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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K n
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

MOCTAHOBINEHUE
oT 1 oHda 2021 r. N 853

Ob YTBEPXAEHWUU NMPABUN
BBO3A JIEKAPCTBEHHbIX CPEACTB AJ1IA MEOUUUHCKOIO NPUMEHEHUA
B POCCUANCKYIO ®EOEPALUAIO U MPU3HAHUWU YTPATUBLUMMU CUNY
HEKOTOPbIX AKTOB U OTAEJIbHbIX MONNOXEHUW HEKOTOPbIX
AKTOB NPABUTEJIbCTBA POCCUNCKOU ®EOEPALIUA

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ITocranosnennii [IpaButensctBa PO ot 26.12.2022 N 2432,
ot 17.06.2023 N 998, ot 10.08.2023 N 1316, ot 18.06.2025 N 913)

B cootBercTtBuu ¢ yacThio 1 crateu 47 DenepanpHoro 3akoHa "OO oOpallleHuu JTeKapCTBEHHBIX
cpenctB" [IpaBurensctBO Poccuiickoit deaepanriv moCTaHOBIISET:

1. YTBepauTh npuaaraeMele:

HpaBHna BBO3a J'IeKapCTBeHHI)IX CpeI[CTB JId MCOUIIMHCKOT O HpI/IMeHeHI/IH B POCCHﬁCKyIO
®denepanuio;

MepeyYeHb YTPATUBIIMX CUIIy aKTOB M OTJEIbHBIX MOJIOKEeHHI akToB [IpaBuTenbcTBa Poccuiickoi
denepauuu.

2. Hacrosiiee nocraHoBieHHe BCTymnaeT B cuity ¢ 1 centsiopst 2021 r.
[TpaBuna, yTBepKICHHBIE HACTOSIIUM IIOCTAHOBIEHUEM, AEUCTBYIOT 10 1 centsops 2027 r.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
M.MUIITYCTHUH

YTBepKICHBI

nocraHoBieHueM [IpaButenbcrBa
Poccuiickoit ®enepanun

ot 1 urons 2021 r. N 853

NMPABUIA
BBO3A JIEKAPCTBEHHbIX CPEACTB AJ1IA MEOUUUHCKOIO NPUMEHEHUA
B POCCUUCKYIO ®EOEPALIAIO
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K .
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

CnucoK N3MEHSIOMINX TOKYMEHTOB
(8B pen. [locranosnenuii [IpaBurensctea PO ot 26.12.2022 N 2432,
or 17.06.2023 N 998, ot 10.08.2023 N 1316, ot 18.06.2025 N 913)

1. Hacrosmmue IlpaBuna ycraHaBiauBalOT THOPSAOK BBo3a B Pocculickyro ®@enepaunuto
JIEKapCTBEHHBIX CPEACTB JJIsi MEAMIMHCKOIO TPUMEHEHMs, 3a MCKIIOYEHHEM JIEKapCTBEHHBIX
MIpenapaToB B LEJIAX OKa3aHUs 'YMaHUTapHON NOMOIIM (COAEUCTBHUSA) WM MIOMOILU TP Ype3BbIYaliHbIX
CUTyaIMsIX (Janee - JIeKapCTBEHHBIE CPEJICTBA).

Hacrosimue [IpaBuna He pacnpoCTpaHsIOTCS Ha BBO3 HApPKOTHYECKUX CPEACTB, MCUXOTPOIHBIX
BEILIECTB U MX MPEKYpPCOPOB, BKIIOUEHHBIX B paznen 2.12 "HapkoTuueckue cpeicTBa, MCHUXOTPOITHBIE
BEILIECTBA U UX MPEKYPCOPHI" MEepeyHs: TOBApOB, B OTHOUIEHUU KOTOPBIX YCTAHOBJIEH Pa3pelIUTEIbHbII
MOPSIZIOK BBO3a HA TAMOXEHHYIO TeppUTOpHI0 EBpa3niickoro 3KOHOMHUYECKOT0 COI03a U (MJIKM) BHIBO3A C
TaMO>KEHHON TeppuTopuu EBpa3zniickoro 3KOHOMHYECKOrO coro3a (MmpuiiokeHne N 2 K pelieHutro
Konnerun EBpasuiickoii skonomudeckor komuccun ot 21 ampens 2015 r. N 30 "O mepax HetapudHOTO
perynupoBaHus'"), B IepeueHb HAPKOTHYECKUX CPEJICTB, NCUXOTPOIHBIX BEIIECTB M HUX MPEKYPCOPOB,
NoJyIeKaux KOHTposro B Pocculickoit denepanuu, yTBEpKACHHBINM MOocTaHoBiIeHUEeM [IpaBurenbcTBa
Poccuiickoit @eneparun ot 30 urona 1998 r. N 681 "OO yTBep)KIeHHUU MEpeyHs HAPKOTUYECKUX
CPEACTB, TNCUXOTPOIHBIX BEUIECTB M HX MPEKYpPCOPOB, MOMJICKAIMX KOHTpOI B Poccuiickoit
Oenepanun', U B YTBEpXKICHHYIO mMocTaHoBieHueM I[IpaBurenscTtBa Poccuiickoit denepanunu ot 3
aBrycta 1996 r. N 930 HOMEHKJIATYPY CHJIbHOACHCTBYIOIIMX U SOBUTHIX BEIIECCTB, HE SBIISIOIIMXCS
MPEKypCcopaMi HAPKOTHUYECKUX CPEACTB U TCUXOTPOIHBIX BEHIECTB, HA KOTOPBIE PACIPOCTPAHICTCS
nopsaok BBo3a B Poccuiickyro @enepauuio U BeiBo3a u3 Poccuiickon denepanuu, yTBEpPKICHHBIN
nocranoBieHueM IlpasutensctBa Poccuiickoit @enepanuu ot 16 mapra 1996 r. N 278.

2. BBo3uTh nexkapcTBeHHble cpeacTBa B Poccuiickyio @Depepanuio MOTYT CJIEAYIOIIHE
IOpUANYECKHE JIULIA:

a) OpraHu3aluyd - TPOU3BOAMUTENN JIEKAPCTBEHHBIX CPEACTB - JUId Lejded COOCTBEHHOIO
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB;

