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O BHECceHNN n3MeHeHMi B ITpaBuia perucTpanuy U SKCIEPTH3HI JIEKAPCTBCHHBIX CPEACTB AJIA
MEIUIUHCKOTO IPAMEHEHHS

Pemenne Coeta EBpasuiickoii s5koHOMUYECKOM komuccuu oT 17 mapta 2022 roga Ne 36

B cootBercTBuM co cratheit 7 CornameHus O €IUHBIX MPUHIUIAX U MpaBuiIax
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 84 npunoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUY PEIMIMII:

1. Baectu B IlpaBuna peructpanuu U 3KCHEPTU3bl JICKAPCTBEHHBIX CPEJCTB IS
MEIULMHCKOTO TMpUMEHEHUs, yTBepxkiaeHHble Pemenuem CoBeta Epasuiickoit
PKOHOMHYECKON KoMUCCHH OT 3 HOsIOpst 2016 1. Ne 78, usMeHeHuUsI COrIacHO MPHUIIOKECHHUIO.

2. Hacrosmee Pemenue Bctynaer B cuily no ucredeHuu 10 kameHaapHbIX THEN C JaThbl
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.
Unens! CoBera EBpasuiickoit 5KOHOMIIECKOH KOMUCCHH:

Ot PecniyOnuku Ot PecnyOmuku Ot PecnyGmku Ot KbIpreckoit Ot Poccwmiickoii

Apmenns Benapych Kazaxcran PecrryGnukn Denepannu

M. I'puropst N. Tlerprmenko B. Cyirranos A. Koxomes A. OBepuyk
I[MTPMJIOXXEHUE

k Pemenuto CoBera
EBpasuiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 17 mapta 2022 r. Ne 36

WN3MEHEHW S,
BHOcHMEIe B IIpaBuia peructpanuu ¥ SKCHEPTU3HI JIEKAPCTBEHHBIX CPEICTB IS MEIHI[MHCKOTO
PUMEHEHUA

1. ITyHKT 3 AOMOMHUTH NOJITYHKTOM naln CJIIEAYIOLIETO COACPIKAHU:

"a') IeKapCTBEHHBIX MPENAPATOB, KOTOPBIE MPEIHA3HAYEHBI 111 IPUMEHEHUS B YCIOBHIX
Ype3BbIYANHBIX CUTYalMM, yTPO3bl MX BOBHUKHOBEHUS WM BO3HUKHOBEHUS YPE3BBIYANHBIX
CUTyalUH, ISl NPOPUIAKTUKY U JIeYeHUs 3a00JI€BaHUI U MOPaKeHUU, MPECTABISIIOIINX
OMAacCHOCTh I OKPYKAIOIIUX, MOJYYEHHBIX B PE3yJbTaTe€ BO3JACHCTBUS XUMHUYECKUX,
OMOJIOTUYECKHUX, pPAJUALMOHHBIX (PAKTOpOB, OOpalIeHHEe KOTOPBIX pEryJUpPYyeTCs
3aKOHOAATENBCTBOM I'OCYIapCTB-YJIEHOB;" .

2. ITognmyHKT "n" MyHKTa 5 JOMOJHUTH CJIOBaMHU 'TOCYAapPCTB-YJICHOB".

3. /IonOJIHUTE IyHKTOM 51 CJIEAYIOLIETO COACPIKAHMUS:



sl B Cly4asx U NOpSAKe, IPEAYCMOTPEHHBIX 3aKOHOAATEIBCTBOM T'OCYAAPCTB-YJICHOB,
NOMYCKAeTCs MPEeJOCTaBICHUE TNalMeHTaM MW [PUMEHEHHE B OTHOLIEHUM HX
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX NpenapaToB. K TakuM JieKapCTBEHHBIM IIpenapaTam
OTHOCSITCS B TOM YUCIIE:

JIEKAPCTBEHHBIE ITPENApaThl, BBOZUMBIE B TOCYJaPCTBO-WICH JI OKa3aHUS MEIULIUHCKON
NOMOIIM TO >KM3HEHHBIM TMOKAa3aHUSM KOHKPETHOrO0 NalueHTa 00 Uil OKa3aHUs
MEIUIIMHCKON MOMOIIY OIPaHUYEHHOM TpyIIe NAMEeHTOB ¢ peAKON U (1K) 0co00 TsxKEIOn
MaToJOTMe, Ha OCHOBAHMM 3aKIIOYEHUs (pa3pelIMTEIbHOrO0 TOKYMEHTA), BBIJAHHOIO
YIOJIHOMOYEHHBIM OPTaHOM I'OCY1apCTBa-4JICHA;

BBICOKOTEXHOJIOTUYECKHUE JIEKAPCTBEHHBIE IpENaparbl, MU3rOTABIMBAEMBIE HA
HECTaHJaPTU3UPOBAHHON (HEPYTHMHHOW) OCHOBE U NPUMEHSEMbIE HAa TEPPUTOPUU TOTO K€
rocy/1apcTBa-4wieHa B CTAlMOHAPE B LENAX MCIIOJHEHUS WHIUBUAYAIBHOTO MEAULMHCKOTO
Ha3HA4YEeHUs JIEKapCTBEHHOI'O Mpenapara, CHEUUaJbHO MPOU3BEAEHHOTO IS OTIAEIBHOTO
NalKEHTA.

[Ipon3BOACTBO TaKWX BBICOKOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB
pasperniaeTcsi ynoJIHOMOYEHHBIM OPraHOM rocyAapcTBa-wieHa. ['ocyrapcTBa-uieHbl 00s13aHbI
00€eCreynTh 3KBUBAJICHTHOCTh TPEOOBaHUM, MPEABSIBISIEMBIX K IMPOCIIEKUBAEMOCTH CEPUIA U
NapTUi  JIEKAPCTBEHHBIX  MPENapaTroB, YCTAHOBIEHHBIX  3aKOHOJATEIbCTBOM
rocyAapCTB-4IEHOB, U K (papMaKOHA/A30py B COOTBETCTBUHU € akTamu opranos Coro3a.".

4. ITyHKT 6 JOTMOJHUTH ab3aIeM CISayIOMEro COMCPKAHNS:

"B cinyuyae ecnu JIeKapCTBEHHBIN MpenapaT MpeaHa3HadyeH il JeueHus: op(aHHOTO
3a00JIeBaHUsl, BKJIIOUYEHHOrO B II€PEYHH, KOTOpPbIE BEAYTCA B COOTBETCTBUU C
3aKOHOAATENBCTBOM OTAEIBHOTO TOCYIapCTBa-UJIEHa, PETUCTPALUs TAKOTO JIEKAPCTBEHHOTO
npenapara JaHHbIM B pe(epeHTHOM rOCyAapCTBE B COOTBETCTBUHU € HacTosMMU [IpaBunamu
C IeJbI0 OOpallleHHs JICKAPCTBEHHOTO Mpernapara Ha PbIHKE TOJBKO JTOTr0 rocynaapcraa (
HallMOHAJIbHAS MPOLEypa PErUCTPALIN) OCYILIECTBISETCS B COOTBETCTBUHU C paszenaMu V U
VII wmm pazpenamu VI u VII Hactosmux [IpaBuii, a Takke B COOTBETCTBUU C MOJIOKEHUSIMU
pasnena 16 gactu Il npunoxenns Ne 1 k Hactosiiumm IIpaBunam.".

5. B nynkre 18:

a) B MPEJJI0KEHUHU TPeTheM abd3alla mepBoro cioBa "ykazaHHBIX B pasaene VII nactosmmx
[IpaBu, a Takke B CiIydasx," UCKIIOUNTD;

0) mociie ab3alia nepBoro AOMOIHUTH ab3allaMu CJIEIYIOUIEro CONepKAHUS:

"CpoK AEHCTBUS PETrMCTPALIMOHHOIO YAOCTOBEPEHHUS HA JIEKapCTBEHHBIN Ipemnapar,
3apErUCTPUPOBAHHBIN 110 IPOLEAYPE YCIOBHOW PETUCTPALMHU, OIPEHEIACTCA C YYETOM
nonoxkenui noxpasaena VILIII paznena VII macrosmmx [Ipasuir.

JIns nexkapCTBEHHOTO Mpemnapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C
3aKOHOJIaTEILCTBOM T'OCYAApCTBA-uJIeHa U oOpamiatouierocs 5 jgeT u 6ojee Ha PbIHKE 3TOTO
rocy/1apCcTBa-uwieHa, BbIIaeTCsl OECCPOUHOE PErrCTPAIlIOHHOE YIOCTOBEPEHUE B CiIydae, eciu



JIEKapCTBEHHBIN TMpenapar mpejanoiaracTca K OOpameHHI0 Ha PBIHKE TOJBKO 3TOTO
rocyzapcTta. B ciydae ruianupyeMoro oOpaiileHusi Takoro JeKapCTBEHHOrO Ipernapara Ha
PBIHKAX JPYTUX FOCY/IapCTB-YJIEHOB PErUCTPALIMOHHOE YAOCTOBEPEHUE MOAJICKUT 3aMEHE Ha
pPEruCTPallMOHHOE YAOCTOBEPEHUE CO CPOKOM JIeUCTBUS S JeT.".

