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[aTta coxpaHeHus: 22.07.2022

3apeructpupoBano B Muntocre Poccun 20 mapta 2017 r. N 46039

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA
OEOEPAJIbHAA CITYXBA N0 HAA30OPY B COEPE 31PABOOXPAHEHUA

NMPUKA3
ot 15 dbeBpana 2017 r. N 1071

Ob YTBEPXAEHUU NOPAOKA OCYLWECTBJIEHUA ®PAPMAKOHALO3OPA

CnucoK U3MEHSIOIINX JJOKYMEHTOB
(B pen. [pukaza Poc3apaBramzopa ot 16.07.2020 N 6252)

B cooTtBercTBUM cO cTaThimu 64, 65 DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
oOpartenuu jekapcTBeHHbIX cpeacTB" (Cobpanue 3akoHonarenbcTBa Poccuiickoit @eneparum, 2010, N
16, ct. 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, ct. 7587; 2013, N 27, ct. 3477; N 48, c1. 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, ct1. 4238, 4283), npuka3bIBao:

1. YTBepauth npunaraemslii [lopsiiok ocymiecTBieHus papMakoHaA30pa COTIACHO MPUIIOKEHHIO.
2. KoHTpob 3a HCTIONIHEHNEM HACTOSIIETO MPUKa3a OCTABIISIIO 32 COOOM.

PykxoBogurens
M. AMVYPAIIKO

YT1BepxkaeH

npuka3zom denepaabHON CITyKObI

10 Ha/130py B cepe 31paBooOXpaHEHUs
or 15.02.2017 N 1071

NOPAAOOK OCYLWECTBINEHUA ®APMAKOHAA3OPA

Crmcok HU3MCHAIOIUX TOKYMCHTOB
(B pen. pukaza Poc3apaBramzopa ot 16.07.2020 N 6252)

1. Hacrosimuit [opsinok yctaHaBnuBaeT TpeOOBaHUS K OCYIIIECTBIECHUIO (papMaKOHaA30pa.

2. ®apmMakoHAI30p - BUJ JEATEIBHOCTH 1O MOHUTOPUHTY S()PEKTUBHOCTH W 0O€30MacHOCTH
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JICKApCTBCHHBIX  IIpE€HapaTos, HaHpaBJ’IeHHHﬁ Ha  BBIABJIICHHUC, OLNCHKY W IIPECAOTBpALICHUC
HEXKelIaTelIbHBIX MOCIEeACTBUM IMPUMCHCHUS JICKAPCTBCHHLBIX MTPCTIapaTOB <1>.

<1> [yskT 52.1 crateu 4 @enepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O06 obpamenun
nekapcTBeHHBIX cpenctB" (CoOpanme 3akoHomarenbcTBa Poccmiickoit denpepanuu, 2010, N 16, cr.
1815; N 31, ct. 4161; N 42, ct. 5293; N 49, c1. 6409; 2011, N 50, ct. 7351; 2012, N 26, c1. 3446; N 53,
ct. 7587; 2013, N 27, ct. 3477; N 48, cT. 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, ct1. 4238, 4283).

3. ®@apmakoHam3op ocymiecTBiasiercss dDemepanbHOl  cayk00it 1Mo Ham3opy B cdepe
3paBooxpaHeHus (nanee - Poc3apaBHan30p) myTeM aHaiu3a MpeAcTaBisieMoil cyObekTaMu oOpalieHus
JEKapCTBEHHBIX CPEICTB HMHPOpPMAIMM O TMOOOYHBIX JEHCTBHUSX JIGKAPCTBEHHBIX CPEACTB,
HEeXeJaTelIbHBIX PEaKlMsIX, CEPbEe3HBIX HEKENATENbHBIX PEAKIUAX, HEMPEABUACHHBIX HEKEIaTeIbHBIX
peaknusaxX MpU MPUMEHEHHH JIEKapCTBEHHBIX IMpenapaToB, 00 WHAMBHIYaJIbHON HETEPEHOCHMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MPETAapaToB (J1ajee - HeXKENATEIbHBIX PEAKINN), a TaKKe
00 MHBIX QaKTax U OOCTOATENIbCTBAX, MPEACTABISAIONINX YIpo3y >KM3HH WIH 370POBbIO YelOBEKa MpHU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpenaparoB (fajee - HWHOW HHPOpMAIMM IO OE30MacHOCTH U
3¢ (HeKTUBHOCTH), BBISBIIEHHBIX HAa BCEX ATamax oOpallleHus JIeKapCTBEHHBIX MpernapaTtoB B Poccuiickoit
denepaui U IPYrux rocyAapcTBax B ILENSAX BBISBICHUS BO3MOXKHBIX HETaTHUBHBIX IMOCHEACTBUN UX
NPUMEHEHHS, WHAMBHUIYaJIbHOH HENEePEeHOCHMOCTH, MPEAYIPEkKACHUS MEAULIMHCKUX pabOTHUKOB,
ManUMCHTOB 1 UX 3allIUTBI OT IPUMCHCHHA TaKUX JICKAPCTBCHHBIX ITPEIIapaToOB.

4. ®apmMakoHAI30p OCYIIECTBIAECTCS C COOMIOCHUEM 3aKoHOAaTeNnbeTBa Poccuiickoit depepanun
B 00JIaCTH 3aIIMTHl IEPCOHAIILHBIX JIAHHBIX.

5. JIOMKHOCTHBIMHU JIMLIAMH, YTIOJTHOMOYEHHBIMHU OCYIIECTBIATH (PapMaKoHaA30D, ABISAIOTCS:

1) pykoBoauTens (3amecTuTeNH pykoBoaurens) Poc3npaBHansopa;

2) pYKOBOOMTENIM CTPYKTYpPHBIX THoapasaeneHuil Poc3gpaBHag3opa, WX — 3aMECTUTEINH,
JNOJDKHOCTHBIMU ~ PEIVIAMEHTAMU  KOTOPBIX ~IPEIyCMOTPEHBI IOJIHOMOYHUS IO  OCYIIECTBICHHUIO

(hapmakoHa30pa;

3) HWHBIC TOCYIAPCTBCHHBIC TIPaXIAHCKHUEC CIyKallue P oc3ApaBHaaA30pa, AOJLKHOCTHBIMH
perilaMCHTaAMU KOTOPBIX MPEAYCMOTPCHBI ITIOJIHOMOYHUSA IO OCYIICCTBIICHHUIO q)apMaKOHazL3opa.

6. (DapMaKOHamop OCYHICCTBIIACTCA Poc3;[paBHaz[3op0M Ha OCHOBaHHH CBeﬂeHHﬁ, MOJIYUYCHHBIX B
BUJC:

1) cooOmmenunii cyObeKTOB 0OpaIeHHs JICKaPCTBEHHBIX CPEJICTB (J1ajnee - CooOmeHui ),

2) mepuoAMYECKUX OTYETOB IO Oe30MacHOCTH JIeKapCTBEHHBIX mpemnapatoB (manee - I[10B),
HanpasisieMbIX B Poc3ipaBHaq30p aepKaTeasiMU WU BiaJelbliaMi PErUCTPAllMOHHBIX YAOCTOBEPEHUI
JIEKapCTBEHHBIX MPENapaToB WIM YMOJIHOMOYEHHBIMH MMM MHBIMHU IOPUAMYECKHUMHM JHMLAMH (Janee -

JepKaTeNIMUA PETUCTPALIMOHHBIX YAOCTOBEPEHU);

3) nmepHuOAMYECKHX OTYETOB IO  Oe3omacHOCTH  pa3pabarbiBaeMoro  (MCCIIETyeMOTO)
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nekapcTBeHHoro mnpenapata (nanee - POOB), nampaBnsembix B Poc3npaBHag30p IOpHINYECKUMHU
JUL@AMH, Ha MM KOTOPBIX BBIJAHBI PA3pEIICHHUs Ha IIPOBEACHUE KIMHUYECKUX HCCICIAOBAHUN B
Poccuiickoit ®enepauuu, au00 IPYTMMHU YHOJHOMOYCHHBIMH IOPHIMYECKMMHU JIMIAMH (j1ajnee -
IOpUINYECKHE JIMIAMH, Ha HMsS KOTOPBIX BBIAAHBI DPA3PEIICHHMs HA IPOBEACHUE KIMHUYECKUX
WCCTIEIOBAHMH ),

4) undopmaluu, MoJIy4eHHON B XOJI€ OCYIIECTBIECHUS TOCYIapCTBEHHOIO KOHTPOJs (Haa30pa) B
cdepe oOpalieHus JeKapCTBEHHBIX CPEJICTB.

7. B nensx oIeHKH HH(POPMALMU HAYYHOTO M KIMHMYECKOT'O XapakTepa, COAEprKallencs B
JOKYMEHTaX W JIaHHBIX, IEpEYMCICHHBIX B IyHKTe 6 Hacrosuero Ilopsaka, Poc3npaBHaazop
npuBiekaer PenepanbHOE TOCYJapCTBEHHOE OIOKETHOE YUpEeXACHHE, HaXOoAdlleecss B BEACHUU
Poc3npaBranmzopa (nanee - SKCiepTHAsI OPraHU3aIs).