6) OopraHnu3annun OINTOBOM TOPIroOBJIN JICKAPCTBCHHBIMU CPEACTBAMMU,

B) HMHOCTPaHHbIE pPa3paOOTUYMKU JIGKAPCTBEHHBIX CPEACTB W HMHOCTPAHHBIC MPOU3BOIUTENN
JIEKApPCTBEHHBIX CPEACTB WM JPYyrue IOpUAMYECKHE JIMIa 10 TMOPYYEHHI0 pa3paboTyuka
JIEKApCTBEHHOTO CPENICTBA JJIsi pa3paOOTKH JIEKAPCTBEHHBIX CPEJACTB, MPOBEICHUS HAYUYHBIX M WHBIX
WCCTIEeI0BaHUH, TPOBE/ICHUS KIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHOIO TMpernapaTa, perucTpaiui 1
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, MpelHa3HauYeHHBIX i oOpamienus B Poccuiickoit denepanun
WIK Ha OOIIEM pBHIHKE JICKAPCTBEHHBIX CPEACTB B paMkax EBpa3suiickoro 3KOHOMHYECKOTO COM03a,
OCYILIECTBJICHUsI  TOCYJApCTBEHHOM  perucTpaluy  JIEKAPCTBEHHOI'O  Mperapara,  BKIIOUECHHS
(dapmareBTHUECKON CYOCTaHIIMM B TOCYJApCTBEHHBIM PEECTP JCKAPCTBEHHBIX CPEACTB M KOHTPOJIS
KauyecTBa JICKAPCTBEHHBIX CPEJCTB MPU HAIWYUU 3aKIIOUYEHUs (pa3periuTesIbHOTO JOKYMEHTA),
opopmiieHHOTO MuHHCTEPCTBOM 371paBooxpaneHus Poccuiickoit denepanui B COOTBETCTBUHU C
pewenrieM Komeruun EBpasuiickoil sxkoHOMUYeckol komuccuu oT 16 mas 2012 r. N 45 "O enunoi
¢dbopMe 3akiroueHUs (Pa3pelnTeNbHOTO TOKYyMEHTa) Ha BBO3, BBIBO3 M TPAH3UT OTIEIHHBIX TOBApPOB,
BKJIFOUEHHBIX B €IUHBIA TIEPEYCHb TOBAPOB, K KOTOPHIM MPUMEHSIOTCS Mephl HeTapudHOro
pEeryJaupoBaHusi B TOPTOBJIE C TPETHUMU CTPaHAMH, U METOJAMYECKUX yKa3aHUSAX IO €€ 3aroJHEHHUI0"
(manee - 3aKIIIOUCHUE);
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K .
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

(8B pen. llocranoBnenus IIpasutensctea PO ot 18.06.2025 N 913)

I) Hay4Hble OpraHuM3aluy, O0O0pa3oBaTElbHbIE OpTraHM3allMd BBICHIETO O0pa3oBaHUs U
MIPOM3BOIUTEININ JIEKAPCTBEHHBIX CPEJCTB - JUIS pa3padOTKH, MCCICIOBAHUMN, KOHTPOJIST 0€30MacHOCTH,
KadecTBa ¥ 3Q(PEKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB MPY HATHYUH 3aKITIOUCHHS,

(B pen. Locranosnenus IlpaBurensctBa P® ot 18.06.2025 N 913)

1) MEIWIMHCKHE OpTraHMW3allid, a TakK)Ke OpraHu3alHH, yKa3aHHbIe B mojamyHkrax "a" - '"r'
HACTOAIIETO MYHKTA, U1 OKa3aHUsS MEIUIIMHCKOW MOMOIIH MO KM3HEHHBIM MOKa3aHUSM KOHKPETHOTO
MarueHTa 100 OKa3aHUs MEIUITMHCKON TTOMOIIH OTPAaHUYEHHOMY KOHTUHTEHTY MAIleHTOB C PEIKON U
(w11) 0co00 TsHKENION MaTOJIOTHEN MPY HATUYUH 3aKII0OUCHHUS.

2(1). BorganHble 3aKII09EHUS] JEHCTBYIOT OECCPOUHO.
(m. 2(1) BBenen Locranosnenuem [IpaButensctBa PO ot 17.06.2023 N 998)

3. BBo3 B Poccuiickyro ®eneparnuio KOHKPETHOW TAapTHUH 3apETUCTPUPOBAHHBIX W (WJIN)
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEAHA3HAUYECHHBIX Ul MPOBEIEHUS KIMHUYECKHX
HCCIIEIOBAaHUM  JIEKQpCTBEHHBIX  IpPENapaToB, KOHKPETHOM MAapTHMM  HE3apErMCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB JUIsl IPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIEISAX PErUCTPALUU U
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, MpeIHa3HauYeHHbIX Juisl oOpamieHus B Poccuiickoit denepaunn
WIKM Ha OOIIEM pbIHKE JIEKAPCTBEHHBIX CPEACTB B paMkax EBpa3suiickoro 3KOHOMHYECKOIO COM03a,
OCYIIECTBJICHUSI  TIOCYJapCTBEHHOM  PETUCTPALIMM  JICKAPCTBEHHBIX  IPENaparoB,  BKIIOYCHUS
(bapManeBTHUECKOH CyOCTaHIIMM B TOCYJAapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB, KOHKPETHOM
NapTUU  HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, TNPEAHA3HAYCHHBIX IS Pa3pabOTKU
JIEKapCTBEHHBIX CpEJICTB, MPOBEACHHUS HAYYHBIX M MHBIX MCCIEIOBAHUN, KOHKPETHOW MapTHH
HEe3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB JJIs OKa3aHUS MEAMIIMHCKON MOMOIIH 10 KU3HEHHBIM
MOKa3aHUSAM KOHKPETHOTO NAallMeHTa WU JUIS OKa3aHUS MEIUIMHCKOW IOMOIIM OTPaHUYEHHOMY
KOHTHHI'€HTY NAlMEHTOB C peiKOoH 1 (Win) 0co00 TsKeIoN naTosorueii B pamkax aesreabHocT Ponna
MOJICPXKKH JIeTel C TSKEIbIMU JKU3HEYTPOXKAIOLIMMH U XPOHUUECKUMH 3a00JIeBaHUSIMU, B TOM YHCIIE
penkumu (opdanneiMK) 3a6oneBanusMy, "Kpyr no0Opa" (ajsiee COOTBETCTBEHHO - KOHKpETHAsl MapTUs
JIEKapCTBEHHBIX CPeACTB, POH/) MOKET OCYLIECTBIIATHCS HAa OCHOBAHUU 3AKJIIQYEHUS I10 3asBICHUAM
FOPUIMYECKUX JIMII, YKa3aHHBIX B MOANyHKTax "a" - "n1" myHkra 2 Hactosmux [IpaBut.

(8 pen. [locranosnenwuii [IpaButensctBa PO ot 26.12.2022 N 2432, ot 18.06.2025 N 913)

JlexapcTBeHHBIE CpeicTBa MOTYT OBITh BBe3eHBI B Poccuiickyro Deneparuio B eAX, yKa3aHHbBIX B
nyHkre S5 Hacrosamux [Ipasui.

4. 3anpeniaercs BBO3 B Poccuiickyro denepanuro ¢banbcupUIMPOBAHHBIX,
HET00pOKAYECTBEHHBIX, KOHTPA(paKTHBIX JEKAPCTBEHHBIX CPEACTB.

5. JlekapcTBeHHBIE TMpenaparbl i MEIUIIUMHCKOTO TPUMEHEHUsS MOTYT OBbITh BBE3CHBI B
Poccuiickyro ®eneparnuto uisi JTAYHOTO WCTOIB30BAaHUS M WHBIX HEKOMMEpPUYECKHX Iieneit 0e3
3aKJIFQYEHUS, €CJIM OHU MpEeIHa3HAYEHBI JIS:

a) TUYHOTO UCTOJb30BaHUS (U3NYECKUMU JIHLaMH, TpuObIBIIUMU B Poccuiickyto ®enepanuio.
I[Ipu »>toM BBO3 B Poccuiickyto @exnepanuio JEKaApCTBEHHBIX MPENAPATOB, COIASPNKALIUX
CWIBHOJCUCTBYIOIIME W (WJIM) SJOBUTHIE BEIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICUCTBYIOIIMX BEIIECTB JUIsl 1ened crtaTbu 234 W Jpyrux cratedl YTOJIOBHOTO KoOJeKca
Poccuiickoit @enepaiii U B CIHMCOK SIAOBUTHIX BEHIECTB ISl LEeied ctaTbu 234 W Apyrux crarted
VYronoBHoro kojaekca Poccuiickoit ®enepaunu, yTBEpKIACHHBIE IOCTaHOBJIeHUEM [IpaBuTenbcTBa
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K n
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

