[Tpuka3 denepanbHO cyKOBI 110 HAA30pY B cepe 3apaBooxpanenus ot 15 perpans 2017 r. N 1071 "O6
yrBepxaeHuu [lopsinka ocymectsienus papmakoHaazopa" (¢ U3MEHEHUSMHU U JOIIOJIHEHUSIMN )
Penakius ¢ usmenenussmu N 6252 ot 16.07.2020

IIpuxa3 ®enepajbHoii CJIy;k0bI 10 HAA30PY B chepe 3apaBooxpaHeHus ot 15 ¢pespaus 2017 r.
N 1071
"O0 yrBep:xkaennu [lopsiaka ocymecrsiaeHusi gapmakonaasopa"

C u3MeHeHHMSIMH U IOMIOJITHEHUSIMHU OT:

16 nronsa 2020 r.

B cootBercTtBHU co craThsivmu 64, 65 @enepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
oOpatenun nexapcTBeHHbIX cpeAcTB" (CoOpanue 3akoHomatenbctBa Poccuiickoit @enepamuu, 2010,
N 16, cr. 1815; N 31, cr.4161; N 42, cr. 5293; N 49, cr. 6409; 2011, N 50, cr. 7351; 2012, N 26,
cT. 3446; N 53, cT. 7587; 2013, N 27, cr.3477; N 48, ct. 6165; 2014, N 11, ct. 1098; N 43, c1. 5797,
N 52, ct. 7540; 2015, N 10, ct. 1404; N 27, ct. 3951; N 29, ct. 4359, 4367, 4388; N 51, ct. 7245; 2016,
N 1, ct. 9; N 23, cT. 3287; N 27, cT. 4238, 4283), npukas3biBaro:

1. YTBepauth npunaraemslii [lopsiiok ocymiecTBiaeHus papMaKoHa 30pa COTIACHO IIPUIIOKEHUIO.

2. KoHTpo:b 32 UCTIOTHEHUEM HACTOAIIETO MPUKa3a OCTABIISIIO 332 COOOI.

PyxoBogurens M.A. Myparixo

3apeructpupoBano B Muntocte PO 20 mapta 2017 r.
Peructpanuonnsiit N 46039

YTBEPX/IEH

npukazom PeaepabHOIl CIyKObI 10 HAA30PY
B c(pepe 31paBOOXPAHEHUS

or 15.02.17 N 1071

MMopsmok
ocyuecTBJeHns: (papMaKoHaA30pa

C n3MeHeHHSIMH H T0NOJTHEHUSIMH OT:

16 uronsa 2020 r.

1. Hacrosimuii [opsinok yctaHaBnuBaeT TpeOOBaHMS K OCYIIECTBICHUIO (hapMaKOHaA30pa.

2. ®apMakoHAa30p - BHUJA JEATENBHOCTH IO MOHUTOPUHTY 3((eKTUBHOCTH U 06e30MacHOCTH
JIEKapCTBEHHBIX MPENapaToB, HANIPABJICHHBIA Ha BHISBICHUE, OIIEHKY U TIPEIOTBPAIICHUE HEXETATSIbHBIX
MOCIIEACTBHUI MPUMEHEHUSI IEKAPCTBEHHBIX MpemnapaToB™(1).

3. ®apmakonamzop ocymectBisiercs DenepanpHoil cnyk00if TO Ham3opy B cdepe
3paBoOXpaHeHus (nanee - Poc3apaBHam30p) myTeM aHanmu3a MpPEACTaBIIeMON cyObeKTaMu oOpaiieHus
JIEKapCTBEHHBIX CPEICTB MH(POPMAITUK O TOOOYHBIX NEUCTBUSIX JICKAPCTBEHHBIX CPEJICTB, HEXKEIATCIBHBIX
peaKklMsIX, CEPbE3HBIX HEXKENATENbHBIX PEAKIUAX, HENPEABUACHHBIX HEXKENATENbHBIX pPEAKIUAX MpHU
MPUMEHEHUN JICKAPCTBEHHBIX TMpenaparoB, 00 WHIWBUAYAIbHOW HEMEPEHOCHMOCTH, OTCYTCTBHH
3¢ (HEeKTUBHOCTH JIEKapCTBEHHBIX MpEmapaToB (falee - HEKEeNaTeNbHBIX PEaKIHii), a Takke 00 HHBIX
(dakTax U OOCTOSTENBCTBAX, IPEACTABIISIONINX YTPO3Y KU3HHU WU 3JOPOBBIO UEJIOBEKA NP MPUMEHEHUN
JICKapCTBEHHBIX TIpernapartoB (naiee - wHOW wuHpoOpManuu To Oe3omacHOCTH W I(PGEKTUBHOCTH),
BBISIBJICHHBIX Ha BCEX JTamax oOOpalleHHs JICKapCTBEHHBIX mperapaToB B Poccuiickoit depepanun u
JIpPYTUX TOCyJapCcTBaXx B LEJSAX BBIABICHHUS BO3MOXKHBIX HETATUBHBIX IMOCIEICTBUM WX MNPUMEHEHMS,
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UHIMBUYAIbHOM HETIEPEeHOCHUMOCTH, MPEIyNPEKACHNs MEIUIMHCKAX DPAa0OTHUKOB, MALMEHTOB U HX
3alUTBI OT IPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IIPENIapaToB.

4. dapMakoHa130p OCYLIECTBISIETCS ¢ COOJIOIGHUEM 3aKkoHoAaTesbeTBa Poccuiickoit denepanuu
B 00JIACTH 3aLUTHI IEPCOHANIBHBIX JTAHHBIX.

5. JIOMKHOCTHBIMH JIMLIaMH, YIIOJITHOMOYEHHBIMU OCYIIECTBIIATH (hapMaKOHAI30p, SIBIISIOTCS:

1) pykoBoauTens (3amecTuTenn pykooautens) PoczapaBHansopa;

2) pYKOBOAMTENIM CTPYKTYpHBIX mojpazaeineHuit  Poc3gpaBHaazopa, uUX  3aMeCTUTENH,
JOJDKHOCTHBIMHM ~ PEIVIAMEHTAaMH  KOTOPBIX  NPEAYCMOTPEHBl  IOJHOMOYMS IO  OCYIIECTBIICHUIO
dbapmakoHaI30pa;

3) wuHblE TOCYJapCTBEHHbIE TpaXKAaHCKUE ciyxkamue Poc3apaBHaa3opa, JOKHOCTHBIMU
periaaMeHTaMH KOTOPBIX MPEAYCMOTPEHBI TOJTHOMOYHS 0 OCYIIECTBICHHUIO (papMaKkoHaa30pa.

6. ®apmakoHan30p ocymecTsisgerca Poc3agpaBHa 30pOM Ha OCHOBAHUHU CBEIECHUM, ITOITYYCHHBIX B
BUJIE:

1) coobuieHuit cyObeKTOB 0OpaIlieHHsl TIEKapCTBEHHBIX CPEACTB (aliee - COOOIICHHUI);

2) NnepuoaMYECKMX OTYETOB IO O€30IIaCHOCTH JIEKapCTBEHHBIX IpemnapaToB (nanee - I[10B),
HanpasisieMblX B Poc3apaBHan30p nepkarensiMu WM BiaJeiabllaMM PErMCTPAllMOHHBIX yIOCTOBEPEHHU
JIEKapCTBEHHBIX IpPENapaToB WJIM YIOJHOMOYEHHBIMH HUMH HMHBIMU IOPUAMYECKUMHU JHUIAMH (Jajee -
JiepKaTeIsIMU PErMCTPALIMOHHBIX YJOCTOBEPEHUN);

3) TNepUuOaMYECKHX  OTYETOB 1O  OE€30MacHOCTH  pa3paldaThiBaeMOro  (HCCIIEIyeMOro)
JeKapcTBeHHOro npenapata (nanee - POOB), nanpasnsembix B PoczapaBHaa30p 10pUIM4eCKUMU JIULAMH,
Ha MM KOTOPBIX BBIJAHBl Pa3pelleHHs Ha IMPOBEJICHUE KIMHUYECKHUX HcciaenoBaHui B Pocculiickon
Ddenepanun, 1100 APYTUMHU YIIOJIHOMOYEHHBIMU IOPUINYECKUMU JIMLAMHU (JaJiee - FOpUAUYECKUe JTULaMH,
Ha UMsI KOTOPBIX BbIJAHBI pa3pelIeHNs Ha IPOBEACHUE KIMHUYECKUX UCCIIEJOBAHUM);

4) undopmanuu, MOJIy4YeHHON B XOJI€ OCYLIECTBICHHS TOCY1apCTBEHHOIO KOHTpOJIA (HaaA30pa) B
chepe oOparieHus JeKapCTBEHHBIX CPEJICTB.

7. B nensx oueHKH HHPOPMALMU HAYYHOTO U KIMHUYECKOTO XapakTepa, CoAeprkallencs B
JIOKYMEHTaX U JIaHHBIX, IEPEUNCIIEHHbIX B IIyHKTe 6 Hacrosuiero [lopsnka, Poc3apaBHana3op npusiekaer
denepanbHOE TOCYJApCTBEHHOE OMO/KETHOE YUpexaeHue, Haxojsiieecs B BeaeHuu Poc3npaBHanzopa
(manee - SKCHIEpTHASI OPTaHU3ALINSA).