8. Onenka MHPOpPMAIMK HAYYHOTO U KIMHUYECKOTO XapakTepa, CoJepKallieiics B TOKyMEHTax U
JAHHBIX, IEPEUYNCICHHBIX B MyHKTe 6 HacTosmero [lopsaka, OCHOBBIBaeTCSA Ha MPUHIIMIIAX 3aKOHHOCTH,
coONroicHUs TIpaB U CBOOOJ dYelOBEKa M TpaKIaHWHA, TPaB IOPUAMYECKOTO IUIA, HE3aBHCHMOCTH
JKCIepPTa, OOBEKTUBHOCTH, BCECTOPOHHOCTH ¥ TOJHOTHI  HMCCICIOBAaHUM, MPOBOAMMBIX C
WCIIOIb30BAHUEM COBPEMEHHBIX JIOCTHKEHUN HAyKW W TEXHUKHU, OTBETCTBEHHOCTH HKCIIEPTHOM
OpTaHU3AIHMH 10 TTPOBEACHHUIO AKCIIEPTHOM OIIEHKH M Ka4yeCTBa IKCIIEPTHOMN OIICHKH.

9. CoobuieHust cyObEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEJICTB, 3a UCKIIOUYEHUEM IOPUANYECKUX
JIMILI, HA UMS KOTOPBIX BbIIaHbl Pa3pelIeHus Ha IPOBEACHNE KIMHUYECKUX HccieoBanuil B Poccuiickoit
@enepanun, HampaBisgioTcs B Poc3npaBHag3op 1O pekoMeHIyemomy obOpasuy "M3BemieHus o
HEXXEJIAaTeIbHON peakMu WM OTCYTCTBHHM TEPareBTHUECKOro 3¢ ¢ekra JeKapcTBEHHOro mpemnapata’,
puBeIcHHOMY B npuiiokeHnu N 1 k Hacrossmemy [lopsaky.

10. CooOuieHusi OpUAWYECKUX JIMI, HA HUMS KOTOPBIX BbIJaHbl pa3pelieHus Ha IPOBEJICHUE
KJIMHUYECKUX MCCIIEIOBAaHNHM, HamnpaBisitoTcs B Poc3apaBHaa3op 10 peKOMEHIyeMoMy 00pasily
"Coo0111eHusT 0 cepbe3HOM HENpPEIBUACHHONW HEXKeNaTeJIbHOM peaklMu Ha JIEKapCTBEHHBIH Mpemnapar,
U3YyYaroIIUNiCcA B KIMHUYECKOM HCCIIEIOBAaHUM', NMPUBEACHHOMY B IpWIOKeHHH N 2 K HacTOsALIEMY
[Topsaxy.

11. B cmyuae, ecnu XapakTep CBEACHHMH, YKa3aHHBIX B IMOJIYHKTE | IyHKTa 6 HACTOAIIErO
[lopsinka, He COOTBETCTBYET COJEpKaHUIO Mosield Gopm, npuBeneHHBIM B npuiiokeHusix N 1 u N 2 k
HactosieMy Ilopsaky, wiu B ciydae, €ciaM yKa3aHHbIE CBEJEHMs ObUIM BBIABICHBI 3a IpelesiaMu
Poccuiickoit @eneparun, qomyckaercs UX mpeacrasieHne B PocaapaBHanzop B mpous3BOIbHOM popme.

12.  CooOmienuss  HampaBisiioTcss B Poc3apaBHam3op  4yepe3  ABTOMAaTH3UPOBAHHYIO
nH(popManmoHHyI0 cuctemy PocsnpaBHamzopa (nanee - AVIC PocsnpaBHamzopa), 1100 MO AIEKTPOHHON
moure pharm@roszdravNadzor.ru. TIOB, POOB mnpexncraBnsitorcss B Poc3mpaBuHamsop depes AUC
Poc3npaBHamzopa 1mb0 Ha AIEKTPOHHBIX HOCUTEIISX.

13. [epkatenu perucTpalMOHHBIX YJIOCTOBEPEHHH B CpOK He Oosee 15 kameHmapHBIX THEH
coobmatT B Poc3apaBHam3op cBeAeHHMS O HEXKEJIATeNbHBIX pEaKiusAX, YyKa3zaHHBIX [IpaBuiiax
HaJuIexaled MpakTUKH (apMakoHan30pa, YTBEpkIeHHBIX pemieHuem CoBeta EBpasuiickoit
Oxonomuueckoit Komuceuu ot 3 Host6ps 2016 r. N 87 <2> (m.m. 7.1.7.1, 7.1.7.3).
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<2> [lpaBuna Hajuexamel NpakTUKU (apMakoHaa30pa. YTBepxkaeHbl pemeHueM Cosera
EBpasuiickoii OxoHomuueckoit Kommccum ot 3 wHostOps 2016 r. N 87 (OduumansHbiii caliT
EBpasuiickoro SKOHOMMYECKOIO COr03a
https://docs.eacuNioN.org/docs/ru-ru/01411948/cNcd 21112016 87, 21 Hos6pst 2016 T.).

14. Cpok nmnst cooOmieHnsT O HeXeNaTeIbHBIX PEaKIusAX, yKa3aHHbIX B [IpaBumiiax Hajyiexamei
npaktuku (apmakonamzopa EADC (m. 7.1.7.1), wucumcnsercas B cooTBeTcTBUM C IlpaBmiiamu
Ha/exaniel npaktuku gpapmakonanazopa EASC (m. 7.1.2.1).

15. Cpok coobuieHust nHOW MHPOpMAuM 1Mo 06e30macHOCTH U 3(PPEKTUBHOCTH, YKa3aHHOW B
[IpaBunax namnexamei npaktuku ¢apmakonagzopa EADC (m. 7.1.7.3), ucuucnsieTcss ¢ nathl, Koraa
JepKaTeieM pPErHCTPAMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIpernapara OBUIM yCTaHOBJIICHBI
COOTBETCTBYIOIIUE (PAKTHI U OOCTOSATEIILCTBA.

16. [lep:xaTenu perucTpallOHHBIX yAOCTOBEPEHUN JIEKAPCTBEHHBIX NIPEMApAaTOB MPEACTABIAIOT B
Pocsnpasnanzop 110b no ¢opme, npuenenHoit B [IpaBunax Haiexamie npakTuku GpapmMakoHaa3opa
EADC (n.m. 8.4 - 8.5).

17. Tlopsimoxk WCUYUCIEHWS JaThl OKOHYaHHWS cOopa Jep)kaTelieM PeruCTPAllHOHHOTO
YAOCTOBEPEHUSI CBEICHUM O HEXEeNaTeNbHbIX peakIusX, WHOM HHpopManuu 1o Oe30MacHOCTH IS
ouepennoro [1Ob u nepuoanynocts npeactasieHus [10Ob a1t 1ekapCcTBEHHBIX MPENAPATOB Pa3IUYHbBIX
MEXKIYHAPOAHBIX  HENAaTEHTOBAaHHBIX HAMMEHOBAaHWW WJIM  TIPYNIHUPOBOYHBIX  HAWUMEHOBAHUI
yTBepkaaroTcs Poc3npaBHaazopom.

18. /lns nexapCTBEHHBIX MPENapaTroB, CPOKU U NMepUoaIndYHOCTh npeacrasieHus [I0Ob Ha koTtopbie
He yTBepxkAeHbl Poc3apaBHa30poM, NEPUOANYHOCTD U cpoku npenctaBieHus [10b oTcunTeiBatoTCs OT
JaThl IEPBOM TOCYIaPCTBEHHOM perucTpaniy JeKapcTBEHHOIO MIpernapaTa B MUPE U COCTABIISIOT:

1) kaxnple 6 MecsLeB OT JaThl IEPBOI TOCYAAPCTBEHHOM PErucTpal B MUpE Ha MPOTSHKEHUU
MEPBBIX 2 JIET;

2) eKEroJIHO Ha MPOTSKEHUHU MOCIEIYIOIUX 2 JIET;
3) nanee - kaxaple 3 roja.

19. TIOBb mpenacrasmsitorcsi B Poc3apaBHana3op B Cpok, ykaszaHHbM B IlpaBmiiax Hajiexaien
npakTuku ¢papmakonanzopa EADC (1. 8.8.1).

20. Ilpu BBIABJICHHH HEXENATCIbHBIX peaknuii W WHOW HH(OpManuu 1o OE30MacHOCTH H
3¢ (HEeKTUBHOCTH, HE COAEPKAIUXCS B MHCTPYKIMH MO MEIULIHUHCKOMY MPUMEHEHHUIO, M3MEHSIONINX
OTHOLIEHUE OKUJIAEMOM TOJIb3bl K BO3MOXKHOMY PHUCKY TNPUMEHEHHMs JIEKapCTBEHHOTO Ipernapara,
Poc3npaBHan3op BOpase 3alpoCUTh Yy JEpKaTelss PErHCTPALlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapata BHeouyepeaHoi [10b.