Poccuiickoit @enmeparu ot 29 nmekabps 2007 1. N 964 "OO yTBepXIEHHH CIUCKOB
CHJIBHOJICHCTBYIOIIMX M SOBUTBHIX BELIECTB s Lened cratbd 234 m apyrux crtareil YToJOBHOTO
konekca Poccuiickoir denepanuu, a Takke KPYINHOIO pa3Mepa CUIbHOACHUCTBYIOIIMX BELIECTB JUISA
ueneit cratbu 234 YrosnoBHoro kojekca Poccuiickoit @enepanuu’, OCylIeCTBIsIETCS MPU HaIUYUU
JOKYMEHTOB (3aBEpEHHBIX KON JTOKYMEHTOB WJIM 3aBEPEHHBIX BBIMMCOK M3 HHX), TIOJTBEPIKIAIOIINX
HazHaueHue (U3MYEeCKOMYy JIMIly YKa3aHHBIX JICKQpPCTBEHHBIX IPEenapaToB, 3a MCKIIOYEHUEM
JIEKapCTBEHHBIX MpEnapaToB, 3aperucTpUpoBaHHBIX B Poccuiickoil ®enepauuu M OTIyCKaeMbIX B
Poccuiickoit ®denepanuu 0e3 peuenTta Ha JIEKAPCTBEHHBIA INpemnapar. YKa3aHHbIE JOKYMEHTHI (HMX
3aBEpPEHHbIC KO WM 3aBEPEHHbIC BBIITUCKU U3 HUX) JOJDKHBI COAEPIKATh CBEACHUS O HAMMEHOBAHUHU
U KOJMYECTBE HA3HAYEHHOI'O JIEKAPCTBEHHOro mpemnapaTta. B ciiydae ecium Takue JOKYMEHTHI (MX
3aBEpPCHHBIC KOTHMH WJIM 3aBEPECHHBIC BBIMMCKU W3 HUX) COCTABIIEHBI HA WHOCTPAHHOM SI3BIKE, K HUM
IpUjIaraeTcs HoTapUalbHO 3aBEPEHHbII 1ePEBO HA PYCCKUM S3BIK;

0) wucmonbp30oBaHUS paObOTHUKAMU JUIJIOMATHYECKOTO KOPIyca WU  TPEACTaBUTEISIMU
MEKIYHAPOAHBIX OpraHu3aluid, aKKpeIuTOBaHHbIX B Poccuiickon Penepannu;

B) JICUYCHHS NACCAXUPOB M YICHOB SKHUIIAXKEW TPAHCIOPTHBIX CPEACTB, IMOE3AHBIX Opuran u
BOJIUTENICH TPAHCIIOPTHBIX CPEICTB, NPUOBIBIIMX HAa TAaMOXEHHYIO TeppUTOpuio EBpa3uiickoro
SKOHOMHYECKOTO CO03a (B anTeykax MepBOil MOMOIIM 3THUX TPAHCHOPTHBIX CPEJICTB B OrPAaHUYCHHOM
KOJINYECTBE, ONPEEICHHOM 3aKOHOIaTeIbCTBOM I'OCYapCTBA UX PETUCTPALUHN);

I) JIeYeHUs] YYACTHUKOB O(UIIMATIBHBIX MEXTYHAPOJHBIX KyJIbTYpPHBIX, CHOPTUBHBIX MEPONPUATUI
U YYaCTHUKOB MEKIYHApPOHBIX 3KCIEINLIUH.

6. [Inst nosmyuyeHus IOpUAMYECKUM JIMLIOM, YKa3aHHBIM B IyHKTEe 2 Hactosumx [IpaBun (manee -
3asBHUTEINb), 3AKIIOUEHHs 3asBUTEIb 3aIOJHACT B JIMYHOM KaOwHeTe (hefepasibHOW ToCyIapCTBEHHON
nH(pOopMallMOHHON cucTeMbl "ENUHBIN MOpTaa rocy1apcTBEHHBIX U MyHUIIUNAIBHBIX YCIyT (QyHKINN)"
(nanee - eauHBIA MopTan) 3asBieHHE (C yKa3aHUEM HAaMMEHOBAHUS JIEKapCTBEHHOTO IpenapaTa U (Win)
¢dapManeBTUYECKOH  CyOCTaHIIMM, JIEKApCTBEHHOW (OpMbI, J03bl, KOHIIEHTpaLUuHu, (HacoBKH,
HAaMMEHOBAHMS OPTaHMU3ALIMH - IPOU3BOAUTEINS JIEKApPCTBEHHOTO MpenapaTa U (Win) GpapMareBTH4ecKoi
cyOCTaHIIMM, CTpaHbl NPOM3BOJCTBA JIEKAPCTBEHHOro mpenapata u (wiM) (apmaneBTHUECKOM
cyOctannmu) (manee - 3asBJICHUE) U HAMpaBlisgeT ero B MUHHUCTEPCTBO 3/paBooXpaHeHus Poccuiickoit
Qenepaniii B GopMe 3JIEKTPOHHOTO JOKYMEHTA, TOJMHCAHHOTO JJIEKTPOHHOM MOJIMHUCKHIO, C
MIPUIIOKEHHUEM CIIEYIOIINX JOKYMEHTOB B 3JIEKTPOHHOM (hopMe (I1akeTa 31eKTPOHHBIX JOKYMEHTOB):

(8B pen. lloctanoBnenus IIpasutensctea PO ot 17.06.2023 N 998)

a) MPOEKT 3aKIIOYEHHUs, 3aIIOJTHEHHBIH B IMYHOM KaOWHETE €AMHOTO MopTana;
(nm. "a" B pen. [loctanosnenus IIpaBurensctBa PO ot 17.06.2023 N 998)

0) 000CHOBaHUE KOJMYECTBA BBO3UMBIX JIEKAPCTBEHHBIX MpenapaToB U (W) ¢papMaleBTHUECKUX
cyOCTaHIIMIA B TIETIAX:

pa3paboOTKU JIEKapCTBEHHBIX CPEICTB, MPOBEICHUS HAYYHBIX M MHBIX HCCIICJJOBAaHUNA -
OTpEeAeNseTcs HUCXOAs U3 MOTPEOHOCTE  MPOBOAMMOIO  TOKIMHMYECKOTO  HCCIEIOBaHUS
pa3pabaTbIiBaeMOro JEKapCTBEHHOTO CPEJCTBAa M (MJIM) IPOBOJAUMBIX HCCIIEIOBAHUH MO YCTAaHOBIICHHUIO
XapaKTepUCTHK JIEKAPCTBEHHOTO CPEACTBAa NMPHU €ro pa3paboTKe M NPEACTaBIsIeTCSs B BUAC IUIaHA
(mpoTOKOIIa, MpOrpaMMbl) UCCIIEOBAHMSI, COAEPHKAILIET0 OCHOBHBIE 3a/1a4H, METOOJIOTHIO, TPOLEAYPHI,
CTaTHUCTUYECKUE aCHEeKThl, OPraHU3alMIO U MIIAHUPOBAHNE PECYPCOB COOTBETCTBYIOIETO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O Cpe/icTBa (BKJIIOYAsi €ro 3Tambl M YacTH), B BUJE PACUETOB KOJUYECTBA BBO3HUMOIO
JNEKapCTBEHHOTO  CPEACTBAa,  HEOOXOAMMOTO  Juisi  TpoBeAeHHs  (apMaKOJOTHYECKHUX |
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K n
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