8. OueHka nHpoOpMalMK HAYYHOTO M KIMHUYECKOTO XapakTepa, cojeprkalleiics B JOKYMEHTaxX U
JAHHBIX, IEPEUYNCICHHBIX B NyHKTe 6 HacTtosimero [lopsiika, OCHOBBIBaE€TCS Ha MPUHIMIIAX 3aKOHHOCTH,
coOyro/IeHusI TpaB M CBOOOJ YelOBeKa M TpakJaHMHA, IpaB IOPUANYECKOTO JIHMIA, HE3aBUCHUMOCTHU
JKCIepTa, OOBEKTUBHOCTH, BCECTOPOHHOCTH U MOJIHOTHI MCCIIEA0BAaHUMN, TPOBOJUMBIX C HCIOIb30BaHUEM
COBPEMEHHBIX JOCTH)KEHHH HAyKM W TEXHUKHM, OTBETCTBEHHOCTH JKCIIEPTHOW OpraHM3alMM 110
IIPOBEJCHUIO IKCIIEPTHOM OIIEHKU M KaueCTBA IKCIEPTHOM OLIEHKH.

9. Coob1ieHust cyObeKTOB 0OpallleHus! JIEKAPCTBEHHBIX CPEJICTB, 32 UCKIIOUEHHEM IOPUINYECKUX
JIMI, HA UM KOTOPBIX BBIJIAHBI Pa3pelIeHMs] Ha MPOBEICHUE KIMHUYECKUX HMcciiefqoBaHui B Poccniickoit
Qenepanuy, HampasisioTcss B Poc3apaBHag3op 1Mo pekomMeHayemomy obpasuy "M3BemieHus o
HEe)KeNaTeJIbHOM peakluu WM OTCYTCTBMM TepaneBTH4Yeckoro s@dekra JeKapcTBEHHOro mpemnapara'’,
npuBerieHHOMY B nipuiioskenuu N 1 k HacTosmemy Iopsaaky.

10. CooOuieHust IOpUANYECKUX JUI, HA WMs KOTOPBIX BBIIAHBI pa3pellieHUs Ha MpPOBEACHUE
KJIMHUYECKHX HCCIEJOBaHMM, HampaBisioTcs B Poc3apaBHaa3op MO pekoMeHayemMomy o0pasily
"CooOuieHust 0 cepbe3HOM HENpeABHACHHON HeXenaTeIbHOM peakluy Ha JIEKapCTBEHHBIM mpemnapar,
U3YYaIOIUNCA B KIMHMYECKOM MCCIEN0BaHUU", NMPUBENAEHHOMY B IpuiokeHuu N 2 K HACTOSIIEMY
[Topsinky.

11. B cnyuae, ecnu XapakTep CBEIEHUH, YKa3aHHBIX B IOANYHKTE | IyHKTa 6 HACTOSIIETO
[Topsinka, He COOTBETCTBYET COJIep:KaHUIO ToJeil ¢opm, mpuBeAeHHbIM B rnpuioxkenusx N 1 u N2 k
Hacrosimemy llopsinky, WiaM B cilydae, €ClM yKa3aHHbIE CBEJCHHMsS ObUIM BBIABICHBI 3a IpelesiaMu
Poccuiickoii @eneparnyu, 10mycKaeTcst uX npencrabienue B Poc3apaBHaa30p B MpoU3BOIbHON (opMe.

12. Coobmenust  HampaBisitorcss B Poc3npaBHam3op  depe3  ABTOMAaTH3MPOBAHHYIO
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uH(pOopMalMoOHHYIO cucteMy PocznpaBHamzopa (manee - AWC PocsnpaBHamzopa), TuOO0 MO AIIEKTPOHHOMN
noure pharm@roszdravNadzor.ru. [IOb, POOB mnpexacrasmstorcs B PocsnmpaBHamzop uepes AWMC
Poc3npaBHanzopa 1u60 Ha ANEKTPOHHBIX HOCUTEIISX.

13. JlepkaTenu perucTpariiOHHBIX YIOCTOBEPEHHH B CpPOK He Oosee 15 KalleHIapHBIX JTHEH
coob1maroT B PoczipaBHai30p CBEIEHUS O HEKEIATENbHBIX PEaKIUAX, ykazaHHbIX [IpaBuiiax Haiexamien
npakTUKH  (papmakoHam3opa, yTBepkaeHHBIX pernieHuemM CoBeta EBpasuiickoii DKOHOMHUYECKOM
Komuccuu ot 3 Hosi0ps 2016 v. N 87%(2) (m.m. 7.1.7.1., 7.1.7.3.).

14. Cpok muisi coOOIIEHUSI O HEXeNIaTeNbHBIX peakIMsaX, yKazaHHbIX B [IpaBwmiiax Hajjiexaren
npaktuku hapmakonamzopa EADC (1. 7.1.7.1.), ucuucnsercs B cootBeTcTBuu ¢ [IpaBunamu Haanexamien
npakTtuku dpapmakonagzopa EADC (. 7.1.2.1.).

15. Cpok coobmenust nHOM uHMOpManMKu 1Mo Oe30macHOCTH U APPEKTUBHOCTH, YKa3aHHOU
[IpaBunax Hamnexamed npakTukud (apmakonamzopa EADC (m. 7.1.7.3.), ucumcnsercs ¢ JaThl, Koraa
JiepKaTeeM PErHCTPAlMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOrO TIpernapara ObUIM  YCTaHOBIICHBI
COOTBETCTBYIOIINE (PAKThI U 0OCTOSTEIBCTBA.

16. Jlep>karenun perucTpalMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB MPEACTaBISIOT B
Poczapasnamzop I[IOb no dopme, npuBenaennoit B [IpaBunax Haanmexaimied mpakTuku GapMakoHaa30pa
EADC (.. 8.4 - 8.5).

17. Tlopsiiok ucYHMCIIEHUs 1aThl OKOHYaHUS cOopa JeprKaTesaeM PEerucTPalioOHHOTO YIO0CTOBEPEHUS
CBEJICHUI O HEeXeNaTeJIbHBIX PeaKuusix, MHOH mHpopmamuu no OezomacHocty it ouepennoro 10 u
nepuoanyHoCcTh mpeactaBieHuss [IOb nns jekapCTBEHHBIX NPENapaTroB Pa3IMUHBIX MEXIYHApPOIHbBIX
HENAaTEHTOBAaHHBIX  HAWMEHOBAaHWM  WIM  TpPYNNHUPOBOYHBIX  HAMMEHOBAaHMM  yTBEp)KJaroTCA
PocznapaBHamzopom.

18. JInst mexapCTBEHHBIX MPEnapaToB, CPOKU U HepuoaAndHOCTh npenacrasieHus [10Ob Ha koTopsie
HE yTBepxkAeHbl Poc3apaBHaA30pOoM, NEPUOJUYHOCT U cpoku npeacrtaBieHus 110Ob orcunteiBaroTcs oT
JIaThl IEPBOM TOCYIaPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHOTO MpernapaTa B MUPE U COCTaBIISIIOT:

1) xaxapie 6 MecsIeB OT JaThl MEPBOW TOCYAAPCTBEHHOW PETUCTPAIlMU B MHpPE Ha MPOTSHKEHHUH
NEPBBIX 2 JIET;

2) eXeroiHO Ha MPOTSHKEHUH MOCETYIOIHX 2 JIET;

3) nanee - kKaxasie 3 roja.

19. IIOb mnpeacrasnstorca B Poc3apaBHan3op B Cpok, ykazaHHbIM B [lpaBuinax Hamiexamen
npakTuku ¢papmakonanzopa EADC (1. 8.8.1.).

20. Ilpu BBISBIEHHWM HEXENATEIbHBIX peaKIMid W HHOW HHPOpPMAIMH MO OE30MacHOCTH H
3¢ (HEeKTUBHOCTH, HE COJEp)KALIMXCAd B HHCTPYKUMHU IO MEIULHUHCKOMY HPUMEHEHHIO, W3MEHSIOIINX
OTHOLICHHE O0XKUJAEMOW IOJIb3bl K BO3MOYKHOMY PHCKY IPHUMEHEHHs JIEKapCTBEHHOI'O IIpenapara,
Poc3npaBHan3op BmpaBe 3ampoCUTh Yy JEpKaTeNsl PErMCTPALMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO
npenapara BHeouepeanon [10b.

21. Bueouepennoit I1Ob npexncraBnsiercs B Poc3apaBHam3op B Cpok, yka3zaHHbIl B IIpaBmiax
Ha/Iexalei npaktuku gpapmaxkonaazopa EADC (1. 8.8.2.).

22. IOpuaunueckue Juila, Ha UM KOTOPBIX BBIAAHBI pa3pelIeHHs] Ha MPOBEIECHHUE KIMHUYECKHX
UCCIIEIOBaHM, B CPOK He Oosiee 7 KaJlleHAApHBIX THEH coobmarT B Poc3apaBHan30p O JIeTalbHBIX WIH
YIPOXKAIOUIUX JKU3HU CEPbE3HBIX HEMpPEIBUICHHBIX HEXKENaTeIbHbIX peakIMUsIX Ha HCCIeAyeMbli
JIEKApCTBEHHBIM TIpenapar, BBISABJICHHBIX B XOJI€ KIMHUYECKUX MCCIEOBAHUN, pPAa3pelICHHbIX K
npoBeneHnio B Poccuiickoit ®deneparuu, €ciid WHOE HE MPETyCMOTPEHO OJIOOPEHHBIM MPOTOKOJIOM
KJIIMHUYECKOIO UCCIIEIOBaHUS.