21. Bneouepennoii [1Ob mpencrasnsiercs B Poc3apaBHam3op B Cpok, ykazaHHbIM B IIpaBuiax
HaJyIexKaien mpakTuku ¢papmakonaazopa EADC (1. 8.8.2).

22. IOpI/II[I/ILIeCKI/Ie Jiia, Ha UM KOTOPBIX BBIAAHBI pAa3pCHICHUS HAa MPOBCACHUC KIIMHHUYCCKUX
HCCHCﬂOBaHHﬁ, B CPOK HC Ooiee 7 KaJICHAAPHBIX JHEeH COO6IJ_IaIOT B Poc3J:[paBHa1130p O JICTAJIBHBIX HUJIA
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YTPOXKAIOUINX JKU3HU CEPbE3HBIX HEMPEABUACHHBIX HEXKENaTeNbHBIX PEaKlUsiX Ha HCCIeayeMbIi
JIEKApCTBEHHBIA MpENapaT, BBIABICHHBIX B XOJAE€ KIMHUYECKUX HCCIEIOBAHUN, pa3pelIEHHbIX K
npoBeaeHuto B Poccuiickoit denepanuu, €ciivM MHOE HE MPEAYCMOTPEHO OAOOPEHHBIM IMPOTOKOJIOM
KJIIMHUYECKOT'O MCCIIEIOBAHUSI.

23. FOpunnueckne nuia, Ha UMs KOTOPHIX BBIIAHBI Pa3pelICHHs Ha TMPOBEICHHUE KIMHHYECKUX
HCcCe0BaHui, B CpOK He Oojiee 15 kanmeHmapHBIX JHEHW cooOmiaroT B Poc3npaBHam30p 0 Cephe3HBIX
HEeMpeIBUICHHBIX HEKEIAaTeIbHBIX PeaKIMIX, 32 UCKIIOYEHHEM peakIuil, yKa3aHHbIX B IMyHKTe 22
Hacrosiuiero [lopsiaka.

24. YOpunnyeckue JIMLa, Ha UM KOTOPBIX BbIJAHbl pa3pellieHus Ha MPOBEACHHUE KIMHUYECKHUX
HCCIIeI0OBaHMM, B CpOK He Oosee 15 kaneHnapHbsIx AHeH coobmarT B Poc3apaBHaa3op nHpopMalnio 1mno
0€30MacHOCTH HCCIIEyeMOTo JIEKapCTBEHHOI'O Ipernapara, ykasaHHyro B [lpaBuigax Haajexaiei
KJIMHUYECKON MpakTHKU EBpa3uiickoro sKOHOMHUYECKOTO COI03a, YTBEpXkJIEHHbIX peuieHueM CoBeta
EBpazuiickoit Oxonomuueckoit Komuccuu ot 3 Hosa6pst 2016 r. N 79 (nanee - [IpaBuna naanexaren
kiuHnYeckor npaktuku EADC) <3> (m._1.5 Ipunoxenus N 11).

<3> [IpaBuiia HaJIeXKalIeH KIMHUYECKONW NPaKTUKU EBpa3milckKOro »KOHOMHYECKOTO COH03a.
YrBepxkaens! pemenuem Cosera EBpasuiickoit Dxonomuueckoir Komuccun ot 3 Hos6pst 2016 r. N 79
(OdunmanbHbII cairt EBpa3zuiickoro SKOHOMHYECKOTO cor03a
https://docs.eaeuNioN.org/docs/ru-ru/01411924/cNcd 21112016 79, 21 nHos6ps 2016 1.).

25. Cpoku Ui COOOLICHHS O HEXKENaTeJIbHBIX pPEaKLUUAX, yKa3aHHbIX B MyHKTax 22 u 23
Hacrosmero Ilopsaka, UCUMCHAIOTCS B COOTBETCTBUM ¢ [lpaBunmamu Hamjiexamie KIMHHUYECKON
npaktuku EADC (n._1.3.1 IIpunoxenust N 11).

26. Cpok cooOmieHuss WHOW HWH(pOpMauu Mo OE30MaCHOCTH HCCIEAYEMOro JIEKapCTBEHHOTO
npernapara, yka3aHHbIH B NyHKTe 24 Hacrosimero I[lopsaka, MCYHMCISIETCS C JaThl YCTAHOBJICHUS
IOpUANYECKUM JIMIIOM, Ha WMsI KOTOPOTO BBIJIAHO pa3pelieHne Ha TMPOBEACHHE KIMHUYECKUX
HCCJICIOBAaHHM, COOTBETCTBYIOIINX ()aKTOB M OOCTOSTEIBCTB.

27. KOpunuyeckoe JHI0, HA UMsI KOTOPOTO BBIJAHO pa3pelieHrne Ha MPOBEICHHE KIMHHUYECKUX
WCCTIEOBAaHUHM, PACKPHIBACT PAaHIOMHU3AIMOHHBIN KOJ B COOOIICHUSX O HEXKETATEIbHBIX PEaKIUX,
YKa3aHHBIX B MyHKTax 22 W 23 HACTOAILIEro NOpsAJKa, €CIM MHOE HE MPELyCMOTPEHO MPOTOKOJIOM
KJIIMHUYECKOT'0 UCCIIEJOBaHUSI.

He momexar cooOlieHn0 B TOPsIKe, yKa3aHHOM B NMyHKTax 22 u 23 Hacrosiero Ilopska,
HCXKCIIATCIBbHBIC peaK]_[I/II/I, HpOI/I3OI_He[[H_II/Ie y y‘-IaCTHI/IKOB KIIMHUYCCKHUX HCCHGHOB&HHﬁ, HOJIy‘-IaBIHI/IX
iare0o.

28. Coo0mieHuss O BbISBICHHBIX Ha TeppuTopun Poccuiickoit ®denepannn HexenaTeNbHBIX
peakLusax Ha JEKapCTBEHHBIE MIpeNapaThl CPaBHEHUS, 3aperucTpupoBannelie B Poccuiickoit @enepanuu,
MoJyIeXkar COOOIIECHHIO B MOPs/IKe, yKa3aHHOM B IyHKTe 12 Hacrosero [lopsaka.

29. IOpuanueckre nMIa, Ha UM KOTOPBIX BBIIAHO Pa3pelICHHE Ha MPOBEICHUE KIMHUYECKHUX
uccienoBaHui, npeactaBisitoT B PoczapaBuanzop POODB B cooTBeTCTBUM ¢ IMYHKTOM 4 npuioxeHust N
12 TlpaBun nagnexamei knuHudeckod mpaktuku EADC. K POOB mpunaraercs komusi OpouIopbl
HCCIeaoBaTells KJIMHUYECKOrO MCCIENOBAaHUs, pa3pelIeHHOro K TMpoBeAeHUI0 B Poccuiickoit
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®depnepaunu, qercTBYIONMAsd Ha MOMEHT nipeactasinenus POOB.

30. POOb mnpexacrasnstorcs B Poc3npaBHan30p €XEroAHO B CPOK, OTCUMTHIBAEMBIM OT AATh
Hayajia IepBOro KJIMHUYECKOTO MCCIIEA0BaHuUs JIEKaPCTBEHHOI O IIpenapaTa B MUPE UM OT JaThl IEPBO
roCy/apCTBEHHON PETUCTPALlMK JIEKApCTBEHHOTO Mpenapara B MUpE.

31. POOb mno mekapcTBeHHBIM IpenaparaM, HCCIEAyeMbIM Ha Tepputopun Poccuiickon
®denepanuu, npeacTabisitoress B Poc3apaBHaa30p B Cpok, HE MpeBblaromuil 60 KaaeHIapHbIX JHEH OT
JaThl OKOHYAHUSI cOOpa JAepikareieM PeriucTPAlMOHHOTO yIOCTOBEPEHHs CBEACHUN O HEeXelaTelbHbIX
peakusaX s JAHHOTO JIEKAPCTBEHHOTO Mpernapara.

32. Ilpu BBISBIEHUU CBEJICHUM, U3MEHSIOMIMX OTHOIICHUE OXUAAEMOM MOJB3bl K BO3MOXKHOMY
PUCKY TPUMEHEHHS JIEKapCTBEHHOIO TMperapaTta B KIMHUYECKOM HCCleqoBaHuu, Poc3npaBHamzop
BIPaBE 3alpOCUTh y IOPUIAYECKOTO JIMIA, HA UM KOTOPOTO BBIJAHO pa3pericHHue Ha MPOBEACHUE
KJIMHUYECKUX MCCIIEA0BaHUM JIEKaPCTBEHHOTO CpeACcTBa, BHeouepennoii POOB.

33. Bueouepennoii POOb npencrasnserca B Poc3npaBHan3op B Cpok, He mpeBblmaromui 60
KaJIEHAAPHBIX THEN OT JaThl MOJIYYEHHS IOPUIMYECKUM JIMIIOM, HA UMsI KOTOPOT'O BBIAAHO pa3peIleHne
Ha IpPOBEJIEHUE KIMHMYECKUX HCClIefoBaHUl 3ampoca Poc3npaBHan3opa, yka3aHHOIo B IyHKTe 31
Hacrosero [lopsaka.

