBIE OTITYCKHBIE LIEHBI Ha JIEKApPCTBEHHBIE IIPENapaThl C y4ETOM HaJlora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. OcoOeHHOCTH TOCYIapCTBEHHOTO PETYIUPOBAHUS MPEACIBHBIX OTITYCKHBIX IIEH IMPOU3BOIUTEICH
Ha JICKapCTBEHHBIC IperapaThl, BKIIOYCHHBIC B IIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIIHMX
JIEKAPCTBEHHBIX MPENaparoB, B 3aBUCMMOCTH OT SKOHOMHUYECKMX W (WJIM) COLMAIBHBIX KPUTEPUEB
(M3MEHEeHHEe YCIOBHH, MOPSAIKA U CTOMMOCTH MPOU3BOJICTBA JIEKAPCTBEHHBIX MTPENapaToB, NCIIOIH30BAHUE
HOBBIX ()OpPM, METOJOB H CIIOCOOOB TOCYIApPCTBEHHOT'O PETYJIHPOBAHUS IIeH Ha JICKapCTBEHHBIC
rpenaparbsl, B TOM YHCJIe HA OCHOBE MEXaHH3Ma PeQEpPeHTHOr0 IEHOOOPa30BaHUs, U3MEHEHUHN MOPsIIKa
OKa3aHUsl MEAMIIMHCKOW TOMOIIM, HM3MEHEHHE Kypca HMHOCTPAaHHOW BaJIOThl W HWHBIE W3MEHEHUS)
ycranaBiauBatoTcs [IpaButensctBom Poccuiickoit @enepannu.
(B pen. @enepanpuoro 3akoHa ot 08.03.2022 N 46-03)

CraTtbsa 62. FlocyaapcTBEeHHbIN peecTp npeAenbHbIX OTNYCKHbIX LIEH Npou3BoAUTesien
Ha neKapcTBeHHble MnpenapaTbl, BKIIOYEHHbIE B NepevyeHb XXU3HEeHHO HeobGXxoaAuMbIX U
BaXXHEMULUUX JfleKapCTBEHHbIX NpenapaToB

1. 3aperucrpupoBaHHbIE WJIH TEPEPETUCTPUPOBAHHBIC  MPEACIbHBIE  OTIHYCKHBIC  IICHBI
MIPOM3BOIUTENICH Ha JICKAPCTBEHHBIC IMPENaparhl, BKIOUYEHHBIC B IEPEYCHb JKU3HEHHO HEOOXOIMMBIX U
BOKHEUINIMX JIEKAPCTBEHHBIX IpPENapaToB, IMOJIEKAT BKIIOUEHHUIO B TOCYAApCTBEHHBIM pEecTp
MpEeAENIbHBIX OTIYCKHBIX IIEH MPOU3BOUTENEH Ha JIEKApCTBEHHBIE MPENapaThl, BKIOYEHHBIE B MIEPEYEHb
KU3HEHHO HEOOXOUMBIX U BaKHEUIIINX JIGKAPCTBEHHBIX MTPEMapaToB.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. T'ocynapcTBeHHBIH peecTp MPEeNeTbHBIX OTIYCKHBIX II€H MPOW3BOJIUTEIEH Ha JICKAPCTBEHHBIE
mpemapaThl, BKIIOYCHHbIE B TMEpPEUYeHb >KU3HEHHO HEOOXOIUMBIX M BaXXKHEWIINX JEKapCTBEHHBIX
MpenaparoB, COACPKUT B ceOe CIEYIONTYI0 HH(OpMaInio:

1) HauMeHOBaHUe JiepXKaTessl UM BIaJeiblla PErUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO
npenapaTa, HaUMEHOBAHME IPOM3BOJUTENS JIEKAPCTBEHHOTO IIpernapaTa, CBEIACHHS O perucrpanuu
JiepKaTells WIKA BIaJebla PEruCTPAllMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOTO Npernapara, CBEAECHHUS O
perucTpanuy Npou3BOAMUTENS JEKAPCTBEHHOIO INpernapara Juisi MEAUIIMHCKOrO MPUMEHEHHUS! B KayecTBe
HAJIOTOIJIATENbIIMKA B CTPAHE PErUCTPALIUU (IJ11 POCCUHCKUX IOPUINYECKUX JIUIL - MJICHTU(DUKAMOHHBIN
HoMmep Hanoromuiatenbiiuka (MHH), nias MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETUCTpaluH,
HAaMMEHOBAHME PETUCTPHUPYIOIIETO OpraHa, peruCTPallMOHHbIN HOMED, KO HAJIOTOIUIATENbIINKA B CTPaHe
peructpauuy (MHKOPIOpAIMU) WIM €ro aHajor), MECTO HaXO0XKJI€HUS MPOM3BOJICTBEHHBIX IJIOIIAJOK,
YYacTBYIOIIMX B MPOILECCE NPOM3BOJCTBA JIEKAPCTBEHHOI'O Ipemnapara, ¢ yKa3aHUEM CTaJuu Ipolecca
MIPOU3BO/ICTBA;

(m. 1 B pen. @enepanbpHoro 3akona ot 28.12.2017 N 425-D3)

2) HauMMEHOBAaHME JIEKAPCTBEHHOrO TMpemnapara (MeXAyHapoAHOE HEMaTeHTOBAaHHOE, WU
IpYNIIUPOBOYHOE, MITM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMUS);
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
3) HOMep PerucTPalMoOHHOTO YI0CTOBEPEHHS JICKAPCTBEHHOTO Mperapara;

4) nekapcTBeHHast popMa ¢ YKa3aHUEM JTIO3UPOBKH JIEKAPCTBEHHOTO TIpenapaTa u ero KOJM4ecTBa BO
BTOPUYHOMU (TTOTPEOUTEITHCKOM) YITAKOBKE, a TAKKE KOMIUIEKTHOCTH;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHasl MpeAebHAs OTITYCKHAs IICHA Ha JICKApCTBEHHBIN Mpenapar B pyossx;
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

6) mata ¥ HOMEp NpHUKa3a YMOJHOMOUYEHHOTO (efepabHOr0 OpraHa HCIOJIHUTEIBHOW BIACTU O
rOCYJapCTBEHHOMN PEruCTpalluyl HITH TIEPEPETUCTPAIIUH TIPEIETBHOM OTITYCKHOM IIEHBI Ha JIEKAPCTBEHHBIN
nperapar, BKIIOYCHHBIN B IePeUeHb )KU3HEHHO HEOOXOMMBIX ¥ BAKHEHUIITUX JIEKAPCTBECHHBIX IIPETIApPaTOB;
(B pen. deaepanbhbix 3aKk0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) nara BCTYIUICHHUS B CHJIY MPHKa3a YIOJTHOMOYCHHOTO (eepaTbHOTO OpraHa MCIIOTHUTEILHON
BJIACTH O TOCYIApPCTBEHHOW PpErHCTPallii WIA TEPEPErucTpaluy MPeebHOW OTIYCKHOW IICHBI
IMPOU3BOJUTCIIA HaA J'ICKapCTBeHHBH\/JI Impernapar, BKJIIOYCHHEIA B NEpCUCHb KU3HCHHO H€O6XOZII/IMI)IX nu
Ba)XHEHUIIIMX JIEKAPCTBEHHBIX MIPETIAPATOB;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM 0T 06.06.2019 N 134-03)

7) WTPUXOBOM KOJ, HAHECEHHBI HA BTOPUYHYIO (HOTPEOUTEIHCKYIO) YIAKOBKY JIEKapCTBEHHOIO
npenapara;
(. 7 BBeneH DenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8) Koja JeKapCTBEHHOIrO Ipemnapara M0 aHAaTOMO-TEPAIeBTHYECKO-XUMUYECKON KIIACCU(UKAIINH,
PEKOMEHI0BaHHO!M BceMupHON opranusanueit 34paBoOXpaHeHHUs.
(n. 8 BBennen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocymapcTBeHHass pErucTpalus WIA MEpeperucTpanus MNpeleabHbIX OTIYCKHBIX II€H Ha
JIEKApCTBEHHBIC TIpenaparhl, BKIIOYEHHBIE B MEPEYEHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIHNX
JIEKApCTBEHHBIX IMPENapaToB, BEACHHE TOCYAAPCTBEHHOTO peecTpa MpeAeNbHBIX OTHYCKHBIX LIEH
MIPOU3BOUTENICH Ha JIEKAPCTBEHHBIE TMpEnaparhl, BKIOUYEHHBIE B MEPEYEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUILIMX JIEKAPCTBEHHBIX MIPENApaToB, OCYLIECTBISAIOTCS B OPSAIKE, yCTaHOBIEHHOM [IpaBuTenscTBoM
Poccuiickoit ®enepanuu.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratba 63. YcTaHOBNEeHue MUCNONHUTENbHbIMW OpraHamMm cyobekToB Poccumnckowm
depepaumm npegenbHbIX pa3sMepoB ONTOBbLIX HaAaGaBOK M npefesibHbIX pa3mMepoB
PO3HMYHbIX HaAbaBoOK K (PakTU4YECKMM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
NpPou3BOAUTENAMM JeKapCTBEeHHbIX MNpenapaTtoB, Ha JeKapCTBeHHble npenaparhbl,
BKITIOYEHHbIE B MNepeyYeHb XU3HEeHHO HeoOXOAMMbIX U BaXHEWWUX JeKapCTBEeHHbIX
npenapaToB
(B pen. deaepanbHbIX 3aK0HOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. HcnonnutensHele opransl cyobekToB Poccuiickoit @enepanuy yCTaHABIMBAIOT MpeE/eibHbIE
pa3Mepbl ONTOBBIX Ha/10aBOK U MpeeIbHbIE pa3Mepbl PO3HUYHBIX HaJ0aBOK K (PAKTUYECKUM OTITYCKHBIM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

neHaMm (06e3 ydera Hajora Ha J0OaBJIEHHYIO CTOMMOCTbB), YCTAHOBJIEHHBIM ITPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B IIEPEUEHb >KU3HEHHO
HEOOXO/MMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C YTBEPXKIEHHON B MOPSJIKE,
YCTaHOBJICHHOM IIpaBuTenbCTBOM Pocculickoi denepanny, METOAUKON YCTaHOBJICHUSA
UCIIOJIHUTEJIBHBIMUA OpraHaMu cyOwbekToB Poccuiickoir denepauuu npenenbHbIX Pa3MEpPOB ONTOBBIX
Ha/J0aBOK M MPEJCNIbHBIX Pa3MEpPOB PO3HUYHBIX HAN0aBOK K (PAKTUYECKHMM OTHYCKHBIM IICHaM,
YCTAaHOBJICHHBIM IIPOU3BOJUTEIIAMHA JICKAPCTBEHHBIX IIPENapaTroB, Ha JICKAPCTBEHHBIC IIpenaparsl,
BKJIIOYCHHBIE B IEpEUCHb KU3HEHHO HEOOXOMMBIX M BAKHEUIIIHNX JIEKaPCTBEHHBIX IpenaparoB. [IpoexTs
pelIeHN UCIOIHUTENBHBIX OpraHoB cyOwbekToB Poccuiickoit denepanuu o0 yCTaHOBIEHUM U (WIJIH)
M3MEHEHHH TPEIENIbHBIX Pa3MEPOB ONTOBBIX HA/JI0aBOK M MPENEIbHBIX Pa3MEPOB PO3HUUHBIX HAI0ABOK K
(aKTUYECKUM OTIYCKHBIM LIEHAM, YCTaHOBJIEHHBIM IPOM3BOAUTENISIMU JIEKApPCTBEHHBIX MpEnapaToB, Ha
JICKapCTBEHHbIC MpPENapaTrhl, BKIIOUYEHHBIE B TMEPEYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX MPENapaToB, MOJUIEkKAT COIVIACOBAHUIO C YHNOJHOMOUYEHHBIM (ellepajbHbIM OpPraHoM
WCTIOJTHUTEIBHOW BJIACTH, OCYIIECTBIIIONINM (DYHKIIMH IO TPUHATHIO HOPMATHBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJATeNbCTBA B c(epe TrocylapCTBEHHOIO pEryaupoBaHUs LEH
(tapudoB) Ha TOBapHI (YCIyrH), B MOpsaKe, ycranoBieHHOM [IpaBuTtenscTtBoM Poccuiickoit deneparui.
(B pen. @eaepanbHbiX 3akoHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-D3, ot 08.08.2024 N 232-
®3)

2. OpraHuzanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHM, AalTEUHbIE OpraHMU3alUH,
UHJUBUAYAJIbHBIE MPEANPUHUMATENN, HUMEIOIIME JIMUIEH3UI0 Ha (QapMaleBTUYECKYIO JESTEIbHOCTD,
MEIMLUHCKUE OpraHu3allui, HUMEIOIIMe JIUIEH3UI0 Ha (apMaleBTUUYECKYIO JEeSTeIbHOCTb, U HX
000COOJICHHBIE TOApa3ACICHHS, PACIIOJIOKEHHBIE B CEIbCKMX HACENEHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlT€4YHbIE OPraHMU3alMM, OCYLIECTBIIIOT pEAJINU3aLMI0 JIEKAPCTBEHHBIX IIPENaparos,
BKJIFOUEHHBIX B [IEPEUYEHb )KU3HEHHO HEOOX0IMMBIX U Ba)KHEHIINX JIEKAPCTBEHHBIX IIPENapaToB, 1o [IeHaM,
KOTOpbIe (POPMUPYIOTCSI B COOTBETCTBUU C TOPSJIKOM, ycTaHOBJIEHHbIM I[IpaButenscrBom Poccuiickoit
denepanun, 1 ypoBEHb KOTOPHIX (0€3 yueTa Hajora Ha J0OaBJIEHHYIO CTOMMOCTh) HE JJOJKEH MPEBHIIIATh
CyMMY (haKTHUECKOM OTITYCKHOM IIeHbI, yCTaHOBJIEHHOM MPOU3BOANTENIEM JIEKAPCTBEHHOTO Ipenapara, He
MIPEBBIIIAONIEH 3apPETUCTPUPOBAHHON WIIM TNEPEPErMCTPUPOBAHHON NIPENEIBbHON OTIIYCKHOM II€HBI
POU3BOANTENS (Ha ATy peau3aliy JeKapCTBEHHOTO MpernapaTa Mporu3BOIUTENEM), U pa3Mepa ONTOBOM
Hana0aBKM M (WIM) pa3Mepa pO3HUYHON Han0aBKM, HE NPEBBIMIAIONIMX COOTBETCTBEHHO pa3Mmepa
IpeJeNbHON OnToBOM Hafa0aBKU U (WIK) pa3Mepa MpeAeabHON pO3HUYHON HaI0aBKH, YCTAaHOBJICHHBIX B
cyonexte Poccuiickoit denepannu.