23. IOpuanueckue Jauila, Ha UM KOTOPBIX BBIAAHBI pa3pelIeHHs] Ha MPOBEIECHHE KIMHUYECKHX
UCCIIEIOBaHUM, B CpPOK He Ooiyiee 15 kaneHmapHbIX AHEH coobmatoT B Poc3npaBHag30p O cepbe3HBIX
HENPEIBUCHHBIX HEXKEIaTeIbHBIX PEAKIHIX, 3a MCKIIOUEHHUEM pEeaKIHi, yKa3aHHbIX B MyHKTe 22
Hactosuero [lopsaaka.

24. IOpuanueckue Juila, Ha UM KOTOPBIX BBIAAHBI pa3pelleHHs] Ha MPOBEACHHUE KIMHUYECKUX
UCCIIEIOBaHM, B CpOK He Oosee 15 xamenmapHbIX nHell coobmaior B Poc3apaBHaazop uH(pOpMAIio 1mo
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0€30MacCHOCTH MCCIEAYEMOro JIEKApCTBEHHOIO Ipenapara, ykasaHHyro B IlpaBunmax Hajiexamien
KIIMHUYECKOW MpakTUKU EBpa3suiickoro »KOHOMHUYECKOTO CO03a, YTBEpKIEHHBIX peiienneM CoBera
EBpazuiickoit Dxonomuueckoit Komuccuu ot 3 nHosiOps 2016 v. N 79 (nmanee - IlpaBuna Haanexamei
knrandeckor nmpaktuku EADC)*(3) (1. 1.5. Ipmnoxenus N 11).

25. Cpoku nansi cooOIIEHHS O HEXKENAaTeNbHBIX PEaKUMAX, YKa3aHHBIX B IMyHKTax 22 u 23
Hacrosimero [lopsaka ucunciaroTess B cOoTBETCTBUU C [IpaBunamMu Haamexamen KINHUYECKON MPaKTUKU
EADC (1. 1.3.1. Ilpunoxenus N 11).

26. Cpok cooOuieHusi uHOM uH(pOpManuu Mo OE30MaCHOCTH HCCIEAYEeMOro JIEKapCTBEHHOIO
npenapara, ykKa3aHHbIlI B nyHkre 24 Hactosiero Ilopsnaka, ucumciseTcss C JaThl YCTaHOBJICHUS
IOpUMYECKUM JIMIIOM, Ha HMsS KOTOPOrO BBIJJAHO pa3pelieHus Ha MPOBEACHUE KIMHUYECKUX
UCCIICIOBaHUM, COOTBETCTBYIOIINX (PAKTOB U OOCTOSITEIHCTB.

27. FOpunnueckoe auI0, HA UMSI KOTOPOI'O BBIJAHO PA3PELICHHE HA MPOBEICHUE KIMHUYECKUX
UCCJIEJOBAaHUM, pAcCKphIBAET PaHJAOMHU3ALMOHHBIA KOJ B COOOLIECHUSX O HEXKEJaTelbHbIX pPEaKIMsIX,
YKa3aHHBIX B INyHKTax 22 W 23 HaCTOSLIEro MOPSAKA, €CIM MHOE HE MPEIyCMOTPEHO IMPOTOKOJIOM
KJIIMHUYECKOIO UCCIIEIOBaHMUS.

He moanexar cooOuieHuI0 B MOpSAIKe, YKa3aHHOM B InyHKkTax 22 u 23 Hactosmero I[lopsaka,
HE)KeJIaTeJIbHbIE PEaKIMM, MPOU3OLIEANINE Yy YYACTHHUKOB KIMHUYECKHX MCCIEI0BAaHUM, MOJyYaBLIMX
iane0o.

28. CooOmienust o BbISBICHHBIX Ha Teppuropun Poccuiickoit denepauun HexenaTeabHbIX
peaklMsIX Ha JEKapCTBEHHbIE MpenapaTbl CpaBHEHMs, 3aperucrpupoBaHHble B Poccuiickoit denepanum,
HOJIeXKAT COOOIICHUIO B IOPS/IKE, YKa3aHHOM B IyHKTe |2 Hactosmero [Topsaka.

29. IOpuanueckue nuua, Ha UMS KOTOPBIX BBIJAHO DPa3pelleHHE Ha MPOBEACHUE KIMHUYECKHUX
uccien0Banmil, mpeactasisioT B Poczapasuanzop POOB B cooTrBeTcTBUM ¢ TTyHKTOM 4 mipuiioxeHus N 12
[TpaBun nHamnexameit kimuHuyecko mpaktuku EADC. K POObB mnpumaraercs komus OpoOIIIOpHI
MCCIIEI0BATENS KIMHUYECKOT0 MCCIIEIOBAaHUs, Pa3pelIeHHOro K IpoBeneHnio B Poccuiickon denepanuu,
JefcTByroas Ha MOMeHT nipeactasienus POOB.

30. POOB npencrasnstorcst B Poc3apaBHaA30p €XKEroIHO B CPOK, OTCUUTHIBAEMBIN OT AaThl HaYaIa
NIEPBOr0 KIMHUYECKOIO MCCIEAOBAaHUS JIEKapCTBEHHOIO IIpenapara B MHUpPE WJIM OT JaThl IEpBOM
roCy/1apCTBEHHOW PETUCTpPalli JIEKapCTBEHHOTO Mpenapara B MUPE.

31. POOb 1o isexkapCTBEHHBIM IIpenaparaM, HCCIEAyEMBIM Ha TeppuTopuu Poccuiickoi
®denepannn, mpeacTaBisioTcs B Poc3apaBHan30p B cpok, He MpeBblmaronuii 60 kaleHIapHbIX THEH OT
JaTbl OKOHYaHUs cOopa JepKaTeleM pPerucTpallMOHHOIO YAOCTOBEPEHMS CBEJCHMH O HeXeIaTelabHbIX
peakuusx s JaHHOTO JIEKApCTBEHHOIO MIpernapara.

32. Ilpu BBIABIEHUM CBEACHWM, MU3MEHSIOIMIMX OTHOLIEHHE O0XHMAA€MOM IOJb3bl K BO3MOXXHOMY
PHUCKY NIPUMEHEHMsI JIEKapCTBEHHOI'O Mpernapara B KJIMHUYECKOM HccienoBanuu, Poc3ipaBHaa3op Bnpase
3alpOCUTDH Yy FOPUIMYECKOTO JIUIA, HA UM KOTOPOTO BBIIAHO PAa3pELICHUE HA MPOBEICHUE KIMHUYECKUX
HCCIIEIOBAHUH JIEKAPCTBEHHOTO cpenicTBa, BHeouepeaHon POOB.

33. Bneouepennoit POObB mnpexncrasnsercs B Poc3apaBHag3op B cpok, He mpeBblmaromuid 60
KaJICHJApHBIX JHEH OT JaThl MOJyYEeHUs IOPUIUYECKUM JIMIIOM, Ha UMSI KOTOPOTO BBIIaHO pa3pelieHre Ha
IPOBEJCHUE KIMHUYECKMX MCCIeN0BaHUN 3ampoca Poc3apaBHag3opa, yka3aHHOro B IIyHKTe 31
Hacrosuero [lopsaka.

34. OcymectBineHne padboOThl CyOBEKTOB OOpalieHHs JEKapCTBEHHBIX CPENCTB (MEIUIIMHCKHUX
OpraHM3alfiil) MO BBISBICHUIO HEXEJATeNbHBIX PEAKIUil W MHOW HHpOpMalUH MO0 O0e30MacHOCTH U
3¢ (EeKTUBHOCTH TPU NPUMEHEHHWU JIEKapCTBEHHBIX MPENapaToB perjaMeHTUPYETCs BHYTPEHHUMHU
IpUKa3aMu MEIULIMHCKON OpraHU3alllu.

35. CyObeKkThl 0OpallieHus JIEKAPCTBEHHBIX CPEACTB (MEIUIIMHCKHE OpraHU3alui) 00s13aHbI B CPOK
He Oosee 3 paboumx gHEW coobmiath B Poc3mpaBHAm30p O CEphE3HBIX HEXKENATEIBHBIX PEAKIHIX C
JIETAJIbHBIM MCXOJOM WJIM YIpO30H JKH3HM, 32 MCKJIIIOUEHUEM HEKEIATEIbHBIX pEaKLUi, BBIIBICHHBIX B
X0J1€ MPOBEACHUS KIIMHUYECKUX UCCIIEN0BAHNM, POBOAUMBIX B JAHHOW MEIUIIMHCKON OPraHU3alllu.