6. B mynkre 19:

a) mocJe ab3ala ABeHaAaToro JOMOIHUTh ab3a1eM CIIeIyIOEro CoAepKaHus:

"MaHHBIE PEATbHON KIMHMYECKOW MPAKTUKH' — JAHHBIE, OTHOCAIIMECS K COCTOSIHUIO
3JI0pPOBbS MAIMEHTa U (WJIM) K TMPOIECCy OKa3aHWs MEIUIIMHCKOW TTOMOIIH, MOTy4YEeHHbIE U3
Pa3IMYHBIX UCTOYHUKOB;'";

0) mociie ab3aia TPUHAAIATOTO JOTIOTHUTE a03alleM CIIeAYIOMIET0 COACPIKaHNUS:

" moKa3aTeabCTBa, MOJyYEHHbIE Ha OCHOBE JJAHHBIX PeaIbHON KIIMHUYECKON MPaKTUKHU" —
KIIMHUYECKHUE JI0KA3aTeNbCTBA B OTHOIIEHWHU MPUMEHEHUS UM MOTEHIUAIBHON MOJb3bl WU
pHUCKa MPUMEHEHUS JIEKapCTBEHHOI'O Ipernapara, MoJlydeHHbIe Ha OCHOBE cOopa U aHalu3a
JAHHBIX PEATbHON KIIMHUYECKON PAKTUKH;' .

7. B nynkte 20 cioBa "moclieAoBaTeIbHO B HECKOJIBKUX TocydapcTBax-ujeHax" u "
OJTHOBPEMEHHO B HECKOJIBKUX TOCYyJapCTBaX-4JIEHAX B COOTBETCTBUU C'" UCKIIFOUUTh.

8. [Mogmynkt "6" myHkTa 21 HOMOMHUTH MPEAJIOKEHUEM CIIEIYIOMEro cojaepx aHus: "
JlonmyckaeTcsi OJHOBPEMEHHOE HWHHUIMUPOBAHUE TMPOIEAYpPhl B3aMMHOIO IPU3HAHUS B
HECKOJIBKHX TOCYyJJapCTBax MpU3HaHUs.".

9. B aG3arie mecTHaaaToM nyHkTa 38 ciaoBa "WHCIEKIUK (BHETIJIAHOBOW WJIA TUTAHOBOM )
" 3aMeHUTH ciioBaMH "papmManeBTUUECKON HHCTICKIIUN'".

10. B nynkre 45 cioBa "JeKapCTBEHHBIX IpEINapaToB M OOIIEH XapaKTEPUCTUKE
JIEKApCTBEHHBIX MPENapaToB" 3aMEHUTH CIOBaMH 'JIEKapCTBEHHOrO0 Ipemnapara U 0OIe
XapaKTEepUCTHUKE JIEKAPCTBEHHOTO Tpemnapara’.

11. B mynkTe 46 cnoa "210 kanengapHsix AHei" 3ameHuTh cioBamu "140 pabouunx aHei

12. B nynkre 47:

a) ab3a1] BTOPO#l U3JI0KUTh B CIACAYIONICH PEAAKITUN:

"3asBieHue o ¢popme, ycTaHOBIeHHOUW npuitokerrem Ne 2 k HactosiuMm [IpaBunam, Ha
OyMa)XHOM HOCHUTEJI€ WU B BUJI€ DJIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO 3JIEKTPOHHOU
u(POBON MOAMUCHIO (IIEKTPOHHOM MOAMUCHI0) B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
rocyjapcTBa-ujieHa, B KOTOPOM OCYILIECTBISAETCS Mojada TAKOro 3asBJICHHs (lajiee —
ANEKTPOHHAS MOIHUCH);

0) a03a1] TpeTui JOMOJHUTH CIOBaMU ""Ha OyMaKHOM HOCHUTEJIE UJIH B BUJIE DJIEKTPOHHBIX
JOKYMEHTOB, MOJMMCAHHBIX AJIEKTPOHHOMN MOAMUCHIO";

B) a03all YeTBEPTHIN U3JIOKUTH B CIEAYIONICH peaKiInu:

"pEerucTpalmoHHOE JI0Ch€ B COOTBETCTBUU C MpUIoKeHUs MU Ne 1 — 5 Kk HacTOAIIUM
[IpaBunam Ha 3JIEKTPOHHOM HOCUTENE B BUE KOMIUIEKTA 3JIEKTPOHHBIX JOKYMEHTOB;";



r) B ab3ame mectoMm cioBa "CraHmapTHbie" 3aMEeHUTH clioBamu "OOpasibl
JIEKapCTBEHHBIX MPENApaATOB, CTAHAAPTHHIE";

1) ab3a1l BOCBbMOM 3aMEHHUTH a03aIaMu CIISAYIOIIETO COACPIKAHMS:

"He tpebyetcs mpencraBieHue oOpas3ioB, cneluUUECKUX PEeareHTOB U JPYTUX
MaTepuaaoB MPU HEBO3MOXXHOCTU MPOBEICHUS UCIBITAHUN B DKCHEPTHON OpraHU3alvu
BCJICJICTBHE:

TPYAHOJOCTYIMHOCTH 00pa3lOB JIEKAPCTBEHHBIX MpenapaToB CTAaHAAPTHBIX 00pasIoB,
crienu(UIECKUX PEarcHTOB W JIPYTUX MaTepuajgoB (B TOM YHCIE, NMPU X OTHECEHUU K
KaTeropuu op(aHHbIX, BBICOKOTEXHOJOTHYECKUX, paauodhapMalieBTUUECKIX, HAPKOTUUECKUX
, TICUXOTPONHBIX WJIM TpPEIHA3HAUYCHHBIX JJIsI JICYCHHUS BBICOKO3aTPATHBIX HO30J0THH
BCJICJICTBHE X BHICOKOM CTOMMOCTH);

HEBO3MOYXHOCTH COOJIOJICHUS] YCIOBUN TPAHCIOPTUPOBKU YKa3aHHBIX 0OpasIloB Ha
TEPPUTOPUIO TOCYIAPCTBA-UJICHA U (MJIM) UX XpaHEHUS,

OTCYTCTBUSI CIEHHAIBLHOIO 00OPYJIOBAHUSI U PACXOJHBIX MAaTEPUAIOB B HKCIEPTHOMU
OpraHu3aIvu;

U IPYTUX NPUYMH MO PEUICHUIO YIIOJHOMOYEHHOI0 OpraHa (3KCIepTHON OopraHu3aIun)
P BO3HUKHOBEHHH OOCTOSATEIBCTB HENPEOJOIUMON CHIIBI WU OOCTOSTENBCTB,
HE3aBUCAIIUX OT BOJIM CTOPOH, B TOM YHCJIE€ B CBSI3U C OCOOCHHOCTSIMH MPOU3BOJICTBA U
KOHTPOJISI KaueCTBa JIGKAPCTBEHHOI'O pernapara.

B cootBeTcTBUM ¢ TpeOOBaHUSIMH 3aKOHOJIATEIbCTBA TOCYIaPCTBA-UJICHA MIPEJICTABIICHHE
JOKYMEHTOB, yKa3aHHBIX B a03amiax BTOPOM — YETBEPTOM HACTOSIIETO MyHKTAa, MOXET
OCYIIECTBISATHCS C  HCMHOJb30BAaHHMEM DJJIEKTPOHHOIO JOKyMeHTooOopora 06e3
JTOTIOJHUTEIBLHOTO MPEJCTABICHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUU Ha
OyMa)XHOM HOCHUTEJIe, IOJMUCAHHBIX W (WJIH) 3aBEPEHHBIX JJICKTPOHHON IOINUCHIO
3asBUTEJIS, B CIIy4asix, IpPeayCMOTpeHHbIX HacTosuMu [IpaBumamu.".