(B pen. denepanbHbIX 3aK0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonuutenbHble opraisl cyobekToB Poccuiickoit denepanuu pasmemaior B cetu "Murepuer”
MHPOpPMALIMIO O 3aperuCTPUPOBAHHBIX MpPENEeNbHBIX OTHYCKHBIX II€HaX IpPOU3BOAMTENEH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IME€pPEUEHb >KU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IIpPenapaTroB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanumn mnpeaeabHbIX
pa3Mepax ONTOBBIX HAM0AaBOK M (WJIM) MPEAEIbHBIX pa3Mepax PO3HUYHBIX HAJI0ABOK K YCTAaHOBJICHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpenapaToB (aKTHUECKUM OTIIYCKHBIM II€HAM Ha JIEKapCTBEHHbBIE
npenapaTsl, BKJIIOYEHHbIE B IE€pPEUYEHb >KU3HEHHO HEOOXOJUMBIX M BaXXHEMIINUX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKE O CyMME 3apETMCTPUPOBAHHBIX MPEAEIBHBIX OTIYCKHBIX IIEH MPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE TIpenaparhl, BKIIOUYEHHbIE B TMEpPEYeHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIeKapCTBEHHBIX MPENapaToB, yCTAHOBJIEHHBIX B cyObekTe Poccuiickoit @enepaninu npeaenbHbIX pa3MepoB
OTITOBBIX HaJ0ABOK U Mpe/IeIbHBIX Pa3MEPOB PO3HUYHBIX Ha/1I0aBOK 1 HaJlora Ha JOOABJIECHHYIO CTOUMOCTb.
Wudopmanus, mnpeaycMOTpeHHas HACTOAIIEH YacThlo, JOJDKHA HAXOMUThCS TakXKe B alTeYHBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OpraHu3alysaX B JOCTYIHOW Ui BCEX 3aMHTEPECOBAaHHBIX JIMI (OopME U OOHOBIATHCS IO Mepe ee
pa3MeleH s UCIIOTHUTENBHBIMU OpranamMu cyobexToB Poccuiickoit @enepanuu B cetn "UHTepHeT".
(B pen. deaepanbhbix 3aKk0HOB OT 27.12.2019 N 475-03, ot 08.08.2024 N 232-D3)

4. Yrparun cuiy ¢ 1 mapra 2020 roaa. - @enepanbhbiii 3akoH oT 27.12.2019 N 475-D3.

Mnasa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOAALWUXCA B OBPALLEHUN
B POCCUNCKOW ®EOEPALIK
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 64. PapmakoHaasop
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaxoasAIuecs B oOpamenun B Poccuiickoit @enepannu, noaexar
MOHHUTOPHHTY 3(1)(1)CKTI/IBHOCTI/I 1 0e30I1aCHOCTH B OejadaAX BBIABJICHHUS BO3MOXHBIX HEIaTHBHBIX
MOCJIEACTBUM MX NPHUMEHEHUS, WHIUBHIYAIbHOW HENEPEHOCHMOCTH, NMPEIYNpPEkKICHUS MEIMLIUHCKHUX
pa6OTHI/IKOB, CIICHUaJINCTOB B obactu BCTCPUHAPUU, TIAIUCHTOB UJIN BJIAACIIBLECB )XUBOTHBIX U UX 3alIUTHI
OT NIPUMEHEHUS TaKUX JIEKaPCTBEHHBIX MIPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®apMaKOHaI30p OCYIIECTBISETCS COOTBETCTBYIOIINUM YIIOJTHOMOUYEHHBIM (pe/iepaTbHBIM OpraHOM
WCIIOJIHUTEIIGHON BJIACTH B YCTAaHOBJICHHOM UM TIOPSAKE C YydYeToM TpeOOBaHWI HACTOSIIETO
@denepanbHOrO 3aKOHAa M AaKTOB, cocTaBisitonux mpaBo Coro3a, MyTeM aHaliu3a MPEeAOoCTaBIIIEMON
CyOBeKTaMH OOpalICHHsI ICKAPCTBEHHBIX CPEICTB MH(POPMAITUHU O TIOOOUYHBIX JICHCTBUSAX, HEXKEIIATSIIbHBIX
peaKlMsaX, CEPbE3HbIX HEXKENATENbHBIX PEaKUUsX, HEMPEIBUJICHHBIX HEXKENATENbHbIX PEaKUMsIX MpU
MPUMEHEHUU JIEKAPCTBEHHBIX TPEMapaTtoB, 00 WHIWBUAYATHHOM HEMEPEHOCUMOCTH, OTCYTCTBUU
3G (HEeKTUBHOCTH JIEKAPCTBEHHBIX TpenaparoB, a Takke 00 UHBIX (QakTax U 00CTOSTENbCTBAX,
MPEACTABISIIONIUX  YIPO3Y JKU3HU WJIM 3JI0POBBIO0 HYeEJIOBEKa JMOO KUBOTHOTO MpPU TPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToB M BBIABICHHBIX Ha BCEX dTamax oOpallleHus JeKapCTBEHHBIX MpernapaToB B
Poccuiickoit denepanuu u Apyrux rocyaapcTBax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. CyOBekThl oOparieHus JeKapCTBEHHBIX CPEJICTB B MOPSIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOJTHUTENBHOM BIACTH, 00s13aHBI COOOIIATh B YIIOJIHOMOYEHHBIN (hefepatbHbIN
OpraH WCIIOJTHUTEIBHOW BIIACTH O TIOOOYHBIX JICWCTBHSAX, HEXKEIATSIBHBIX PEaKIHIX, CEPbE3HBIX
HEXKENaTeNbHBIX  PEaKIUsIX, HeMpPeABUACHHBIX HEXKeJIaTeNbHbIX pEeaKUHsX TMpu MPUMEHEHHH
JICKaPCTBCHHBIX TIPEraparoB, 00 WHAMBUIYAJIHLHON HENEPEHOCHMOCTH, OTCYTCTBHH J(P(PEKTUBHOCTH
JIEKapCTBEHHBIX MPEMapaToB, a Takke 00 MHBIX (pakTax M OOCTOSATENbCTBAX, MPEACTABISIONINX YIPO3y
KU3HU WJIA 3JIOPOBBIO YeNIOBEKa JIMOO >KUBOTHOTO TPH NMPUMEHEHHH JICKAPCTBCHHBIX IPENapaToB H
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHHs JEeKapCTBEHHBIX mpemnapatoB B Poccuiickoit denepanuu u
JIPYTHUX TOCYIapCTBaX.

4, I[epxcaTeJm WM BJIAACIbIBI PCTUCTPALUOHHBIX y,[IOCTOBCpCHI/II‘;I JICKAPCTBCHHLIX IMIPCIIapaToB,
OPUINYCCKUC JINIA, HAa UM KOTOPBIX BbIAAHBI PAa3pCIICHUA Ha IIPOBCACHUC KIIMHUYCCKUX I/ICCHG}IOBaHI/Iﬁ
B Poccuiickoit q)e;[epam/m, 0o YIIOJIHOMOYCHHBIC HUMHU JpPYTHC HOPUIWYCCKUC JIMIAa B paMKax
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

oOecniedeHns 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYCHHBIM @enepanLHHM OpraHom HUCIIOTHUTEIbHOM BJIacCTu, O6$I3aHbI OCYHICCTBJIATH IIPUCM,
yueT, 00paboTKy, aHaJIU3 U XpaHEHHE MMOCTYMAIOUIUX B UX aJIpec OT CyOBEKTOB 00pallieHus JeKapCTBEHHbBIX
CPEICTB M OpPraHOB T'OCYAApCTBEHHOW BIACTH COOOIICHHN O MOOOYHBIX JCHCTBHSIX, HEXKEIaTeIbHBIX
peaklMsIX, CEPbE3HBIX HEXKEJIATEIbHbIX U HENPEABUACHHBIX HEXKEJATEIbHbIX PEAKIUIX NPU IPUMEHEHUN
JIEKapCTBCHHBIX TIPErapaTroB, 00 OCOOCHHOCTSX WX B3aUMOJICHCTBUS C JIPYTHUMH JICKapCTBEHHBIMH
npernapaTamMy, HWHAWBHUIyaJbHOM HEMEPEHOCHMMOCTH, a Takke 00 HMHbIX (akTax U OOCTOSTENbCTBAX,
MNpEACTABIAIOIIUX YI'PO3Y JKU3HU UJIU 3JOPOBBIO UCIIOBCKA JINOO KUBOTHOT'O MJIH BIIUAOININX HA U3BMCHCHHUC
OTHOLLUEHUS 0KMIAEMOM IOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHBIX IIPENapaToB.

5. Ilpu BbIsSiBICHUU HMH(GOPMAIMH O CEPHE3HBIX HEXKENATEIbHBIX PEAKLUUAX W HENpPEIBUIACHHBIX
HEXXEJATeNbHbIX PEAKUUAX IPU IPUMEHEHHUH JIEKAPCTBEHHBIX IIpenaparoB, 00 OCOOEHHOCTAX MX
B3aUMOJCICTBUS C JPYTMMH JIEKAPCTBEHHBIMH IIperapaTaMi, WHIUBUIYaJIbHONW HENEPEHOCHUMOCTH, a
Takxke 00 MHBIX (pakTax U 0OCTOATENHCTBAX, BIUSAIOIIMX Ha U3MEHEHNE OTHOILICHUS 0XKUIaeMOH MOJIb3bI K
BO3MOXKHOMY PHUCKY IPHMEHEHHUS JIEKQpCTBEHHBIX IIpernapaTroB, JepXaTelud WIM  BIAJEIbLbI
PEruCTpPallMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX IPENapaToB, IOPUANYECKUE JIMIA, HA UM KOTOPBIX
BBIIaHbI pa3pelleHus] Ha NPOBEACHHME KIMHUYECKUX HccienoBaHuil B Poccuiickoit denepauuu, b0
YIIOJIHOMOYEHHBbIE MMM JpYyrue HOpUAMYECKHE JMLa O0sf3aHbl NPUHATH MEpbl, HAIPABICHHbIE HAa
YCTPAHEHUE  HEraTUBHBIX  IOCJHEACTBUM  NPUMEHEHUS  TAaKUX  JIGKAPCTBEHHBIX  IpPENapaTos,
IpeaynpeXxaeHue NPUUNHEHHs Bpesia )KU3HU WM 3]J0POBBIO YesloBeKa JHO0O0 KUBOTHOIO, 3aLIUTY UX OT
MPUMEHEHHS TaKUX JIEKAPCTBEHHBIX MPENapaToB, HA JONOJHHUTENIBHBIH cOOp MJaHHBIX 00 3ddekTnBHOCTH
1 0€30IaCHOCTHU TAKHX JIEKAPCTBEHHBIX IIPENapaToB.

6. 3a HEcOoOOIIeHNE WM COKPBITHE HH(OPMAIIHH, ITPETyCMOTPEHHOMN YacThi0 3 HACTOAIICH CTAaThH,
JepKaTeld WIM  BIaJeNblbl  PErHCTPALMOHHBIX  YAOCTOBEPEHUH JIEKapCTBEHHBIX Ipenaparos,
IOpUANYECKUE JIUIA, HA UMS KOTOPBIX BBbIJaHbl pa3pellieHusl Ha IPOBEACHUE KIMHUUYECKUX UCCIIEJOBaHUM
B Poccuiickoii ®enepaunu, JmO0 YHNOJTHOMOYEHHBbIE HMMHU JApPYrHe MOPUAMYECKHE JHMIA, a TaKkKe
JOJDKHOCTHBIE JIMIIA, KOTOPBIM 3Ta MH(pOpMalus cTajla M3BECTHA IO POAYy HMX HpodhecCHOHATBLHOU
JESTEIBHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickoit denepanui.

7. Ilpu moslydeHUU YIOJIHOMOYEHHBIM (pe/lepabHbIM OpraHOM HCHOJHUTENBHOM BJIACTH B paMKax
OCYILIECTBICHUsI UM (hapMaKkoHaA30pa J10Ka3aTeIbCTB O HECOOTBETCTBHM JICKAPCTBEHHOI'O Mpenapara
YCTAaHOBJICHHBIM TpPEOOBAaHUSAM WM IpPH MOJY4YeHUU HH(OpMAMM O HECOOTBETCTBUU JIaHHBIX 00
3G GEKTUBHOCTH ¥ 0 0€30MacCHOCTH JIEKaPCTBEHHOT'O Ipenapara JaHHBIM O JIEKApCTBEHHOM IIpenapare,
COJIEp KaIMMCSl B MHCTPYKIUU 110 €r0 MPUMEHEHUIO (B TOM UYHMCJIE BBISIBJICHHBIX B XOJ€ OCYIIECTBIICHUS
(bapMakoHaa30pa KOHTPOJIbHO-HAJ30pPHBIMU OpraHaMHM WHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIH
(benepanbHbI OpraH UCIOJIHUTENBHON BJIACTU B YCTAHOBJIECHHOM UM IOPSJKE pacCMaTPUBAET BOIMPOC O
IIPUOCTAHOBJICHUH IIPUMEHEHHUs TAKOT'0 JIEKAPCTBEHHOTI'O IIpenapara.

Cratba 65. [lMpuoctaHoBneHue nNpuUMEHEHUs1 JNeKapCTBEHHOro npenaparta pAns
BETEePUHAPHOro NpUMeHeHusi
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. HpI/I MOJIY4YCHHU U I/IH(I)OpMaI_II/II/I 0 HCKCJIATCIBHBIX PCAKIHUAX ITPU NPUMCHCHUU JICKAPCTBCHHOTO
nmpemnapara, HEC YKa3aHHBIX B HHCTPYKIHMU I10 MPUMCHCHHUIO JICKAPCTBCHHOI'O IIp€riapara, CEPbE3HBIX
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

HEXKEeNaTeNbHBIX peakiusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEHUCTBUS C JAPYTUMHU JIEKApCTBEHHBIMU
mpemapaTamMu, KOTOPbIE MOTYT MPEACTABISATh yrpo3y KU3HU WM 3I0POBBIO KHUBOTHOTO, a TaKkKe O
HECOOTBETCTBUH JAHHBIX 00 3(pPEeKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOIO IMpernapara AaHHBIM O
JIEKapCTBEHHOM IIpernapare, COJISPKAlIMMCS B MHCTPYKIIMU IO €ro MPUMEHEHHWIO, B TOM YHCIE OT
YIOJTHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCYJapCTB, 0OMEH KOTOPOH OCYIIECTBISETCS B COOTBETCTBUU
C COIAIICHUSMU MEXAY YIOJTHOMOYCHHBIM (De/iepadbHbIM OPTraHOM HCIOJHUTEIBHON BIAcTU H
YIOJHOMOYEHHBIMH OpraHaMH HWHOCTPAHHBIX TOCYAAapCTB, YIIOJIHOMOYEHHBIM deaepanbHblii opran
WCIIOJTHUTEIIBHON BIIACTH PACCMATPUBAET BOMPOC O BO3ZMOKHOCTH MPUOCTAHOBJICHUS 0OpaIlleHUsT TAKOTO
JIEKapCTBEHHOI'0 Tpernapara B MOPSAKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (eaepalbHbIM OpPraHoM
WCIIOJIHUTEIIbHOU BJIACTH.