36. CyObekThl OOpalieHHus JEKapCTBEHHBIX CpPEACTB (MEIUIIMHCKHE OpPraHU3alli) B CPOK, HE
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npeBbIaomui 15 KanengapHbIX JHEH, coobmaroT B Poc3apaBHaa30p O CIEAYIOMIMX HEXENATENbHBIX
peakusx U uHOM uHpopManuu 1o 6e30macHoCTH U 3 HEKTUBHOCTH, BBISIBJICHHON NTaHHOW MEIUIIUHCKOM
OpraHM3alueii, 3a MCKIIOYEHUEM HEXKEJIATeIbHbIX PpEaKLMH, BBIABICHHBIX B XOJAE IMPOBEACHUS
KJINHAYECKUX UCCIIEA0BAHUIM:

1) cepp€3HBIX HEXKENATENIbHBIX PEAKIUSAX Ha JIEKapCTBEHHBIE IIpernapaThl, 3a MCKJIIOYEHHUEM
CEPbE3HBIX HEXKENATEIbHBIX PEaKLIU, YKa3aHHBIX B IyHKTe 35 Hacroswero [lopsaaka;

2) cyyasx nepeaays HH(EKIHOHHOTO 3a00JIeBaHN Yepe3 JIEKapCTBEHHBIN Ipenapar;

3) ciydasx OTCYTCTBHUSA 3asiBICHHOHN 3()(PEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, MPUMEHSEMBIX
npu 3a00JI€BaHUAX, NPEACTABISIOIMX YIrpo3y ISl JKU3HU YEJNOBEKAa, BAKIMH I HPOPHIAKTHKU
MH(EKIMOHHBIX 3a00JI€BaHUM, JIEKAPCTBEHHBIX IpPENapaToB JUIsl MpeJoTBpalleHus 0epeMEeHHOCTH, Koraa
OTCYTCTBHE KJIMHUYECKOTO 3(PQeKTa He BBI3BAHO WHAMBHUIYATbHBIMH OCOOCHHOCTSMH MAIMEeHTa U (WIJIH)
crieniuukoit ero 3adoneBaHus;

4) HeXeaTeJIbHBIX PEaKIUAX, BOSHUKIIUX BCIEICTBUE 3JI0YIOTPEOICHUS MTpenapaToM, B CIIydasx
YMBILIJIEHHON TMEpeJO3UPOBKU  JIEKAPCTBEHHOI'O Ipernapara, MpU BO3JIECWCTBUM, CBSI3aHHOM C
npo¢eCCHOHATBLHOMN IS TeTbHOCTBIO, TN B CIY4asX MCIOIb30BaHUS JEKApPCTBEHHOTO IpenapaTa B LeNsIx
YMBILIJIEHHOTO TPUYMHEHUS BPEAa )KU3HU U 3JJOPOBBIO YETIOBEKA.

37. Cnayyam WHJIMBUIYaJIbHOW HENEPEHOCUMOCTU JIEKAPCTBEHHBIX CPEJCTB, SBUBIINECS
OCHOBaHMEM I BBIIUCKH JIEKAPCTBEHHBIX IIPENapaToB 110 TOPrOBOMY HAMMEHOBAaHUIO B paMKax
IporpaMM JITOTHOTO JICKAPCTBEHHOTO OOECTIeYeHHs, IOAJIeKaT HampaBieHuio B PocsapaBHamzop
BpaueOHBIMA KOMHUCCHUSIMHU, B TOpPSAKE, YCTAaHOBIEHHOM Tpuka3zom MunznpaBa Poccuu ot 5 mas 2012
N 502u "OO yTBepkACHUHU TOPSAKA CO3JAaHUS M ACSITEIBHOCTH BPaueOHOM KOMHUCCHM METUIIMHCKON
opranuzanuun"*(4) B cpok, He MPEBBILIAIOUINI MSITH pabo4KuX JAHEW C AAThl BHITUCKH COOTBETCTBYIOIIETO
JIEKapCTBEHHOTI'0 Iperapara 1o TOproBoOMy HauMEHOBAHHUIO.

38. Cpok A cooOIIeHusl 0 HeXKeNaTENbHBIX PEaKUsIX U MHOW MH(pOpMaluu 10 Oe30MacHOCTH U
3 pexkTuBHOCTH, YKa3aHHOW B TyHKTax 35-36 Hactosmero Ilopsnka, ucumcisercs C JaThl, KOTJa
OTBETCTBEHHOMY M0 (hapMaKOHa/A30py JOHKHOCTHOMY JIMIy cyObeKTa OOpaleHMs JEeKapCTBEHHBIX
CpeaCTB (MEIULMHCKON OpraHU3alii) CTaJIl U3BECTHBI CIENYIOLINE CBEICHUS O HEXKeNaTeIbHON peakIuu
WK 0cO00M CUTyaruu:

1) undopmanus, no3Boisiouias WACHTUPUIMPOBATH IOPUAWYECKOE WIM (QU3NYECKOE JHUIIO,
BBISIBUBILIEE HEXETATEIbHYIO PEaKIUIO HIIK 0COO0YIO CUTYAIHIO;

2) undopmanus, Mo3BOJISIONIAs UACHTU(PUINPOBATh (PU3HUECKOE JUI0, Y KOTOPOro Habirogaiach
HE)KeJlaTeJIbHAsl PEaKIUs;

3) uHpopManus, MO3BOJSAIONIAs UICHTU(UIUPOBATE JIEKApCTBEHHBIN Mpenapar;

4) uadopmanys, Mo3BOJISAONIAs HACHTU(DUIIMPOBATH CUMIITOMBI HEXeNaTeIbHON peaKIuHy.

39. Konuu coobmieHuii, HanpaBiaeHHbIX B Poc3npaBHan30p, B COOTBETCTBUU € IyHKTamu 35-36
HacToswero [lopsaka, coxpaHsarOTCs B MEAUIIMHCKOW JOKYMEHTAIUH MTallUEHTOB.

40. Coobmenus, [10Ob, POOB, nocrymaronue B snmektponHoMm Buiae B AUC PocsnpaBranzopa,
PETUCTPUPYIOTCSI aBTOMAaTHYECKH.

41. Coobmenus, mocrynatomue B Poc3apaBHama30p mo 35ekTpoHHO# mourte, a Takxke [10b, POOB,
nocrynatromue B Poc3apaBHaA30p Ha AJIEKTPOHHBIX HOCHUTENSX, PErHCTpuUpyroTcs M BHocsaTcs B AUC
Poc3npaBramzopa B TedeHue S5 pabounx THEH C JaThl UX MOCTYIICHHUS.

42. Ouenka nHpoOpMalMd HAYYHOTO M KIIMHUYECKOTO XapakTepa, COAEprKallelcss B COOOLICHHUSX,
noctynarommx B AWC Poc3apaBHam3opa, OCYIIECTBISIETCS JKCIEPTHOM OpraHU3aIMedl B TeueHue S5
pabouyux JHEN C JaThl MOCTYIICHHS.

Onenka nHpopMalMyd HAy4YHOTO M KIMHUYECKOro xapaktepa, coiepxaiieiica B [IOb u POOB,
IPOBOJIUTCS SKCIEPTHOW opraHuzanuel B TeueHue 60 paboumx JHEH ¢ JaThl MX TOCTYIUIEHUS B
9KCIIEPTHYIO OPraHU3aIHIo.

43. Pe3ynbTaThl OLIEHKH MH(POPMALMU HAYYHOTO M KIMHUYECKOTO XapakTepa, coiepikaiieics B
COOOILIeHUsAX, HampaBisAloTcd B Poc3apaBHAI30p 3KCHEPTHOM opraHu3alvieil B COCTaBe €XKEHEICIbHBIX
OTYETOB.
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PesynbTarel nH(MGOpMALIUMKM HAYYHOTO U KIIMHUYECKOTO XapakTepa, conepxkamieiics B [IOb u POOB,
HanpaBisioTca B Poc3apaBHa30p B cOCTaBe €KEMECTYHBIX OTYETOB KCIEPTHOM OpraHu3aluu.

44. 1lpu BBISBJICHUU SKCIEPTHON OpraHu3anueil HecooTBeTCTBUA npejcraBieHnoro [10Ob nmynkram
8.4-8.5 IlpaBun Hammexamed npaktuku dapmakonaazopa EADC, u POObB nynkry 4 npuinoxenuss N 12
[IpaBun namnexamei kiauHuueckor npaktuku EADC, Poc3apaBHaazop B cpok, He mpeBbimatoimmii 10
pabouux JHEH ¢ JaThl MOCTYIJICHUS JaHHOW MH(OpMAalMK, HAMpaBiseT AEPKATeIl0 PEerucTparloHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara WM IOpPUAMYECKOMY JIMIy, Ha HMs KOTOpPOrO BBIIAHO
pa3pelleHue Ha MPOBEACHHUE KIMHUYECKUX HCCIeoBaHUil, 3ampoc o BHeceHHH u3MeHeHuid B [1Ob wnm
POOB.