34. OcymecTBieHne padoThl CyOBEKTOB OOpaIleHusi JICKAPCTBEHHBIX CPENCTB (MEIUITMHCKHUX
OpraHu3alii) 10 BBISBICHUIO HEXENATEIbHBIX PEaKIUi W MHOW MH(POpPMAanuu Mo Oe30MacHOCTH H
3GGEKTUBHOCTH TPU NPUMEHEHHH JIGKAPCTBEHHBIX IMPENAapaToB PErJIAMEHTHPYETCS BHYTPCHHUMH
MPUKAa3aMU MEAUIIMHCKONW OpraHU3aIlHH.

35. CyOBeKThI 0OpanieHust JIEKapCTBEHHBIX CPEACTB (MEAUIIMHCKIE OpPraHUu3allii) 00s3aHbl B CPOK
He Oosee 3 paboumx mHEH coobmath B Poc3npaBHAI30p O CEPHhE3HBIX HEKENATEIBHBIX PEAKIHIX C
JICTATHBIM UCXOJIOM WJIH YTPO30H JKU3HH, 33 HCKIIFOUCHHUEM HEKETATeIbHBIX PCaKIUi, BBIIBICHHBIX B
XOJI€ TIPOBEICHUS KIIMHUYECKUX UCCIICIOBAHUI, TPOBOIUMBIX B TAHHOW MEIMIIMHCKOW OpTaHU3aIUH.

36. CyOnekTsl oOpallleHusi JIEKapCTBEHHBIX CPEACTB (MEAMIIMHCKHE OpraHU3allii) B CPOK, HE
MpEeBBIIIAIONINKA 15 KaleHIapHBIX AHEH, coobmarmT B Poc3nipaBHaA30p O CIEIYIOMIMX HEXeIaTeIbHbBIX
peakuusx u WHOW WHPoOpMAUU 10 Oe30macHOCTH u  I(P(GEKTUBHOCTH, BBHISBICHHONW aHHOM
MEIUIIMHCKOW OpTraHm3aIlieil, 3a HWCKIIOYCHHEM HEXeJIaTeIbHBIX PEaKIui, BBIIBICHHBIX B XOJE
MIPOBEICHUS KIIMHHYECKUX MCCIICTOBAHUM:

1) CCPBE3HBIX HEXCIATCIBHBIX pPEAKIUAX Ha JICKAPCTBCHHBIC IIPCIiaparbl, 3a HCKIHOYCHHUCM
CCPBLE3HBIX HECKECIIATCIIbHBIX peaKI_II/Iﬁ, YKa3aHHBIX B ITYHKTC 35 HaCTOAIICTO Hopﬂzu(a;

2) ClIydasax nepcaauu I/IH(beKI_[I/IOHHOFO 3a00JIeBaHUs qcpes3 HeKapCTBeHHBIﬁ npemnapar,

3) ciydasx OTCYTCTBUS 3asgBICHHON 3((EKTUBHOCTH JIEKAPCTBEHHBIX MPENApaTOB, MPUMEHIEMBIX
npu 3a00JI€BaHUAX, MPEACTABISIIOIINX Yrpo3y [UIA KU3HH YeJOBEKa, BaKIUH Ui TPOQPHIAKTHKA
WHQPEKIIMOHHBIX 3a00JIeBaHUl, JIEKAPCTBEHHBIX TIpENapaToB U TPEIOTBpPAIICHUS OEPEMEHHOCTH,
KOTIa OTCYTCTBUE KIIMHUYECKOT0 3 eKTa He BBI3BAHO MHIUBHYAIEHBIMH OCOOCHHOCTSIMH MAllUEHTa U
(unn) cieundukon ero 3a00aeBaHUS;

4) HexenaTeNbHBIX PEaKIUIX, BOZHUKIINX BCIEICTBHE 3JI0YNOTPEOICHHUS MIPENapaToM, B ClIydyasx
YMBIIIJIEHHON INEPENO3UPOBKU JIEKAPCTBEHHOI'O IIpenapara, IpU BO3ACHCTBUHM, CBA3aHHOM C
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HpO(bCCCHOHaHBHOﬁ ACATCIIBHOCTBIO, WJIM B ClIydasdX HCIIOJIB30BAHUSA JICKAPCTBECHHOTO IIpCIlapaTa B
[EJIAX YMBINUICHHOTO IIPUYUHCHUA BpCa ) KU3HU U 3JOPOBBIO YCJIOBCKA.

37. Cnydyau UWHIUBHUIYaJIbHOM HEMEPEHOCUMOCTH JIEKAPCTBEHHBIX CPEJICTB, SBUBLIUECS
OCHOBAHHMEM JIJIsl BBIMUCKU JICKAPCTBEHHBIX IMpENapaTroB IO TOPrOBOMY HAWMMEHOBAHHUIO B pPaMKax
MpOrpaMM JIbITOTHOTO JIEKAPCTBEHHOTO OOecledyeHusl, IMOAJeKaT HalpaBieHHuio B Poc3npaBHaazop
BpauyeOHBIMH KOMHUCCHUSIMH, B TIOPSJIKE, YCTAHOBJICHHOM IpHKa3zoM Mun3apasa Poccuu ot 5 mast 2012 r.
N 5021 "OO06 yTBep>KICHHH MOPSAIKAa CO3TAHUS U ACSITETbHOCTH BpaueOHOW KOMHUCCHH METUITMHCKOM
opranm3anuu" <4> B CpPOK, HE TMPEBBIAIOMIMA MATH pabounx MAHEW ¢ JaThl BBIMHCKU
COOTBETCTBYIOILIETO JIEKAPCTBEHHOT'O Mperapara o TOproBoOMy HaUMEHOBAHUIO.

<4> lIpuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickonn @enepannn ot 5 mas 2012 r. N 502n
"O0 yTBEep)KICHHHM TOPSAKA CO3JaHUA U JEATEILHOCTH BpadyeOHONM KOMHUCCHU MEIUIIMHCKOM
opranuzanuu” (3aperucrpupoad Muntocrom Poccun 9 utons 2012 r., peructpanuonnsii N 24516, PI°
22 wmions 2012 r. N 141) B penakuuu Ilpukaza MuHHcTepcTBa 31paBooxpaHeHHs Poccuiickoit
Oeneparn ot 2 nmekadpst 2013 r. N 886n "O BHecenmu wu3MeHeHuid B llopsaok co3maHus u
NEeSATEIbHOCTH  BpauyeOHOM KOMHUCCHUM MEIUIIMHCKOM OpraHu3alMM, YTBEp)KICHHBIH IPUKa30M
MuHuncTepcTBa 31paBoOXpaHeHus U connanbHoro pazsutus Poccniickoit @enepanuu ot 5 mag 2012 r.
N 502, u B Ilopsimok Ha3HauyeHMsS W BBIMMCHIBAHMUS JICKAPCTBEHHBIX MpenapaToB, YTBEP>KICHHbBIN
npuka3oM MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®eneparun ot 20 nexadps 2012 r. N 11758"
(3apeructpupoBan Muntocrom Poccun 23.12.2013 N 30714).

38. Cpok s cooOLIeHHs O HEXeJIaTeNbHbIX PEAKIUAX U UHOM MH(OpMaLUy 1o 6€30MacHOCTH U
¢ pexTuBHOCTH, yKa3aHHOW B myHKTax 35 - 36 Hacrosmiero Ilopsiaka, ucyucisieTcss ¢ aaThl, Koraa
OTBETCTBEHHOMY M0 (hapMakoOHAI30py MOOJKHOCTHOMY JIHMIy CyObeKTa OOpalleHHs JIeKapCTBEHHBIX
CpeacTB (MEIWIIMHCKON OpraHM3aliy) CTalld W3BECTHHI CIIEAYIOIIME CBEIACHHS O HEXeIaTelbHON
peaxiu uim oco0oi CUTyaruu:

1) umadOpManus, Mo3BOJAONIAS HACHTU(PHUIMPOBATH IOPUINYECKOE WIH (PU3UYECKOEe JIUIO,
BBISIBUBIIEE HEXKENATEIbHYIO PEAKLIMIO UIN 0COOYIO CUTYaIUIO;

2) u"dopmarysi, I03BOJSAIONIAsS HACHTUPUIMPOBAThH (HHU3HUECKOE JIUIIO, Y KOTOPOro Habroanach
HE)XeJaTeNnbHas peakLus;

3) undopmarysi, MOo3BOJIAIOIIAS UASHTUPHUIMPOBATH JIEKAPCTBEHHBIH Mpenapar;
4) uadopmanus, Mo3BOJIAONIAs UACHTU(UIIMPOBATH CUMIITOMBI HEXeNAaTeIbHON peaKIuy.

39. Konuu coobuiennii, HarpaBieHHbIX B Poc3ipaBHaa30p, B COOTBETCTBUU C IMyHKTaMu 35 - 36
HacTosuero [lopsaka, coxpaHstoTcs B MEIUIIMHCKONW JJOKYMEHTAIMH MallUeHTOB.