(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2. llpy HEWUCIIOJIHEHHMU WM HEHAJJIEeXallleM MWCIIOJIHEHUN JIep’KaTelsiIMM WIM  BIaJelbliaMU
PETrUCTPAIMOHHBIX YIOCTOBEPEHUI JIEKapCTBEHHBIX IIPENaparoB JUIsl BETEPUHAPHOTO IMPUMEHEHMS,
IOpUANYECKUMU JIMLAMH, HA HMS KOTOPBIX BBbIJI@Hbl pAa3pEUICHHs] Ha IPOBEJIEHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit ®depepanuu, WM yINOJIHOMOYEHHBIMU HMMHU JPYTMMHU HOPUIUYECKUMHU
JuamMu o0s3aHHOCTEH, YCTaHOBJIEHHBIX YacTaMU 3 U 4 ctatbu 64 Hacrosuiero denepanbHOro 3aKoHa,
a100 B ciydae HEBBINOJIHEHUS NPEANUCaHMs, BBIAAHHOTO YIOJHOMOUYEHHBIM (hefiepalibHbIM OpraHoM
MCIIOJIHUTEJIBHOM BJIACTH IO UTOTaM OCYILECTBIEHHUS BHIOOPOYHOIO KOHTPOJISI KAUe€CTBa JIEKAPCTBEHHOTO
npernapara, YHOJHOMOYEHHBIH (eaepanbHblii OpraH MCIOJHHUTEIbHON BJIACTH B YCTAHOBJIEHHOM UM
MOPSAJIKE pacCMaTPUBAET BONPOC O NMPUOCTAHOBJICHUM IPUMEHEHUS TAaKOro JIEKAPCTBEHHOI'O Ipernapara
U1l BETEPUHAPHOI'O IPUMEHEHUS.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. YTpartun cuny ¢ 1 suBaps 2026 roaa. - @eaepanpubiii 3akoH oT 30.01.2024 N 1-03.

4. YIIOTHOMOYEHHBIH (heaepabHbI OpTaH UCIIOJHUTEIBHON BIACTH MTPH HAIMYHN y HETO CBEJICHHH
O HECOOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHMAM IpaBUI HaJyIeXallei
MIPOM3BOJICTBEHHOW MpPaKTUKW U (MJIM) O HApPYLIEHUHU JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObUIM
BBISBJICHBl B XOJE IIPOBEACHMS WHCIEKTUPOBAHUS IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB HIIH
OCYILIECTBJICHUS JINLIEH3MOHHOTO KOHTPOJIA B cpepe MpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIU
WIM MOTYT IPUBECTU K MPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB AJs BETEPUHAPHOTO NPUMEHEHMS,
MPUYMHUBIINX WIM CIIOCOOHBIX MPUYMHHUTH BPEJ KU3HM WM 370POBBI0 KMBOTHBIX, PacCMaTpPUBAET
BOIIPOC O IIPUOCTAHOBJICHUH PEAIM3ALINN U IPUMEHEHMSI JIEKAPCTBEHHBIX MIPENAPATOB ISl BETEPUHAPHOTO
MIPUMEHEHHUS B YCTAHOBJIEHHOM UM MOPSAKE B CAEAYIOLIUX CIydasix:

1) coctaB W (WJIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOTO Tpernapara i BETCPUHAPHOTO
HpI/IMeHeHI/Ifl (C OIIMCAaHHUEM CTa}II/Iﬁ HpOI/IBBOI[CTBa) OTJIINYAKTCA OT 3adABJICHHBIX B peFI/ICTpaHI/IOHHOM
JIOChE;

2) neKapCTBEHHBIN TpemapaT i BETepPUHAPHOTO MPUMEHEHHS MPOU3BEICH Ha TTPOU3BOACTBEHHOM
IUIOIA/IKE, HE YKa3aHHOM B PETMCTPALlMOHHOM JIOChE;

3) y HOpoM3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, MOITBEPKIArOIINe
COOTBETCTBUE KauyeCTBA JIEKAPCTBEHHOI'O IIperapara Ui BETEPUHAPHOIO NPUMEHEHMs, BBOAUMOIO B
Ipa)xaaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 rOCYAapCTBEHHOM perucrpalmy;

4) MNPOU3BOJAUTCIICM  JICKAPCTBCHHLBIX CPCACTB B COrJIaCOBaHHBIA C COOTBCTCTBYIOIIIUM
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

YIOJTHOMOYEHHBIM (hefiepabHbIM OPraHOM HCIHOJIHHUTENBHOM BJIACTH CPOK HE YCTPAHEHBI HaPYIICHHS
TpeOOBaHUI TpPaBUI HAJUICKAIICH TPOU3BOJCTBEHHONW MPAKTHKU W (WJIM) JTUIECH3MOHHBIX TPeOOBaHUHA,
KOTOpBI€ ObUIH BBISBIICHBI B X0/I€ TPOBEICHUS MHCIEKTUPOBAHUS IIPOU3BOAUTES JIEKAPCTBEHHBIX CPE/ICTB
WM OCYIIECTBIICHUS JUIEH3MOHHOTO KOHTPOJs B chepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB H
MIPUBEIM WM MOTYT NPHUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX NPENapaToB sl BETEPUHAPHOIO
MPUMECHECHHUS, TPUYNHUBIIHNX WIA CIOCOOHBIX MPUYUHUTD BPEJI )KU3HU WIH 3I0POBBIO KUBOTHBIX.

(dactb 4 BBeneHa denepanbHpiM 3aKk0HOM OT 04.06.2018 N 140-D3)

7. B mopsjake, IpeayCMOTPEHHOM YacThi0 4 HACTOSIIEH CTaThH, YIOJTHOMOYCHHBIN (henepaabHbIi
OpraH MCHOJHUTEIHHOM BJIACTU pacCMaTPUBAET BOIIPOC O MPUOCTAHOBJICHUU pean3allii U TPUMEHEHUs
JIEKapCTBEHHOI'O IIpernapaTa Uil BETEPUHAPHOIO IMPUMEHEHMs B CIy4yae BBISIBICHUS B TI'PAKIAHCKOM
000poTe cepuu JIEKapCTBEHHOTO Mpernapara Ajsi BETepUHAPHOTO MPUMEHEHHUSI, JOKYMEHTBI U CBEICHHS O
KOTOPOH, MpexycMoTpeHHble yacTaMu | - 3 u 6 crathu 52.2 Hactosmero dexepalbHOr0 3aKOHA, HE
MIPEJICTaBJICHBI B YKa3aHHBIM OpraH, 1100 Cepuu UMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOT O MIpenaparta Jis
BETEPUHAPHOTO IMPUMEHEHUs, HE HMMEIOLIEH pa3pelieHus, IpeIyCMOTPEHHOIO 4acThio 8 craThu 52.2
HacTosamero @enepalbHOrO 3akoHAa. B yka3aHHOM cilydae YHOJHOMOYEHHBIN GenepanbHbIi Opran
WCIIOJIHUTEJIBHON BJIACTH MPUHHUMAET PEILEHUE O MPHUOCTAHOBIEHUWU peai3allMd U NPUMEHEHHUS TaKUX
cepuil 10 TPECTABICHUSA YKa3aHHBIX JOKYMEHTOB M CBEACHMH IIMOO 10 TOMy4YeHUS YKa3aHHOTO
paspelieHus.

(uacts 7 BBeneHna denepanpubiM 3akoHOM 0T 02.07.2021 N 317-03)

CraTtbsa 66. UHcpopmauma o pesynbtaTax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YnonHoMo4YeHHbI  (pemepanpHBlii  OpraH  HCIOJHUTENBHOW  BJACTH,  OCYUIECTBIISIOIIUN
(dhapmakoHaa30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha CBoeM oduimanbHOM caiite B cetu "MHTepHeT"
MH(pOPMALIHIO O:

1) BBISABJICHMMW HOBBIX IMOATBCPKACHHBIX OAHHBIX O IMOOOYHBIX I[GI\/'ICTBI/ISIX, HEXCIIaTCIIbHBIX
peaKknuiaX, CCPbE3HLIX HECEKCIIATCIIbHBIX PCAKOUAX, HCUPCABUIACHHBIX HCEKCIIATCIIbHBIX PCAKIUAX IMPU
MPUMCECHCHUM JICKAPCTBCHHOI'O IIPEIriapara, B TOM YHCJIC BJIUAOIINX HAa OTHOIICHUEC O)I(I/IJI&GMOﬁ IIOJIB3bI K
BO3MOXHOMY PHUCKY ITPUMCHCHU NAHHOTO JICKApCTBECHHOI'O IIpEIiapara;

2) IPUHATHIX PELICHUSIX O BHECEHUH W3MEHEHUH B MHCTPYKIMIO 110 IPUMEHEHHIO JIEKAPCTBEHHOIO
npernapara, 0 IPUOCTAaHOBICHUH NMPUMEHEHUS JIEKapCTBEHHOTO Ipernapara, 00 M3bATUH U3 OOpalleHus
JIEKapCTBEHHOTO Mpernapara Wik 0 BO300HOBICHUH IPUMEHEHHUS JIEKAPCTBEHHOTO ITpenapara.

nasa 14. UHPOPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPWUHIA OBUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ansda MEAUUUHCKOIo NPUMMEHEHUA
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Cratbsa 67. UHdopmauma o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOpPUHra
ABWXEHUS NneKapcTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMeHeHus
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

1. Mndopmamnust o JIeKapCTBEHHBIX MNpenaparax, OTIYCKaeMbIX II0 PELenTy Ha JIeKapCTBEHHBIN
npemnapar, AOJIDKHAa COACPKATHCA TOJIBKO B CICHUAIM3WPOBAHHBIX H3JAHUAX, MNPCAHA3HAUCHHBIX JJIA
MEIUIMHCKUX, (papMaleBTHYeCKuX pabOTHUKOB, CIICMAIUCTOB B 001acTH BeTepuHapuu. Mupopmarnus o
JICKApCTBCHHBIX IIpCIiaparax AJjid CIICHHUAJINCTOB B obacta 06paH_IeHI/I$I JICKAPCTBCHHLBIX CPCIACTB MOKCT
colepKaTtbcsi B MOHOrpadusX, CHPAaBOYHMKAX, HAYYHBIX CTaThsX, B JIOKJIQAaX Ha KOHIPEccax,
KOHCI)epeHI_[I/ISIX, CUMIIO3WYyMAax, HAYYHbIX COBCTAX, a TAKIKC B HHCTPYKIHUAX 1O MNPUMCHCHHUIO
JIEKapCTBEHHBIX IPETapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. Nndopmanusi 0 JeKapCTBEHHBIX IIperaparax, OTIyCKaeMbIX 0e3 pelenta Ha JeKapCTBEHHBIH
mpemapaTr, MOXKET COJACPKAThCS B IYONUKANUAX W OOBSIBICHHUAX CPEICTB MacCOBON HHQOpMAINH,
CHEIHATM3UPOBAHHBIX U OOLIUX TMEYATHBIX M3AAHUAX, UHCTPYKIMIX MO NMPUMEHEHHUIO JIEKapCTBEHHBIX
MpermapaToB, MHBIX U3AAHUIX CYOBEKTOB OOpalleHHs JIGKAPCTBEHHBIX CPENCTB. PexiiaMHbIe MaTepuaibl O
JIEKapCTBEHHOM IIperapaTe, OTIyckaeMoM Oe3 pelenTta Ha JIeKapCTBEHHBIM Mpenapar, JAOKHBI
COOTBETCTBOBATh MHCTPYKITUU IO MPUMEHEHHUIO JICKAPCTBEHHOTO Tperapara.

3. JlomyckaeTcsi UCIOJIb30BaHUE JIOOBIX MaTepUalIbHBIX HOCUTENEH, MO3BOJIAIOLIMX XPaHUTb,
nepeaaBaTh U UCIOIB30BaTh MHPOPMAIIMIO O JIEKAPCTBEHHBIX MpernapaTax 0e3 ee HCKaKCeHHUS.

4. Jlns uenel wuaeHTH(UKALMU YIAKOBOK JIEKApPCTBEHHBIX IpernapaTroB s MEAULHUHCKOTO
IIPUMEHEHUS MPOU3BOJUTENIN JIEKAPCTBEHHBIX CPEJICTB B IOPSAJKE, yCTaHOBIEHHOM IIpaBuTEnbCTBOM
Poccuiickoit denepanyy, HAHOCAT HA NEPBUYHYIO YIIAKOBKY (B OTHOIIEHUU JIEKAPCTBEHHBIX MIPENapaToB
JUI. MEAULIMHCKOTO MPUMEHEHHS, JJI1 KOTOPbIX HE MPEJyCMOTpEHA BTOPUYHAS YIIaKOBKAa) U BTOPUUHYIO
(MOTpeOUTENbCKYI0) YIIAKOBKY JIEKApPCTBEHHBIX MpernapaToB s MEAULMHCKOIO MPUMEHEHUs CpelCTBa
UACHTUDUKAINH, 32 HUCKIIOUEHHEM JIEKapCTBEHHBIX NPENapaToB s MEAMIMUHCKOTO TPUMEHEHHS,
IIPOU3BOJUMBIX JJIsl MPOBENCHUS KIMHUYECKUX HMCCIEAOBAaHUM, 3KCIIOPTA, JIEKAPCTBEHHBIX IIPENapaToB
JUTSI METUIIMHCKOTO IPUMEHEHUS, YKa3aHHBIX B yacTsX S u 8 crarbu 13 Hactosmero denepaibHOro 3aKoHa,
panuodapmManeBTHYECKUX  JIEKAPCTBEHHBIX IPENapaToB, BBICOKOTEXHOJOIMYHBIX  JIEKAPCTBEHHBIX
[IpernapaToB, KOTOPbIE MPOU3BEACHBI MaJbIMU CEPHUSIMU, COCTOSIT W3 OJHOM WJIM HECKOJIbKUX 03
BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOI'O Ipenapara, IpeIHa3HAaueHbl I KOHKPETHOIO IAalMEHTa,
UMEIOT KOPOTKHUI CPOK TOJAHOCTH (10 NEBSHOCTA KaJCHJAPHBIX JAHEW) U (WJIM) TeMIepaTypHBIH peXUM
XpaHEHUs U TpaHCIoOpTUpoBaHusa MUHYC 60 rpaxycoB Llenbcns uinm HUXKe, MUSABOK MEIUIMHCKUX U Fa30B
MEAUIMHCKUX. )1 TeKapCTBEHHBIX NMPENapaToB ¢ MEKIYHAPOIHBIM HEIATEHTOBAaHHBIM HAaUMEHOBaHUEM
"OraHon" cpeaCcTBO UACHTU(HUKAIIMY HAHOCUTCS Ha BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY B Cllydae,
€CIIM TakKasl yNaKOBKa SIBJISETCS WHIAMBUAYAIbHONW BTOPUYHOM (MOTPEOMTENbCKON) YIAaKOBKOW 3TOTO
JIEKapCTBEHHOT'O IpemnapaTa, a B ClIydae OTCYTCTBUS BTOPHYHOM (HMOTPEOMTEIbCKON) YHNAKOBKH HIIU
HaJIM4us YIAaKOBKH, B KOTOPOU HaxoauTcs Oosiee OHON eIMHUIbI YKa3aHHOTO JIEKapCTBEHHOT 0 ITpernapaTa
B IEPBUYHOI YMaKoOBKe, CPEACTBO MJICHTU(PHUKALIMK HAHOCUTCS HA IEPBUYHYIO YIIAKOBKY.