45. Jlepxatenb perucTpallMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOI'O MpernapaTa Wid IpUAnIecKoe
JMI0, HA UMSI KOTOPOT'O BBIAAHO pa3pellieHHe Ha IPOBEICHHE KIMHUYECKUX HMCCIEAOBAHUMN, B CPOK, HE
npeBblmarommi 30 paboynx IHEH ¢ JaThl MoaydeHus 3amnpoca Poc3apaBHama30pa, yka3aHHOTO B IMYHKTE 44
Hactosuero [lopsnka, Hanpasnser B PoczgpaBuanzop I10Ob B coorBercTBuM ¢ nynkramu 8.4-8.5 IlpaBun
Hajnexamed npaktuku gapmakonaazopa EADC, u POOb B cCOOTBETCTBUM € MYHKTOM 4 TPUIIOKEHUS
N 12 IlpaBun Hagsexamen KIMHnIeckoi npakTiukn EADC/

46. Ilpu BBIABIEHUWU OHKCIEPTHON OpraHu3alueil B XOA€ OLEHKM HH(GOpMallMd HAyYHOTO H
KJIIMHUYECKOr0 XapakTepa, cojepxkamuxcs B cooduienusx, [10b, POOb cBenenuii, OTCYyTCTBYIOMIUX B
UHCTPYKIIMU TO MEAMIMHCKOMY TPUMEHEHHIO WM JOKYMEHTAlMH KIMHUYECKOrO HCCIIEOBaHMUS,
U3MEHAIOIIMX OTHOUIEHHE OXKUIAEMOM MOJb3bl K BO3MOXXKHOMY PHCKY IPHUMEHEHHS JIEKapCTBEHHOTO
mpernapara, SKCIepTHas OpraHu3alusl HampaBlseT 3akiatodeHne o0 3Tom B Poc3apaBHam3op B Cpok, HE
no3aHee 5 pabo4MX JHEH ¢ AAaThl BBIABICHUS COOTBETCTBYIOINX CBEICHUN.

47. B cnyuae, eclid COTJIACHO 3aKJIIOUYEHHUIO IKCIEPTHON OpraHu3aluu, MPUUMHON HeXenaTelIbHON
PEaKIMK WK YrpO3bl )KU3HU U 3[I0POBBIO YEIOBEKA MOTJIO SIBJISTHCA HapyIICHUE CyObEKTaMu OOpaeHHs
JICKapPCTBEHHBIX CPEJICTB 3aKOHOAATENbHBIX TpeOoBaHM K (papMakoHaA30py, JHO0 HapylleHUEe MpaBUI
HaJJIeXxalled KIMHUYEeCKON MpakTuku, Poc3apaBHaI30p MPUHUMAET pEllIeHHEe O MPOBEIECHUU MPOBEPKU
coOnrofieHHsl cyObeKTaMu OOpallleHHsl IEKApCTBEHHBIX CPEACTB YCTAaHOBIEHHBIX DesepaibHbIM 3aKOHOM
ot 12.04.2010 N 61-®3 "O6 obOparieHnn JeKapCTBEHHBIX CPEACTB" U MPUHATHIMU B COOTBETCTBUH C HUM
WHBIMH HOPMATHBHBIMU TpPaBOBBHIMH akTamMu Poccuiickoii ®enepanuu TpeOOBaHHN K KIMHUYECKHM
WCCJIEIOBAHMAM JIEKAPCTBEHHBIX IPENAapaToB, XpPaHEHHIO, IEPEBO3KeE, BBO3Y B Pocculickyro denepanuro,
OTMYCKY, peaju3alliy JIEKapCTBEHHBIX CPEJCTB, MPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB B MOPSJIKE,
yctaHoBiieHHOM Dejiepanbabiv 3akoHoM OT 26 nexadpst 2008 r. N 294-D3 "O 3amuTe mpaB IOpUIAYECKUX
JUI U HWHIUBUIYAIbHBIX MPEANPUHUMATENEH IMPU OCYIIECTBICHUH TOCYAApPCTBEHHOIO KOHTPOJIS
(Hag30pa) U MYHUIIMIIAIBHOTO KOHTpOJIA" *(5).

48. B cnyuae, eciii COINIACHO 3aKJIFOUYEHHUIO DKCIEPTHOM OpraHu3aliy, IPUYMHON HEKEIaTeIbHOU
peakuuu MOTJIO SIBISITbCI HECOOTBETCTBHUE JIEKAPCTBEHHOIO IIpernapata TpeOOBaHMSIM KadecTBa,
Poc3npaBHam3op nOpuHMMaeT  peleHHe O  MPOBEJCHMM  BBIOOPOYHOTO  KOHTPOJS  KayecTBa
COOTBETCTBYIOILIETO JIEKAPCTBEHHOI'O IIpernapara B TMOPAIKE, YCTAHOBIEHHOM 3aKOHO/ATEIbCTBOM
Poccuiickoit @eneparuu.(6)

Wudopmanust 06 U3MEHEHUIX:
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49. B Teuenue 5 pabouux OHEH C AaThl MOCTYIUIEHUS 3aKIIOYEHHS] HKCHEPTHON OpraHu3alui,
coJiepKaliero MHQGOPMALUIO O BBIIBIEHUM HOBBIX JaHHBIX M0 0€30macHOCTH M 3(PQPEeKTUBHOCTH
JIEKapCTBEHHBIX IPENapaToB, HE COJACPXKAIIMXCA B HMHCTPYKUUHU MO METUIUHCKOMY NPUMEHEHHUIO WIIU
JOKYMEHTAlluM KJIMHUYECKOIO HCCIIEIOBaHMs, W3MEHSIOUMX OTHOLUIEHHE O0XXHMIAaeMOM MOJib3bl K
BO3MO)XKHOMY PHCKY NPUMEHEHHS JEeKapCTBEHHBIX IperaparoB, Poc3npaBHan3op yBemomisieT 00 3ToM
JIEpKaTells PErucCTPallMOHHOTO yIOCTOBEPEHMS JIEKAPCTBEHHOIO IpenapaTa Win IOpUIUYEecKoe U0, Ha
UMsI KOTOPOT'O BBIJIAHO pa3pelieHre Ha MPOBEACHNUE KIMHUYECKUX HUCCIIeIOBaHuil, B 3JIEKTPOHHOMN (opme
yepes AWMC Poc3apaBHang3opa, Wid TMOCPEIACTBOM pa3MelleHus WH()OPMAIMOHHOTO TMHChMa Ha
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ounmansuom caiite PoczapaBhamzopa B cetu "MHTepHeT", uiau B MHCbMEHHON (opme (Ha OyMa)kHOM
HOCHTEIIE).

50. Jlep>karenb perucTpalliOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpenapara Wil IpUITIecKoe
JIUII0, Ha UMsI KOTOPOTO BBIIAaHO pa3pelleHUe Ha MPOBEACHNUE KIMHUYECKUX UCCIe0BaHul, B TeueHue 10
pabounx JAHEW C MOMEHTa INoJydeHus yBedomieHus PocsnpaBHan3opa, ykazaHHOro B IyHKTe 49
Hactosuero [lopsinka, mpoBOAUT MPOBEPKY AOCTOBEPHOCTH IMOJIyY€HHON MH(OpPMALMM U NPEACTABISET
UH(OPMALIKIO 0 pe3yibTaTax NpoBepku B Poc3npaBHanzop.

51. B nepuopa npoBeaeHusi TpoBEpKU, yYkazaHHOW B nyHkTe 50 Hacrosmero Ilopsaka, nep:kareinb
PEruCTPallMOHHOIO YJOCTOBEPEHUs JIEKAPCTBEHHOI'O Ipenapara WIM HOPUIUYECKOE JMI0, Ha HUMS
KOTOPOTO BBIJIAaHO pa3pelIeHHe HA MPOBEACHUE KIMHUYECKUX HCCIEAOBAHUN, MPUHUMAET HEOOXOIUMBbIE
MEpBI JUIsl TOr0, 9TOOBI BPE, CBSA3aHHBIM C 0OpaIIeHueM COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Tpenapara,
HE YBEJTUYUIICS.