TOKCUKOJIOTMYECKUX HCCIIETOBAaHUM MPH MPOBEICHUH JOKIMHUYECKOTO UCCIIEOBaHUS JIEKAPCTBEHHOTO
cpeacTBa U (WJIK) A7 IPOBEICHUS MCCIEIOBAHUN MO0 YCTAHOBJICHHUIO XapaKTEPUCTHK JIEKAPCTBEHHOTO
CpeAcTBa MpH €ro pa3paboTKe i ONpeAeseHHS B 3aBUCUMOCTH OT JIEKaPCTBEHHOTO CpEJICTBA
(PM3HKO-XMMHYECKUX CBOWCTB, OMOJIOTMYECKON aKTHBHOCTH, MMMYHOXUMHUYECKHX CBOWCTB, YHCTOTHI U
npuMeced, HCCIeoBaHUN CTAOWIBHOCTH, MPOUis MpUMEced, MyTel Ierpajganud, CpaBHUTEIHHOMN
KMHETUKH pPACTBOPEHMS, a TakKe B BHUJE JOKYMEHTa, IOATBEpXKAalomero Qaxkt pa3paboTku
JIEKapCTBEHHOTO CPEJICTBA (MPUKa3a, TEXHUYECKOTO 3a/1aHUs, IPOTPAMMBI);

MPOBEJCHNUS KIMHUYECKUX HUCCIIEeIOBAaHUH JIEKApPCTBEHHBIX MPEMapaToB - OMPEACTSETCS UCXOAS U3
YCJIOBI/IP'I HpI/IMeHCHI/ISI JIeKapCTBCHHOFO HpenapaTa B paMKax HpOBGI[GHI/ISI KIIMHUYCCKOI'O UCCJICO0OBAaHUSA
JIEKApCTBEHHOT'O TperapaTa M TPEJCTaBIsACTCS B BHUAEC CBEACHUN O cXeMe NMpUMEHEHHUs (OmucaHus
JICKapCTBCHHON (DOPMBI, YITAKOBKH M MapKHPOBKH HCCIICIYEMOro JICKAPCTBEHHOTO IMpemnapara), J103ax,
KOHIIEHTPAIIUAX, YaCTOTE MPUEMa WIM KPAaTHOCTH BBEJCHHS, OXKUIAEMOMN MPOJOKUTEIBHOCTH YIaCTHs
CYOBEKTOB B HCCJICIOBAaHWUH, OMHMCAHUS IMOCIEI0BATEILHOCTH U TPOJIOJDKHTEIBHOCTH BCEX TEPHUOJIOB
WCCIICIOBaHMs, BKJIIOYAs TMEPHOJ TOCIEAYIONIero HaOMIOACHHs, €CIH TaKOBOH TMPeayCMOTpPEH
MIPOTOKOJIOM KIMHUYECKOTO WCCIEAOBAHUS JIGKAPCTBEHHOTO TIperapara, KOJIWYECTBE MAIUCHTOB,
HpI/IHI/IMaIOHII/IX yqaCTI/Ie B KIIMHUYECCKOM HCCIICOIOBAHUN J'IeKapCTBeHHOFO npenapaTa, HNJIX B BUC NHBIX
JOKYMEHTOB, TIOJITBEPKIAIONINX HEOOXOJIMMOCTh BBO3a JICKAPCTBEHHOTO IIperapaTa B 3asBICHHOM
00BeME;

perucTpalMid M SKCIEPTU3bl JIEKApCTBEHHBIX CPEACTB, NpEeAHAa3HAYEHHBIX Ui OOpalleHHs B
Poccuiickoit @enepanuu UiaM Ha OOIIEM pBIHKE JIEKAPCTBEHHBIX CPEACTB B pamkax EBpaszuiickoro
SKOHOMHYECKOT'O CO03a, OCYILIECTBIECHUS IOCYAapCTBEHHONW PETUCTPALIMU JIEKAPCTBEHHOI'O Ipernapara,
BKJIIOUEHUSI (papMaleBTUUECKON CyOCTaHLMU B TOCYJapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEJCTB -
OTpesieNsieTCsl HMCXOAs W3 NOTpeOHOCTEeW B JIEKapCTBEHHOM IIpernapaTe NpU IMPOBEACHHUU TecTa
CPaBHUTEIHLHOW KMHETUKHU PACTBOPEHHMSI in Vitro ¢ 000CHOBaHHMEM YHCIIa HEOOXOIUMBIX Oy(hepHBIX cpes
U TOBTOPOB MCIBITAaHUM, TEXHOJIOTMYECKOrO Ipolecca MPOMU3BOJCTBA JIEKAPCTBEHHOTO CPE/CTBA,
NPOU3BOJICTBEHHON  pelenTypbl WJIM MaTepHajJbHOro 0OajaHca, COCTABICHHOTO 10 JIAHHBIM
TEXHOJIOTMYECKUX MHCTPYKIUI MJIM HMX I[POEKTOB, M MPEACTABIAETCS B BUJIE BBIIUCOK U3
TEXHOJIOTUYECKUX MHCTPYKIUN WM MX MPOEKTOB, B BHUJE BBIUCOK M3 HOPMATHUBHOW JOKyMEHTALUH
(HOpMaTHBHOI'O JIOKYMEHTa MO KayeCTBY) UM UX MPOEKTOB, COAEpKAIIUX HH(OPMALIUIO O KOJIUYECTBE
JEKapCTBEHHOTO  CpPEACTBA, HEOOXOAMMOIO  JUIsl  NPOBEINEHHUS  HUCHBITAHMH  KadecTBa 110
COOTBETCTBYIOIIUM TOKa3aTelsiM, B BHJE CCBUIOK Ha (apMakonelHble CTaTbH TIOCYIapCTBEHHOM
¢dapmakoneu, (apmaxomneitHsle cratb Papmakornen EBpa3uiickoro SKOHOMHYECKOTO COM03a WM
3apyOeXHBIX (apMakorneii M B BHJE pacueTOB OKCHEPTHOTO YUPEKIEHHs, OCYIIECTBIISIOMIETO
JKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB;

(nm. "0" B pexn. Locranosnenus IIpaBurenscrBa P® ot 18.06.2025 N 913)

B) KOMHWHM J0roBOpa (KOHTpPAKTa), MPUJIOKECHHS W (WIHM) JOMOJHEHHS K HEMy, a B cllydae
OTCYTCTBUS IOTOBOPA (KOHTPAKTa) - KOIUU WHOTO JOKYMEHTA, TOATBEPIKIAIOIIET0 HAMEPEHHUSI CTOPOH
(B cimyvae yuyactus 2 win 60see CTOpOH);

) KOMHH JIOKYMEHTOB, TMOATBEPXKJAMOIINX KadecTBO JIEKAPCTBEHHOIO mpemapara (3a
WCKITIOYCHUEM CiIy4asi BBO3a JIGKAPCTBEHHOTO Mperaparta Ul OKa3aHWsl METUITMHCKOW ITOMOIIH I10
KU3HECHHBIM TIOKAa3aHUSAM KOHKPETHOTO TAIMEeHTa JIM0O OKa3aHWs MEAWIIMHCKOW  ITOMOIIN
OTPaHUYCHHOMY KOHTHHTEHTY MAallMeHTOB C peakod M (Wiau) oco00 TsHKEIION maTojiorhei) u (Wiu)
(dapManeBTHYECKUX CyOCTaHIUM, BBIAAHHBIX OpTaHU3aIMeld - TPOM3BOJUTEIEM JIEKAPCTBEHHBIX
CPEICTB WJIM WHOW OpraHM3alfel, yMOTHOMOUYEHHOW Ha TOJATBEPXKICHHE KauecTBa JIEKAPCTBEHHBIX
CPEIICTB B COOTBETCTBHH C 3aKOHOJATEIILCTBOM CTPAHBI MPOUCXOXKJICHHUS JICKAPCTBEHHOTO CPE/ICTBA,
coZepKalIie TMoKa3aTenn (XapakTepUCTUKH) C yKa3aHHEM MeCcTa TPOHM3BOJCTBA KOHKPETHOTO
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K n
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