13. B nynkTe 48:

a) cimoBa "ab3are BoCcbMOM IyHKTa 47" 3aMeHUTH ciloBamu "ab3amax BOCHBMOM —
OJMHHAAIATOM ITyHKTa 47";

0) TOMOJIHUTH a03alleM CJICIYIONIETO CONCPIKaHMUS:

"B cnydasx HEBO3MOKHOCTH IIPOBEACHUS JIaDOPATOPHBIX UCHBITAHUHN B JIaDOPATOPUAX
KOHTPOJISI KadecTBa IMPOM3BOAUTEINS JICKAPCTBEHHOrO IMpernapara HWiId KOHTPAKTHBIX
1a00paToOpUsiX, MCMHOJIb3YEMbIX MPOU3BOJIUTENEM (B YCIOBHUSAX YIpO3bl BO3HUKHOBEHUS,
BO3HUKHOBEHHUS W JIMKBUJAIMK YpPE3BbIYAMHON cUTyaluu U (WJIM) MPU BO3HUKHOBECHUH
yIpO3bl pacrpocTpaHEHUs 3a00JICBaHUM, TPEJCTABIISIIOIIUX OMACHOCTh IS OKPYKAIOIIHX,
3200JICBaHUM W TTOpPaXKEHHUM, TOJYUYCHHBIX B PE3YJbTAaTe BO3ACHCTBHUSA HEOJIAronpUsITHBIX
OPUPOIHBIX, XUMHUYECKHX, OMOJOTHMYECKHX, PaAUAMOHHBIX (HAKTOPOB, MPU KOTOPHIX
MPUCYTCTBUE TMPEJACTABUTENS SKCIEPTHOM OPraHU3alMu HE MPEJICTABISETCS BO3MOXKHBIM,
WM TIPH IPYTHX 00CTOSATEIBCTBAX (HAIPUMED, CBSA3aHHBIX ¢ 0COOCHHOCTSIMU IMPOU3BOICTBA U
KOHTPOJISI KayecTBa KOHKPETHOTO JIEKApCTBEHHOTO TMperapara KaTeropui, yKa3aHHBIX B



a03amax BOCbMOM — OJIMHHAJIATOM MyHKTa 47)), MO COTJIACOBAHUIO C YIMOJIHOMOYEHHBIM
OpraHoM (3KCHEPTHOW OpraHu3aluei) SKCnepTU3a KayecTBa MPOBOJMUTCS HAa OCHOBAHUU
JOKYMEHTAllMU TPOU3BOAUTENS (MPOTOKOJIOB aHaln3a MPOU3BOJUTENSI) B TOM YHUCIE C
UCIIOJb30BAaHUEM CPEJICTB JUCTAHIIMOHHOTO B3aUMOJEWUCTBUS, BKJIIOYas ayJIuo- WIH
BHJIEOCBS3b.".

14. B nognyukTe "r" myHkra 49 cinosa "BHEIUIAHOBOM WJIY IJIAHOBOM'" MCKIIIOUUT.

15. B mynkre 50:

a) B IPEJIOKEHUH TepBOM clioBa "14 pabouunx nuei" 3ameHuTh cioBamu "10 pabounx
nHeun'";

0) B mpeaoxeHun BTopoM cioBa "90 kaneHgapHbIX aHeW" 3ameHHUTh cioBaMu "90
pabouux nHen";

B) JIONIOJTHUTH a03alleM CJIEIYIOIIEro CONePIKaHuUsA:

"OLeHKa OTBeTa 3asBUTENSI OCYIIECTBIISIETCA B CPOK, HE MPEBBIIAIONINKN 5 pabouux nHen
CO JHS MOJYYEHHUs OTBETA 3aABUTEIA.".

16. ITyHKT 52 AOMONMHUTH ab3a1eM CIIEIYIOIIETO COIePKaHUS:

"DKcnepTu3a, BKIIOYAoIas B ce0s 3Talbl, ykazaHHble B moanyHkrax "0" — "n" mynkra 49
Hactosmux [IpaBun mpoBoaUTCS B CPOK, HE npeBbimaromuii 105 pabounx gHEN co IHS
OLIEHKM TMOJHOTHI, KOMIUIEKTHOCTH U TMPABUIBHOCTU O(OpMIIEHUS JOKYMEHTOB,
MPEICTABJICHHBIX B PETUCTPALMOHHOM JOChE€ WM C JaThl MHOJYYEHUS IKCIHEPTHOMI
OpraHu3alyeld COOTBETCTBYIOLIETO 3aJaHusl Ha IPOBEICHUE SKCIIEPTU3BL.".

17. B mynkre 53 cnosa "90 xanengapHbIX AHeH" 3aMeHUTH cioBamu "90 pabouunx nHei".

18. B npegnoxennn BTopoM myHkKTa 54 cioBa "180 kameHaapHbIX AHEWU" 3aMEHUTH
cinoamu "180 pabouux aHeit".

19. IlynkTtsl 57 1 58 U3JI0KUTH B CIEAYIONIEH PEIAKIIUN:

"57. 3anpoc ymoJHOMOYEHHOrO0 OpraHa (3KCHEpTHON opraHu3aiuu) pe@epeHTHOTO
rocyiapcTtBa JOJKEH OBITh TIepedaH 3asBUTEII0 B JJIEKTPOHHOM Qopme Mo
TEJICKOMMYHUKAIIMOHHBIM KaHallaM CBSI3M W CUMTAETCS MOJYy4YEHHBIM MO HCTeYeHUH |
pabodero JHS C JaThl €r0 HApaBICHHUS.

58. Pemienue 00 MHUIIMMPOBAHUM BHETUIAHOBOU (papmalrieBTUUECKON MHCHEKIMH Ha
COOTBETCTBUE HAJUIEKAIUM (papMarieBTUYECKUM MpakTukaMm Coro3a MOKET ObITh IPHHSITO
YIOJHOMOYEHHBIM OpPraHOM (SKCIEPTHOM OpraHu3anueil) peepeHTHOro rocynapcrsa He
no3nuee 70 pabouux AHEH C AaThl MOJAa4YM 3asBICHUS Ha PETUCTPAIUIO.

B ciyuae npunsTus pemeHuss 00 MHUIIMUPOBAHUHU BHEIUIAHOBOW (papMarieBTUYeCcKou
MHCIIEKIIMH YIIOJHOMOYEHHBIN opraH (3KCnepTHasi opraHu3aius) peepeHTHOro rocyaapcTna
HaIpaBJISIET 3asSBUTENIO 3alPOC O HEOOXOJMMOCTH OPTaHW3AIMU WHCTIEKTHUPOBAHUS (C
yKa3aHUeM NPUYMH UHUIIMMPOBAHUSA U CChUIKAMU Ha akThl opranoB Coro3za). [Ipencrabienue
OTBETA Ha YKa3aHHBIM 3aIlpOC OCYLIECTBISAETCS B CPOK, YKa3aHHBIM B MyHKTax 53 u 54
Hacrosiuux [IpaBui.



BuerranoBas hapMarieBTHUECKass MHCTICKIIUS C HAMPABJICHUEM OTUYETa O MPOBEICHHUU
MHCTIEKIIUU JI0JKHA ObITh MPOBEJIEHA B CPOK, HE MPEBBIMIAIONIMI CPOKAa PETUCTpaluU
JeKapcTBEHHOro mpenapata (B TeueHwe 180 paboumx pAHEH ¢ JaThl NPUHATHUS
COOTBETCTBYIOIINM YTOJHOMOYEHHBIM OPTraHOM WJIM SKCTIIEPTHOM OpraHu3aiueil pemeHus oo
WHULIMUPOBAHUU MTPOBEJCHUSI HHCIICKITUN ).

BuemuianoBas gpapmaiieBTHUECKas MHCIIEKIUS OPraHU3YeTCs 3asiBUTEJIEM B COOTBETCTBUU
C IIpaBUJIaMU MPOBeIeHUs (apMalleBTUYECKUX UHCTIEKITUIA.

B cnyuae BkiroueHus apmMalneBTHIECKOM MHCIIEKIIMY B TIJIaH IMPOBEICHUS WHCTICKIINI B
COOTBETCTBUM € MyHKTOM 31 Hacrosmux IIpaBuin, moaroTroBka oryera 3aBepliaeTcs 0e3
y4eTa pe3yJibTaTOB UHCIIEKTUPOBaHUSL.".

20. 1onoJIHUTH TyHKTOM 63! CJIEAYIOLIETO COACPKAHMUS:

"63!. Pewenue no pe3yapTaraM MPOBEACHUS SKCIIEPTU3bI JICKAPCTBEHHOTO Mpenapara
MPUHUMAETCS YMOJHOMOUYEHHBIM OpPraHoM pedepeHTHOT0 TrocyAapcTBa B CPOK, HE
npesblmaromuii 10 padounx AHE#R co IHS NOJAMUCAHUS SKCIEPTHOTO OTUYETA O OIEHKeE.".

21. ITyHkT 64 1ONIOTHUTH TOAMYHKTOM K" CIIEIYIOIIEr0 COACPKaHUS:

"JK) 3asBUTENIEM B YCTAaHOBJICHHBIN CPOK HE MPEICTABICHBI TOKYMEHTBI U CBEJCHUS,

3aMpolIeHHbIEC YIIOJTHOMOUYEHHBIM OPraHOM (opraHu3anuei)."”.