Undopmarus 06 n3MEHEHUX:
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52. B rteuenne 10 pabGouux IHEH ¢ AaThl MOCTYIUIEHHUS PE3YJIbTAaTOB IPOBEPKH, YKa3aHHOW B
nynkre 50 Hacrosamero Ilopsaka, mpoBeeHHOH Aep)KaTesieM PerucTpaliOHHOIO YAO0CTOBEpEHUs, 100 B
teueHnue 10 pabouux mHel ¢ gaTel noctyiuieHus: B Poc3apaBHan30p pe3yabTaToB BEIOOPOYHOTO KOHTPOJIS
KayecTBa JIEKApCTBEHHOTO Ipenapara B COOTBETCTBMM ¢ nyHkToM 48 Hacrosmero Ilopsaka,
Poc3npaBaamzop yBemomusier MuHucTepcTBO 3ApaBooxpanenust Poccuiickoit ®denepanuu (nmanee -
MuHHMCTEpCTBO) O BBISIBJIEHUM HOBBIX JaHHBIX 0 0e30macHOCTH U 3()()EKTHBHOCTH JEKapCTBEHHBIX
[IPENapaToB, HE COAEPXKAIIMUXCA B MHCTPYKLIUHU MO0 MEAULIHMHCKOMY MPUMEHEHHIO WINM JOKYMEHTAlUU
KJIMHUYECKOT'O HCCIICOBAHUS, M3MEHSIOIUX OTHOIIEHUE OXKUAAeMOW IOJIb3bl K BO3MOXKHOMY DPHUCKY
IPUMEHEHHUS JIEKApCTBEHHBIX IPENapaToB, B TOM 4YHUCJIE NPU BBIIBIECHUU HEOOXOIUMOCTH BHECEHMUS
W3MEHEHUH B MHCTPYKLHIO IO MEAMIIMHCKOMY NPUMEHEHMIO JIEKAPCTBEHHOI'O Ipenapara B OTHOLICHUU
CBEJCHMM O MMOKa3aHMSAX U1 NMPUMEHEHHS] M MPOTHUBONOKA3aHMUSIX JUIl NPUMEHEHHS JIEKapCTBEHHOTO
npernaparta, BbBIBIEHHBIX IOOOYHBIX JAEUCTBHUSAX, HEXKENATeNbHbIX peakUUsIX Npu HPUMEHEHUHU
JIEKapCTBEHHOTI'O IpenapaTa, U HalpaisieT COOTBETCTBYIOLIYIO MH(OPMALIMIO /111 pACCMOTPEHHUS BOIIpoca
0 HEOOXOJIMMOCTH BHECEHMS U3MEHEHUH B PErMCTPALMOHHOE J0ChE JIEKApCTBEHHOIO MpernapaTa, OTMEHbI
rOCYy/IapCTBEHHOW pErucTpaniy, MPOBEIECHUM JOKJIMHUYECKUX WIM KIMHUYECKUX HCCIIeI0OBaHUI
JIEKapCTBEHHOTO Ipernapara, JM00 WHBIX JOMOJHUTEIbHBIX HCCIENIOBaHUN KadecTBa, F(PHEKTUBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOI'O Ipemnapara (najee - JONOJHUTENbHBIX MCCIEAOBAHUN), a TaKke O
HE00X0IMMOCTH, JM00 00 OTCYTCTBMM HEOOXOJMMOCTH NPHOCTAHOBJIEHUS OOpallleHHUs JIEKapCTBEHHOI'O
npernapara Ha Mepuo/i MPOBEIEHUS JOMOJIHUTENbHBIX UCCIEI0BaHUM, TM00 Ha MepUoJl, HEOOXOIUMBIN IS
BHECEHUS U3MEHEHUI B PETMCTPALIMOHHYIO TOKYMEHTALMIO JIEKAPCTBEHHOTO IIpernapara.

53. Ilo utoram pacCMOTpPEHHMsI PE3YJIBTATOB NPOBEPKH, yKa3aHHOW B NyHKTe 50 HACTOSIIEro
[Topsnka, mpeacTaBIEHHBIX JEP/KATEIEM PErMCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara,
PocznpaBnamzop B Teuenne 30 paGounmx AHEH C JaThl MOJIyYEHHUS pPE3YyJIbTaTOB IPOBEPKU, BIIPABE
HaNpaBUTh JAEPIKATENI0 PErHCTPALMOHHOTO YJOCTOBEPEHUS 3apoc 0 HE0OXoauMocTH pa3paboTku [Tnana
ynpasieHus: puckamu (nanee - IIYP) B coorBerctBuuM ¢ nynktamu 6.2.4-6.2.5 [lpaBun Hamiexaren
npakTuku papmakonaazopa EADC.

54. TIYP nomnexut HampaBienuio B Poc3apaBHam3op B TeueHue 60 paboumx THEH C JaThl
noJjryueHus 3ampoca Poc3apaBHanzopa, ykazaHHoOro B rnyHkre 52 Hacrosuero [lopska.

55. Ilpu BBIABIECHUH AEprKaTEIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO ITpenapara,
B XOJ€ NpPOBEIEHUS MPOBEpPKH, ykazaHHOW B mnyHkre 50 Hactosmero Ilopsaka, mHbopmanuu o
HECOOTBETCTBUH JICKAPCTBEHHOTO Tpemapara TpeOOBaHUSIM KadyecTBa, YPPEKTHBHOCTH U OE30MaCHOCTH,
JIEpKATENIb PErMCTPALlMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapaTra BIPABE CaMOCTOSITENBHO
paspabotats IIYP u npencraButs ero B PocsnpaBuanzop.

56. IIYP BkirodaeT noapoOHOE ONMMCAHWE MEPOIPHUATUH 1O GapMaKOHAI30py, HANPABICHHBIX Ha
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BBISIBJICHHE, OLICHKY M IPEJOTBpAICHME WM MHUHMMU3ALMIO PUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMU
npenapaTamy, BKIK04Yas OLEHKY 3((EKTUBHOCTH JaHHBIX MEPONPUATHH.

57. Poc3apaBHam30p B CpPOK, HE MPEBBIMAOIMNA 5 pabouynx mHed ¢ natel moctymieHus [TYP,
HaIpPAaBJIET €r0 B DKCIEPTHYIO OPraHU3alUI0 Ul IIPOBEICHUS HAYYHO-KJIMHUYECKOW OLICHKH C LENbI0
OIpe/eNICHUs] JIOCTaTOYHOCTH MPEAJIaraéMbIX MEPONPHUITHM JUId NPEJOTBpALIECHMsS] BpeAa XHU3HU MU
3IOPOBBIO I'PAXKAAH IIPU IPUMEHEHHUH JIEKAPCTBEHHOI'O IIperapara.

58. 3aknroyeHue FKCIEPTHOM OpPraHu3aluu O JOCTATOYHOCTHU NpeyiokeHHbIX [1YP meponpusruii
JUIS IPEIOTBPALLECHUS BpeAa KU3HU U 30POBBIO, IPAKIAH IIPU IPUMEHEHHUH JIEKApCTBEHHOTO IIpenapara
HanpasisieTcss B Poc3npaBHanzop B Teuenue 20 pabouux aHel ¢ natel nocrymieHus I[TYP B akcnepTHyro
OpraHHU3aLuIoO.

59. Poc3apaBHam3op B TeueHUE 5 pabouux JHEW C JaThl MOJYUYECHHS 3aKIIOUYEHHUS SKCIEPTHOU
OpraHu3aluM, YKa3aHHOro B nyHkre 57  Hacrosmero llopsanka, HampaBisieT — JiepiKaTelito
PEruCTpalMiOHHOIO0 yJIOCTOBEPEHMSI JIEKApCTBEHHOI'O IIpernapaTa yBenomiieHne o coriacoBaHuu [IYP,
1100 yBelOMJICHHE O He0OXOAUMOCTH BHECEHUs u3MeHeHul B [TYP.

60. B cinywyae mnomydeHHs yBEIOMJICHHUS O HEOOXOAMMOCTH BHeceHus wu3MeHenuii B I[IYP
JEpKaTeIlb PETUCTPALIMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOIO IIpenapara B CpoK, He IpeBplatoniuii 20
pabounx JHEH co IHSA NOJydyeHUs NaHHOro YyBeAOMJIEHMs, mpezactasiseT B PocinpaBnamzop IIVP ¢
Y4€TOM BHECEHHBIX U3MEHEHHUH.

Undopmarist 06 n3MEHEHUAX:
Ilynkm 61 usmenen c 21 cenmaobps 2020 e. - [Ipuxas Poczopasnaozopa om 16 urons 2020 2. N 6252

CMm. npedvloyuyro pedaKyuio

61. Ilo uroraMm paccMOTpEHMsI pe3yJIbTaTOB IPOBEPKH, yKa3aHHBIX B IyHKTe 50 HacCTOSILEro
[Topsinka, mpencTaBiICHHBIX IOPUINYECKUM JIMLIOM, HA UMsI KOTOPOTO BBIJAHO pa3pellieHUE Ha IIPOBEICHHE
KJIMHWYECKNX HccienoBanuid, Poc3npaBHam3op B Ttedenue 30 paboumx AHEH C JaThl TOTyYeHUS
pe3yNbTaTOB MPOBEPKH, pACCMATPUBAET BOIIPOC O HAINPABIECHUH MUHHUCTEPCTBY U IOPUAUYECKOMY JIULLY,
Ha MMs KOTOPOTO BBIJAHO pa3pelIEHUE Ha MPOBEACHUE KIMHUYECKHUX HCCIENOBAHMM, COOTBETCTBYIOIIEH
UHpOpMaLlUK i PACCMOTPEHUs BOMpoca O HEOOXOJUMOCTH TNPHOCTAHOBIEHUS KIMHUYECKOTO
UCCJIEIOBaHMSI, JOCPOYHOTO 3aBEPIICHMS] KIMHUYECKOIO HCCIIEOBaHMs, MO0 BHECEHUS H3MEHEHUN B
IIPOTOKOJI KJIMHUYECKOTO UCCIIEIOBAHMUS.