JICKApCTBECHHOT'O CPEACTBA,

J) B CiIy4yae BBO3a KOHKPETHOH MapTUH 3apeTrUCTPHUPOBAHHBIX M (MJIM) HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX  CPEJCTB, IPEAHA3HAUEHHBIX JUISI IIPOBEJIEHUS KIMHUYECKUX HUCCIIEOBaHUM
JIEKapCTBEHHBIX IpENapaToB, KOIMUU JOKYMEHTOB (MakeTel W (uiau) QoTrorpaguu ynakoBOK),
MOATBEPKAIOIIUX HAJIeKAIYI0 MapKUpPOBKY JIEKAPCTBEHHBIX CPEJICTB, OOYCIOBIMBAIOIIYI0 HX
1LIEJIEBOE UCIIOJIb30BAHNE UCKIIOYUTEIBHO B KIMHUUECKUX UCCIIEI0BaHMSAX;

e) B CJIyda€ BBO3a JICKApCTBCHHOI'O IIpCliapara JIsA OKa3aHUA MEIUIIMHCKON TMOMOIIM IO
JKU3HCHHBIM ITOKA3aHUAM KOHKPCTHOTO IMallUCHTA:

KOMHS MPOTOKOJIA 3aKJIIOYCHHUS BpadyeOHOW KOMHUCCHH JIMOO KOHCHWIIMyMa Bpayel ¢enepaabHOro
yupexaeHus (BpaueOHOW KOMHUCCHHM JHOO KOHCWIMyMa Bpadyeld CTPYKTYPHOTO TMOIpa3IeeHus
HAy4YHOTO WJIM 00pa30BaTEIbHOTO (peIepaIbHOTO YUPEXKACHUS), B KOTOPOM OKa3bIBAETCS MEIUIIMHCKAs
MOMOIIb TAlMEeHTy, IOAMMCAHHOTO PYKOBOJIUTENEM YUpEXIEHUS (PyKOBOJIUTEIEM CTPYKTYPHOTO
Moipa3/ieNieHrs HAy9HOTr0 WK 00pa30BaTenbHOro (heepaabHOro yUpesKIeHHs, JTUIIOM, UCIIOIHSIOMIUM
0053aHHOCTH PYKOBOJAUTEINS YUPEKACHUS, JTUOO YIOJTHOMOUEHHBIM JIMIIOM B JOJDKHOCTH HE HHUXKE
PYKOBOJIUTENST CTPYKTYPHOTO TMOJApa3AeiCHUs HAy4YHOrOo HIM 00pa30BaTeNbHOrO (hernepaabHOro
VUPEKICHUS, €r0 3aMeCTUTelNs, B cepy IesITeTbHOCTH KOTOPOTO BXOISAT BONPOCH OpPraHU3ALUU
MEUIIMHCKON MOMOIIH), O Ha3HAYeHHUH MalUEeHTy He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara
JUIS OKa3aHUA MEIUIIMHCKOM MOMOIIM MO >KU3HEHHBIM IIOKa3aHUSIM (C YyKa3aHHEM TOPIroBOTO
HAaUMEHOBAHMS JTUOO MEXIyHApOJHOTO HEMAaTeHTOBAHHOTO HAUMEHOBAHHS, JEKApPCTBEHHOH (OPMBI,
JO3UPOBKH M KOJIMYECTBA HE3apETrHCTPHUPOBAHHOTO JIEKAPCTBEHHOrO TIpernapara M OOOCHOBaHHEM
HEOO0XO/IMMOCTH €r0 BBO3a), WM OOpalleHHEe YHOJHOMOYEHHOTO HCIOJIHHUTEIBHOTO OpraHa cyObeKTa
Poccwuiickoit denepanny 0 HEOOXOAMMOCTH BBO3a HE3apErHCTPUPOBAHHOTO JICKAPCTBEHHOTO TIperapara
I OKasaHuA MG)IHHI/IHCKOf/i IIOMOIIIM II0 JXWU3HCHHBIM IIOKa3aHUAM KOHKPETHOro IMamucHTa C
MPWIOKEHWEM KOMHMHM TNPOTOKOJA pEeIleHUsT BpayeOHONW KOMHCCHU JMOO KOHCHIMyMa Bpauei
yupexaeHusi cyonbekta Poccuiickoit ®denepanuu, B KOTOPOM OKa3bIBae€TCS MEAMIIMHCKAs TOMOIIb
NAIHMEHTY, HOAMHCAaHHOTO PYKOBOJUTEIEM YUPEKICHHUS JTUO0 JIUIIOM, HCTIOTHSIONUM €ro 00S3aHHOCTH,
O HAa3HAUYEHUU MALUEHTY HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO Ipenapara Juisl OKa3aHHUs
MC[[HHHHCKOﬁ IIoMomu 110 KHU3HCHHBIM ITOKa3aHUsSIM (C YKazaHuEM TOProBOIro HAMMCHOBAHUA 60
MCXKIAYHAPOAHOrO HCMATCHTOBAHHOTO HAMMCHOBAHUA, HeKapCTBeHHOﬁ (bOpMI)I, JO3UPOBKHU U
KOJIMYECTBA HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mperapara), Wik KOMHs PEeLeHUs SKCIEPTHOTO
coetra PoHsa 00 oOecreueHnr KOHKPETHOTO peOeHKa ¢ TSHKENbIM KU3HEYTPOKAIOIIUM M XPOHUYECKUM
3a0oJieBaHUEM, B TOM uucie peakuM (opdaHHbIM) 3a00sieBaHHMEM, B OTHOIIEHHH KOTOporo MoHaom
pPCaIn3yeCTCA HOHOHHHTCHBHBIﬁ MCXAaHU3M OpraHu3ali H (bl/IHaHCOBOI‘O oOecrieyeHusT OKa3zaHMS
MEIUIMHCKOW moMomu (Tpyu HeoOXoAMMOCTH 3a mnpexaenamu Poccuiickoit @eneparun), odecneueHus
JICKApCTBCHHBIMHU IpEriapataM U MCIUIWMHCKUMU U3ACTIUAMU, B TOM YHUCJIC HE 3apCTrUCTPUPOBAHHBIMU
B Poccuiickoit ®exepanuu, U TEXHUYECKUMHU CPEACTBAMU peabWIUTAIMM, HE BXOIAIIMMH B
(benepanbHBI MEepeueHb PeabUIUTAIIMOHHBIX MEPOIPHATHIA, TEXHUYECKUX CPEACTB peabuIuTaluu U
YCIIYyT, MPEI0CTaBIIEMbIX HHBATHIY (Aajiee - MOAACPHKKA), WIN KOHKPETHOTO TpaKAaHWHA C TSDKEIBIM
KHU3HEYTPOXKAIOIIUM U XPOHUYECKUM 3a00JIeBaHHEM, B TOM YHUCIIE PeIKuM (Op(aHHBIM) 3200JIC€BaHUEM,
KOTOpBIM MOydal MOAJEPKKY B paMmkax aesrenbHocTd PoHIa 10 JOCTHXEHUS UM 18-eTHero
BO3pacTa M o0ecrevyeHrne OKa3aHus MOJAEPKKU KOTOpoMy ocytiecTBisiercss @oHA0M B TeUeHUE OJHOTO
rojga mocjie IOCTIKeHus UM 18-metHero Bo3pacrta (najee - Aetu ¢ OopdaHHBIMH 3a00JEBAHUSIMH),
HEe3apEerUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IMpenapaToM (C yKazaHHEM TOProBOTO HAaWMEHOBAaHHS JTHUOO
MEXJIYHApOJAHOTO HEMaTeHTOBAHHOIO HAWMEHOBAHUS, JIEKAPCTBEHHOW (OpPMBI, JO3UPOBKH U
KOJIMYECTBA HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IIpernapaTa), Uid BBIIMCKA U3 TaKOTO PEILEHUs
skcnepTHoro coBera ®oHma (¢ yKazaHHEM TOPrOBOTO HAMMEHOBAHUS JIMOO MEXIYHAPOIHOTO
HEIIaTEHTOBAHHOI'O HauMMCHOBAaHUsI, HeKapCTBeHHOﬁ (I)OpMI)I, JO3UPOBKU n KOJIN4YECTBa
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HEe3aperucTpUPOBAHHOTO JEKAPCTBEHHOTO MIpernapara);
(B pea. Ilocranosnenwuii [IpasurenscrBa P® ot 26.12.2022 N 2432, ot 10.08.2023 N 1316)