22. B nyHkre 66:

a) B ab3a1ie BTOpOM ciioBa "u (WJIM) B BUJIE SJIEKTPOHHOTO TOKyMEHTA" 3aMEHUTH CIIOBAMHU
"WIY B BUAE DJIEKTPOHHOTO JTOKYMEHTA, OAMMCAHHOIO AJIEKTPOHHOMU MOANUCHIO, ;

0) ab3ar TpeTUHl NOMOJHUTH cioBamMu "

, Ha OyMa)XHOM HOCHTEJE WJIH B BHUJE
ANEKTPOHHBIX TOKYMEHTOB";
B) a03all YeTBEPTHIN U3JIOKUTH B CICIYIOICH peaKIInN:

"MOIynsi 1 perucTpalliOHHOIO JI0ChE€ HA 3JIEKTPOHHOM HOCHUTEINE B BUAE JIEKTPOHHBIX
JOKYMEHTOB (B TOM YHCJI€ aKTYaJIU3UPOBAHHBIX JOKYMEHTOB, OTHOCSIIHUXCS UCKIFOUATEIBHO
K TOCYyJapcTBy Mpu3HaHUs). B cOnmpoBoAUTENbHOM MUCHEME 3asiBUTEIbh 00s3aH MPECTABUTD
cBeJieHUs1 000 BCEX BHECEHHBIX B PETUCTPALMOHHOE 10ChE€ U3MEHEHUSX B Cllydae, €ClIM OHU
ObUTM WHUIIMMPOBAHBI JO JaThl MOJA4YW 3asBICHUS Ha PETUCTPAIMI0O B TOCYyJapcTBa
NpU3HaHus (C yKa3aHHMEM HOMEPOB 3asBICHHI M C NPUIOKEHUEM KOMUN peleHui (
3aKJIIOUCHHMI ) YIIOJTHOMOYEHHOTO opraHa pe)epeHTHOro rocyaapcTna).”;

T') IOMIOJTHUTH a03ariaMu CISAYIOIIET0 COACPIKAHUS:

"3asBieHHEe HE MOKET OBITh MOJAHO B TOCYAApCTBA MPHU3HAHUA J0 JAaThl 3aBEPLICHUS
WHULUUPOBAHHBIX B pePEPEeHTHOM TOCYJIapCTBE MPOLENYpP BHECEHHUS W3MEHEHUU (mpu
HanuuuK). [locne HHUIMUPOBAHUS NPOLEIYPbl PETUCTPAllMU B TOCyAapcTBax MPU3HAHUSA U
10 €€ 3aBEpILICHUS B TOCY/IapCcTBaxX MPU3HAHMS, B KOTOPBIX 3Ta MPOLEAypa UHUIMUPOBAHA,
3asBUTEJIb HE BIPABE WHUIMUPOBATH MPOUEAYPY BHECEHUS M3MEHEHUU B pedepeHTHOM
roCy/1apCTBe, 3a UCKIIOUEHUEM CPOUYHBIX U3MEHEHUH, Kacaromuxcsi 0e30MacHOCTH.



[Ipu momaye CpoYHBIX U3MEHEHHH, Kacalwluxcs 0e30macHOCTH, B pedepeHTHOM
rocyJlapcTBe 3asBUTEIb B TEUYEHHE CYTOK 00si3aH yBEJOMHUTH 00 »3ToM akTe
OCYHIECTBJISAIONIUN MpOLEaypy NPU3HAHUS YIOJIHOMOYEHHBIA OpraH (3KCIEPTHYIO
OpraHu3allyio) rocyJapcTBa Npu3HaHUsI.

B cooTBercTBHM ¢ TpeOOBaHUAMU 3aKOHOJATEIHCTBA TOCYAAPCTBA-YICHA TPEICTABICHUE
JOKYMEHTOB, yKa3aHHBIX B a03allax BTOPOM — YETBEPTOM HACTOSIIETO MyHKTa, MOXKET
OCYIIECTBIATHCS C HCHOJB30BAHUEM BJIEKTPOHHOTO JOKYMEHTooOopoTa 0e3
JNOMOJHUTENBHOTO MPEACTABICHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEJICHUW Ha
OyMa)XHOM HOCHUTEJIe, MOJMUCAHHBIX U (WUJIU) 3aBEPEHHBIX JJICKTPOHHOW MOIMUCKIO
3asIBUTEJIA, B CIIy4asix, IpeayCMOTPEHHbIX HacTosiuumu [IpaBunamu.".

23. IONOJIHUTH TyHKTOM 66! CJIEAYIOLIETO COACPKAHMUS:

"66!. JlomyckaeTcd BHECEHHE HW3MEHEHHW B PETUCTPALMOHHOE JIOChE
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO IpemnapaTta B peepeHTHOM ToCyAapcTBe B
cooTBeTcTBUM C TmpuioxeHusiMmu Ne 19 u 20 k Hacrosmum IlpaBuimam 10 aaThl
WHUIMUPOBAHUS TIPOLEAYPHl B3aMMHOTO IMPU3HAHUA B TocydapcTBe (rocyaapcTBax)
npu3HaHud. [Ipu 3ToM B rocy1apcTBO mpu3HaHUS pePEPEHTHBIM TOCYAAPCTBOM JIOJKEH OBITH
NpeACTaBlIeH aKTyaJu3UpPOBAHHBIA SKCHEPTHBIA OTYET MO MTOTaM BHECEHUS U3MEHEHHH (
€CJIM IPUMEHUMO).

[To BEIOOpY 3asiBUTENS MOMYCKAETCS OJHOBPEMEHHOE WHUIIMUPOBAHUE MPOIEAYPhI
B3aMMHOT0 MPU3HAHUS B HECKOJIBKUX TOCYJapCTBax MPU3HAHUSL.".

24. B nmynkte 68 cinoBa "90 kaneHIapHBIX JHEH CO AHA MOJYyYEHHS JOCTyIa K
AKCIEPTHOMY OTYETY IO OlIeHKEe" 3aMEeHUTh cioBamMu "60 pabodyux JHEN CO JHS MOTYYCHHS
JOCTYTIa SKCIIEPTHOM OpraHu3ally KO BCEM BEPCHUSIM (IIOCIEA0BATEIbHOCTSAM) JIEKTPOHHOTO
PEeTUCTPALIMOHHOTO JIOCh€, Ha OCHOBAHUM KOTOPOro pe(epeHTHhIM TOCyIapCTBOM
MOJTrOTOBJICH SKCIEPTHBIA OTYET MO OLEHKE, U K YTBEPKJAECHHOMY AKCIEPTHOMY OTUYETY IO
oreHke.".

25. IIyHKT 69 W310KATH B CIEAYIOIIEN PEIAKIINN:

"69. DkcnepTU3a JEKAPCTBEHHOIO Mpenapara npy npoueAype B3auMHOTO MPU3HAHUS B
rocyJlapcTBax MpU3HAHUS OCYILECTBIISIETCA B CPOK, He TpeBbimatomuii 40 pabouux nHeut co
TTHSI TIOJTYYEHHSI IOCTYIIA K SKCIIEPTHOMY OTUETY IO OLICHKE, TyTEM:

pacCMOTpEHUs 3asBICHUS, JOKYMEHTOB W CBEJCHHUH, MpPEJCTABICHHBIX B
pETUCTPAlMOHHOM JIOChE, aKTyaJlbHOM (C YYETOM BHECEHHBIX H3MEHEHUU B
PETUCTPALIMOHHOE JIOChE, MPU HAIWYUU) B peepeHTHOM rocyaapcTBe Ha MOMEHT IMOJa4yH
3asBJICHUSI B TOCYJapCTBAX MPU3HAHUS;

PaCCMOTPEHUSI IKCHEPTHOIO0 OT4YeTa 00 OIEHKE, MOATOTOBICHHOTO AKCIEPTHOMN
opranuzanueil pedepeHTHOTO TOCyJapCTBa, AaKTyaJu3UpPOBAaHHOTO B pedepeHTHOM
rocyJ1IapcTBE Ha MOMEHT MOJIAYH 3asIBJICHUS B TOCY1apCTBaX MPU3HAHUS.



DKcrepTHas OpraHu3alus rocy1apcTBa MpU3HAHUS YBEIOMIISET YIIOJTHOMOYEHHBIN OpraH
rocyJIapcTBa MPU3HAHUSI U 3asIBUTENISL O TIOJIYYEHUU YKa3aHHOTO JIOCTYIIA B MOJIHOM 00beMeE B
TeueHue 1 paboyero AHS C 1aThI €T0 TOTyYCHHUS.

3asgBUTENb YBEJIOMIISIETCS O Hadaje JKCIEPTU3bl B AJCKTPOHHOU (opme Mo
TEJIIEKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3U. YBEJIOMJICHUE CUHUTAETCS MOJYYEHHBIM IO
ucrteyeHun 1 paGoyero AHS € JaThl €ro HampaBieHUs (UKW OMyOJIMKOBAHUS B JIUYHOM
KaOuHeTe 3asBUTeIs)." .

26. B nynkre 70:

a) ciosa "14 pabounx gHeil" 3ameHuTh cnoBamu "10 pabouux nHen";

0) TOTIOIHUTH CIIOBAaMU ", WIIM IPUHUMAET PEIICHUE O Hayajie KCIEePTU3bl, YKa3aHHOU B
nyHkte 69 Hacrosmux [Ipasu".