(wacte 4 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
denepanbhbIx 3ak0HOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepuCTUKHU CPEICTBA HACHTU(PUKAIINH, TIOPSOK €ro HAHECEHUs M TpeOOBaHUS K CTPYKTYpE
u ¢dopmary wuHbOpMAIMK, KOTOPYIO COACPKUT CPEACTBO HACHTU(DUKAIMU, OMPEICIISTIOTCS
[TpaBuTenscTBOM Poccuiickoit @enepanum.
(uacTb 5 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

KoncynprantlIntoc: mpumedanue.
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

Y. 6 ct. 67 (B pen. D3 ot 28.12.2025 N 514-D3) pacnpocTpaHseTcs Ha COTJIAICHUS O TOCYAapCTBEHHO-
YaCTHOM (MYHHUIIMITAIbHO-9aCTHOM) TaPTHEPCTBE, 3aKiItoueHHbIe 10 28.12.2025.

6. Co3ganue, pa3BUTHE M SKCIUIyaTallds CHCTEMbl MOHUTOPHHIA JBMKEHHUS JIEKAPCTBEHHBIX
[IPENapaToB Ul MEIUIMHCKOTO IPUMEHEHHs OCYLIECTBISAIOTCA HA OCHOBAaHMM COTIJIAILICHUA O
roCy/1lapCTBEHHO-YaCTHOM IapTHEPCTBE, 3aKJIIOUEHHOTO MEXAY POCCHUMCKUM IOPUANYECKUM JIMLOM H
Poccutiickoit ®enepanyeii, OT UMEHH KOTOPOU BICTYIAET (peepaabHbIii OpraH UCIIOTHUTEIIBHON BIIACTH,
OCYLIECTBISIOMMNA (PYHKIIUM 1O BHIPAOOTKE TOCYAapCTBEHHOW IOJUTHKH M HOPMAaTHBHO-TIPABOBOMY
peryanupoBaHuIO B cepe BHYTPEHHEH TOProBiIK. Y Ka3aHHOE COIVIAIIEHUE 3aKJII0YaeTCsl B COOTBETCTBUHU C
®enepanbHbIM 3ak0HOM 0T 13 utons 2015 rona N 224-@3 "O rocynapcTBEHHO-4YaCTHOM IApTHEPCTBE,
MYHMIMIIAJILHO-4YaCTHOM NapTHepcTBe B Poccuiickoil denepanuy 1 BHECEHUHM U3MEHEHUHN B OT/CIIBHBIC
3aKkoHozAarenpHble akThl Poccuiickoit ®enepauun" c yuetoM ycTaHaBiMBaeMblX llpaBuTenbcTBOM
Poccuiickoit denepanuu nopska co3gaHus, pa3BUTHs, BBOJA B HKCIUIyaTalUI0, SKCIULyaTallud U BBIBOJA
U3 3KCIUTyaTallid CHUCTEMbl MOHUTOPUHIA JBUKEHMS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAMIIMHCKOIO
IPUMEHEHMs, NOpsJKa MpeJoCTaBIeHUs HH(POpPMaLUK, CcoJeprKalleiics B CHUCTEME MOHUTOPHHIa
JBUKEHMSI JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIULIUHCKOTO NMPUMEHEHUS, U MOPsAJKAa B3aUMOJCHCTBUS
yKa3aHHOH CHCTEMbI C UHBIMU I'OCYJapCTBEHHBIMU MH()OPMAITMOHHBIMU CUCTEMaMH U MH(POPMAITMOHHBIMU
CHCTEMaMH OPUINYECKUX JIUI U MHAWBUAYAIBHBIX MpEeNNpUHUMATENeH, yKa3aHHbIX B dacTsax 7 u 10
HacToAlEeN cTaThbu. Poccuiickoe HOpHINYECKOe JIMIO, YKa3aHHOE B HACTOALIEH 4acTH, OCYLIECTBIISIET
(GyHKIMU omepaTropa CUCTEMbl MOHUTOPHHTA JIBIKCHHUS JICKAPCTBEHHBIX MPETapaToB sl MEAUIIMHCKOTO
npumeHeHus. [Ipunsatue IlpaButensctBom Poccuiickoit denepannu pelmeHui 0 3aMEHE YKa3aHHOTO
orepaTopa Wiu IpeKpalleHUH OCYLIECTBIECHN UM (DYHKIUI orepaTopa He JOIYCKaeTCsl B TEUEHUE CPOKa
JEMCTBYS COTJIAIIECHHUS, YKA3aHHOTO B HACTOSIIIEH YaCTH.

(uactsb 6 B pen. enepanpHoro 3akoHa ot 28.12.2025 N 514-D3)

KoncynprantlIntoc: npumedanue.
Y. 6.1 cT. 67 pacnpocTpaHseTcsl Ha COTJIAIIEHHUs O TOCY1apCTBEHHO-YaCTHOM (MYHHUIIUIIAIBHO-4aCTHOM )
nmapTHEPCTBE, 3aKodeHHbIe 10 28.12.2025 (P3 ot 28.12.2025 N 514-D3).

6.1. Oneparop cuCTeMbl MOHUTOPUHIA JBUKCHUSI JIEKaPCTBEHHBIX IIPENapaToB AJIs MEAULIUHCKOIO
NPUMEHEHUs IIEHTPAIM30BaHHO obecreunBaer ¢GopMupoBaHUe (TeHEepaluio) Koja MPOBEPKU C
UCMOJIb30BAHUEM TEXHUUYECKUX CpEeACTB (POPMHUPOBAHUS KOAA TNPOBEPKU U OKA3bIBA€T YCIYTU IO
MIPEIOCTABIIEHUIO KOJIOB MapKHUPOBKH, HEOOXOIUMBIX i1 (POPMHUPOBAHUS CPEACTB HACHTU(DUKALMHU U
o0ecreyeHnss MOHUTOPUHTIA JIBM)KEHUS JIEKAPCTBEHHBIX MpPEnapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS.
Pa3mep muaTel 3a oka3zaHME TaKMX YCIYI W TMOPSJAOK €€ B3UMaHUS YCTaHABIMBAIOTCS HOPMAaTHUBHBIM
npaBoBbIM akToM IIpaButenscTBa Poccuiickoit denepannn, NpuHUMaeMbIM Ha OCHOBAHUH YacTH 4 CTaTbU
20.1 ®depepanpHOro 3akoHa ot 28 mexadpst 2009 roma N 381-d3 "OO6 ocHOBaxXx TrocCymaapCTBEHHOTO
pEryJIMpoBaHMsl TOProBou AesrenpHOCTH B Poccuiickoin @enepanun’. M3smeHeHue pasmepa yka3aHHOM
IJIaThl B TEYEHHUE CPOKa JEWCTBUS COTIAIIEHUS O TOCYAapCTBEHHO-YaCTHOM MapTHEPCTBE, YKa3aHHOTO B
yacTu 6 HACTOSIILEN CTaTbH, HE I0IIyCKAETCA.

(uacTsb 6.1 BBeneHa DenepasibHbIM 3ak0HOM OT 28.12.2025 N 514-03)

Koncynprantlntoc: npumedanue.
Y. 6.2 ct. 67 pactipocTpaHsieTcs Ha COTIAIeHHs] O TOCYAapCTBEHHO-YaCTHOM (MYHHUIIMITAIbHO-YAaCTHOM )
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

napTHEPCTBE, 3aKiroueHHbIe 10 28.12.2025 (D3 ot 28.12.2025 N 514-03).

6.2. Oneparop cucTeMbl MOHUTOPUHIA JIBU)KEHHS JIEKAPCTBEHHBIX MPENAPATOB I MEAULUHCKOTO
MPUMEHEHHS OCYIIECTBIISIET CBOM (PYHKIIMM B COOTBETCTBHM C HAacTOSIUM DenepalibHBIM 3aKOHOM,
®enepanbHbiM 3ak0HOM OT 13 wmrons 2015 roga N 224-®3 "O rocyaapCTBEHHO-YaCTHOM IMAapTHEPCTBE,
MYHUILUIIAJIBHO-YaCTHOM IIapTHEpCTBe B Poccuiickoit denepanuy U BHECCHUU U3MEHEHUM B OTIEIIbHBIC
3aKOHOJaTenbHble akThl Pocculickoin @eaepaunu’ U corjialieHUEM, YKa3aHHbIM B 4acTU 6 HACTOSIIEH
ctathu. [Ipu 3TOM B TeueHue Cpoka IeUCTBUS TAKOTO COTJIAIICHUS HE JIOMYCKAIOTCS:

1) U3MeHEeHHE CYIIECTBEHHBIX YCJIOBUN TaKOro COTJIAIICHHS B YacTU YMEHBILIEHHUS CpPOKa €ro
JCHCTBUSL U W3MEHEHUs oO0beMa (PHHAHCOBBIX O0SI3aTENBCTB €r0 CTOPOH, 32 HMCKJIFOUYEHHUEM Ciydas,
yKa3aHHOTro B nojnyHkTe | mynkra 2 ctateu 450 ['paxknanckoro koaekca Poccuiickoit @enepanuu;

2) W3MCHEHHE IMPOIEHTa OOMIETO KOJWYECTBA TOJIOCOB, MPHUXOJSMIIMXCS Ha JIOIH, KOTOPHIC
COCTaBJISIIOT YCTaBHBIA KamUTall ONEepaTropa M B OTHOUICHHH KOTOPBIX Poccuiickas ®enepanus u (Wim)
rocyJapcTBeHHasi KOPIOpaIUs UMEIOT IIPaBO MPSAMOTO U KOCBEHHOTO PaCIOPSHKEHUSI.

(uacThb 6.2 BBeneHa DenepalibHbIM 3aKOHOM OT 28.12.2025 N 514-D3)

7. KOpuaudeckue auma U WHIUBUAYAIBHBIC TIPEIITPHHUMATEIH, OCYIICCTBISIONMNE TPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyro ®enepanuio, OTHYCK, pealu3alHio, Mepeaady, NpUMEHEHHE |
YHHYTOXKECHUE JICKAPCTBEHHBIX MPEIapaToB ISl MEIUIIUHCKOTO IPUMEHEHUS, 00SCIICYUBAIOT B MTOPSIIKE U
B cocTaBe, KOTopbie ycraHoBiieHbl [IpaBurenbctBom Poccuiickoii @enepanuu ¢ yderoM BHIA
OCYIIIECTBIISIEMOM WMU JIEATEIIPHOCTH, BHECEHWE HWH(OOpPMAMKM O JIGKAPCTBEHHBIX IMpemnaparax s
MEIUIUHCKOTO TPUMEHEHHUS B CHCTEMY MOHUTOPHHIA JIBWXKCHHUS JICKAPCTBEHHBIX IIpENapaToB s
MEIUIITHCKOTO MPUMEHCHHS.

(uactb 7 BBeneHna denepanbubiM 3aKk0HOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE Mpenaparbl Ui MEIULUHCKOIO TPUMEHEHMs], NpeJHa3HAuYeHHbIE IS
obecriedeHuss JHL, OOJbHBIX reMo(duiIMel, MYKOBHUCIHI030M, T'MIO(GHU3apPHBIM HAaHU3MOM, OOJE3HBIO
["omte, 310kauecTBEHHBIMU HOBOOOPA30BaHUSIMU JINM(OUAHOMN, KPOBETBOPHON U pOACTBEHHBIX UM TKaHEH,
paccessHHbIM CKJIEpO30M, JIMI[ MOCje TPaHCIJIAHTAIllMM OpPraHoB M (WJIM) TKaHeH, mpou3BeneHHbIe 10 31
nexabps 2019 roga, a Takke HMHbIE JIEKAPCTBEHHBIE IpenapaThl I MEIUIIMHCKOTO MPUMEHEHMUS,
npousBeneHHsble 10 1 nroina 2020 roga, nouiekaT XpaHEeHUIo, IEPEBO3KE, OTITYCKY, pealln3allui, epeaye,
MIPUMEHEHUIO 0€3 HaHECEHUS CPEICTB UACHTU(DUKALIMY 10 UCTEUEHHSI CPOKA UX ToAHOCTH. [TpaBUTENHCTBO
Poccuiickoii @eneparun BlpaBe YCTAHOBUTh 0COOEHHOCTH BBOJA B IPAXKAaHCKUH 000POT JIEKAPCTBEHHBIX
MpenapaToB I MEAUITUHCKOTO IPUMEHEHUS, TPOU3BEIeHHBIX B riepro ¢ 1 utosns 2020 roga o 1 okTs6ps
2020 roma. B mensix BBOJA B IpakJAaHCKUIl 0OOpOT JIeKapCTBEHHBIE Mpenaparbl Ui MEIUIMHCKOTO
MIPUMEHEHHUS, 32 UCKIIIOUEHUEM JIEKAPCTBEHHBIX MpErapaTroB, NpeJHa3HAYeHHbIX JIJIs 0OeCieueHus JIMIL,
OonbHBIX  remoduiaMed, MyKOBHCHUUIO30M, THUNOGHU3apHBIM  HaHM3MOM, Ooze3nbto  [ome,
3JI0KQYECTBEHHBIMH HOBOOOPA30BAHUAMU JMMQOUTHONW, KPOBETBOPHOM M POJICTBEHHBIX WM TKaHEH,
paccessHHbIM CKJIEPO30M, JIMII TMOCJe TPAHCIUIAHTAlMM OPTraHoB W (MJIM) TKaHEH, MpOHM3BEJCHHBIE 3a
npeaenamu Tepputopun Poccuiickoit @eneparuu 1o 1 oxTsaops 2020 roma, MOTyT OBITh BBE3EHBI B
Poccuiickyro @enepanmto 10 1 auBaps 2021 roga B mopsike, ycTaHoBieHHOM lIpaBurenscTBOM
Poccutiickoit deneparuu, 6€3 HAaHECEHUS CPEICTB UICHTU(PDUKAIIUN.

(B pen. deaepanbHbIx 3aKk0HOB OT 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss WHOOPMAIMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHHTOPWHTA JBHIKEHUS
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHBIX MpEernapaToB Jig MEAUIMUHCKOTO TMPUMEHEHUS C MHBIMU TOCYAapCTBEHHBIMU
WH()OPMALIMOHHBIMUA CUCTEMaMH O0ECIEYrBACTCSI B TOM YHCJIE MOCPEICTBOM HH(PPACTPYKTYPHI,
oOecnieurBaromied UHGOPMAIMOHHO-TEXHOJIOTMYECKOE B3aUMOJICHCTBUE HH(POPMAIMOHHBIX CHUCTEM,
WCIIONB3YEMBIX JUISI TPEJOCTABICHUS TOCYIApCTBEHHBIX M MYHUIHUIAIBHBIX YCIYT M HCIOJIHEHUS
roCy/IapCTBEHHBIX U MYHHUIIMITAIBHBIX (YHKIIMH B 3J1€KTPOHHOU hopme.