KONUSL TAacrnopra WM CBUAETEIBCTBA O POXKIACHUU IAIMEHTa, KOTOPOMY Ha3HA4Ye€H
HE3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npenapar Mg OKa3aHWs MEJAUIUHCKONW TMOMOIIHM 10
YKW3HEHHBIM IMOKa3aHUSIM.

He nomyckaercs NOBTOpHOE MpPEACTaBIEHUE YKa3aHHBIX IIPOTOKOJIOB pEIIEHUH BpaueOHbIX
KoMHCCUI MO0 KOHCWJIMYMOB Bpaueil, eciy MO HUM BBIJAHO 3aKIIOYEHHE paHee (KpoMe perIeHui
BpaueOHbIX KOMUCCHI JINOO KOHCHIIMYMOB Bpauei, B KOTOPBIX MPOMHUCAHBI JIEKAPCTBEHHBIE MpenapaThl
MOKU3HEHHO WJIH JUIS JUTMTENIbHON Tepamnuu 3a001eBaHus);

) B Cly4ae BBO3a JIEKQpCTBEHHOrO IIpermapaTa [uisl OKa3aHWs MEAMIMHCKONM MOMOILU
OTPaHMYEHHOMY KOHTHHIEHTY MAallMeHTOB C PeIKod W (W) 0co0O0 TSKENIOW MaTojoTHel B paMKax
nesrenbHocTH DoHAa - Komus pemieHus skcreptHoro cosera donzma o ¢GopMHpoOBaHHMU pe3epBa
JIEKapCTBEHHBIX IpEenapaToB B LENAX HE3aMEAIUTEIbHOr0 00ecHeueHHUs] HEeOIpeaesIeHHON TI'pYyIIbI
nereit ¢ ophaHHBIMH 3a00JI€BaHUAMU (C YKa3aHHEM TOPrOBOTO HAaUMEHOBAHHS MO0 MEXIYHAPOIAHOTO
HEMaTeHTOBAaHHOT'O0 HAUMEHOBAHMS, JIEKAPCTBEHHON (OPMBI, T03UPOBKH, 00BEMOB, MOICKAIIUX BBO3Y,
3a0oneBaHnsl (COCTOSIHMS) TAI[MEHTOB, JJIsl OTPAaHUYEHHOTO KOHTHHTEHTa KOTOPBIX BBO3HUTCS
JIEKapCTBEHHBIN Tpernapar), WM BBbIMMCKAa M3 TAaKOTO pelIeHus HKcrepTHoro cosera Ponpa (c
yKa3aHHMEM TOPrOoBOr0 HAMMEHOBAaHUS JHOO MEXAYHApOIHOIO HENaTEeHTOBAHHOIO HAMMEHOBAHUS,
JIEKapCTBEHHON (OpPMBI, JTO3UPOBKH, OOBEMOB, MOJJIEKAIIUX BBO3Y, 3a00sieBaHUS (COCTOSHMSA)
MALUEHTOB, JJI1 OTPAHUYEHHOTO KOHTUHI€HTa KOTOPBIX BBO3UTCS JIEKAPCTBEHHBIN IIpEnapar).

(mm. "x" BBegeH [locranosnenueM I[IpaBurensctBa P® ot 26.12.2022 N 2432; B pen. [locTanoBienus
[IpaButensctBa PO ot 10.08.2023 N 1316)

7. BBo3 He 3apeructpupoBaHHOro B Poccuiickoit @enepanuy JEKapCTBEHHOIO IMperapara s
OKa3aHMs MEIUIMHCKON NMOMOILM OrpaHMYEHHOMY KOHTHHICHTY HAllMEHTOB C PEAKOH M (M) 0cobo
TSDKEJION TMaToJIOTHeN (3a MCKIIIOUEHHEM CIyyaeB BBO3a JIEKAPCTBEHHBIX MNpPENapaToB A OKa3aHUs
MEJIULIMHCKOW TOMOIIY OTPAaHUYCHHOMY KOHTHHI'EHTY MAlMEHTOB C PEIKOM M (MiM) 0co0o TsHKEIoi
naTojorueii B pamkax jesrenbHocTH DOHA) OCYIIECTBISETCS HA OCHOBAHUU 3AKIIQYEHUS,
IIOATOTOBJIICHHOIO BO HcnonHeHue akra IlpaBurensctBa Poccuiickont ®enepanuu, B KOTOPOM
YKa3bIBalOTCS  IOPUAMYECKOE JIMIO, OCylecTBistomee BBo3 B Poccuiickyro  ®Denepanmto
HE3aperUCTPUPOBAHHOIO  JICKAPCTBEHHOIO  IIpernapaTra,  MEeXAyHapoAHbIE  HEIAaTCHTOBaHHbBIC
HaMEHOBAaHMS JIEKaPCTBEHHBIX MpenapaToB, UX (OPMBbI, JO3UPOBKH, 0OBEMBI, MMOJIEKAILIUE BBO3Y, a
TaKke 3a0ojeBaHuEe (COCTOSIHME) TMAlMEHTOB, JUIS OTPAHHYEHHOTO KOHTHHIE€HTa KOTOPBIX BBO3HUTCS
JIEKApCTBEHHBIN ITpenapar.

(B pen. Loctanosnenus IIpasurenscrBa PO ot 26.12.2022 N 2432)

IOpuanyeckoe nuio, ykazanHoe B akte IIpaButennctBa Poccuiickoit ®denepanun, B TeYeHUE 3
pabounx IHEH co JAHS €ro M3JaHus MpeacTaBiseT B MuHHUCTEpCTBO 3lpaBooxpaHeHus Poccuiickoii
denepanny NOCPEACTBOM €IUHOTO NOpTaja 3asiBJICHUE, a TAKKe JTOKYMEHThI, YKa3aHHbIE B MOITYHKTaX
nyn nn

a" u "B" mynkTa 6 Hactosmux [IpaBuin. B 3asBrneHun yka3piBatoTcst Homep u jara akta [IpaBurenbcTBa
Poccuiickoit deneparum.