40. Coob6menusi, [10b, POOB, nocrynatomue B snekrpoHHoMm Buae B AUC PocsnpaBranzopa,
PETUCTPUPYIOTCS aBTOMAaTUYECKH.

41. Coobuenus, nocrynaromue B Poc3apaBHaa3op 1o 3neKTpoHHOM nouTte, a Takxke [10b, POOB,
noctynatone B Poc3apaBHan30p Ha 3JIEKTPOHHBIX HOCUTENSAX, PETHCTpUpYrOTcs U BHocATcs B AUC
Poc3npaBranzopa B TedeHHE 5 pabO4YnX JHEH C AAThl KX TOCTYTUICHUS.
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42. Ouenka MH(OpMaIMK HAYYHOTO M KIMHUYECKOTO XapakTepa, coJepKalieiicss B COOOLICHHUsX,
nocrynatounx B AVC Poc3apaBHan3opa, OCYLIECTBIISIETCA 3KCIEPTHOM OpraHM3aled B TEYEHHE S5
pabouunx JHEW ¢ 1aThl MOCTYIUICHUSI.

Onenka nHpOpMAIMKA HAYYHOTO M KIMHUYECKOTO Xapakrepa, comepxkamieiics B [10b u POOB,
MIPOBOJIUTCS IKCIIEPTHOW opraHuzanuel B TeueHue 60 pabouyux AHEH ¢ JMaThl WX TOCTYIUICHUS B
3KCIEPTHYIO OPraHU3aluIo.

43. Pe3ynbTaThl OLEHKH MH(OpPMAIMM HAYYHOTO M KJIMHUYECKOTO XapakTepa, coleprKalleics B
COOOIICHUAX, HAPaBJSIIOTCS B Poc3paBHaA30p SKCIIEPTHONW OpraHM3alueil B COCTaBe €XEHEIeNbHBIX
OTYETOB.

PesynbTaThl HHGOpMAIIMK HAYIHOTO U KIIMHUYECKOTO Xapaktepa, cogepxarietics B [IOb u POOB,
HaIpaBIIAIOTCS B POC3/IpaBHAI30P B COCTaBE €KEMECTIHBIX OTUCTOB IKCIICPTHOW OpraHU3aIliy.

44. ITpu BBIABJICHUHU SKCIIEPTHON OpraHu3alell HecoOTBETCTBUS npeacTaBieHHoro [10b nmynkram
EADC 8.4 - 8.5 IIpaBun Hajnexamei npaktuku gpapmakonanzopa, 1 POOb nyHkry 4 npunoxenus N
12 IlpaBun Haanexamen knuHuYeckoil npaktuku EADC, Poc3npaBHan3op B CpOK, HE MPEBBIIAOIINN
10 pabGoumx pHEHl C JaTbl TOCTYIUIGHHMS JaHHOH WHQOpPMAlWU, HAmpaBisgeT JIepXKaTeiro
PErUCTPallMOHHOIO YAOCTOBEPEHUsl JIEKApCTBEHHOrO Ipenapara WIH IOpUAMYECKOMY JIHILY, Ha UM
KOTOpPOTO BBIIAHO pa3pellieHue Ha MPOBEACHHE KIMHUYECKUX HCCIENOBaHHUM, 3ampoc O BHECEHUU
n3meHeHui B [10b nnu POOB.

45. [epxarenb pEruCTPAlMOHHOTO  YJOCTOBEPEHMsI JIEKAPCTBEHHOTO  Ipernapara MWIH
IOpUAMYECKOE JIMLO, HAa HMs KOTOPOTO BBIJAHO pa3pellleHue Ha MPOBEACHHUE KIMHUYECKUX
uccreoBaHUM, B CpOK, He mnpeBblmatomuii 30 pabouux AHEH ¢ JaThl MOJYYEHHs 3ampoca
Poc3npaBnanzopa, ykazanHoro B nyHkte 44 nHacrosiero Ilopsinka, Hampasnsiet B PocznpasHanzop 1105
B cootBeTrcTBUM ¢ myHKTamu EADC 8.4 - 8.5 [lpaBun Hamnexamieid mpakTuku dapmMakoHAI3opa, U
POOB B cootBercTBHM ¢ yHKTOM 4 nipuiokeHus N 12 [IpaBun Hamyiexaiieil KIMHAYECKON MPaKTUKU
EADC.

46. Ilpu BBISBICHUHM SKCIEPTHOW OpraHM3alei B XOJe OLEHKH WH(GOpMAalMd HAYyYHOTO U
KIIMHUYECKOTO XapakTepa, cojepkammxcsi B coodmenusx, [I0b, POObB cBenenuii, OTCYyTCTBYIOIIUX B
HHCTPYKIHMKU 1IO0 MCEAULIMUHCKOMY MNPUMCHCHHIO WM IOOKYMCHTAIIMU KIWHHUYCCKOI'O HMCCIICAOBAHUA,
U3MCHAIOIINX OTHOILICHHEC O)I(I/I}IaeMOI\/II IMOJIB3BI K BO3MOXXHOMY PHUCKY HNPHUMCEHCHUA JICKAPCTBECHHOI'O
npernapara, dKCIepTHasi OpraHu3allis HampaBlseT 3akitoueHue o0 3ToMm B Poc3apaBHan30p B CpOK He
no3aHee 5 pabouynx JHEH ¢ JaThl BBISBICHUS COOTBETCTBYIOIINX CBEICHUH.

47. B ciydae, €ciM COIVIACHO 3aKJIFOUEHUIO SKCIIEPTHON OpraHU3aluy, IPUYNHON HEXENaTeIbHON
peakiMyu WM Yrpo3bl JKM3HH M 3[0POBBIO YEJIOBEKA MOIJIO SIBISATHCS HapylIeHHE CyObeKTaMu
oOpamieHnsl JIEKapCTBEHHBIX CPEICTB 3aKOHOMATENbHBIX TpeOOBaHU K (apMakoHaI30py, JIHOO
HapylleHHe MpaBUJl HaJJexkalleld KIMHUYECKOW MpakTUKH, Poc3ipaBHaA30p MPUHUMAET pEIICHHE O
IIPOBEICHUH IIPOBEPKU COOIIOEHUS CyObEeKTaMu O0OpalleHUs JIEKapCTBEHHbBIX CPEJICTB YCTAaHOBIEHHBIX
@enepanbHbiM  3akoHOM 0T 12.04.2010 N 61-®3 "OO oOpamieHuu JIeKapCTBEHHBIX CpelncTB" H
NPUHATBIMU B COOTBETCTBUM C HHMM MHBIMH HOPMATHBHBIMH IIpaBOBBIMH aKTaMH Poccuiickoi
@eneparun TpeOOBaHUN K KIMHUYECKHM HCCIIEIOBAHUSAM JIEKAPCTBEHHBIX IPENapaToB, XPaHEHHIO,
nepeBo3ke, BBO3y B Poccuiickyro ®enepanuro, OTIYCKY, pealM3alld JIEKapCTBEHHBIX CPEICTB,
MIPUMEHEHHUIO JIEKAPCTBEHHBIX IpPENapaToB B MOpsAKe, ycTaHOBIEHHOM denepanbHbIM 3aKOHOM OT 26
nexkabps 2008 1. N 294-®3 "O 3amuTe TmpaB OPUAHYECKUX JIMII W WHIUBUIYAIBHBIX
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IpeANpPUHUMATENSH MPH OCYIIECTBICHUH TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) U MyHHLUIAIBHOTO
KOHTpous" <5>.

<5> @enepanbHbIii 3aK0H 0T 26 nexadps 2008 r. N 294-@3 "O 3amure npaB IPUAMYECKUX JHI U
WHIWBHUIYATBHBIX TIPEANMPUHUMATENICH MPU OCYIIECTBICHUN TOCYJIaPCTBEHHOTO KOHTPOJIA (Ham30pa) u
MyHuIunaasHoro koutpois" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 2008, N 52, cr.
6249; 2009, N 18, ct. 2140; N 29, cT. 3601; N 48, c1. 5711; N 52, cT. 6441; 2010, N 17, cT. 1988; N 18,
cT. 2142; N 31, cT1. 4160, cT. 4193, cT. 4196, N 32, c1. 4298; 2011, N 1, c1. 20; N 17, c1. 2310; N 23, cT.
3263; N 27, ct. 3880; N 30, cT. 4590; N 48, ct. 6728; 2012, N 19, ct. 2281; N 26, cT. 3446; N 31, cr.
4320, ct. 4322).

48. B ciydae, eciu cOrjiacHO 3aKJIFOUEHHUIO SKCIEPTHON OpraHu3alvu, NIPUUMHON HEXelaTeIbHON
peaKkiuu MOTJIO SBIATHCS HECOOTBETCTBHE JIEKAPCTBEHHOTO IMpemapara TpeOOBaHUSM KadyecTBa,
Poc3npaBHam3op NpUHMMAaeT pelmIeHHE O TPOBEACHUM BBIOOPOYHOTO  KOHTPOJNSA  KadecTBa
COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O TMperapaTta B MOPSJIKE, YCTAaHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit ®deneparumn. <6>

<6> [Ipuka3 denepanpHOU CayKOBI 110 HaI30py B cepe 3mpaBooxpaHeHus ot 7 aprycrta 2015 r.
N 5539 "O6 yrBepxaenuu [Topsiaka ocyiiecTBiIeHUsT BBIOOPOYHOTO KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CpeACTB JUII METUIMHCKOro npuMmeHeHus" (3apeructpupoBad Muntoctom Poccun 9 asrycra 2015 r.,
peructpanmonusii - N 39263, "brosuiereHb  HOpPMAaTHBHBIX — aKTOB  (heAepalibHBIX  OPraHOB
ucnionauTenbHOU Biactu", N 48, 30.11.2015).