(gacts 8 BBenena denepaibHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

9. Undopmarnus, conepkaniasicsi B CUCTEME MOHUTOPUHIA JBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB
U MEAUIMHCKOTO MPUMEHEHHUS, SBJSIETCS MHPOPMaLuel OrpaHUuYeHHOr0 J0CTyIa B COOTBETCTBHH CO
cratbeit 9 denepanpHoOro 3akoHa ot 27 uronst 2006 roga N 149-d3 "O6 nadpopmanmu, “HPOPMAITMOHHBIX
TEXHOJIOTUSIX U O 3aIuTe HHpopManuu'", 3a UCKII0OYeHHEM HH(POPMALIUHU, HEJOMYCTUMOCTh OTpaHUYCHUS
JOCTyla K KOTOpOM ycTaHOBJeHa ¢efepalbHbIMU 3aKOHaMH, a Takke HHGOpMaluu, OTHECEHHOU
IIpaBurensctBoM Pocculickor ®enepanvu B COOTBETCTBHM € HacrosmuMm dDenepanbHbIM 3aKOHOM K
obmenoctynHoi nHpopMaruu. O0mienoctynHas uHGoOpMaIHs, coepsKamiasics B CUCTEME MOHUTOPHHTA
JBUKEHMSI JIGKQPCTBEHHBIX IIpenapaToB s  MEIUIMHCKOTO IPUMEHEHUs, pa3Mellaercsi B
UH(OPMALIMOHHO-TEIEKOMMYHUKAITMOHHOM ceTH "MHTepHeT" (B TOM uucie B (hOpMe OTKPBITHIX JTaHHBIX )
B IIOpsiAKe, ycTaHOBIEHHOM [IpaButenscTtBoM Pocculickoit denepanuu.
(uactb 9 B pen. enepanbuoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. doctyn k mHbopmaiuu, coaepKamieiicss B CUCTEME MOHUTOPHUHTA JIBHXKCHHS JIEKAPCTBEHHBIX
MpenapaToB Uisi MEIUIIMHCKOTO TMPUMEHEHHs, 00eCIeUYnBaeTCs ONEPaToOpoOM CHCTEMbl MOHHUTOPHHTA
JBH)KEHUS JIEKAPCTBEHHBIX IPENapaToB Il MEAULIMHCKOrO MPUMEHEHHUS B IOPAJKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @Denepainuy, B COOTBETCTBMM C 3aKOHOJATENILCTBOM Poccuiickoii
Oenepant 00 wHOpManuu, WHPOPMAIMOHHBIX TEXHOJOTHSIX W O 3amure wuHopmanuu,
3aKoHOaTenbCcTBOM Poccuiickoit @dexnepaunu O TOCYJapCTBEHHOM TailHEe, 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanyii 0 KOMMEPYECKOM U MHOM OXPaHSAEMOM 3aKOHOM TalHE U C YYETOM ITOJIOKEHUN
Hacrosmen cratbu. [IpaBurensctBo Poccuiickort @Penepauuu BIIpaBe YCTAHABIMBATH IIEPEUYECHb
JIEKApCTBEHHBIX MPENAPaTOB I METUIIMHCKOTO MPUMEHEHHUSI U (WJIH) TPYIII JISKAPCTBEHHBIX MIPENapaToB
JUIS METUIIMHCKOTO TPHUMEHEHHUS W OCOOCHHOCTH JAOCTyma K HMH(OpPMAlUU O TAaKUX JIEKAPCTBEHHBIX
Mpernaparax, COJepXk alencss B CUCTEME MOHUTOPUHIA JIBU)KEHHUS JIEKAPCTBEHHBIX IPENapaTroB s
MEIUIMHCKOTO TPUMEHEHUS.

(dactp 9.1 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHHUTOPUHIA JBW)XXEHHUS JIEKapCTBEHHBIX MPEMapaTroB Ui
MEJUIIMHCKOTO MPUMEHEHHS O00JaJaf0T MPaBOM JOCTyINa K MH(POPMAIMH, COACPIKAIICHCS B CHUCTEME
MOHUTOPUHIA JIBM)KEHMSI JIEKapCTBEHHBIX NPENaparoB s MEAMIMHCKOTO TNPUMEHEHHs, C Y4EeTOM
OTpaHUYCHUN JOCTyIMa K yKa3aHHOW WH)OpMaAIuu U ee Tocieayroliel 00padoTKe, YCTaHOBJICHHBIX
HacTtosiuM  DefepanbHbIM 3aKOHOM W WHBIMHM HOPMAaTHUBHBIMU MPaBOBbIMH akTamu Poccuiickoi
denepanuu.

(dactp 9.2 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.3. ®denepanpHble OpraHbl HCIOJIHUTEIBHOM BJIACTH U HCIIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepanuu B Lensax, onpeneneHHbix IIpaBurensctBoM Poccuiickon denepauuu, UMEOT
paBo JocTyna K MH(OpMalnuu O CyObeKTax OOpalleHHs JIEKapCTBEHHBIX CPEICTB, O JEKapCTBEHHBIX
npernaparax u 00 060poTe TaKMX JIEKAPCTBEHHBIX MpenapaToB, HEOOXOAMMOM IS BBIMOJIHEHHS 3a1ad U
OCYILIECTBICHUS (YHKIMM, BO3JOKEHHBIX Ha (enepanbHble OpraHbl HCHOJHUTENIBHOM BIIACTH H
UCTIOJHUTENIbHBIE Opranel cyObekToB Poccuiickoit denepanuu, CTaTUCTHYECKOW HWHPOpPMALUU O

www.consultant.ru CrpaHuua 154 n3 164
HafeXxHaa npaBoBan noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=470143&date=03.02.2026&dst=100034&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=508807&date=03.02.2026&dst=100086&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=314169&date=03.02.2026&dst=100009&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=483026&date=03.02.2026&dst=100101&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=515572&date=03.02.2026&dst=100241&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=483026&date=03.02.2026&dst=100103&field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&base=LAW&n=483026&date=03.02.2026&dst=100105&field=134

®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

JIEKapCTBEHHBIX Mpernaparax u 00 ux o0opoTe, a Takke K oOmienocrynHoi uaopmanuu. CoctaB 3Toi
nH(OpMALIUK ONPEAETSETCS COTJANICHUSIME 00 MH()OPMAIIMOHHOM B3aMMOJICHCTBHUH, 3aKIFOYEHHBIMH
OIepaToOpoOM CHUCTEMbl MOHUTOPWHTA JBUKEHHS JIEKAPCTBEHHBIX MPErnaparoB i MEAUIMHCKOIO
MPUMEHEHHS ¢ (eAepaTbHBIMU OpPraHAMU WCTIOJHUTEILHOW BIIACTH WIIU HCIIOTHUTEIBLHBIMA OpPTaHAMHU
cyorektoB  Poccmiickoit  ®Denepanuum U (emepadbHbBIM  OPraHOM  HCHOJHUTEIBLHOM  BIIACTH,
OCYIIECTBISIONUM (PYHKIIMH IO BBIPAOOTKE M peaiu3alui TOCYJapCTBEHHON MOIUTUKH U HOPMATHBHO-
MIPaBOBOMY PETYJIMPOBAHUIO B cepe 3IpaBOOXpaHEHUSI.

(uactb 9.3 BBeneHa PenepanbHbM 3akoHOM 0T 04.08.2023 N 474-D3; B pen. denepanbHOro 3aK0Ha OT
08.08.2024 N 232-®3)

9.4. CyObexT oOpalieHHs JIeKapCTBEHHBIX CpEACTB HMMEET IMpaBO JOCTyna K HHPOpMauuu 00
orepanusax ¢ JEKapCTBEHHBIMU NpernaparaMy Jisli MEIWLHUHCKOrO MPUMEHEHHUs, COBEPUICHHBIX 3THUM
CyOBeKTOM 0OpaleHust JIeKapCTBEHHBIX CPEACTB, a TAKXKe K 00IIeI0CTYITHON HH(OPMAIIHH.

(uacTb 9.4 BBeiena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop CUCTEeMbl MOHUTOPWHTA JBUKCHHSI JICKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO
NpUMEHEHHs o0JIaZlaeT MpPaBOM JOCTyNa K WH(POPMALUHU, COJIEpIXKAIIeHCsl B CHCTEME MOHUTOPHHIA
JBUOKCHHS JICKAPCTBEHHBIX TPENaparoB IS MEAWIIMHCKOTO TMPUMEHCHHSI, BKJIIOYas WH(OPMAIIUIO
OTPaHUYEHHOI'0 JIOCTYNa, C BO3MOXHOCThIO €€ OOpabOTKH, B TOM 4YHCIE €€ MPEIOCTaBICHUS U
pacrpocTpaHeHHs, OOecledeHnus IOCTyna K Hed M OKa3aHUsl YCIYyT C €€ HCIOJIb30BaHUEM (Jajee -
o0OpaboTka).

(dactp 9.5 BBenena denepanbubiM 3akoHOM OT 04.08.2023 N 474-03)

9.6. Oneparop cucTeMbl MOHUTOPUHIA JBUKECHMSI JIEKAPCTBEHHBIX IIPENApaToB IJI MEAULIMHCKOIO
MPUMEHEHHUS MOXKET OCYIIECTBIATH 00paboTKy MH(OPMAIK OTPaHMYEHHOTO JJOCTYIA, COAepIKaIIecs B
CHCTEME MOHHUTOPHUHIA JBM)KEHUS JIEKAPCTBEHHBIX IpPEnapaToB Ui MEAMLIMHCKOTO NMPUMEHEHUs, MpH
YCIIOBHH 00sI3aT€TILHOTO 00€3TMYMBaHUS Takod WH(GOpPMAIMA B COOTBETCTBHHM C YTBEPKIa€MBIMHU
benepaabHBIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH, OCYILECTBIIIONMM (YHKIMM IO BBIPAOOTKE H
pealiM3allud TOCYAApCTBEHHOW TMOJNWTUKM M HOPMATHBHO-IIPABOBOMY pEryjlMpoBaHUI0 B cdepe
3paBOOXPAaHEHMs, IO COIJIACOBAHUIO C  (peaepanbHbBIM OpPraHOM  HCHOJHMUTENBHOM  BIacTw,
OCYILECTBISIOUUM (PYHKIIMH IO KOHTPOJIIO U HAaA30py B chepe HHPOPMAIMOHHBIX TEXHOJIOTUM U CBS3H, U
(benepaabHBIM OpPraHOM UCIIOJIHUTENBHOM BIaCTH B 00J1aCTH 0OecriedeHns: 0€30MacHOCTH TPeOOBaHUSIMHU K
00e3TMYMBaHUIO TaKOM MHpOpMAUM U MeToJlaMu 00e3InYMBaHus Takol mHpopmanuu. Obe3nnyeHHas
uHopMalys, MoJydeHHas B pe3ysbTaTe yKa3aHHOH 00pabOTKU U coieprKallascs B CHCTEME MOHUTOPUHTA
JBUKEHMSI JIEKApPCTBEHHBIX IpPENnaparoB Uil MEAUIIMHCKOTO NPUMEHEHUs, SIBIsSeTCd HHpopMaluen
orpaHudeHHoro aocryna. Obe3nuueHHas UH(pOpMaIKs, JOCTYIl K KOTOPOH ObLT 0OecredeH onepaTopom
CUCTEMbl MOHUTOPHHTIA JIBU’KEHUS JIEKApPCTBEHHBIX MPENapaToB JIIsl MEIULMHCKOIO IPUMEHEHHUS B LENSIX
OKa3aHUs YCIYI C €€ HCIOJb30BaHUEM, IOMJIEKHUT XPAHEHUI0 B CHUCTEME MOHUTOPHHIA JBU)KCHHUS
JIEKapCTBEHHBIX MTPENapaToB JAJi MEAUIIMHCKOIO IPUMEHEHUSI HE MEHEe IATH JIET C JaThl IPEA0CTaBICHUS
JocTyna K o0e3nmueHHOM MH(OpMalK, U Ha Hee He paclpoCTpaHAIOTCA TpeOoBaHMS K MHPOpPMaLUU
OTPaHUYEHHOTO JOCTYIA, YCTAHOBJICHHbBIE HACTOSIIEH CTaThel.

(uacTb 9.6 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.7. OnepaTop CUCTEMBbI MOHHUTOPHWHI'a ABVKCHUSA JICKAPCTBECHHBIX MPEIapaToB A MEAUIUHCKOT'O
MPUMCHCHUSA MOKCT OCYHICCTBIIATH 06pa60TI<y HH(bOpMaHHH OrpaHUYCHHOTO JOCTYyIIA, CO,[[Cp)KﬁH.[GfICH B
CUCTCME MOHHUTOPHUHIA ABUKXCHHUA JICKAPCTBCHHBIX IMIPCIapaToB MId MEAULIUHCKOTO IMPUMCHCHUS,
HOHy‘lCHHOﬁ oT CY6’LCKTa O6paIJ_ICHI/I$I JICKApCTBCHHBIX CPCACTB, 3apCTrUCTPUPOBAHHOIO B CUCTEMC
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

MOHUTOPUHra JIBIDKEHHS JIEKAPCTBEHHBIX IPENapaToB sl  MEAWIMHCKOTO NPUMEHEHHS U
NPEJCTaBUBIIETO B HEE CBEJICHHs, B HMHTEpPEcax M IO IMOPYYCHHIO TAaKOro CyObEeKTa oOpalieHus
JIEKapCTBEHHBIX CPENICTB Oe3 00e31MYnBaHys HHPOPMAIIMK OrPAaHUYEHHOTO JOCTYIIA.