27. B nynkre 71:

a) cioBa "50 kaneHgapHbIX qTHEH" 3aMeHuTh cioBaMu 30 pabouux mHEH";

0) TOMOJIHUTH a03allaMu CJIEAYIOIIETO COACPIKAHUS:

"3anpoc ynoJIHOMOUYEHHOT'O OpraHa (dKCIepTHON opraHu3aliu) rocyapcTBa Npu3HaHUs
B aJipec 3asBUTENS MOXET ObITh MEpe/laH YMOJHOMOYEHHOMY IMPEICTAaBUTEIIO 3asBUTENS
JUYHO NOJ MOANKUCH, HAMPABJIEH IO MOYTE 3aKa3HbIM MHUCHbMOM WJIU MEPEIaH B AJIEKTPOHHOU
dbopMe MO TEeIeKOMMYHHUKAIMOHHBIM KaHajlaM CBsi3W. B ciydae HampaBiieHUsI TaHHOTO
3ampoca MO IMOYTE 3aKa3HbIM MHCBMOM OH CYHUTAETCA MOJYYEHHBIM IO HUCTEYEHHU 6
KaJIeHJapHBIX JHEH C JaThl HAMpaBJIEHUS 3aKa3HOro MuchbMma. B ciiyyae HampaBieHUs 1O
TEJIEKOMMYHHUKAIIMOHHBIM KaHajaM CBSI3M 3alpOC CYUTAETCS MOJYYEHHBIM MO UCTEUEHUH 1
KaJICHJAPHOTO JIHS C IaThl €r0 HAIIPABJICHHUS.

3anpoc yrnoaIHOMOYEHHOTO OpraHa (3KCIEPTHOM opraHu3aliy) rocy/1apcTBa NpU3HAHUS B
aZipec YMOJIHOMOYEHHOTO OpraHa peQpepeHTHOro rocyapcTBa HAIMpPaBISETCS MOCPEICTBOM
WCIIOJIb30BaHUsl NHTETPUPOBAHHON CUCTEMBL.".

28. B mynkre 72 cnoBa "90 xaneHnapHbIxX qHei" 3aMeHUTH cioBamu "90 paboumnx mHei".

29. [1yHkT 73 n0omoJHUTH ab3aliaMu CJICIYIOIIETO COACPIKaHMUS:

"[Ipun HEmpeACTaBICHUHM YIMOJHOMOYEHHBIM OpPraHOM pe(epeHTHOTO TOCyAapcTBa B
teuenne 100 paboumx AHEH 3aMpPOUIEHHBIX YIOJIHOMOYEHHBIM OpPraHOM (PKCIEPTHOU
OopraHu3alyeil) rocy/1apcTBa NpU3HaHUs TOKYMEHTOB U CBEICHUI 0POPMIISIETCS 3aKITIOUCHUE
O HEBO3MOXHOCTHU MPHU3HAHUSA DKCIEPTHOTO OTYETa MO OIEHKE, MOATOTOBJIEHHOTO
pedepeHTHBIM rOCYJaPCTBOM.

VYKa3aHHBII OTYET HAMpaBIISIETCS TOCYAApPCTBOM NPU3HAHUS JJIs PacCMOTPEHUS
DKCIEPTHBIM KOMHUTETOM.".

30. I[IyHKT 75 U3JI0KUTH B CIEIYIONIEH pEIaKIIUU:

"75. YIOMHOMOYEHHBIN OpraH (dKClepTHas OpraHusaius) rocyaapcTBa Npu3HaHUs MO
pe3yJibTaTaM MPOBEICHUSI IKCHEPTU3bl JIEKAPCTBEHHOTO MpemnapaTa B T€UEHHE S5 pabouux
JTHEW cO JHS 3aBEpUICHUS JKCIEPTU3bI, YKa3aHHOW B myHKTe 69 Hactosmux [IpaBui, c
HCIIOJIb30BAaHUEM HHTETPUPOBAHHOW CHUCTEMBbI HAMpaBiseT B YMNOJHOMOYEHHBIM opraH (



HKCIIEPTHYIO OpPraHU3alni0) peepeHTHOrO TroCyAapcTBa 3aKJIIOUEHHUE O BO3MOKHOCTH UJTU
HEBO3MOXKHOCTH TMPHU3HAHMUS HKCIEPTHOrO OTYEeTa MO OILEHKE, MNOATOTOBJIEHHOIO

pedepeHTHBIM TOCYIapCTBOM. YTOJHOMOYEHHBIH OpraH pepepeHTHOr0 TroCyaapcTBa
JOBOJUT TOJY4YEHHOE 3aKJIIOYEHUE A0 CBEJACHUS 3asBUTEINS B SJEKTPOHHOU (opMme 1o
TEJIEKOMMYHHUKAIIMOHHBIM KaHajdaM CBS3M M MPUHHUMAET PELIEHHE O BO3MOXHOCTH WIIU
HEBO3MOXHOCTH TMPHU3HAHHUS SKCIEPTHOTO OTYETAa [0 OLEHKE, MOJATOTOBIEHHOTO

pedepeHTHBIM TOCy1apCTBOM. ",

31. B a63amne nepBoM myHkTa 76 cinoBa "10 paGounx gHel" 3aMeHHUTH cilioBamMu "5
pabounx qHen".

32. B mynkre 81:

a) IOMOJIHUTH CJIOBaMHU ", a TaK)Ke MPU HEMPEACTABICHUH 3aBUTENIEM B yCTAHOBIICHHBIN
CPOK JOKYMEHTOB MU CBEJCHHUM, 3aIPOLICHHBIX YNOJHOMOYEHHBIM OpPraHOM (PKCIEPTHOMU
opraHu3alyeii) rocyiapcTBa nNpu3HaHus'";

0) TOMOJIHUTH a03allaMu CJIEAYIOIIETO COACPIKAHUS:

"Ecnu mociie mpoBeIeHHs MPOLENYyPhl YPETYJIUPOBAHUS PA3HOINIACUN B DKCIEPTHOM
KOMHTETE UM IPHUHATO €IMHOTJIACHOE PEIICHHE O TOM, YTO JaHHbIE, MPE/ICTABICHHBIE B
HKCIIEPTHOM OTYETE MO OLEHKE, MOTYT OBITh MMPU3HAHBI TOCTATOYHBIMU I TOATBEPKACHUS
KauecTBa, U (WiK) 3pPEeKTUBHOCTHU, U (W) MOJOKUTENHHOTO COOTHOILIEHHUS "T0JIb3a — pUCK"
JIEKapCTBEHHOI'O Ipernapara, yIOJHOMOYEHHBIM OpraH rocyapcTBa NpU3HAHUS HE MO3HEE
15 paGounx qHEH ¢ naThl NOMYyYEHUs pelieHUs] DKCIEPTHOrO KOMUTETA:

MPUHUMAET PELICHUE O MPU3HAHUM SKCIEPTHOIO OTYETA MO OLEHKE, MOATOTOBIEHHOIO
AKCIIEPTHON Opranuzaiueil peepeHTHOro rocyaapcTBa;

BBIZIAET 3asBUTENI0 PETMCTPALMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO Ipenapara 1o
dbopme cormacHo mpuinokenuto Ne 17 x Hactosimum [IpaBuinam, a Takke YTBEPKICHHYIO
OOILIYI0 XapaKTEepHUCTHUKY JIEKAPCTBEHHOIO Mpenapara, MHCTPYKIUIO MO MEAUIUHCKOMY
MIPUMEHEHUIO0, MAaKEThl YIIAKOBOK HA TOCYJIApCTBEHHOM $3BIKE TOCYJIapCTBa MPU3HAHUS TIPU
HaJIMYUHA COOTBETCTBYIOUIMX TPEOOBAHUM B 3aKOHOAATENLCTBE IOCYIaPCTBA IPU3HAHUS;

COTJIaCOBBIBAET HOPMATHBHBIM JOKYMEHT MO KadyeCTBY, BBIIAHHBIA pedepeHTHBIM
roCcyJ1apCTBOM,;

pa3MelaeT CBEICHHs O JIEKAPCTBEHHOM Ipenapare U BXOJAUIUX B €r0 COCTaB aKTUBHBIX
(dapmaneBTUYECKUX CyOCTaHIIMSIX B €IMHOM PEECTPE C MPUIIOKEHUEM YTBEPKICHHON 001Ien
XapaKTePUCTUKH JIEKAPCTBEHHOTO MpernapaTa, MHCTPYKUUU 110 MEAULIMHCKOMY PUMEHEHHUIO,
MaKeTOB YIaKOBOK, COTJIACOBAHHOTO IJIaHa YNpaBJIeHUS pUcKamu (MpU HEOOXOJUMOCTH) B
COOTBETCTBHH C MOPSIAKOM (POPMUPOBAHUS U BEJEHUS €AMHOTO peecTpa.”.

33. [IyHKT 84 U3JI0KUTH B CIEIYIONIECH pEeIaKIIUu:

"84. JUTENbHOCTh NELEHTPAIN30BAHHON NPOLENYPBl PETUCTPALIMU U DKCIEPTU3BI
JIEKapCTBEHHOI'0 Tpernapara He JoJkKHa mnpeBblmath 140 paboyux gHEW co AHS MOJAAYH



3asBJICHHS] HAa PETUCTPALIMIO JIEKAPCTBEHHOTO Tpernapara /10 JIHS BbIJa4u PErUCTPallMOHHOIO
yI0CTOBEpEHHUS B pe(hepeHTHOM rOCyIapCTBE U HE JOJDKHA MpeBbimath 50 pabounx gHEH B
rocyJ1apcTBax MpU3HAHUSA, YYACTBYIOIINX B JICLIEHTPATIM30BAaHHOM MIponeaype.".