49. B Teuenue 5 pabouyux JHEHW C AAThl MOCTYIUICHHS 3aKIFOYCHHUS SKCIIEPTHON OpraHu3allv,
cofiepkaniero MHGOPMAIMIO O BBISBICHHUH HOBBIX JAaHHBIX MO 0e30macHOCTH U 3((HEKTUBHOCTH
JIEKApCTBEHHBIX IPENnapaToB, HE COACPKAUIUXCS B MHCTPYKIMHU MO MEIUIMUHCKOMY NMPUMEHEHHUIO WU
JIOKYMEHTAIlMU KJIMHUYECKOTO MCCIICIOBAHUS, W3MEHSIOIIUX OTHOIICHHE OXUAAEeMOM IMOJb3bl K
BO3MOKHOMY PHCKY IMPHUMEHEHUs JIEKAPCTBEHHBIX IpernaparoB, Poc3iapaBHam3op yBeaqomisieT 00 3TOM
JieprKaTelis perucTpalloOHHOTO YA0CTOBEPEHUS JIEKApCTBEHHOTO Mpenapara Wil I0pUuandecKoe JINIOo, Ha
UMsl KOTOPOTO BBIIaHO pa3pelieHHe Ha MPOBEACHHUE KIMHUYECKUX MCCIEIOBAaHUM, B AIEKTPOHHON
dopme uepes AUC PocznpaBHaazopa, Wik MOCPEACTBOM pa3MelleHus HHPOPMAIIMOHHOTO MUChMa Ha
odunmansHoM caiite PocznpaBHamzopa B cetu "MHTepHeT", Wi B MUCbMEHHON Qopme (Ha OyMakHOM
HOCHTEJIE).

(1. 49 B pen. [Ipukaza Poc3zapaBraazopa ot 16.07.2020 N 6252)

50. JlepxaTenb  pErucTPAlMOHHOIO  YAOCTOBEPEHWs JIEKAapCTBEHHOIO Ipemapara Wi
IOPUIMYECKOEe JIMIO, Ha MM KOTOPOrO BBIJAHO pa3pelleHHe Ha IPOBEJCHHE KIMHUYECKUX
uccienoBanuii, B TeueHue 10 pabounx nHEH ¢ MOMeHTa MojdydeHus yBepomuieHus Poc3npaBHana3opa,
yKazaHHOro B nyHKTe 49 Hactoswmero Ilopsaka, mpoBOIUT HPOBEPKY JOCTOBEPHOCTH MOIYUYEHHOMN
nHpOpPMALIUU U MIPECTABISAET HH(POPMAIIHIO O pe3yibTaTax MmpoBepku B Poc3apaBHanzop.

51. B mepuon npoBeneHuss NpoBEpPKH, ykazaHHOW B nmyHkTe 50 Hactosimero Ilopsnka, aep:xarens
PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapara WIH OPUIAYECKOE JIMI0, HAa UMM
KOTOPOTO BBIJJAHO pa3pellieHue Ha MPOBEACHNE KITMHNUYECKUX UCCIIEJOBAHUM, TPUHUMAET HEOOX0JMMbIe
Mepbl IS TOTO, 4YTOOBI Bpel, CBSA3aHHBIM C OOpAIllEHHEM COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
Mpernapara, He YBEJIMYHIICS.
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MNpukas Poc3gpaBHaasopa ot 15.02.2017 N 1071
(peg. o1 16.07.2020)

"O6 yTBepxaeHun Mopsiaka ocyLecTBneHns
¢apmakoHagzopa"

(...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

52. B Tteuenue 10 pabGouux mHEH ¢ OaThl MOCTYIUJICHUS PE3yNbTATOB MPOBEPKU, YKA3aHHOW B
nyHkre 50 Hactosiero Ilopsaka, mpoBeIeHHOM JepiKaTeIeM PEruCTPallMOHHOTO yI0CTOBEPEHHsI, MO0
B Teyenne 10 paboumx AHEH ¢ JaThl MOCTyIuieHUs B Poc3apaBHAI30p pe3yinbTaToB BHIOOPOYHOTO
KOHTpOJI Ka4ecTBa JICKAPCTBEHHOTO IIpernapara B COOTBETCTBUM € ITyHKTOM 48 Hacrosmero [lopsaaxka,
Poc3npaBramzop yBepomiisier MuHuCTEpCTBO 3apaBooxpaHeHus Poccuiickoit ®exepanum (manee -
MUHUCTEPCTBO) O BBISBICHUH HOBBIX JAHHBIX MO 0€30mMacHOCTH U 3(G(HEKTUBHOCTH JIEKApCTBEHHBIX
MpernapaToB, HE COAEPKAIIUXCSI B MHCTPYKUUU MO MEAMIIMHCKOMY MPUMEHEHHIO WU JIOKyMEHTAllUU
KJIIMHUYECKOTO MCCIIEI0BAaHUS, U3MEHSIOIMX OTHOLIEHUE OKUAAEMOM MOJB3bl K BO3MOXHOMY DPHCKY
IIPUMEHEHHUS JIEKAPCTBEHHBIX IPENapaToB, B TOM YHUCIE NPU BBIABICHUM HEOOXOAMMOCTH BHECEHUS
M3MEHEHUH B MHCTPYKLUIO MO0 MEIUIIUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOI'O Mpenapara B OTHOIIEHUN
CBEJCHMI O TOKa3aHUAX ISl MPUMEHEHHUS M MPOTHBOIIOKA3aHUAX JJIsi MPUMEHEHHUS JIEKapCTBEHHOIO
mpernapaTta, BBISBJICHHBIX MOOOYHBIX JEWCTBUAX, HEXKEJATEIbHBIX pEaKIUsIX MpU MPUMEHEHUU
JIEKapCTBEHHOTO Tpernapara, U HampaBiseT COOTBETCTBYIONIYI0O HH(POPMAIUIO IS PaCCMOTPEHUS
BONpPOCa O HEOOXOJUMOCTH BHECEHHS HM3MEHEHUH B pErHCTPAallMOHHOE JOChEe JIEKapCTBEHHOTO
IpernapaTta, OTMEHbI FOCYJAApCTBEHHOW PETrUCTpPAlluy, IIPOBEIECHUN TOKIMHUYECKUX WM KIMHUYECKUX
WCCIIEIOBAaHUI JIEKAPCTBEHHOTO TMperapara, JH00 WHBIX JOMOJHUTEIBHBIX HCCIEIOBAaHHMI KadecTBa,
3¢dekTuBHOCTH U 0€30IacHOCTM  JIGKApCTBEHHOrO Ipemapara (Jajee -  JIOMOJHUTENbHBIX
UCCIIEIOBaHMI), a Takke O HEOOXOJUMOCTH, JTUOO 00 OTCYTCTBHUHM HEOOXOAMMOCTH MPHOCTAHOBIICHUS
oOparlieHus JTeKapCTBEHHOTO Mpernapara Ha Iepruo/1 MPOBEIeHUS JOMOIHUTENBHBIX UCCIeI0OBaHU, THOO
Ha TEpUOJl, HEOOXOIUMBIH Ui BHECEHUS HW3MEHEHMH B PErMCTPALMOHHYIO JOKYMEHTAIHIO
JIEKapCTBEHHOI'O IIperapara.

(. 52 B pen. [Ipukaza PoczapaBraazopa ot 16.07.2020 N 6252)

53. Ilo wToramMm paccMOTPEHMs PE3yJNbTATOB NPOBEPKH, YKa3aHHOM B IyHKTe 50 HacTosIIero
[lopsnka, mpencTaBICHHBIX JIep’KaTeleM PErHCTPAllMOHHOTO  YIOCTOBEPEHHUS JIEKapCTBEHHOI'O
npemnapata, Poc3npaBuaazop B TeueHue 30 pabouux AHEW ¢ JaThl MONYYEHHUS PE3yIbTaTOB MPOBEPKU,
BIIpaBE HANpaBUTh JEP)KATENI0 PErHMCTPALMOHHOTO YJIOCTOBEPEHHMsS 3ampoc O HEoOXOAUMOCTH
pa3pabotku [lnana ynpaenenusi puckamu (nanee - [IYP) B coorBerctBuu ¢ nmyHktamu 6.2.4 - 6.2.5
[TpaBun namexameit npaktuku Gapmaxonaazopa EADC.

54. IIYP mnomnmexut HampaBieHuto B Poc3apaBHam3op B TedeHue 60 paboumx IHEW C AaThl
noy4yeHus 3anpoca Poc3apaBHaazopa, ykazaHHOTO B TyHKTe 52 Hacrosiiero [lopska.