Wndhopmarrust 06 n3MEHEHHSX:
Ilynkm 62 usmenen ¢ 21 cenmsaops 2020 e. - [Ipuxas Poczopasnaozopa om 16 urons 2020 2. N 6252

CMm. npedvloywyro pedaKyuio

62. Ilo pe3ynpratam (hapmakoHaa3opa PoczapaBHai30p pa3meniaeT Ha CBOeM OQHUIMAIBLHOM caiTe
B ceTH "UHTEepHeT" nHpopManuio o:

1) BBISBIEHUM HOBBIX IOATBEP)KICHHBIX JaHHBIX O MOOOYHBIX JEWCTBUAX, HEXKeIaTeIbHbIX
pEeaKIuAX, CEPbE3HBIX HEXKEIATENIBHBIX PEaKUUAX, HENPEIBHUJECHHBIX HEXKEIATEIbHBIX PEAKIUAX IpU
IIPUMEHEHNN JIEKaPCTBEHHOTO MpEIapaTa, B TOM YHCJIE BIUSIOMINAX HA OTHOLIEHHWE 0’KHMJIaeMOM MOJIb3bI K
BO3MO>KHOMY PUCKY IPUMEHEHHMSI JAHHOTO JIEKAPCTBEHHOI'O IIPENapara;

2) npuHATHIX MUHHUCTEPCTBOM PEILIEHUSX O BHECEHUU U3MEHEHUHN B MHCTPYKIUIO 110 IPUMEHEHUIO
JIEKapCTBEHHOTO MpenapaTa, 0 IPUOCTAaHOBICHUM MPUMEHEHHs JIGKApCTBEHHOIO Ipernapara, 00 U3bsATHU
u3 oOpallleHusl JIEKapCTBEHHOIO TMpenapara WM O BO30OHOBIEHHMH MPUMEHEHHUS JIEKapCTBEHHOTO
npemnapara, CBECHUsI 0 KOTOPBIX MPEeACTaBIsAI0TCS MUHHCTEPCTBOM B (hOpME 3IEKTPOHHOTO JOKYMEHTa,
MOJMUCAHHOTO YCHJIEHHOM 3JI€KTPOHHOM KBaNIM(PUIMPOBAHHON MOJMUCHIO, B Poc3apaBHan30p B TedeHue
Tpex pabouux JHEH co JHS MPUHATUS COOTBETCTBYIOIIETO PELICHHUS.

*(1) [Mynakr 52.1 crateu 4 @enepansHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 obpamenun
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanuu, 2010, N 16, cr. 1815;
N 31, ct.4161; N 42, ct.5293; N 49, ct.6409; 2011, N 50, ct. 7351; 2012, N 26, ct. 3446; N 53,
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ct. 7587; 2013, N 27, ct.3477; N 48, cr. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, cT. 7540;
2015, N 10, ct. 1404; N 27, ct. 3951; N 29, cT1. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, cT. 9; N 23,
cT. 3287; N 27, cT. 4238, 4283).

*(2) llpaBuna Hagiexamied mnpakTuku ¢dapMakoHaa3opa. YTBepxkaeHbl perniennem Coera
EBpasuiickoit Oxonomuueckoit Komuccun ot 3 Hos6ps 2016 r. N 87 (Odunmansusiii caiit EBpasuiickoro
SKOHOMHYECKOTO coro3a https://docs.eaeunion.org/docs/ru-ru/01411948/cNed 21112016 87, 21 HOs0ps
2016).

*(3) IlpaBwia Hamnexamed KIMHUYSCKONW TPaKTUKH EBpa3niicKoro 3KOHOMHYECKOTO COO3a.
YrBepxnensl peuienrem Cosera EBpasuiickoit Dxonommuueckorr Komuecun ot 3 HosOpss 2016 1. N 79
(OdunnansHbIi cait EBpazuiickoro SKOHOMHYECKOT0 cor03a
https://docs.eaeunion.org/docs/ru-ru/01411924/cNed 21112016 79, 21 Hosi6ps 2016).

*(4) Ilpuka3z MunuctepcTBa 3apaBooxpanenust Poccuiickoit ®eneparuu ot 5 mas 2012 N 502H
"OO0 yTBepXKACHHHM TIOpSAJIKA CO3JAaHUS H JICSITCIIBHOCTH BpaueOHOM KOMHUCCUM MEAUIIMHCKON
opranmzanun" (3apeructpupoBad Muntoctom Poccuu 9 utonst 2012 r., peructpanuonnsiii N 24516, PT" 22
utoHda 2012 r. N 141) B penakuuu [Ipukasza Munucrepctsa 31paBooxpanenusi Poccuiickoit denepaunu ot
02 nmexabpst 2013 N 886H "O BHecenun m3meHeHuid B [lopsaok co3gaHUs W ACATEIBHOCTH BpadyeOHOM
KOMHUCCUHM MEIUIIMHCKOW OpTraHW3allid, YTBEP)KICHHBIM MpUKa3oM MHHHCTEPCTBA 3paBOOXpaHEHUS U
conuanbHoro passutusi Poccuiickoit @enepanuu ot 5 mMast 2012 r. N 5021, u B [lopsnok Ha3HayeHUs U
BBITIMCHIBAHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBIA MPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHUS
Poccuiickoit ®@enepaunu ot 20 nmexadpst 2012 r. N 11755" (3apeructpupoBan Munioctom Poccun
23.12.2013 N 30714).

*(5) ®enepanbubiii 3akoH oT 26 aexadbps 2008 r. N 294-03 "O 3amure npaB RPUIUIECKUX UL U
WHIUBUIYAJIbHBIX TPEANPUHUMATENICH MPU OCYIIECTBICHUU TOCYJapCTBEHHOT'O KOHTPOJIA (Ham3o0pa) u
myHununaabHoro koHtpois" (CoOpanue 3akoHomarenbcTBa Poccuiickoiri ®epepanuu, 2008, N 52,
cT. 6249; 2009, N 18, cr. 2140; N 29, ct. 3601; N 48, cr. 5711; N 52, ct. 6441; 2010, N 17, cr. 1988;
N 18, cT. 2142; N 31, ct. 4160, cT. 4193, c1. 4196, N 32, cT. 4298; 2011, N 1, c1. 20; N 17, c1. 2310; N 23,
cT. 3263; N 27, cr. 3880; N 30, cr.4590; N 48, ct. 6728; 2012, N 19, cr. 2281; N 26, cr. 3446; N 31,
cT. 4320, cT. 4322).

*(6) Ilpukaz denepanbHOil Cy)ObI MO Ham30py B cdepe 3npaBooxpanenus ot 07 asrycra 2015
N 5539 "O6 yrBepxknenuu [lopsiika ocyiiecTBICHHsS] BEIOOPOYHOTO KOHTPOJSI KadecTBa JIEKAPCTBEHHBIX
CPEICTB Il MeauuuHcKoro npumeHeHus" (3apeructpupoBan Muntoctom Poccun 9 aBrycra 2015 r.,
peructpanoHHbiii N 39263, "bronnereHb HOPMATUBHBIX aKTOB (heZiepalIbHBIX OPraHOB MCHOJIHUTEIBHOM
Brnactu", N 48, 30.11.2015).
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[Ipuxa3 @exepansHOi ciy)O0BI 10 HaE30PY B cepe 3npaBooxpanerns ot 15 pespais 2017 r. N 1071 "O6 yreepxknennu [lopsaka ocymecTieHus dpapmakoragzopa” (c...
Penmakmusg ¢ msmenenusmu N 6252 ot 16.07.2020

TAPAHT:
CwMm. nannyto ¢popmy B pegaktope MS-Word

CM. pekoMeH1yeMblil 00pasel] U3BEIIEHUs, Pa3MEILIEHHbIN Ha HHTEpHET-caiite Poc3gpaBHaazopa

Ipuioxenne N 1

K [lopsiiky ocymecTB/IeHUsI
(papmakoHag3zopa, yrBep:KIeHHOMY IIPUKA30M
®enepanbHOii ci1y:k0b1 0 HAA30pY B chepe
31paBOOXPaHeHHU

ot 15.02.17 N 1071

Pexomenayemblii 00pazen

M3BEINEHUE O HEXEJIATEJILHOM PEAKLIVA
WM OTCYTCTBMM TEPANEBTHMYECKOI'O 3$$EKTA
JIEKAPCTBEHHOI'O IIPEIIAPATA

|:| [lepBUUHOE |:| JonosiHuTeNbHasad MHOOpMaALMS K COODIEHUIO
N oT
IHaHHBIE [alLMeHTa
VHMLMAJIE HalMeHTa (koI naumeHTa) * [Ton |:|M |:|>K Bec KI
BospacT BepemeHnHOCTB |:|, CpPOK HeneJb
1 1

27.05.2022 Cuctrema TAPAHT 10/18
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ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...