34. [TognynkTsl "a" 1 "0" myHKTa 85 U3JI0XKUTH B CIACAYIONIEH PeAaKIINN:

"a) perucTparys 1 3KCIEPTH3a JICKapCTBEHHOTO MperapaTa B pe)epeHTHOM TOCyAapCTBE;

0) paccMOTpeHHE KCIEPTHOTO OTYETa MO OIEHKE, MOATOTOBIEHHOIO KCIEPTHOU

opraHuzaiuen peepeHTHOro rocyapcTBa, B rocy1apcTBax npu3HaHusl.".

35. B nyHkTe 86:

a) ab3a1l BTOPOI U3JI0KUTh B CIEAYIONIEH peaaKIIvu:

"3asBJICHUE O PETUCTPAIUU JIEKAPCTBEHHOTO TMpernapaTa Ha OyMa)kHOM HOCHUTEJIE WA B
BHUJIE DJICKTPOHHOTO JOKYMEHTA, MOIMUCAHHOIO 3JICKTPOHHOW MOJAMHUCHIO, IO dopMe B
COOTBETCTBUHU ¢ npuiioxkeHrueM Ne 2 k Hactosiiuum [IpaBunam;";

0) ab3aIr TpeTUil NOMOJHUTH cioBamMu ", Ha OyMa)XHOM HOCHUTEJIE WU B BHUJC
ANEKTPOHHBIX TOKYMEHTOB,";
B) a03all YeTBEPTHIN U3JIOKUTH B CIEIYIONICH peaKIIiu:
"pErucTpalMoHHOE JOChE B COOTBETCTBUM C MPUIOKEHUAMU Ne | — 5 Kk HacTOAIUM

"

[IpaBunam Ha 3JIEKTPOHHOM HOCHUTEJE B BUE KOMIUIEKTA 3JIEKTPOHHBIX JOKYMEHTOB;";
r) B a63amne mectoMm ciaoBo "CranmapTHbeie" 3aMeHUTH ciaoBaMu "OOpasiibl
JIEKapCTBEHHBIX MPENapaToB, CTAHAAPTHHIE";
1) ad3a1] BOCbMOM 3aMEHUTH ab3aliaMu CJIEIYIOLIEro COACPKAHUS:

"He TpeOyeTcs mpeacTaBiieHHEe 00pa3loB, CHEMU(UUECKUX PEAreHTOB U JAPYTUX
MaTepHUajIoB MPU HEBO3MOXKXHOCTH TMPOBEJCHUS HUCIBITAHUNA B DKCIEPTHOM OpraHu3aluu
BCJIC/ICTBUE:

TPYJIHOJOCTYITHOCTH 0Opa3IloB JIEKAPCTBEHHBIX MPENapaToB, CTaHIAPTHBIX 00pPa3IlOB,
CenU(PUISCKUX PEarcHTOB W JAPYTUX MaTepuasoB (B TOM YHCIIC TPU WX OTHECCHUH K
Kareropuu op(haHHBIX, BBICOKOTEXHOJIIOTHUYECKUX, paauodapMarieBTHIECKUX, HAPKOTHIECKUX
, TICHXOTPOTHBIX WJIH TpEeIHAa3HAYCHHBIX JJIs JICYCHUS BBICOKO3aTPATHBIX HO3O0JIOTHUH
BCJIEZICTBUE UX BBICOKON CTOMMOCTH);

HEBO3MOXXHOCTH COOJIIOJICHUS YCIOBUN TPAHCHOPTUPOBKHU YKa3aHHBIX 0OpasIloB Ha
TEPPUTOPHIO TOCYAAPCTBA-YIeHA U (MJIN) UX XPaHEHUS;

OTCYTCTBUS CIEIUAIBLHOTO0 000PYIOBaHUS M PACXOJHBIX MaTepUaoB B SKCIEPTHOM
OpraHU3aIlNu;

U IPYTUX MPUYUH MO0 PEIICHUI0 YIIOJHOMOYEHHOTO OpraHa (9KCIEPTHOM OpraHU3aIINH)
MpH BO3HUKHOBEHUU OOCTOSTENIBCTB HEMPEOJOJUMON CHIJIBI WM OOCTOSTEIbCTB,
HE3aBUCSIIHNX OT BOJU CTOPOH, B TOM UHCIIE B CBS3U C OCOOCHHOCTSIMU TPOU3BOJICTBA U
KOHTPOJISI KaueCcTBa JIEKaPCTBEHHOTO Mpernapara.

B cooTtBeTcTBUHM ¢ TpeOOBaHUAMHU 3aKOHOJATEIHCTBA TOCYJapCTBa-dicHa
peJ0CTaBIeHUE JOKYMEHTOB, YKa3aHHBIX B ab3amax 2 — 4 HAcTOAIIET0 MyHKTa MOXKET
OCYHIECTBJIATHCS B (OpPME BIEKTPOHHOIO JIOKYMEHTOOOOpOoTa 0€3 OMOJHUTEIHLHOIO



IPE/ICTABICHNUS] COOTBETCTBYIOIIMX JOKYMEHTOB M CBEACHHMI Ha OyMa)XHOM HOCHUTEIE,
NOANUCAHHBIX W (WJIM) 3aBEPEHHBIX SJEKTPOHHOM MOJMNHUCHIO 3asiBUTENSA, B CIydasx,
MPEAyCMOTPEHHBIX HacTosAmuMHu [IpaBunamu.".

36. IlynkT 87 AONMONHUTH ab3a1eM CIIEYIOUIEro COIeP KaHUS:

"B ciyuae HEBO3MOXKHOCTH MPOBEIECHUS JIA0OPATOPHBIX MCHBITAHUI B J1a00paTOPHIX
KOHTPOJISI KayecTBa MPOU3BOJUTENSI MM KOHTPAKTHBIX J1abOpaTOPHUSX, HCIOIb3YEMbIX
MPOU3BOJUTENEM (B YCIOBUSX yIrpO3bl BO3HMKHOBEHHMS, BO3SHUKHOBEHHUS W JIMKBHIALMHU
Ype3BhIUANHON cHUTyallud U (WJIM) TPU BO3HUKHOBEHHUH YTIPO3bl PACIpPOCTPAHEHUS
3a00sieBaHUH, MIPEACTABIISIIOUIMX OMACHOCTD JJIsl OKPYKAOUIUX, 3a00JI€BAHUIN U MTOPAKEHU,
MOJIYYEHHBIX B PE3yJIbTaTe BO3JCHCTBUS HEONATONMPHUATHBIX MPUPOJIHBIX, XUMUUYECKUX,
OMOJIOTMYECKUX, PaJUALMOHHBIX (PAKTOPOB, MPHU KOTOPBIX MPUCYTCTBUE MPEICTABUTEIIS
AKCIEPTHON OpraHU3alUd HE NPEACTaBIAETCS BO3MOXHBIM, WJIM NOpPU APYTUX
o0OcTosATeNnbCcTBaX (HaNMpUMeEp, CBS3aHHBIX C OCOOCHHOCTSIMHU TPOU3BOJCTBA U KOHTPOJIS
KaueCTBa KOHKPETHOrO JIEKapCTBEHHOTO MpemnapaTa, OTHOCSIIErocsi K KaTEeropusiM,
yKa3aHHBIM B a03amax BOCHBbMOM — JBEHaJalaToM MyHkTa 86 Hactosimux [IpaBumn)), mo
COrJJaCOBAHHUIO C YNMOJHOMOYEHHBIM OpPraHOM (PKCIIEPTHOM OpraHu3alueil) peepeHTHOro
rocyJapcTBa »JKCIEpTHM3a KauyecTBa IMPOBOJAUTCS Ha OCHOBAaHUU JIOKYMEHTAIUU
MPOU3BOAUTENS (MPOTOKOJIOB aHAIM3a MPOU3BOAUTENS), B TOM YHCII€ C UCHOJIb30BAHUEM
CPEICTB JUCTAHIMOHHOIO B3aUMOJEHCTBYS, BKIFOYAs Ay JMO- WU BUIEOCBS3b." .

37. B nyHkre 88:

a) ab3a1bl BTOPOH M TPETHI U3JI0KUTD B CIEIYIOIICH PeIaKIIHH:

"3agBJeHHE Ha OyMa)XHOM HOCHUTEJIE WM B BHUJIE DJIEKTPOHHOTO TOKYMEHTA,
MOAMKUCAHHOTO 3JEKTPOHHOU MOJIKUCHIO, IO (pOpME B COOTBETCTBUU € IpHiioxkeHueM Ne 2 K
HactosamuM [IpaBunam;

MOAYJIb | PEerucTpalMOHHOTO J0ChE€ Ha JIEKTPOHHOM HOCUTENE B BUAE KOMIUIEKTA
AIEKTPOHHBIX IOKYMEHTOB;";

0) a03a1] YeTBEPTHIN JNOMOTHUTH CJIOBAMHU "B BUE DJICKTPOHHBIX JOKYMEHTOB";

B) IONIOJTHUTH a03alleM CJIEIYIOIIEro CONePKaHuUsA:

"B cooTBeTCTBUU ¢ TpeOOBAHUAMH 3aKOHOIATENHCTBA FOCYJapCTBa-UJIeHa MPEICTABICHUE
JOKYMEHTOB, yKa3aHHBIX B a03aljax BTOPOM — YETBEPTOM HACTOSIIEr0 MYyHKTa, MOXKET
OCYHIIECTBJIATHCS C HUCIOJB30BAHUEM DJIEKTPOHHOTO JOKyMeHTooOopoTa 0e3
JOTIOJIHUTEIBHOIO TMPEJACTABIEHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEIECHHMI Ha
OyMa)XHOM HOCHUTEJE, TMOJMUCAHHBIX U (WIM) 3aBEPEHHBIX JJIEKTPOHHOW MOAIMUCHIO
3asIBUTEINS, B CIIy4asiX, IPeayCMOTPEHHbIX HacTosumumu [TpaBunamu.".