(uactb 9.7 BBeneHa @enepasibHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHTA JBUKEHUSI JI€KAPCTBEHHBIX MPENapaToB AJisi MEIULIUHCKOTO
IIPUMEHEHUs BIIPAaBE€ OKAa3blBaTb HA HEIUCKPUMHUHALMOHHOM OCHOBE YCIYTM C MCIOJIb30BAaHUEM
o0e3nu4yeHHON HH}OpManuU, cojepX alieics B CHUCTEME MOHUTOPUHIA JABM)KEHUS JIEKapCTBEHHBIX
MPEenapaToB JUIsi MEAUIIMHCKOTO IPUMEHEHHUs, CyObeKTaM 00paleHus JIeKapCTBEHHBIX CPEJCTB, MOPAIOK
U CTOMMOCTh OKa3aHHS KOTOPBIX OIPEIEISIOTCS OINepaTOPOM CHCTEMbl MOHHUTOPHHIA JBUIKCHUS
JIEKapCTBEHHBIX IIpENapaToB s MEAMLIMHCKOIO INPUMEHEHHs, C yYETOM OrpaHUYEHUM AO0CTylla K
00e3MM4YeHHON H(OpMalMK, YCTAaHOBIEHHBIX HACTOSIICH CTaTheil. YKa3aHHbBIC MOPSIOK U CTOMMOCTh
OKa3aHUsl TaKuUX YCIYI pa3MEUIaloTCsl OlepaTOpOM CHUCTEMbl MOHMTOPHMHIA ABM)KEHUS JIEKAPCTBEHHBIX
MIpernapaToB JJi1 MEIULUHCKOTO MPUMEHEHUS Ha CaiiTe CUCTEMbl MOHHUTOPHHTA IBUKEHUS JIEKaPCTBEHHBIX
[pernapaToB Ui MEAMIMHCKOTO NPUMEHEHHS B HHPOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETH
"UnTepHer" u TOIJEKAT KOHTPOIIO B COOTBETCTBHM C AHTHMOHOMNOJBHBIM 3aKOHOAATEIHCTBOM
Poccuiickoit @enepannu. YKa3aHHBIE MOPSJOK M CTOMMOCTh OKa3aHHsS TaKHUX YCIYT IOJDKHBI OBITh
€IMHBIMU JIJIS1 BCEX UL, 0OpaIlaroIIuXCcs 32 OKa3aHWEM yCIyTd B OTHOIICHUU OJIMHAKOBBIX BHUJA, 00beMa
U cocraBa mpenocraBisieMoil wuHpOpMarmu. CyObekTam OOpamieHHsl JIGKapCTBEHHBIX CPEICTB
3ampemiaercss MPeOoCTaBIsATh M PACIpPOCTPaHATh HH(OpPMALMIO, MOMYyYEHHYIO B COOTBETCTBUHU C
HAaCTOSIIEN YacCThIO.

(uacth 9.8 BBenena @enepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

10. ITpousBoauTenb JIEKapCTBEHHBIX CPEICTB, JAepKareiab MO0 BIajAesel] PErucTpalvoOHHOIO
YIIOCTOBEPEHHS JIEKAPCTBEHHOI'O IIpernapara WIM IPEJCTaBUTEIBCTBO HMHOCTPAHHOW OpraHu3alui,
SBIIAIOILEHCS Jiep)KaTesieM JIMOO BiIaJEIbLEM PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapara, Ha Teppuropun Poccuiickoit ®denepainuu, 3aperucTpUpOBaHHBIE B CUCTEME MOHUTOPUHIA
JBUKEHMSI JIEKAPCTBEHHBIX IpPEnapaToB JUIsl MEIULUHCKOIO NPUMEHEHUS M TpEeACTAaBUBIINE B HeEe
CBEJIEHUS] O HAHECEHUM CPEACTB MICHTU(UKALMU HA YIIAaKOBKU JIEKAPCTBEHHBIX IPENaparoB, Hapsay C
nH(popmanyen, ykazaHHOW B yacTu 9.4 Hacrosimied CTaThbH, IMOIYYaeT COAEPHKALIYIOCS B CHUCTEME
MOHHUTOPHUHIA ABMKEHHsI JIEKAPCTBEHHBIX IMpEnapaTroB i MEAULMHCKOrO NMPUMEHEHHs HH(OpMaIuio
OTPaHUYEHHOTO JIOCTYIA O CEPUSX U MAPTUAX ITHX JIEKAPCTBEHHBIX IperapaToB 0€3BO3ME3HO U BIPABE
OCYILLIECTBIISATh CAMOCTOSITENIbHO MM MOpYy4aTh 00pabOTKy Takod MH(OpMAIMK TOJIBKO B COOCTBEHHBIX
uHtepecax. Ilpu arom mocTynm kK Takoil MHGOpManUu WIM pe3ylbTaraM ee 0OpabOTKH MMEET TOJIBbKO
JAHHBIM CyOBEKT oOpallieHHs JeKapCTBEHHBIX CPEJCTB WJIM JIMIO, KOTOPOMY OH MOpPYdYms oOpalboTKy.
CoctaB mpenocTaBiIsieMOd B COOTBETCTBHM C HAacTOALIEM 4YacTbio HMHQOpPMAIMKM ONpEaesercs
IIpaBurensctBoM Poccutickoit denepanuu.

(dactpb 10 B pen. denepanpuoro 3akona ot 04.08.2023 N 474-D3)

11. 3a npon3BOACTBO MM MPOAAXKY JEKAPCTBEHHBIX MPENAPaTOB ISl MEAULMHCKOIO IPUMEHEHUS
0e3 HaHeCeHUs CPEeACTB HMJEHTU(UKALUU, C HAPYIIEHHEM YCTAHOBJIEHHOIO MOpSJIKAa MX HAHECEHMs, a
TAaK)K€ 32 HECBOEBPEMEHHOE BHECEHME JAHHBIX B CHCTEMY MOHUTOPUHIA JBWKEHMS JIEKAPCTBEHHBIX
[pernapaToB Ui MEAUIIMHCKOTO TPUMEHEHHUS WIM BHECEHHUE B HE€ HEJIOCTOBEPHBIX JAHHBIX IOPUINYECKHE
YA U WHIUBUAYAJIbHbIE MPEANPUHUMATENN, YKa3aHHblE B 4yacTsAX 4 M 7 HACTOALIEH CTaTbHU, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM Poccuiickoi denepanuu.
(uactp 11 BBenena denepanbHbiM 3akoHOM 0T 28.12.2017 N 425-D3)
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12. IIpaButenscTBO Poccuiickoit deneparuy BlipaBe yCTAaHOBUTH OCOOCHHOCTH BHEAPESHUSI CUCTEMBbI
MOHUTOPUHTA JBUKECHUS JIGKAPCTBEHHBIX MPEMAPATOB JJIsI MEAUIIMHCKOTO MIPUMEHEHHS, BKIIIOYAsi CPOKHU
€€ BHEJIPEHHUsI, B OTHOIICHUH JIEKAPCTBEHHBIX MPENapaToB AJsi MEAULUHCKOTO IPUMEHEHUS, BKIFOUEHHBIX
B TEpPEeUYeHb >KU3HCHHO HEOOXOIMMBIX WM BAXKHEHININUX JIEKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX
MpernapaToB, NpeJHA3HAYCHHBIX i1 OOecmedeHus JHll, OOJNBHBIX TeMO(QUINel, MYKOBHUCLHIO30M,
runou3apHbEIM HAaHU3MOM, Oone3Hblo ['ole, 370KaueCTBEHHBIMA HOBOOOpA30BAaHUSMHU JTUMGOUIHOM,
KPOBETBOPHOM U POJICTBEHHBIX UM TKaHEU, paCCESTHHBIM CKJIEPO30M, JIHII [TOCIIE TPAHCIIAHTAI[UH OPraHOB
U (WIK) TKaHe#, UHBIX JIEKAPCTBEHHBIX MTPENapaToB JIsl MEAUIIMHCKOTO IPUMEHEHHUS.

(dactpb 12 BBeneHa denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3ALUWN, OCYWLECTBJIAIOLWWE OEATEJIBHOCTb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPELCTB

(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHuyeHus,, Hanaraemble NpPU OCYLIECTBIEHUN [EeATeNIbHOCTU B
cthepe obGpalleHNA neKkapcTBeHHbIX CpeacTB

1. Opranuzanum, 3aHUMaOUIHECs pa3pabOTKOH, NPOM3BOJACTBOM W (WIHM) peamu3anuen
JIEKapCTBEHHBIX MPENapaToB Ul MEAULUHCKOIO MPUMEHEHMs, OpraHu3aluy, o0ajatoliye npaBamMmu Ha
MCTOJIB30BaHNE TOPTOBOIO HAUMEHOBAHHSI JIEKAPCTBEHHOTO Mperapara sl MEIUIINHCKOTO TPUMEHEHHS,
OpraHu3ali ONTOBOW TOPrOBIM JICKAPCTBEHHBIMU CpEJICTBAMM, alTE€4YHble OpraHu3auuu (ux
MPEJCTaBUTENN, UHBbIE (U3NYECKUE W IOPHIMYECKHE JIMIA, OCYIIECTBISIONINE CBOIO ACATEIBHOCTH OT
MMEHM 3THUX OpraHM3aluil) B OTHOUIEHUH MEIUIMHCKUX PAOOTHUKOB U PYKOBOAMUTENEH MEIUIUMHCKUX
OpraHu3alyii He BIPABE:

1) BpydaTh MOAAPKH, BBHIIUIAYMBATH JCHEXKHbIE CPEJICTBA (32 UCKIIOUEHHEM BO3HArpaKACHUH IO
JIOTOBOpaM TpU  TPOBEACHUM KIMHUYECKMX HCCIIEJJOBAHMM JIEKapCTBEHHBIX IMPENapaToB JUis
MEIUIMHCKOTO TPUMEHEHUs, BO3HArpaXkIC€HUM, CBA3aHHBIX C OCYLIECTBIEHUEM MEAMIMHCKUM
pabOTHUKOM IMEJaroruueckoi M (WiM) Hay4yHOU JEsITeIbHOCTH), B TOM YMCJIE OIUIaYMBaTh Pa3BICUEHUS,
OTIBIX, TPOE3]T K MECTy OT/IbIXa, @ TAK)KE MPHUBJIEKATh K YYaCTHUIO B Pa3BIIEKATEIbHBIX MEPONPHUATHIX,
MIPOBOJMMBIX 3@ CUET CBOUX CPEJICTB;

2) 3aKJII04YaTh COIJIalllCHUS O Ha3HAYCHHUU WKW PCKOMCHAAIMU IMallUCHTAM JICKAPCTBCHHBIX
npemnaparoB A1 MEAUIUHCKOIO IMPpUMCHCHUS (3& HCKIIIOYCHHUEM OOTr0OBOPOB O MPOBCACHUHN KIIMHUYCCKUX
I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHBIX MPCIIapaToB IS MCAUITHUHCKOT'O HpI/IMeHeHI/Iﬁ);

3) mpenocTaBisATh 00pa3Ilbl JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MMPUMEHEHHUS B LIETISX
BpyUYeHHUSl TMalueHTaM (32 MCKIOYEHHEeM CIIy4aeB, CBS3aHHBIX C MPOBEJECHHUEM KIMHUYECKUX
WCCIICIOBAHMH JIEKAPCTBCHHBIX MPENapaToB JII MEIUIIMHCKOTO IPUMEHEHU );

4) nmpenocTaBIIATh HEIOCTOBEPHYIO U (MJTH) HEMOJIHYIO HH(POPMAIIHIO O JIEKAPCTBEHHBIX Npernaparax
JUTS. MEUITMHCKOTO MPUMEHEHUS;

5) noCcCaTrb UuxX B pa60qee BpCMs Ha pa60q1/1x MECTax, 3a UCKIKOUYCHUCM CJIy4acB, CBA3aHHBIX C
IMPOBCACHUEM KIIMHUYCCKHUX I/ICCHeJIOBaHI/Iﬁ JICKAPCTBCHHBIX NIPEIapaToB AJId MCAUITUHCKOI'O IpUMCHCHN A,
C y4aCTUCM B MNMOPAIKE, YCTAHOBJICHHOM PYKOBOAUTCICM MCHHHHHCKOﬁ opraHusanuun, B CO6paHI/IHX
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MEAUIMHCKUX pPaOOTHUKOB U  HMHBIX  MEPONPUSTHSAX, HANpaBICHHBIX Ha TOBBIIIEHHE UX
npoecCHOHATLHOTO YPOBHS WJIM Ha TPEIOCTaBlieHHe WH(POPMAIUHU, CBS3aHHON C OCYIIECCTBICHHEM
MOHHUTOPHHTa 0€30M1aCHOCTH JIEKapPCTBEHHBIX MIPENapaTos;

6) moOyX1aTh K BBIMHCHIBAHUIO JIEKAPCTBECHHBIX MPENAPATOB IS MEAWIIMHCKOTO MPUMEHEHUS Ha
OnaHKax, cojepXkalux UHQOpPMAIMIO PEeKJIaMHOT0 XapakTepa, a TakKe Ha pelenTypHbIX OJlaHKax, Ha
KOTOPBIX 3apaHee Hale4aTaHo HAMMEHOBAaHUE JIEKAPCTBEHHOrO IIpemnapara s MEAUIIMHCKOIrOo
MIPUMEHEHHS.

2. Opranu3zanuy, yKa3aHHbIE B a03alle epBOM YacTH 1 HACTOSIIENW CTaTbU, U UX MPEACTABUTEIH B
OTHOLIEHUHU (apMaleBTUUECKHX PAOOTHUKOB U PYKOBOAMTENIEH alTeYHbIX OPraHU3alMi He BIIpaBe:

1) Bpy4daThb IOJAapKH, BbIIUIAYMBATH ACHCKHBIC CPCACTBA, B TOM YUCJIC OIIJIAYMBATL PA3BJICUYCHUA,
OTAbIX, MPOE3a K MCECTY OTAbIXA, U IIPUBJICKATH K YYACTHUIO B Pa3BJICKATCIIbHBIX MCPOIIPUATHIX,
IMPOBOAMWMEBIX 3a CHCT CBOUX CPCACTB,

2) mpenocTaBiIATh OOpa3libl JIGKAPCTBEHHBIX IPENapaTroB A MEIULUHCKOIO MPUMEHEHMS JUIs
BPY4YEHHMS HACEIICHUIO;

3) 3aKJII04YaTh COIIAICHHA O IPCAJIOKCHUU HACCIICHUIO OIIPCACIICHHLIX JICKAPCTBCHHLIX IIPCIIapaTOB
A MEAULTUHCKOT'O ITPUMCHCHMUA

4) npeoCTaBIATh HEJOCTOBEPHYIO U (WIJIK) HEMOIHYI0 HHPOPMAIIUIO O JIEKAPCTBEHHBIX MpernapaTax
JUTSI METUIIMHCKOTO MPUMEHEHHM S, B TOM YHCIIE UMEIOITUX OAMHAKOBOE MEXKIyHAPOJHOE HETTATEHTOBAHHOE
HAauMEHOBAHHE.