PaccmoTpenue npeacTaBieHHBIX JOKYMEHTOB U IPUHATHE 0 HUM PEIICHMS OCYILECTBISIOTCS B
COOTBETCTBHUM C MYHKTOM 9 HacTosimmx [IpaBui.

8. I[J'IH BbLJAQ4YM 3AKIIOYCHHA 3adBUTCIIb BIIpaBE€ IMPCACTAaBUTL KOIIMK CBHUACTCILCTBA O
l"OCYI[ElpCTBGHHOIZ peructpan U CBUACTCIILCTBA O ITOCTAHOBKE Ha YUCT B HAJIOTOBOM OpPraHC, a TAKKE

www.consultant.ru CrpaHuua 7 13 10
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100090&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100090&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454515&amp;date=29.10.2025&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454515&amp;date=29.10.2025&amp;dst=100010&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100093&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100093&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454515&amp;date=29.10.2025&amp;dst=100011&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=454515&amp;date=29.10.2025&amp;dst=100011&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100095&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=435674&amp;date=29.10.2025&amp;dst=100095&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=439456&amp;date=29.10.2025&amp;dst=12&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K .
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

KONMM paspemieHus MUHHCTepCTBa 31paBooxpaHeHus Poccuiickoit @Penepauuu Ha MpoBeAeHUE
KJIMHUYECKOTO HCCJIEIOBaHUsl JIEKapCTBEHHOI'O Ipermapara (B Cilydae BBO3a KOHKPETHOM MapTUH
JIEKapCTBEHHBIX  CPEJCTB, IPEAHA3HAUEHHBIX JUISI IIPOBEJIEHUS KIMHUYECKUX HUCCIIEOBaHUM
JIEKapCTBEHHBIX IpEnapaToB) IO COOCTBEHHOW HWHUIMATHBE. MUHHUCTEPCTBO 3paBOOXPaHEHUS
Poccuiickoit @enepanuu He BIpaBe TpeOOBaTh Yy 3asBUTENS MPEACTABICHUS KOMMHM yKa3aHHBIX
JOKYMEHTOB.

9. MunucrepctBo 3apaBooxpaHeHus Poccuiickoli denepauuu B CpOK, HE MPEBBILIAOIMMUN 5
pabouux qHEN co AHA NOCTYIUICHUS JOKYMEHTOB, YKa3aHHbIX B MMyHKTax 6 u 7 HacTosiux [IpaBu:

a) IPOBOAUT MPOBEPKY MOJTHOTHI U JJOCTOBEPHOCTH CBEIACHMM, COAEPKAIINUXCS B IPEICTABIEHHBIX
3asiBUTENIEM JIOKyMEHTax, a B Cily4yae €clIM 3asBUTEIb HE TPEJCTaBWJI KOMNMIO pa3pelleHus
MuHucTepcTBa Ha MPOBEJIECHUE KIMHUYECKOrO HCCIIEIOBaHUS JIEKapCTBEHHOTO Ipernapara (B ciiydae
BB03a KOHKPETHOW NapTHH JIEKAPCTBEHHBIX CPEICTB, IPEIHA3HAYEHHBIX JUJISl IPOBEACHUS KIMHUYECKUX
WCCIIeIOBaHUM JIEKaPCTBEHHBIX MpPEMapaToB), TAKKe MPOBEPKY HAIM4YWs YKa3aHHOTO pa3pelieHust y
3asBUTENS HA OCHOBAaHUM JIaHHBIX pPEECTpa BBIJIAHHBIX Pa3pelIeHUl Ha NPOBEJCHHUE KIMHUYECKUX
HCCIIEI0OBaHU JIEKapCTBEHHBIX IIPENApaTOB;

0) 3ampammBaeT W TOJy4aeT B  TOPSAKE MEXBEIOMCTBEHHOTO  HMH(POPMALUMOHHOTO
B3aUMOJCHCTBUs 0T DeaepanbHON HAOTOBOW CIIy)O0bl MHGOpMAIHIO O (akTe BHECEHHUS CBEACHHUI O
3asiBUTeNe B ENMHBIN rocyaapCTBEHHBIN peecTp IOPUINIECKUX JHIl U O (aKTe MOCTAHOBKH 3asBUTEISI HA
y4eT B HAJIOTOBOM OpraHe, €CJIU 3asBUTENb HE MPECTaBHII KOMUN CBUAETEIHCTBA O TOCYAapCTBEHHON
PErUCTpallMK U CBUJIETENHCTBA O IOCTAHOBKE HA YUYET B HAJJOTOBOM OpraHe;

B) IPUHUMAET PEIICHUE O BbIaue 3aKIIOUEHUS WIM PelIeHrne 00 OTKa3e B BbIaue 3aKIIOYEHUS C
YKa3aHUEM IIPUYMH OTKA3a;

I') HampapiseT B JIMYHBIA KaOWHET 3asBUTENII Ha €AUHOM TMopTajiie B (opMe dSICKTPOHHOTO
JOKYMEHTA, MOAMHMCAHHOTO YCWJICHHON KBaIH()HUIMPOBAHHOW 3JIEKTPOHHON MOAMKCHIO, 3aKIIOYECHUE
WM yBeJOMJIEHHE 00 OTKa3e B BbIJaue 3aKII0YEHHS C YKa3aHUEM MPHUUMH TaKOTO OTKa3a.

10. Otka3 B BblIaye 3aKIIOYECHUS HE SBJSETCS MPEMATCTBHEM JUIsl TOBTOPHOTO IPEACTABICHUS
JIOKYMEHTOB U CBEJCHMI B COOTBETCTBUM C IIYHKTOM 6 Hactosuux [IpaBui nocie ycTpaHeHus NpUYKH,
ITOCITYKUBILINX OCHOBAHHUEM JUJISl OTKA3a.

11. IlnaTa 3a BeLAAYY 3aKJIFOUEHUS HE B3UMAETCS.
12. OcHoBaHueM JyIs OTKa3a B BbIlaue 3aKII0YCHUS SBISIIOTCA CIEAYIOLIME O0CTOSATENIbCTRA:

a) HaJIMYUEC HCIOJHBIX WJIW HCAOCTOBCPHBIX CBEeJCHUMN B AOKYMCHTAX, IMPCACTABIISICMBIX
3asABUTCIICM JJIA TIOJIYUCHU A 3AKITOYCHUSA

0) JIeKapCTBEHHOE CpPEACTBO, 3asBJICHHOE /i1 BBO3a B Poccuiickyro ®Depepanuio s Lenen
MEAUIIMHCKOI'O MMPUMCHCHUA, 3aMpeucHoO K MCIOUIUHCKOMY HNPHUMCHCHHIO Ha TEppUTOPUU
EBpa3niickoro 53kOHOMHUYECKOTO COK03a;

B) IOPHAMYECKOE JIUIIO, TPEACTABUBIIEE 3asABJICHWEC M JAOKYMEHTHI I IeJied IOJTydeHUs
3aKJII0YEHUs] B COOTBETCTBUU C IYHKTOM 7 HactosAmux [IpaBui, HE yKa3aHO B COOTBETCTBYIOIIEM aKTe
[IpaButensctBa  Poccuitickoii  Pexepaumyd  Kak — JULO, YIOOJHOMOYEHHOE HAa  BBO3  HE
3aperucTpupoBaHHoro B Poccuiickoit ®exepanuy JEKApCTBEHHOrO Mpenapara JUid OKa3aHus
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MEIUIIMHCKONW MOMOIIM OTPAaHUYEHHOMY KOHTHHIEHTY MAIMEHTOB C peakoil u (mim) ocobo TsKenon
[aTOJOTHUEN.