Penaxmus ¢ msmenenusmu N 6252 ot 16.07.2020

Ajuteprusa I_I HetT I_I EcTte, Ha

Jleuenue |:| aMOyJIaToOpHOE |:| CTauMoHapHOE |:| camoJsieueHue

JlekapcTBeHHEIE CpencTBa, NPEeOlOJIOXUTEJIBHO BBI3BaBume HP

HammvmenoraHue JIC |IIpouzBommuTesib| Howmep Joza, nyThb IaTa IaTa [TokazaHue
(Topromoe) * cepun BBEeIEHUSA HayaJa OKOHUAHUA
Tepanumn Tepanmnm
1
2
3

HexeJslaTesibHasa peakLusd

ITaTa Hauyajyia HP

OnmcaHMe peakuum* (yKaxmuTe BCe OeTall, BKJUasd IaHHBE JIabOpaTOPHBIX
MCCJIenOBaHUI)

27.05.2022 Cucrema TAPAHT

Kpurepmun cepbesHocTtm HP:

CMepThb

Yrposa XU3HU

T'ocnuranmuszaumsa miaM ee IpoLJjIieHre

11/18



ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...
Penaxmms ¢ m3menenusivmu N 6252 ot 16.07.2020

VIHRAJIMOHOCTb

BpoxmeHHEIE aHOMAJIUU

KnmuHmMuecku 3HAUMMOE COOBITUE

HaTa paspeumeHusa HP He npumMeHMMO

[IpeOnprHATEHE MEPH

Bes JsieueHus |:| OrmMeHa nomospesaemoro JIC |:| CumxeHue nposer JIC

HemMenuxkaMeHTO3HAA Tepalind (B T.4u. XVpyprmdyeckoe BMEIaTeJbCTBO)

JlekapcTBeHHaa Tepanma

Vcxon

|:| BrIsmopoBJIeHME fe3 nocJaencTBUM |:| YJlydlueHye COCTOAHUE |:| CocTosaHue ©e3 MBMeHEeHUM

1

27.05.2022 Cuctrema TAPAHT 12/18



ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...
Penaxmms ¢ m3menenusivmu N 6252 ot 16.07.2020

| | BEIBOOPOBJIEHME C NOCJEOCTBUAMM (yKaszsaThb)

|:| CMepThb |:| HemsepecTHO |:| He npumenmMMO

ConpoBoxnasiack Jgm oTMeHa JIC mMcuesHoBeHmeM HP?

|:|HeT |:|I[a |:|J'[C HEe OTMEHSAJIOCH

He npmMeHMMO

HasHauajioch JiM JIEKAPCTBO IIOBTOPHO? |:|HeT |:|J1a

PesysibTar

He npmuMeHMMO

IpyTve JIeKapCTBEHHHE CPEenCcTBa,

IIPVMHMMaeMbBIE B TEeYeHMEe IIOCJIEOHUMX 3 MeCcHdlesB,

BKJouasa JIC IIPVMHMMaeMBIE IIalMIEHTOM

CaMOCTOSTEJIbHO (IO COOCTBEHHOMY XE&JIaHUI)
Hammenosaunme JIC |[llpomseomuTesit | Homep Joza, nOyThb ITaTa ITaTa [lokazaHue
(Toprosoe) cepumn BREeIEeHMSA HauyaJa OKOHUYAaHUA
Tepannmu Tepanumn
1
2
3
4
5
IJaHHEE coobmawnumero Jmia
27.05.2022 Cucrema TAPAHT
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ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...

Penmakmusg ¢ msmenenusmu N 6252 ot 16.07.2020

|:| Bpau |:| IpyToM cHneumMaJuCcT CUCTEMB 3OpaBOOXPaHEeHMA

KoHTakTHHIT TejedoH/e-mail:*

|:| [laumeHT |:| Nuom

®.11.0

HOJIXHOCTE M MEeCTO pa@OTH

DaTa coobumeHms

* noyie o6sa3aTesIbHO K 3alloJIHEHUIO

CoofumeHre MOXeT OBTb OTIPAaBJIEHO:
- e-mail: pharm@roszdravnadzor.ru,
- daxkc: +7(495)698-15-73,
— OH-JIAMH Ha cauTe www.npr.roszdravnadzor.ru
- noduToBHM azpec: 109074, r.

T'APAHT:

CwM. nannyto popmy B pegaktope MS-Word

27.05.2022

MockBa, CrnaBsgHckasg mnJjomanb, IO. 4, cTpoeHume 1.

IIpunoxenue N 2

K [lopsaky ocymecTBiieHus
(apmakonagzopa, yrBep:kIeHHOMY IIPUKA30M
denepajbHOi CJIy:K0bI IO HAA30PY B chepe
3ApaBOOXPaHEHHS

or 15.02.17 N 1071

Cucrema TAPAHT 14/18



[Ipuxa3 @exepansHOi ciy)O0BI 10 HaE30PY B cepe 3npaBooxpanerns ot 15 pespais 2017 r. N 1071 "O6 yreepxknennu [lopsaka ocymecTieHus dpapmakoragzopa” (c...
Penmakmusg ¢ msmenenusmu N 6252 ot 16.07.2020

Pexomenayemblii 00pazen

CoofbueHre O CepbeBHOM HEeNpPeIBUIEHHOM HexeJlaTeJILHOM peaKLuy Ha
JIeKApPCTBEHHE I[pernapaT, MSydalolyicsa B KIMHUYECKOM MCCIIefOBaHUM

N IIPOTOKOJIa KIIMHMYECKOI'O MCCJIeOOBaHUMA

Hammenoranme JIC

HammMmeHOBaHUE IIPOTOKOJIa

N paspemenmusa Ha npoeenenHme KU B PO

HammMeHOBaHME JIe4eOHOT'O YUPEeXIOEeHUS, B
KOTOPOM BHIABJIEHA HexXeJlaTeJlbHAasg peakumsa
(ecim peaxkumsa npomsomsia B Poccumckom

denmepaunnm)

I. MudopMaumsi O HexeJaTeJNBLHOM peaKLuu
1. VHMLIMAJL la. CrpaHa 2. Iara 2a. Bospacrt 3.1ox 4-6. JaTa 8-12. OTmMeTbTE BCE, UTO
rnaumeHTa pPOXIOeHnAa HayvajJa coorBeTCcTBYeT HIIP

HexeJlaTeJbHOM
peaxkumum | | CMmepThb

27.05.2022 Cuctrema TAPAHT 15/18



ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...
Penaxmms ¢ m3menenusivmu N 6252 ot 16.07.2020

(meHb L
/Mecdl/romn) —
TocnurTanmuszaumda muiam ee
— [ponJjieHue

Crolkasa yTpaTa
— TPYOOCIHOCOOHOCTM WMIIM
MHBaJIMOHOCTDb

7-13. OmnmcaHMe HexeJlaTeJIbHOM peakuuM (BKJIOYas IOaHHBE JIabOpaTOPHHX U —
VHCTPYMEHTAJIbHEX MCCJIeIOBaAHUM) Yrposza XU3HU

IT. Mudopmanmsa o HOmOBSpPeBaeMOM JIEKAPCTBEHHOM IpernapaTe (npenaparax)

14. IomospeBaeMell JIEKAaPCTBEHHB NpenapaT (BKJIOYAs MeXIyHapoOHOeEe 20. Vicuesjya JM peaxuus I[IOCJe
HEIIaTEeHTOBAHHOE HaAMMEHOBAHME MJIM T'PYIIINVMPOBOYHOE HaMMeHOBaH]/Ie) OTMEHEI npenapaTa?

e e
[JHerMMeHMMO

15. CyTouHasa mosa (bl) 16. IIyTe (-1) BBeOeHUd 21. BOB3HUKJIA JMU

peakLuusa BHOBbL II0CJIe
17. TlokazaHue (9) K HaABHAUEHUIO: IIOBTOPHOTO

IIPVIMEHEHM A
JIEKaPCTBEHHOTO
npenapara®?

[Jﬂa [JHET
1

27.05.2022 Cuctrema TAPAHT 16/18



ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...
Penmakmusg ¢ msmenenusmu N 6252 ot 16.07.2020

| | HenprumMeHMMO

18. HaTel JiedyeHUs C o 19. [pomOIXUTEJIbHOCTL Tepanumn

III. ComyTcTByKlass JIeKapCTBEHHAasl Tepanmss M aHaMHeSs

22. COHYTCTBYIOLLLM]Z J'[eKapCTBeHHBHZ npenapaT(—bI) ¥ OaTe BBeIeHMA (3a MCKIIUYEHMEM TeX, KOTOPEIE TIPVMMEHAJIM IIJIA
JleueHMs HeXxeJlaTeJIbHOM peaKLU/H/I)

23. IOpyrue peJieBaHTHBE IaHHBE aHaMHe3a (HalpuMep, OMATHOSH, ajljlepruyu, OepeMeHHOCTbL C yKa3aHMEM BPEeMEeHU
IoCJieIHeM MeHCTpyauuwu, U T.nO.)

T'APAHT:

Hym™mepauus pa3znenos npuBOAUTCSA B COOTBETCTBUM C HCTOUHUKOM
ITITI. Muas mubopMaums

24 . HauMmeHOBaHME ¥ ampeC NPOMU3BOIUTEJIS

24a. VneHTUOUKALIMOHHBEIM HOMEp CcJydas 246. IaTa nojgiyuyeHus MHOOpPMALMM O HeXeJlaTeJIbHOM peakLumu
IPOMBBOOUTETIEM

24B. McTouHuK MHOOPMALIMM O HeXeJlaTeJIbHOM peaKLUMu

27.05.2022 Cucrema TAPAHT

|:| VllccnenoeaHue |:| Jlurepatrypa |:| CreumayMcT 3OPaBOOXPAaHEHUs |:| PeryJsTOpPHEE OPIT'aHE |:| Ipyron
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ITpukas denepanbHON CITy>KOBI 110 HaI30py B chepe 3apaBooxpanenus ot 15 despans 2017 r. N 1071 "O6 yrBepkaenun [Topsiaka ocymectsiaenus papmakonamazopa” (c...
Penaxmms ¢ m3menenusivmu N 6252 ot 16.07.2020

25. IIaTa IDaHHOTO cCcoofleHuda

26. Tun coofueHms

[lepBUUHOE |:| [ToBTOpPHOE

27.05.2022 Cuctrema TAPAHT 18/18