Cratba 67.2. TpeboBaHMA K opraHM3auMm U NPoBeAEHUI0 HayYHbIX MEepPOonpUATUN,
MHbIX MepONpPUATUNA, HanpaBfieHHbIX Ha NOBbIWeHWe npo¢eCcCUOHANLHOIO YpPOBHS
MeAULMHCKUX paboOTHMKOB WNM Ha npeaocTaBreHne WHGoOpmauuu, CBA3AaHHOW C
ocyLecTBNeHneM MOHUTOPUHra 6e3onacHOCTM fieKapCTBEeHHbIX NpenapaToB

1. IIpn mpoBeneHNM HAYYHBIX MEPONPUITHI, HHBIX MEPOIPUATUIN, HAIIPABICHHBIX HA IOBBIIICHUE
npo(EeCCHOHATBHOTO YPOBHSA MEIUIUHCKMX pPaOOTHUKOB WJIM Ha MPEIOCTaBICHHE CBA3aHHOM C
OCYILIECTBJICHMEM MOHUTOPHUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MTpenapaToB HHPOPMAIUH, OPTraHU3YEMBIX
OpraHu3alsIMM, yKa3aHHBIMU B a03arie nepBoM yacT 1 ctatbu 67.1 Hactosmero denepanbHOro 3aKoHa,
UX MPEICTaBUTEISIMU U (UJTM) (PUHAHCUPYEMBIX 3a CUET CPEICTB ATUX OPraHM3alUN U UX MPEeACTaBUTENCH,
3aMnpellaeTcs MPENsATCTBOBAaTh YYaCTUIO B YKA3aHHBIX MEPOIPHUATHAX HHBIX OpraHu3aluil, KOTOpble
MIPOU3BOAT WIM PEATU3YIOT JIEKAPCTBEHHBIE MPENapaThl Uil MEAULMHCKOIO MPUMEHEHHs CO CXOXKUM
MeXaHU3MOM (apMaKOJIOTHUYECKOr0 AEUCTBUS, TMO0 CO31aBaTh AUCKPUMHHALMOHHBIE YCIIOBUS U1l OHUX
YYACTHUKOB 110 CPABHEHUIO C JPYTMMH yYaCTHUKaMH, 8 UMEHHO:

1) mpenocTaBiIsATh pa3IMYHOE KOJIMYECTBO BPEMEHM I BBICTYIUIEHUN YYaCTHHUKOB, Pa3/IMYHbIE 110
pasMepy 3aHUMaeMOH IUIOIIAJ MecTa AJs JIEMOHCTpAlUK 0Opa3loB JIEKAPCTBEHHBIX MPENapaToB Jis
MEIUIMHCKOTO TPUMEHEHUS WM pPEKJIaMHBIX MAaTepHajoB O JIEKAPCTBEHHBIX IIpernaparax s
MEAUIIMHCKOTO MPUMEHEHHS Ha SKCIO3MIUAX, CTeHAaX, 32 UCKIIIOUEHUEM CITy4aeB, €CIIU TaKUe YCIOBUS
3aKpeIUieHbl B COIIALICHUAX 3TUX OpraHM3alui, X IpeicTaBuTeneil 0 (MHAHCHPOBAHUM YKa3aHHBIX
MEPOIPUATHIA U 00YCIIOBJIEHBI Pa3TUYHBIMU 3aTPaTaMU YYaCTHUKOB HA UX OpraHU3aluIo;
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2) ycraHaBJIMBaTh pa3Mep B3HOCA AJIs YYAaCTHUKOB MEpOINPUSATHH, yKa3aHHbIX B al3ale IepBOM
HACTOSLIEH YaCTH, IPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKa3aHHBIX MEPOIPUATUM U BEAYIUN
K HEOOOCHOBAHHOMY OI'PaHMUYEHMIO YUCIIAa UX YYaCTHUKOB.

2. Opranuzanuy, yka3aHHble B a03aue mepBoM dacTu | ctarbu 67.1 Hactosmiero denepanbHOTO
3aKOHA, UX MPEACTABUTENH, OCYIIECTBISIONINE OpraHU3alHi0 U (UiIH) (UHAHCUPOBAHUE MEPOIPHUITHM,
yKa3aHHBIX B 4acTu | HacTosmeil craTby, 00s13aHbI 00ecieynBaTh JOCTYI K MHPOPMAILIUHU O AaTe, MECTe U
BPEMEHH MPOBEJCHUS YKa3aHHBIX MEpPONpPUATUN, IIJIaHaX, MPOrpaMMax IPOBEIEHUS YKa3aHHbBIX
MEPOIPUATHIA U TeMax, IUIaHUPYEMbIX JUISl paCCMOTPEHUS, COCTAaBE MX YYAaCTHUKOB IIyTEM pa3MEIICHUS
COOTBETCTBYIOIICH MH(OpPMAIIMK HAa CBOMX OQHUIIMAIBHBIX caiiTax B ceTH "VIHTepHET" HE mo3aHee ABYX
MECSLEB J0 Havaja MPOBEACHUS YKA3aHHbBIX MEPOIPUSITHH.

3. Uudopmanust o mpoBeA€HUN MEPOINPUATUH, YKa3aHHBIX B 4acTU | HACTOAIIEH CTaThbH, B CPOK,
YCTAHOBJICHHBIA YacThIO 2 HACTOSIIEH CTAaThH, JO/DKHA OBITH HalpaBiicHa B (enepaiabHBIA OpraH
UCIIOJIHUTENIBHON BJAcTHU, OCYUIECTBIAOIMMNA (YHKIMHM 10 KOHTPOIO H Haa3opy B cdepe
3/IpaBOOXPAHEHUS, JUIsl MTOCJIEAYIOIIEro pa3MEIleHUsl €€ Ha OQUIMAJIbHOM CalTe 3TOr0 OpraHa B CETH
"UnTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHUE BPEOA, NPUYUHEHHOIO 30POBbLIO NIPAXXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumnckoun
depepaumm npu obpaweHnn NeKapcTBEHHbIX CpeacTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanuu npu OOpalleHUH JIEKapCTBEHHBIX
CPEICTB BJEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATENbCTBOM Poccuiickoii
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HemnpeCTaBlIEHUE WIM HECBOEBPEMEHHOE Mpe/icTaBiIeHue HHpopMaIK U (WIK) TOKyMEHTOB
1100 MpeCTaBIeHHE HETOCTOBEPHBIX MH(POPMANNH | (MITH ) JOKYMEHTOB, IPEAYCMOTPEHHBIX HACTOS MM
denepanbHbIM 3aKOHOM, CYOBEKTbI OOpaleHHs JIEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHH C 3aKOHOAATeNbCTBOM Poccniickoit denepanun.

(vactp 2 BBeneHa DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pea. deaepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

Cratbsa 69. BoameweHne Bpepa, NpUMYNHEHHOro 340POBbLIO FpaxaaH BcneacTeue
NPUMEHEHNA NeKapCTBEHHbIX NpenapaToB

1. HpOI/IBBOIlI/ITCJ'IB JICKApCTBCHHOI'O IIpfCIiaparta 00s13aH BO3MECTHUTh BpcA, HpPI‘IHHCHHBIﬁ 3A0POBBIO
rpaxJiaH BCJICACTBHUEC IIPUMCHCHUA JICKAPCTBECHHOI'O IIpcriapara, €CJIu J0Ka3aHOo, YTO:

1) nexapcTBEHHBIH Npenapar NMPUMEHSICS IO Ha3HAYEHHWIO B COOTBETCTBMM C HMHCTPYKLHEH IO
MPUMEHEHUIO JIEKapCTBEHHOI'O IpernapaTa M MPUYMHON Bpeda SIBUWICS BBOJA B TpaKIaHCKUH 00OpOT
HE100pOKaYeCTBEHHOTO JIEKApCTBEHHOTO Mpernapara;
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

2) Bpel 3I0pOBbIO MPUYMHEH BCIEJICTBUE HEAOCTOBEPHON HHGpOpMalMM, coAepkKalleics B
MHCTPYKLUHU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara, U3JaHHOW IPOU3BOAUTEIIEM JIEKAPCTBEHHOIO
npernapara.

2. B ciyuae, eciu Bpell 3J0POBBIO TPaXK/IaH MPHUYMHEH BCICICTBHE NPUMEHEHHS JIEKaPCTBEHHOTO
npernapara, NPHIICANIEr0 B HErOJHOCTh B Pe3yJIbTaTe HAPYIICHUs MPaBUJI XPAHCHUs JICKAPCTBEHHBIX
CPEICTB, MPaBHUJ ONTOBOW TOPIOBIIM JEKAPCTBEHHBIMHU IpenapaTaMu, IpPaBHi OTIYCKa JIEKAPCTBEHHBIX
npernapaToB, NpPaBHJ H3TOTOBICHUS W OTIYCKa JICKAPCTBEHHBIX IIPENapaTroB, BO3MELICHHE Bpena
OCYUICCTBIISICTCS. COOTBETCTBEHHO OpraHM3allell ONTOBOW TOPIOBJIM JIGKAPCTBEHHBIMH CPEICTBAMH,
aNTeYyHOW OpraHu3aluel, WHAWBUIYAIbHBIM IPEIIPHHUMATEICM, HWMCIOIIUMU JIMICH3HIO Ha
(bapMaLeBTHYECKYIO JIESTEIBHOCTh WM JIMIICH3UI0 Ha MEIUIMHCKYIO JESTEeIbHOCTh, MEAUIMHCKON
opraHuzanyel, HMEKUICH JHMICH3UI0 Ha (apMaleBTUYECKYIO [eSTeNIbHOCTh (€€ 000COOICHHBIM
NOJIpa3eiCHUEM, PACIIOIOKEHHBIM B CEJIbCKOM HACEICHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET anTeuHast
OpraHu3anusi), JOMYCTUBIIHUMH MPOJAXY HIH OTIIYCK TAKOr0 JIEKAPCTBEHHOTO Mperapara.

(B pen. enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3MeleHue Bpeia, IpUYMHEHHOTO 3J0POBBIO IT'PaXAaH BCIEACTBUE IPUMEHEHHUS JIEKapCTBEHHbBIX
MpenapaToB WM COBEPIICHHS MPOTHBOMPABHBIX ACUCTBUI CyObEKTaMU OOpalleHUs] JIEKapCTBEHHBIX
CPEJICTB, OCYILECTBIIETCS B COOTBETCTBHUHU C 3aKOoHOAaTeNbcTBOM Poccuiickoit denepanumn.

Mnasa 16. 3AKITFOMUTEJIbHBIE NMOJIOXXEHUA

Cratba 70. O npu3HaHMKU yTpPaTUBLLUMM CUNY OTAESIbHbIX 3aKOHOAATeNIbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNbHbIX akToB) Poccunckon ®epepaumu

IIpu3Hath yrpaTuBUIMMU CUILY:

1) ®enepanbhblii 3akoH oT 22 uroHs 1998 roga N 86-D3 "O nekapcrBenHbIx cpenactBax" (CoOpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) denepanbubiii 3akoH OT 2 ssHBaps 2000 roga N 5-d3 "O BHeCEHUM W3MEHEHUS U JOIMOJIHEHUN B
®enepanpubiii 3akoH "O nexapcTBeHHbIX cpeacTBax" (CoOpaHue 3akoHonmarenscTBa Poccuiickoi
®enepanun, 2000, N 2, ct. 126);

3) cratpio 40 denepanproro 3akona ot 10 stuBapst 2003 roga N 15-D3 "O BHeCCHUM U3MEHEHHH U
JIOTIONIHEHUH B HEKOTOpbIE 3aKOHOJaTeNbHBbIE akThl Poccuiickoii denepanuu B CBSI3U C MPUHITHEM
@enepanbHoro  3akoHa "O  JUIEH3UPOBAHMM  OTHENbHBIX BUIOB JestenbHOcTH"  (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2003, N 2, cr. 167);

4) cratpio 31 ®enepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHCHUN M
JOTIOJTHEHU B HEKOTOPBIE 3aKOHOJATeNbHbIE akThl Poccuiickoii denepainu, Npu3HaHUU yTPATUBIIMMHU
CUJIy OTHEJIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickon ®enepanuiv, MPEIOCTAaBICHUH OTAEIbHBIX
rapaHTUil COTPYIHUKAM OPraHOB BHYTPEHHUX JIEJ, OPTaHOB MO KOHTPOIIIO 32 000POTOM HApKOTUYECKUX
CPEJICTB 1 TICUXOTPOIHBIX BEIIECTB M YIIPA3THAEMBIX (eepaTbHbIX OpraHOB HAJIOTOBOW TTOJIUIIMH B CBSI3U
C OCYIIECTBJICHHEM Mep [0 COBEPIICHCTBOBAHUIO TrocynapcTBeHHoro ympasineHus" (CoOpaHue
3akoHomarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 denepanbHoro 3akoHa ot 22 aBrycra 2004 roga N 122-®3 "O BHeceHHH U3MEHEHHIA
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

B 3aKOHOJATeNbHble akThl Poccuiickoit @Penepauvv U MPU3HAHUM YTPATUBIIMMHU CHIIy HEKOTOPBIX
3aKOHOJATENBHBIX akTOB Poccuiickoit denepanuu B CBS3U C MPUHATHEM (enepalibHbIX 3akoHOB "O
BHECCHHHM HM3MCHECHHMH M nomnojiHeHuid B DenepanbHbiii 3akoH "OO 00mMMX TPUHIMIIAX OPTaHHU3AIUN
3aKOHOJIATENbHBIX (MPEICTABUTEIbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOW BIACTH
cyowrekToB Poccuiickoit @eneparnuu” u "OO6 00X MPUHIMIIAX OPraHU3aIllMd MECTHOTO CaMOYITpaBICHUS
B Poccuiickoit @enepaunn" (Codpanue 3akoHonarensctBa Poccuiickoit @enepanun, 2004, N 35, ct. 3607);

6) crareio 28 denepanbHoro 3akona ot 18 mexadbps 2006 roga N 231-d3 "O BBeacHUH B JICHCTBHE
yactu 4erBeproil ['paxknmanckoro kozgekca Poccuiickoit ®enepanuu” (CoOpaHue 3aKOHOAATENBCTBA
Poccutickoit ®eneparuu, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny HacTtoswero ®eanepanbHOro 3akoHa

1. Hactosauuit ®enepanbHblii 3aKoH BeTynaeT B cuity ¢ 1 centsops 2010 roaa.

2. JlexkapCTBEHHbIE CpEACTBA, 3apErMCTPUPOBAHHBIE O JHS BCTYIUIEHUS B CHJIy HACTOSILErO
denepanbHOro 3aKOHA, MOAJEKAT BKIIOUEHUIO B FOCYIApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEACTB C
BHECCHHEM YKa3aHHBIX B 4acTu | crtarbu 33 Hacrosmero denepanbHOTO 3aKOHA CBEICHUH 00 ITHX
JIEKapCTBEHHBIX CpEACTBaX 0€3 MPOXOXKIEHHUS BHOBb HPOLEAYPbl T'OCYIApCTBEHHOM perucrpaunuu
JIEKapCTBEHHBIX IIPENapaToB.