55. Ipwu BBISBIICHUH JIepKaTeIeM PETUCTPAIIMOHHOTO YJIOCTOBEPECHHUS JICKAPCTBEHHOTO MTperapara,
B XOJl¢ TPOBEICHHS TPOBEPKH, yKa3aHHOW B myHKTe S50 Hactosmiero llopsaka, wHQOpMammu o
HECOOTBETCTBUU JICKAPCTBEHHOTO Tperapara TpeboBaHUsIM KauecTBa, 3PPEKTUBHOCTH M 0€30MaCHOCTH,
JiepKaTeNb PEruCTPAMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOIO IIperapara BIPaBE CaMOCTOSTEIBHO
paspabotats [IYP u npencraButh ero B PocznpaBuanzop.

56. ITIYP Bxirouaet moapoOHOE OMMCaHUE MEPOIPHUATHI 10 (papMaKoHAA30py, HAMPABICHHBIX Ha
BBISIBJICHHE, OLICHKY M MPEAOTBpAllleHWEe WM MUHHUMH3AIUI0 PUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMU
npernapaTamMu, BKJIIOYas OIeHKY 3 (HEKTUBHOCTHU TaHHBIX MEPOTPUSITUH.

57. Poc3apaBHaa30p B CPOK, HE MPEBBIMIAONIMNA 5 pabounmx AHEH ¢ matel moctymieHus [1YP,
HaImpaBJIACT €TI0 B SKCIICPTHYIO OPraHU3aluio I NPOBCACHUS HaquO-KHHHquCKOﬁ OLICHKU C LICJIbIO
ONpENETIeHUsI JTOCTATOYHOCTH IPEUIaraeMbIX MEPONPHUATHM JUIsl NMPEAOTBPALICHUS BpeNa KU3HU M
3JI0pOBBIO FPAXKAaH MIPU MPUMEHEHUH JIEKAPCTBEHHOTO MIperapara.

58. 3axirodeHne dKCIEepTHOW OPraHU3aluU O TOCTATOYHOCTH npeioxkeHHbIX [IYP meponpustuit
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MNpukas Poc3gpaBHaasopa ot 15.02.2017 N 1071
(peg. o1 16.07.2020)

"O6 yTBepxaeHun Mopsiaka ocyLecTBneHns
¢apmakoHagzopa"

(...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

IUI TPEIOTBPALEHHUs Bpena >KU3HM U 3I0pPOBbIO, TpakJaH IpH IMPUMEHEHHM JIEKapCTBEHHOTO
npemnapara Hanpasisiercs B Poc3apaBHanzop B Teuenue 20 pabounx aHel ¢ aatel noctyruienus [1YP B
9KCHEPTHYIO OPraHU3aLUIO.

59. Poc3apaBHaa30p B TeueHHEe 5 pabOYMX JTHEH C JaThl TOTYYSHHS 3aKIIOYEHUS DKCIEPTHON
OpraHM3aliii, YKa3aHHOro B myHKTe 57 Hactosimero Ilopsnka, HampaBisieT —AepiKaTelro
PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKApCTBEHHOrO Mpemnapara yBeloMiieHHe o coryacoBanuu [1YP,
160 yBeIoMIIeHHE O He0OX0UMOCTH BHeceHUs n3MeHeHui B [TYP.

60. B cnyuae mony4yeHusl yBEIOMJIEHHS O HEOOXOAMMOCTH BHECeHUs u3MeHeHud B [IYP
JiepKaTellb PEruCTPalMOHHOIO yAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapaTa B CpOK, HE IIPEBBIIIAOIINI
20 paGouux JIHEH co AHS MOJy4YEeHHs JAaHHOTO yBeAOMIIeHHUs, npenactanisier B Poczapasuanzop [IYP ¢
Y4ETOM BHECEHHBIX U3MEHEHUM.

61. Ilo uroraM paccMOTpEHHUs PE3yJIbTaTOB INPOBEPKH, yKa3aHHBIX B MyHKTe 50 HacTosmiero
[Mopsinka, TpencTaBiIeHHBIX HOPHIMYECKHM JIMIIOM, HAa HMS KOTOPOTO BBIAAHO paspelleHHe Ha
NPOBECHUE KIMHMYECKUX HccienoBanuii, Poc3npaBHagzop B Teuenue 30 paGouux aHEH ¢ JgaThl
MOJIyYeHHUs PE3yJIbTaTOB MPOBEPKH, PAaCCMAaTPHBAET BOMPOC O HaMpaBieHMH MUHHUCTEPCTBY U
IOPUINYECKOMY JIMIy, Ha MM KOTOPOTO BBIJIAHO pa3pelieHne Ha MPOBEACHWE KIMHUYECKHX
WCCIIEIOBAaHHUH, COOTBETCTBYIOIIEH WH(GOPMAIMH IS PACCMOTPEHHS BOIPOCAa O HEOOXOAMMOCTH
NPUOCTAHOBICHNUS  KIMHUYECKOTO  HCCIENOBAHUS, JOCPOYHOTO  3aBEPUICHUS  KIMHUYECKOTO
UCCIIeIOBaHMs, JINOO BHECEHUS N3MEHEHUH B IPOTOKOJ KIMHUYECKOTO UCCIIECAOBAHHSI.

(8B pen. llpukasa Poczapasnanzopa ot 16.07.2020 N 6252)

62. I1o pesynbraram hapmaxkonanzopa PocsapaBHaa30p pa3MemaeT Ha CBOEM OQHUIHATEHOM caiTe
B cetn "MHTEpHET" MHPOPMAITHIO O:

1) BBISIBJICHMMW HOBBIX IIOATBEPXKACHHBIX JaHHBIX O MOOOYHBIX )IefICTBHSIX, HEXCIIaTCIbHBIX
pe€aKknusaX, CEPbE3HBIX HEXKCIATCIBbHBIX PEAKIUAX, HECIIPECABHUACHHBIX HEXKCIATCIbHBIX PCAKLNUAX ITPHU
NPUMCHCHUH JICKAPCTBCHHOT'O IIpC€IIapaTra, B TOM YUCJIC BIHUAOMNX Ha OTHOHICHUC 0XKHJaeMOM MOJIb3bI
K BOBMOKHOMY PUCKY IPUMCHCHUSA JaHHOT'O JICKAPCTBCHHOT'O IPCIIapara,

2) nOpuHATBIX MUHUCTEPCTBOM pEIHIEHUSAX O BHECEHMM M3MEHEHU B MHCTPYKLMIO 110
NPUMECHCHUIO JICKAPCTBCHHOI'O IIp€riapara, O IMMPUOCTAHOBJIICHHU MNPHUMCHCHHA JICKAPCTBECHHOI'O
nperapara, 00 U3BATHU U3 00paIICHHS JICKAPCTBEHHOTO Mpernapara Wik O BO30OHOBICHUH IPUMEHEHUS
JICKApCTBEHHOTO TIperaparta, CBEICHHS O KOTOPBIX TIPEACTaBISAIOTCS MUHHCTEPCTBOM B (hopme
AJIEKTPOHHOTO JOKYMEHTA, MMOAMMCAHHOTO YCHUIICHHOW 3JIEKTPOHHOHN KBATH(DUIIMPOBAHHO MOANUCHIO, B
Poc3npaBHan3op B TedeHHE TpeX pabounX JHEH CO AHS MPUHATHS COOTBETCTBYIOLIETO PEIICHHUS.

(m. 62 B pen. [Ipukaza Poc3zapaBuaazopa ot 16.07.2020 N 6252)

ITpunoxxenne N 1

k [lopsinky ocyiecTBiaeHus
(dbapmakoHaa30pa, YTBEPKIACHHOMY
npukazom denepanbHOM CITyKObI

M0 HAJ30py B cepe 3IpaBOOXpaHEHUS
ot 15.02.2017 N 1071
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Mpwuka3 Poc3gpaBHaasopa ot 15.02.2017 N 1071

(pea. ot 16.07.2020) JokymeHT npefocTasneH KoncynbranTiatoc
" KOHCYJ/IbTaHTIITHOC
100 yTeepeian Mopaaka ocyuiecranenss Rara coxpavernn: 22.07.2025

(...