13. MunucrepctBo 31apaBooxpaHeHust Poccuiickoit denepauuyu BEAET PpeecTp BbIJAHHBIX
3aKJIIQYEHUH B 3JIEKTPOHHOM BHJI€ B YCTAHOBJIEHHOM UM IMOPSIKE, KOTOPBIM HOCUT MH(OPMALIMOHHBIN
Xapakrep.

14. CBenenus, coaepikamyecs B 3aKIIOUCHUSX, €KEHEIEIbHO, HE TTO3JHEE ITEPBOro padbovero JHs
KaJIeHJAAapHOU HENENH, MpeacTaBistoTcss MuHucrepeTBoM 3apaBooxpanenus Poccuiickoit denepaunu B
TaMOKECHHBIE OpPraHbl B JJIEKTPOHHOM BHJE IIOCPEACTBOM MCIIOJIB30BAHUSA €IUHOM CHUCTEMBI
MEKBEJOMCTBEHHOTO 3JIEKTPOHHOT'O B3aUMOJICHCTBUS.

15. Opranuzanuu, ocymectsuBmine BB03 B Poccuiickyto ®enepannio JIeKapCTBEHHBIX
IpenaparoB, MPEIHA3HAYEHHBIX I OKa3aHWS MEJMIIMHCKON MOMONIIM IO >KM3HEHHBIM MOKa3aHHSIM
KOHKPETHOr'O MalMeHTa, a TaK)Ke OpPraHM3alliy, OCYLIECTBUBIIME BBO3 HE 3apErMCTPUPOBAHHOTO B
Poccuiickoit ®enepanuu JIEKapCTBEHHOrO Ipenapara Uil OKa3aHWs MEIULUHCKOM IMOoMOIIU
OrpaHUYEHHOMY KOHTHHTEHTY MAIlMEHTOB C peaKoi U (Win) ocobo Tsokenoil narosnorueit, B Teuenue 10
pabouux qHEH co JHS MOTyueHHs JICKapCTBEHHBIX MPENapaToB MEAUIIMHCKON OpraHnu3aluei, B KOTOPOi
OKa3bIBa€TCSl  MEQUIIMHCKAas IMOMOIIb NAalUeHTy, YBEAOMJSIOT 00 3ToM  MuHuHCTEpCTBO
3npaBooxpaHeHusi Poccuiickoit @enepanyu B QopMe 3JIEKTPOHHOIO JIOKYMEHTA, MOAMHCAHHOTO
IEKTPOHHON MOJINUCHIO (TMPOCTON 3IEKTPOHHOW IMOAINUCHIO, JINOO YCUICHHON KBanu(UUUPOBAHHOMN
JIEKTPOHHOMN MOANHUCHIO, TINOO YCHIEHHON HEKBAJIM(UIIMPOBAHHOM 3JIEKTPOHHON MOAMMUCHIO).

YT1BEpxKIeH

nocrtaHoByienreM lIpaButenbcTBa
Poccuiickoit ®enepanuun

ot 1 nronsg 2021 r. N 853

NMEPEYEHDb .
YTPATUBLLUUNX CUITY AKTOB U OTOEJIbHbIX NOJIOXXEHUU AKTOB
NMPABUTEJNIbCTBA POCCUNCKOU ®EOEPALIUA

1. Hocranosnenue IlpaBurensctBa Poccuiickoit denepanuu ot 29 centsops 2010 r. N 771 "O
TOPSIIKE BBO3a JICKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHs Ha TeppuTOoprio Poccuiickoit
Oepepannn" (Cobpanne 3akoHomarenbeTBa Poccniickoit deneparuu, 2010, N 41, ct. 5235).

2. Hocranosnenue IlpaButensctBa Poccuiickoit @enepaunu ot 3 utons 2011 r. N 441 "O
BHECEHHUM M3MEHEHUM B HEKOTOpPBIE akThl [IpaButenscrBa Pocculickoit denepanuu no BorpocaM BBO3a
Ha Tepputoputo Poccuiickoit denepannu JTEKapCTBEHHBIX CPEJICTB ISl MEAMIIMHCKOTO MpUMEHEHus"
(Cobpanue 3akononarensctBa Poccuiickoit deneparuu, 2011, N 24, ct. 3494).

3. LIyHKT 4 u3MeHeHH#, KoTopble BHOCATCA B akThl [IpaButensctBa Poccuiickoit denepannu no
BOIpPOCaM IPEJIOCTABJICHUSI IOCYIAapCTBEHHBIX YCIyr B cepe oOpallleHusl JeKapCTBEHHBIX CPENCTB,
yYTBEpKACHHBIX MocTaHoBleHUeM llpaBurensctBa Poccuiickoit @enepanuu ot 5 gexadbps 2011 r. N
1001 "O BHecenmm wH3MEHEHMH B HekoTopble akThl IIpaBurenscTBa Poccuiickoit Penepanuu 1o
BOIPOCaM MPEJOCTABICHUS TOCYJapCTBEHHBIX yCIyr B cdepe oOpalleHHs JIeKapcTBEHHBIX CpeacTB"
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MNocTtaHosneHue MNpasutensctea PO ot 01.06.2021 N 853 K .
KOHCYJIbTAHTINIOC
(pea. ot 18.06.2025) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHenus: 29.10.2025
06 yTBepxxaeHun MNpasun BBO3a IEKAPCTBEHHBIX CPeAC. ..

(Cobpanue 3akononarenscTBa Poccuiickoit @enepanuu, 2011, N 50, ct. 7390).

4. Ilyskr 128 u3mMeHeHUi, KoTopble BHOCATCA B akThl [IpaBurenscrBa Poccuiickoit @enepanuu 1o
BOIIPOCAM JEATEIBHOCTH MUHHCTEpCTBA 3ApaBooXpaHeHus Poccuiickon denepanny, yTBEpPKICHHBIX
nocraHoBienneM [IpaBurensctBa Poccuiickoit @enepanmu ot 4 centsops 2012 r. N 882 "O BHeceHun
M3MEHEHUN B HEKoTopsle akThl [IpaButenbcTBa Poccniickoit @Penepanuu 1Mo BOIpocam JIeATEIbHOCTH

MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @enepanun” (Cobpanue 3akoHoaaTeNbCcTBa Poccuiickoit
®enepaunn, 2012, N 37, ct. 5002).

5. IlyHkT 28 W3MeHEHMH, KoTopble BHOCATCS B akThl [IpaButensctBa Poccuiickoit denepanumy,
YTBEPKACHHBIX NocTaHoBieHHeM lIpaBurensctBa Poccuiickoit @enepanuu ot 15 okts6ps 2014 r. N
1054 "O BHeceHMM uU3MEHEHUN B HekoTopble akThl IlpaBurenscrBa Poccuiickoit ®enepauyn”
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 2014, N 43, cT. 5892).

6. [locranopnenue IlpaButensctBa Poccuiickoit deaepanuu ot 28 mexadbps 2016 r. N 1515 "O
BHECEHMM WU3MEHEHHs B NyHKT 9 IlpaBun BBO3a JIEKapCTBEHHBIX CPEICTB Ul MEIULIUHCKOIO
npuMeHeHus Ha Ttepputopuio Poccuiickoit ®@enepanun" (CoOpanue 3akoHoaaTesnbcTBa Poccuiickoit
Oepnepanun, 2017, N 2, cT. 346).
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