38. B noanynkre "r" mynkra 89 cioBa "BHENIaHOBOM WM TJIAHOBOM'" HCKIIIOUUTb.

39. B nnynkre 91:

a) B ab3arie mepBoM:

B MIPE/IJIOKEHUH TIepBOM ciioBa " 14 pabounx nHei" 3aMeHUTh ciioBamu "10 pabouux gHen



B MIPENIOKEHUH BTOpOM ciioBa "90 kayieHmapHbIX AHEH" 3amMeHuTh cioBamu "90 pabounx
nHel", cioBo "3aMeuaHusiM" 3aMEHUTh CIIOBOM '"3arpocy';

0) ab3a11 BTOpOi 3aMEHUTH ab3aIiaMu CJIEIYIOMEro COACPKAHUS:

"3anpoc ymoJHOMOYEHHOTO opraHa (3KCHEpTHOM opraHuzanuu) pedepeHTHOro
rocyiapctBa JOJOKEH OBITh TMepedaH 3asBUTEII0 B JJIEKTPOHHOH Qopme 1o
TEJIEKOMMYHUKAlIMOHHBIM KaHaJlaM CBSI3M U CUMTAETCS MOJYYEHHBIM IO HCTeYeHUH |
KaJICHJAPHOIO JTHA C AaThl €ro HaIllpaBJICHUSI.

OreHka OTBeTa 3aABUTEINSI OCYIIECTBIISIETCS B CPOK, HE MPEBBIMIAIOIINKA 5 pabounx JHEH
CO JTHS MOJIyYEHUS] OTBETA 3asBUTEIIS.

VY1o/IHOMOUYEHHBIN OpraH (3KcrnepTHas opraHu3anus) peepeHTHOro rocyapcrsa He
no3nHee 14 paGouyux JHEW cO JOHS 3aBEpPUICHUS] OLIEHKUM KOMIUIEKTHOCTH U IOJHOTHI
MPEJCTABIEHHBIX MAaTEpPUaJIOB PETMCTPALMOHHOIO JIO0ChE MPENOCTABISAECT JOCTYyN K
PErUCTPAllUOHHOMY JIOCh€ JIEKApPCTBEHHOrO IIpernapara YyHOJHOMOYEHHBIM opraHam (
SKCHEPTHBIM OpraHU3alMsIM) TOCYJapCTB MpPU3HAHUS, YYAcCTBYIOUIMM B MPOLEAYype
NELIEHTPATU30BAHHON  pErucTpaly  JEKapCTBEHHOrO Ipernapara IOCPEICTBOM
UCIIOJIb30BaHUsI UHTETPUPOBAHHOM CUCTEMBI WM YBEIOMISIET 00 OTKJIOHEHHUH 3asIBJICHUS B
MOPSIAKE, YCTAHOBIEHHOM IMyHKTOM 92 Hactosmux [IpaBui.

DKcnepTusa, BKIItoUYarolas B ceOst 3Tarbl, yKa3aHHble B moAnmyHkTax "6" — "n" myHkra 89
Hactosmux [IpaBui, MPOBOAUTCS B CPOK, HE TpeBbImaronuii 105 pabounx aHed co mAHs
OIIEHKM TOJHOTHl, KOMIUIEKTHOCTH U TMPABUIBHOCTH O(OpMIIEHUS JTOKYMEHTOB,
MPEJACTABICHHBIX B PErUCTPALlMOHHOM JIOChE, WM C JAaThl IOJYYEHHUS SKCIEPTHOU
OpraHu3alyel COOTBETCTBYIOLIETO 3aJaHusl Ha MPOBEJICHUE SKCIIEPTU3BL.".

40. B nynkte 93 cnoBa ", mo opme B COOTBETCTBUHU C MPUIIOKEHUAMU Ne 6 — 8 K
HactosmuM [IpaBunam" UCKITFOUUT.

41. AG3arbl nepBbIi — TpeTUil MyHKTa 94 3aMEeHUTH a03alaMu CIEAYIOIIETO COACPIKAHUS:

"94. YIoTHOMOYEHHBIN opraH (3KCIepTHas opraHu3aius) peepeHTHOro rocy1apcTsa B
teueHue 60 paboumx AHEW C HaThl Hayana dKCHEPTU3bl HAMpPaBIsAET B YIMOJIHOMOYEHHBIE
Opra”el (3KCHEPTHBIE OpPraHU3alMyd) TOCYJapCTB MPHU3HAHUS KOMNHU OTYETOB C
bopMynHpPOBKON 3aMedaHui 1Mo (opMe B COOTBETCTBUU C MpuiIokeHUussMu Ne 6 — 8 k
HacTtoAmuM IIpaBunaM wnu mpeaBapUTENbHBIM OTYET IO OLIEHKE MO (POpME COrjiaacHo
npuioxkennto Ne 11 k HacTosiuM [IpaBuiiam WM KONUU 3apOCOB 3asBUTEINIO.

OkcnepTu3a B pe)epeHTHOM IroCy1apCTBE MPUOCTAHABIMBAETCS JI0 HS MOIYYEHUS OT
BCEX rOCY/IapCTB MPU3HAHMUS, YUACTBYIOIIUX B IIPOLIEAYPE, HOMOTHUTEIbHbBIX 3aMEUaHHI WIH
MH(pOpMALIMK O COTJIACHMM C MPEABAPUTEIbHBIM OTYETOM WIIM 3alpOCOM pedEepeHTHOro
rocyaapcTBa.

B cnydae npoBeneHuUs1 3KCIEPTU3bl PETUCTPALIMOHHOTO 10Ch€ BOCHPOU3BEICHHOTO WIIH
rHOPHUIHOTO JEKAapPCTBEHHOTO MpenapaTa YIOJIHOMOUYEHHBIA OpraH (3KCHepTHAs OpraHu3aIus
) pedepeHTHOrO rocyaapcrBa B teuenue 60 pabouux JHEW ¢ JaThl Hayanda 3KCIEPTU3BI
HaIpaBJIsieT B YIIOJTHOMOYEHHBIE OpPraHbl (3KCIEPTHBIE OPraHU3alliN) TOCYAApCTB MPU3HAHUS



KOIMMU OTYETOB C (GOPMYJIMPOBKOM 3aMEUaHHMil M 3alpPOCOB 3agBUTENIO MO ¢dopme B
COOTBETCTBUH € NpUIoKeHUAMHU Ne 8 u 22 k HacTosmuM lIpaBuiiam unu npenBapuTENbHBIN
OTUeT MO OIeHKe 1o (opme cornacHo npuioxenuto Ne 11 k nHacrosmum [lpaBunam, unu
KOIMU 3aIPOCOB 3asBUTEITIO.

B ciaydae Hanuuusi NONMOJHUTENBHBIX 3aMEUaHUM B aApecC 3asBUTEIISI, YIIOJIHOMOYEHHbBIN
opraH (9KCHepTHasi OpraHu3alius) rocyJaapcTBa npusHanus He no3aHee 30 paboumnx gHEH
JaThl TOJIYYEHHS TMPEABAPUTEIBHOIO OTYETa MO OIEHKE pePepeHTHOro TOoCyaapcTBa
HaIpaBJIseT 3aMpPOChl YIIOJIHOMOYEHHOMY OpraHy (3KCHEPTHOW OpraHu3aiiuu) peQepeHTHOro
rocyaapcTBa, KOTopblii B TedeHre 20 pabouux AHEH C AaThl MOJIyYEHHs MOCIEIHErO 3armpoca
OT TOCYJapCTBa MPHU3HAHKS WIW WH(DOPMAIUU O COTJIACHH C MPEABAPUTEIHHBIM OTYETOM
pedepenTHOro rocyaapctsa GOpMHUpPYeT €IUWHBIA 3alpOC W HAMPABISET €ro 3asBUTEIIO B
COOTBETCTBHHM C IMMyHKTOM 93 Hacrosmumx [Ipasui.

3anpoc ymoJHOMOYEHHOT0 opraHa (dPKCHEpPTHOW opraHuszanuu) pedepeHTHOro
rocyjapcTBa JOJDKEH OBITh TIepelaH 3asiBUTEII0 B 3IEKTPOHHOU Qopme 10
TEJIIEKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3M U CUMTAETCS MOJYYEHHBIM IO HCTeYeHUH |
KaJIEHJAPHOIO IHS C JAThl €ro HaIlpaBJIeHU.".