Pexomenyemslii o0paser

. MN3BEIEHUE
O HEXEJIATEJIbHOU PEAKIINUN NJIN OTCYTCTBUU TEPAIIEBTUYECKOI'O
OOOEKTA JIEKAPCTBEHHOI'O ITPEITAPATA

D [TepBuunoe D JononuurensHas nH(GOpMaIUs K COOOIIEHUIO
N oT

JlaHHbIe MaruenTa

k
Waunnmanel nanyenTta (KoA maryenTa) <*> Mo D M D K Bec KT

Bo3spact bepemennoctsb D , CPOK HeJeb

Anneprus D Her D Ects, Ha

Jleuenue D aMOyJlaTOpHOE D CTalMOHApHOE D caMoJIeueHue

JlekapcTBEHHBIE CPENICTBA, IPEANIOJIOKUTEIBHO BbI3bIBaronue HP

Haume [Ipon Homep Hoza, Jlata Hauana [ara ITokazanue
HOBaHUE 3BOJU cepuu MyTh Teparnuu OKOHYaHHUS
JIC TeNb BBEJICHUS Tepanuu
TOProBOE)
<E>
1
2
3
Hexenarenbnas peakuus JlaTa nauama HP
Onucanne peakuu <*> (yKaxuTe BCe AeTalu, BKIIOYas Kpurepuu cepbeznoctu
JlaHHBIE JTa00PaTOPHBIX HCCIEeIOBAHUN) HP:
D CmepTh
D VYrpo3a xu3Hu
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"06 yTBepxaeHun Mopsaka ocyLlecTBNeHNs
¢apmakoHagzopa"

(...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

D T'ocouranusanus uiu

ee PO ICHHE

D MaBanugHoCTh

D Bpoxnennsie

adHOMaJInn

D Kiuanuecku

3HAYNMOE COOBITHE

aTa pa3pCiIcHuA ¢ IIPUMCHUMO
Hara pasp HP He mp

[IpennpunsTHIE MEPHI

D bes neuenus D OtMmena nogo3peaemoro JIC D Cumxenune 10361 JIC

D HemenukamenTo3Has tepanus (B T.4. XMPypruuecKoe BMEIIATeIbCTBO)

D JlexapcTBeHHas Tepanus

Ucxon

D BrI3iopoBnenue 6e3 nociaencTBui D VYiyu4iieHne cocTosTHUS D Cocrosnue 6e3

N3MEHEHUHN

D Briznioposienue ¢ nociaenctsusaMu (yka3aTh)

D CmepTh D HewnssectHo D He npumennmo

CompoBoskanacs i otmena JIC D Her D Jla D JIC He OTMEHSIIOCH D
ncuesnoBenneM HP?

He mpumennmo

Hasnauanoch JIM JIEKAPCTBO MOBTOPHO? D Pesynprar D
Her D Ja He npumenumo
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(peg. o1 16.07.2020)

"06 yTBepxaeHun Mopsaka ocyLlecTBNeHNs
¢apmakoHagzopa"

(...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

Jlpyrue JeKapCcTBEHHBIE CpEACTBA, NPUHUMAEMbIE B TEUYEHHUE IIOCIEIHUX 3 MECSIIEB,
Bkitovast JIC, mpruHUMaeMble MalueHTOM CaMOCTOATENBHO (10 COOCTBEHHOMY JKEJIaHUIO)

Hanme IIpou | Homep Jo3a, | /lara Hayana [Hara IToka3anue
HOBaHHUE | 3BOJU cepuun yTh Tepanuu OKOHYaHUS
JIC TEJb BBEACHUS Tepanuu
(ToproBoe)

4

5

JlaHHBIC COOOIIAIOIIETO JINIA

D Bpau D [pyroil cnenuaincT CHCTEMBI 3IpaBOOXPAHEHUS D [TanmenT D Nuon

KonTakTHbiii Tenedon/e-mail: <*>

©.N.0.

I[OJ'DKHOCTB n MCCTO pa6OTBI

JlaTa cooOmeHus

<*>[lone 06s3aTeNbHO K 3aMOJHEHUIO.
Coo011eHre MOKET OBITh OTHPABJICHO:

- e-mail: pharm@roszdravnadzor.ru,

- pakc: +7(495)698-15-73,

- OH-JIAMH Ha caifte www.npr.roszdravnadzor.ru

- noutoBbli azpec: 109074, r. MockBa, CnaBstHCKas TI0MIA1b, 1. 4, cTpoeHue 1.
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(peg. o1 16.07.2020)

"06 yTBepxaeHun Mopsaka ocyLLecTBNeHMS

¢apmakoHagzopa"
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[Ipunoxenue N 2

K [lopsiaky ocyIiecTBieHuUs
(dbapmMakoHaI30pa, yTBEPKIACHHOMY
npuka3zom denepaabHON CITyKObI

10 HaJ30py B cepe 3IpaBoOXpaHEHUS
or 15.02.2017 N 1071

Pexomenyemslii o6paser

Coobmienue
0 CEpbE3HON HEMPEABUICHHON HEXKENATEIbHON peakinu
Ha JIEKapCTBEHHBIN Npenapar, u3y4aronuncs

B KJIMHUYECKOM HCCIIEJOBAaHUU

N IMPOTOKOJIa KIMHUYECKOT'O
Hucciaca10BaHUs

HaunmenoBaunue JIC

HaumenoBanue nmpotokona

P®

N paszpemienus Ha nposeaenue KU B

HaumeHoBaHue n1e4eOHOTO

Ddeneparyn)

YUPEKEHUsS, B KOTOPOM BBISIBIICHA
He)KeJaTeNbHas peakius (eciau
peakuus npousoluia B Poccuiickoi

I. Uadopmanus o HexenaTeIbHON peakiiuu

HafeXHasa npaBoBas noaaepXxka

1. Maummaner | la. Crpana | 2. ara | 2a. |3.Ilon| 4-6. dara |8 - 12. Ot™meThTE BCe,
marueHTa poxne | Bo HaJajla | d4YTO COOTBETCTBYET
HHUS 3pac Hexxena | HIIP
T TEJIbHOMN
peakuuu D Cmepthb
(meHb/mMe D I'ociuranusamus
CSIT/TO)
WM €€ TIPOJICHUE
7 - 13. Onucanue HexenaTeaIbHON peakuy (BKI0Yas JaHHbIE D Croiikas yrpaTta
1abOPAaTOPHBIX U UHCTPYMEHTAIBHBIX HCCIICIOBAHUN)
TPYIOCIIOCOOHOCTH
WJTH WHBATUHOCTH
D VYrpo3a xxu3Hu
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Mpwuka3 Poc3gpaBHaasopa ot 15.02.2017 N 1071
(peg. o1 16.07.2020)

"06 yTBepKaeHNM TlopsaKa OCYLLECTBNEHNS [JokyMeHT npepoctasneH KoHcynbTaHTAOC

[aTta coxpaHeHus: 22.07.2022

¢apmakoHagzopa"
II. Uudopmanius o nogo3peBaeMoMm JIEKapCTBEHHOM
npenapare (mpenaparax)
14. Ilogo3peBaeMblii JIeKapCTBEHHBIN Ipenapar (BKJItouas 20. Ucuesna nu
MEX/1yHapOoAHOE HEMaTeHTOBAHHOE HAUMEHOBAHUE WIIH peaxuus nociue
IpyNIMpOBOYHOE HAUMEHOBAHUE) OTMEHBI IipenapaTa?
Qe me
D Henpumenunmo
15. Cyrounas no3a(bl) 16. Ilyte(-u) BBeaenuss | 21. Bo3nukna iu
peaxiusi BHOBb I0OCJE
17. Iloxa3anue(s) K HA3HAYCHUIO: MTOBTOPHOTO
IPUMEHEHHUS
JIEKapCTBEHHOTO
npenapara?
(e ¥
D Henpumennmo
18. JlaTel nedenus ¢ 0 19. TIpo0KUTENBHOCTD TEPAUU

[II. ConyTcTByto11ast JIEKApCTBEHHASI TEpANMs U aHAMHE3

22. ConyTCTBYIONIMM JIEKapCTBEHHBIN Mpemnapar(-bl) U JaThl BBEACHHUA (32 UCKIIOYCHHEM
TeX, KOTOPBIC MPUMEHSITN JJIs1 JICUCHUS] HeXKEIaTeIIbHOM PEaKIiuu)

23. Jlpyrue perneBaHTHbIE JaHHbIE aHaMHe3a (HampuMep, AMArHO3bI, AJJIEPTHH,
0epeMEeHHOCTh C YKa3aHUEM BPEMEHU MOCIEHEH MEHCTPYAL|H U T.JT)

Koncynprantlntoc: npumedanue.
Hywmepanus pa3zienoB 1aHa B COOTBETCTBUU € OPUIIMAIBLHBIM TEKCTOM JIOKYMEHTA.

1. Mnas nadopmarus

24. HauMeHOBaHUE U aJIpec MPOU3BOAUTENS

24a. UnenTudukaMoHHBIA HOMEp clly4dast 246. [lata nony4yeHust uHGOpMaILIUU O
HE)KEeNaTeIbHOM peakuy NpoU3BOJUTEIEM

www.consultant.ru CrpaHvua 16 usz 17
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Mpwuka3 Poc3gpaBHaasopa ot 15.02.2017 N 1071

(pea. ot 16.07.2020) JokyMeHT npepocTasneH KoHcynbTaHTlAoC
m _;
06 YTBep)KLleHVIl/l Mopsiaka ocylecTBneHUs Y [laTa coxparenws:: 22.07.2022
¢hapmakoHaasopa

(...

24B. VlcrouHuK MH()OPMAITUH O HEXKENATeIbHON peaKIiuu
D UccnenoBanue D Jluteparypa D Crnenuaiuct 31paBoOOXpaHEHUs D Perynstopusie

OpTraHbI D Hpyroii

25. Jlata 1aHHOTO COOOIICHUS

26. Tum cooOLeHus

D [TepBuunoe D [ToBTOpHOE

www.consultant.ru CrpaHvua 17 us 17
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