3. T'ocynapcTBeHHas perucTpaiys JeKapCTBEHHBIX MPENapaToB, 3a HCKIIOUYCHUEM JICKapCTBEHHBIX
npenaparoB i MCAUIHUHCKOIO INPUMCHCHHA, MPCACTABJICHHBIX HAa YKAa3aHHYIO PCTUCTpPAlMIO OO OHA
BCTYIUICHHS B CHJIy Hactosiero denepanbHOro 3aK0Ha, OCYIIECTBISIETCS. B COOTBETCTBUU C HACTOSIIUM
q)eI[epaJII)HI)IM 3daKOHOM Ha OCHOBAHHU JOKYMCHTOB M JAHHBIX, NIPCACTABICHHBIX OO0 JHSA BCTYIIJICHHA B
cuity HacTosiero denepanbHOroO 3aKOHa.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. 'ocynapcTBeHHast perucTpaiys JeKapCTBEHHBIX MPENapaToB JUisl MEJUIIMHCKOTO MPUMEHEHHS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPAIMIO JO JHS BCTYIUIGHHS B CHJIY HACTOSIIErO
denepanbHOTO 3aKOHA, U TOCYIapCTBEHHAs PETUCTPALINS JIEKAPCTBEHHBIX MPENapaToB JIJIsl MEAUIIMHCKOTO
MIPUMEHEHHUSI, TIPEJICTABICHHBIX Ha JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 1O THS BCTYIUICHHS B CHITY
Hactosimiero denepanbHOrO 3aKOHa B LENSIX HUX MOCIEAYIOIIEH TOCYAapCTBEHHOM pErucTpalui,
OCYIIECTBJISIIOTCSI HA OCHOBAaHUM JOKYMEHTOB M JaHHBIX, NMPEJCTABICHHBIX /10 JTHS BCTYIUICHUS B CHUITY
Hactosimiero @enepajdbHOrO 3aKOHA, a TaKXKe 3asBICHUS O TOCYJApPCTBEHHOM perucTparuu
JICKapCTBEHHOr0 Mpenapara, MPEICTaBICHHOIO MPOU3BOJMTENIEM JIEKAPCTBEHHBIX MPENapaToB WIN
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOSAIUM DefepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
benepanbHBI OpraH HCHOJHUTENbHOM BiactH A0 1 mapra 2011 roma, 6e3 TpeOoBaHMS yIIATHI
roCyJIapCTBEHHOM IOLIMHBI, TPEAYCMOTPEHHOMN 3aKoHOAaTenbCcTBOM Poccniickon denepanuu o Haorax
U cOopax.

(uacts 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lloxarBepkaeHUE TOCYAAPCTBEHHOW PErMCTPAallMM  JIEKAPCTBEHHBIX IMPENapaTroB Ul
MEIUIMHCKOTO MPUMEHEHMS, PEACTABIEHHBIX IJIs MMOATBEPXKIECHUS FOCYIapCTBEHHONW PETUCTPALUU [0
IHS BCTYIUIEHHS B CHIIy Hacrosimero ®enepanbHOro 3aKOHA, U MOJITBEPKICHHE TOCYAapCTBEHHOU
pErUCTpalMM JIEKAPCTBEHHBIX NIPENapaToB JUIsl MEAHULMHCKOIO IPUMEHEHMs], IPEACTABICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 THS BCTYIUIEHUS B cuily Hacrosimero denepanbHOro 3akoHa B
LEISIX TIOCHENYIOIIETO IOATBEPKACHUS HX TOCYJAapCTBEHHOM pErucTpalnyy, OCYILECTBISIOTCS Ha
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

OCHOBAaHUU JOKYMEHTOB M JIaHHBIX, MPEJICTaBICHHBIX JO JAHS BCTYIUICHHS B CHJIy HACTOALIETO
@denepalbHOTO 3aKOHA, a TaKXKE 3asABJICHUS O IOJATBEP)KIECHUU TOCYJAapCTBEHHOM pPETUCTpaLUU
JIEKapCTBEHHOI'0 Ipernapara, MPEeJCTaBICHHOIO MPOU3BOJIUTENIEM JICKapCTBEHHBIX IIperapaTtoB WU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HacTOAMUM DenepaibHbIM 3aKOHOM B YITOJTHOMOYEHHBIHN
(dbenepaibHBIA OpraH HCIOJIHUTENbHOM Biactd 10 1 mapra 2011 roma, Ge3 TpeOGoBaHMS yIUIATHI
rOCyJ1IapCTBEHHOM IMOLUIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENbCTBOM Poccuiickon denepaunu 0 HAJIOrax
U cOopax.

(uactp 3.2 B pen. denepanbuoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsTHE perieHus 0 BHECCHUHM U3MEHEHUH B JOKYMEHTBI, COAEPIKAIIMECs B PETUCTPALIMOHHOM
JI0OCbE Ha 3aperuCTPUPOBAHHBIM JIEKApPCTBEHHBIM Ipernapar Juisi MEAMIMHCKOIO IPUMEHEHUs W
IIPEJCTaBIECHHbIE JI0 AHA BCTYIUIEHUS B CUITy HacTosero denepanbHOro 3aKoHa, U MPUHATHE PEILIEHUS O
BHECEHUU U3MEHEHUI B IOKYMEHTBHI, CO/IEp KAILUECS B PETUCTPALIMOHHOM J0ChE Ha 3apErMCTPUPOBAHHBIN
JICKapCTBEHHbIN Ipemapar A MEIULMHCKOIO INPUMEHEHUS M IPEJCTaBICHHbIE Ha 3KCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB A0 JIHS BCTYIUIEHUS B CHILy HacTosuiero denepanbHOro 3aK0Ha, OCYLLECTBIISIFOTCS
Ha OCHOBAHMU JOKYMEHTOB W [aHHBIX, MPEJICTABICHHBIX [0 JHSA BCTYIUICHHS B CHJy HACTOSIIETO
@enepalibHOTO 3aKOHA, a TAK)K€ 3asiBICHUS O BHECEHUU W3MEHEHUU B JIOKYMEHTHI, COJEprKalluecs B
PEruCTpallMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIN Ipemapar il MEIULUHCKOIo
[IPUMEHEHUS], IPECTABIEHHOTO IPON3BOJUTENIEM JIEKAPCTBEHHBIX IIPETIAPATOB WIIM YIIOJIHOMOYEHHBIM UM
JIMIIOM B COOTBETCTBHMHM C HacTosUM DeepaabHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (peepanbHblii opran
ucnoJHuTeNbHOHN Binactu A0 1 maprta 2011 roma, 6e3 TpeOoBaHuUS yIaThl TOCYIapCTBEHHON MOLUIMHBI,
IIPeSyCMOTPEHHOM 3akoHOoaTenbcTBOM Poccuiickoit deaepannu o Hasorax u coopax.

(dactb 3.3 B pen. Genepanpuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Boiaua pa3pelieHuii Ha TpoBeAeHNE KIMHUYECKUX UCCIIeI0BaHUM JIEKAPCTBEHHBIX IIPEnapaToB
JUIS. MEUIIMHCKOTO TIPUMEHEHUS N0 3aBJIEHUAM, IMOJAHHBIM JI0 JHS BCTYIUICHHS B CUJIY HACTOSILIETO
@denepanbHOro 3aKOHA, a TAKXKE I10 3asIBJICHUSM, MOJAHHBIM MOCJIE€ JHS BCTYIUICHUS B CUJIYy HACTOSILETO
denepaibHOrO 3aKOHA HA OCHOBAHUHU HKCHEPTHU3, TPOBEAEHHBIX /10 THS BCTYIUIEHUS B CUJIY HACTOSIIETO
@denepanbHOrO 3aKO0HA, OCYLIECTBIIIETCS B COOTBETCTBUM € HacTosmuM @DenepalbHbIM 3aKOHOM Ha
OCHOBAaHHMM JIOKYMEHTOB W JAHHBIX, MPEICTABICHHBIX WA TMOJYYECHHBIX 1O [HS BCTYIUIEHUS B CHILY
Hacroswmero deaepaJbHOTO 3aKOHA, a TAKKE HAa OCHOBAaHMM KOIMMU IIPEABAPUTEIBHOTO JOTOBOpa
00513aTEIFHOTO CTPAXOBAHUS KU3HU, 3[I0POBHS MAIIUEHTOB, YIACTBYIOIIUX B KIIMHUYECKOM UCCIIEIOBAHUHN
JIEKapCTBEHHOTO Mpemnapara JUisi MEAWIIMHCKOTO MPUMEHEHHUs, WM KOMUHU JOroBopa 00s3aTeNbHOTO
CTpaxOBaHUsI KU3HHU, 3J0POBbS IMAIMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO Tpernapara i MEAUIIMHCKOTO MPUMEHEHHUS, OO0 MPe/ICTaBICHHON KOMHWH JOTOBOpa
00s13aTEIFHOTO CTPAaXOBaHUs, 3aKJIIFOYEHHOTO B COOTBETCTBHUU C THUIIOBBIMHU TPABWJIAMH 0053aTEIILHOTO
CTPaxOBaHHUsl, C YKa3aHUEM IPEHAEIbHOM YMCIEHHOCTH IAlMEHTOB, YYACTBYIOIIMX B KIMHUYECKOM
WCCTIEIOBAHUH JICKAPCTBEHHOTO Tpernapara Jijisi MEAUIIMHCKOTO MPUMEHEHUs, 0e3 TpeOOBaHUs YIUIaThl
rOCyJIapCTBEHHOM IOLIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENbCTBOM Poccuiickon denepannu o HajIorax
U cOopax.
(uactb 3.4 B pen. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3aperucTpupoBaHHbIE B WHOCTPAHHOW BAJIOTE€ 0 JHS BCTYIUIEHHS B CHIIYy HACTOSIIETO
®denepanbHOTO 3aKOHA MPEIETbHBIE OTITYCKHBIE LIEHBl MHOCTPAHHBIX TPOU3BOAUTENICH HA IEKAPCTBEHHbIE
mpenaparsl, BKIIOYEHHBICE B TEPEYCHHb JKU3HEHHO HEOOXOIWMBIX M BAKHEHUININX JIEKAPCTBEHHBIX
MpernapaToB, MOJIeKaT mepecuery B pyonu mo kypey Llentpanpaoro 6anka Poccuiickoit @eneparnuu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit deneparuu, 0e3 MpeACTABICHHS 3asSBICHUS O
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03

(peg. or 29.12.2025) [okyMeHT npepocTasneH KoHcynbTaHTIt0C
"O6 obpalleHnn nekapCTBEHHbIX CpeacTB” [ata coxpaHerus: 03.02.2026
(c u3M. n gon., BCTyM....

nepecyeTe IeHbl ¢ BHECEHHEM COOTBETCTBYIOIIUX M3MEHEHHH B TOCYIAPCTBEHHBIA PEECTpP MPEIeIbHBIX
OTITYCKHBIX IICH TIPOU3BOAMTEINICH Ha JIEKAPCTBEHHBIC MpEnaparhl, BKIOUECHHBIC B MEPEUYCHb KU3HCHHO
HEOOXOMMBIX M BYKHEUIIINX JIEKAPCTBEHHBIX MTPETIapaToB.

(uactb 3.5 BBeaena denepanbubiM 3akoHoM OoT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 1O [IHS BCTYIUICHHS B CHJy HacTosiiero @enepalbHOTO 3aKOHA
MpeesIbHbIC OTIYCKHBIE IIEHBI POCCUUCKUX TPOU3BOAUTENIEH HA JIEKApPCTBEHHBIE MPETapaThl, BKIFOUEHHbIC
B [IEpPEUYCHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MTPENapaToB, MOAJEKAT HHACKCAIIUH
¢ 1 Hos0ps 2010 roga ucxons U3 MPOTHO3UPYEMOTO YPOBHS MHQIISLINY, YCTAaHOBICHHOT0 denepanbHbIM
3akoHOM OT 2 nekadps 2009 roma N 308-D3 "O denepanbaom Oromkere Ha 2010 rox v Ha TJIAaHOBBINA
nepuoa 2011 u 2012 ronos" na 2011 rog.

(dactp 3.6 BBeaeHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He qomycKaroTCs MPOU3BOJACTBO U BBO3 B Poccuiickyto ®denepatiuio
JICKQpCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpasi ObUIa HAHECEHA JI0 JIHSI BCTYIUICHUS B
cury Hacrosimiero dexepanbHoro 3akoHa. [lo McTedeHMM yKa3aHHOTO CpOKa JaHHBIC JIEKAPCTBEHHBIC
IpernapaThl MOT'YT OTITYCKAThCsI, PEaTM30BbIBATHCS, IEPEIaBaThCS U MIPUMEHSTHCS 10 UCTCUCHHS UX CPOKa
TOJTHOCTH.

(B pen. deaepanbubix 3ak0HOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nmHa BecTymiieHuss B cuiy Hacrosimero ®denepanbHoro 3akona u nmo 30 ampens 2011 roma
BKIIIOYHMTEIIBHO JIOMYCKACTCS IIPOBEICHUE YKCIICPTH3BI JIEKAPCTBEHHBIX CPEJICTB AKCIIEPTAMH YKCIIEPTHOTO
YUPCKACHUA [0 IMPOXOXKACHHUA HWMH arTTreCTalliu B IOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

5. Co musa BcTyluieHHs B cuily Hacrosimiero ®eaepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJIFOUNTENBHO OCYILECTBIISIETCS NEPEXO] K IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
IpaBHUJIaMH OpraHu3allviy MPOU3BOJACTBA U KOHTPOJIA KA4YCCTBA JICKAPCTBCHHBIX CPECACTB, YKAa3aHHBIMH B
yactH | cTatbu 45 Hactosiero denepaibHOIo 3aK0HA, B MOJIHOM 00beMe. CpokH nepexo/ia Mponu3BoACTBA
JICKApPCTBCHHBIX CPCACTB K HUX IMPOHU3BOACTBY B COOTBETCTBUH C KOHKPCTHBIMU Tp€60BaHI/I$IMI/I JaHHBIX
IIpaBWI, BKJIKOYas CPOKH aTTECTAl[MU YIOJIHOMOYEHHBIX JIMI, YKa3aHHBIX B 4acTsaX 6 u 7 crarbu 45
Hacrosuiero denepanbHOro 3aK0Ha, ycraHasinusaroTcs [IpaBurensctBoM Poccutickoit denepanuu.

6. JluueH3un Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblIaHHble 10 1 suBaps 2014 rona,
neiictBytor nocie 1 suBaps 2014 roma 0 McTeYeHMs] CpOKAa MX JEUCTBUS MPHU YCIOBUU COOTBETCTBHUSA
JULEH3MaTa MpaBUjaM OpraHu3aluy MPOU3BOJICTBA M KOHTPOJISI KAueCTBA JIEKAPCTBEHHBIX CPEJCTB,
YKa3aHHBIM B 4acTh 1 ctateu 45 Hacrosmero @eaepasbHOro 3aK0Ha.

7. @®opMHUpOBaHUE TOCYIAPCTBEHHOIO 3a/IaHUsI Ha IPOBEJICHUE IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
benepanbHOMY TOCYJAapCTBEHHOMY OIOJDKETHOMY YUYPEKICHHIO IO TMPOBEACHHUIO AKCHEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB U (PMHAHCOBOE OOECIeUeHUE BBITIOJHEHUSI 3TOTO 3a/IaHUSl OCYIECTBIISIFOTCS B
nopsike, ycraHoBjaeHHOM DenepaibHbIM 3akOHOM OT 12 sauBaps 1996 roga N 7-®@3 "O HekOMMeEpUYECKUX
opraHmsanusx".

(dactp 7 BBeneHa deaepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

[Ipe3nnent
Poccuiickoit denepanuu
JAME/IBEJIEB
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®epepanbHblid 3akoH oT 12.04.2010 N 61-03
(pen. ot 29.12.2025)

"O6 obpalleHnn nekapCTBEHHbIX CpeacTB”

(c u3M. n gon., BCTyM....

[okyMeHT npepocTasneH KoHcynbTaHTIt0C
[ata coxpaHerus: 03.02.2026

Mocksa, Kpemib
12 anpens 2010 rona
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