42. B nynkre 95:

a) B IPEJIOKEHUU TIepBOM ad3aria mepBoro cioba "90 kaleHIapHBIX JHEU" 3aMEHUTH
cioBamu "90 pabouux gHen";

0) B IpeUI0’)KEHUU BTOpPOM ab3aria BToporo ciioBa "180 kajleHIapHBIX JTHEH" 3aMEHUTH
cinoBamu "180 pabouux aHei".

43. B a03arne mepBoM myHKTa 96 cnoBa "180 kaneHmapHBIX AHEH" 3aMEHUTH CiIoBaMH "
180 pabounx aueit".

44. ITyHKT 99 U310XKUTh B CIAEAYIONICH PeAaKIUU:

"99. Pemenue 00 MHULMMPOBAHUM BHEIIAHOBOW (papMalleBTUUYECKON MHCIEKLIUU Ha
COOTBETCTBHUE HaJyIeKamuM (papmarieBTudeckuM mnpakTukam Coro3a MOXKET ObITh IPHHSITO
YIIOJTHOMOYEHHBIM OpraHoM (PKCHEpPTHON opraHuzaiuen) peepeHTHOro rocyjaapctsa He
no3Hee 70 pabouyux JTHEH ¢ AaThI TOJAYH 3asgBICHUS Ha PETUCTPAITUIO.

B ciiyuae npunsTUs pemieHuss 00 MHUIIMUPOBAHUYU BHEIIAHOBOU (papmarieBTUYeCKOM
MHCTIEKIIUH YTIIOJTHOMOYEHHBIN OpraH (3KCIepTHas opraHu3aius) peepeHTHOro rocy1apcraa
HaIpaBIIIET 3asABUTEIIO0 3alpOoC O HEOOXOJWMOCTH OpTraHU3aIlMd WHCIEKTUPOBAHUS C
MOAPOOHBIM yKa3aHWEM MPUYUH UHUIIMUPOBAHUS U CChUIKAMU Ha akThl opraHoB Coto3a.

BuerutanoBas gpapmarieBTHUYECKasi MHCIICKIMS C HAMPABJICHUEM OTYETa O MPOBECHHOMN
WHCTIEKIIUU JI0JKHA OBITh MPOBEJIEHAa B CPOK, HE MPEBBIMIAIONIMN CpPOKa pPEeTUCTpalluU
JeKapCTBEHHOTO Tipemnapara, (B TeueHue 180 paboumx gHEH C 1OaThl TPUHSATHS
COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM OPraHOM pelIeHUs 00 MHUIIMUPOBAHUM MPOBEICHUS
WHCTIEKITUH).

BuemianoBas papmaiieBTHUECKasi MHCIIEKIIUS OPraHU3yeTCs 3asiBUTEIEM B COOTBETCTBUU
C IIpaBUJIaMU MPOBeIeHUs (apMalleBTUYECKUX UHCTIEKITUIA.



B ciydae Bkitouenust apmarieBTUUeCKOW MHCTICKIIMY B TUTAH MPOBEICHUS WHCTICKIIUN B
COOTBETCTBUM € MyHKTOM 31 Hacrosmux IIpaBuin, moaroTroBka oruyera 3aBepliaeTcs 0e3
y4eTa pe3yJibTaTOB UHCIIEKTUPOBAHUSL.".

45. ITynkt 101 U3710KUTh B CHEAYIOLIEH peIaKIINK:

"101. B cayyae OTCyTCTBUS JIOMOJHHUTENIBHBIX 3aMEYaHUM OT KaKoro-inbo rocyaapcrna
OpU3HAHUS B OTHOUIEHMM OHKCIEPTHU3bl JIEKAPCTBEHHOrO Ipenapara (MpeAcTaBICHUE
3aMe4YaHui, pe3yJbTaTOB PACCMOTPEHHS IPEIBAPUTEIHHOIO OTYETA IO OLEHKE) JaHHOE
rocyJIapCcTBO MPHU3HAHUS MPEACTABISIET peepEHTHOMY TOCYAApCTBY MH(POPMAIUIO O TOM,
YTO COIJIACHO C 3aKJII0YEHUEM (BKIIIOYAsl 3aMEUaHusl, €CIU NPUMEHUMO), COAEPKAIUMCS B
MPEABAPUTEIBLHOM OTYETE IO OLIEHKE B COOTBETCTBUU € MyHKTOM 94 HacTosiux [IpaBumn.".

46. A63ar niepBbiii myHKTa 104 U3JI0KUTH B CIEIYIONIEH peIaKIuu:

"104. B cpok He no3gHee 90 pabounx AHEH ¢ AaThl MOAYU 3asIBJICHUS HA PETUCTPALIUIO
YIOJHOMOYEHHBIM OpraHOM (IKCIEPTHON opraHu3aliueil) peepeHTHoro rocyaapcrsa MOryT
OBITh HANpaBJEHbl B TOCYJAapCTBA NMPU3HAHHUS M 3aABUTEII0 MPOEKT 3aKIHOYUTEIBHOIO
HKCIEPTHOTO OTYETa MO OIleHKE Mo (opMe B COOTBETCTBUU C MpuiiokeHueM Ne 16 k
HactosiiuuM [IpaBunam BMecTe ¢ OTBETaMM 3asBUTENSI HA 3alpocChl, MPOEKT oOIIeH
XapaKTEPUCTUKU JIEKApCTBEHHOI'O IpernapaTra, HPOEKT HMHCTPYKUHUH IO MEIUIMHCKOMY
MPUMEHEHUIO (JIUCTOK-BKJIAJIBIII), MPOEKT MAaKETOB YMaKOBOK, MPOEKT HOPMATHBHOTO
JOKYMEHTa MO Ka4eCTBY, a Tak)Ke MPU HEOOXOIMMOCTH TIPOCKT IJIaHA YIIPABJICHHS pUCKamMu."

47. B mynkrte 105 cnoBa "175-i1 kanengapHblil AeHb" 3aMeHUTH cioBamu "117-i1 pabounii
JIEHD".
48. B mynkrte 106 cioBa "165-i1 kaneHgapHsiil 1eHb" 3aMeHUTH cioBamu "110-it pabounit
JEHb".
49. Ilynkt 109 U310KATH B CIEAYIOIIEN PETAKIINAN:
"109. YnomHOMOYEHHBIE OpPTaHbl (IKCIIEPTHBIE OpraHu3alnK) peepeHTHOTO rOCyIapCTBa
U TOCYIapCTB TMpPU3HAHUS, NPUHSBIINE IOJOXUTEILHOE pEIIEHHE [0 pe3yjbTaTaMm
AKCHEPTU3bl O BO3MOKHOCTH PETUCTPALUM JIEKAPCTBEHHOTO Mpenapara B COOTBETCTBUU C
nyHktamu 105 m 108 nactosimux IlpaBuii, mepexoasT K MpOUEAype BbIIa4UM HTOTOBBIX
JOKYMEHTOB B CpoK He Oonee 20 pabounx qHei.".
50. AG3arr nepBbIit myHKTa 110 H37I0KUTH B CASAYIONIEH PeAaKIINN:
"110. He nmo3anee 20 pabouyux OHEW C JAThl MPUHATHUS YIOJTHOMOUYEHHBIM OPTraHOM
MOJIOKUTEIILHOTO PEIICHUS O peTUCTpaluu:".
51. Ilynkr 114 1onoJHUTE MOAIMYHKTOM "K' CIEIYIOIETO COACPKAHMUS:
"JK) 3adBUTEJIEM B YCTAaHOBJICHHBIA CpPOK HE MPEACTAaBIEH OTBET Ha 3aImpoc,
HaIpaBJIEHHBIA B COOTBETCTBUM C MyHKTOM 94 HacTosimux [IpaBui.".
52. Pazgen VII U310KATH B CIEAYIOIIEN PENAKIINN:

"VII. YcTraHOBICHHE OCTPETACTPAMOHHEIX MEP



VILI. Perucrpanus jiekapCTBEHHOT'O IIpemnapara ¢ YCTAaHOBJIEHHEM AOMOTHUTENLHBIX TpeOGoBaHMH

116. YNOJIHOMOUYEHHBIM OpraHoM (SKCIEPTHOW opraHu3aluei) pepepeHTHOro
rocy/1apcTBa B OTHOIIEHUH JIEKAPCTBEHHOI'O IHpenapara IpU €ro perucTpauuv u
OCYLIECTBIICHUU MPOLEAYP, CBA3aHHBIX C PETUCTPALUEN, MOTYT YCTaHABIMBATHCSA OJHO WJIU
HECKOJIbKO U3 CIEAYIOIIUX JOMOJIHUTEIbHBIX TPEOOBAHMIA:

BKJIFOUEHHUE B CUCTEMY YNPABJICHUSI PUCKAaMU ONPENEIECHHBIX Mep Ui oOecreueHus
0e30MacHOro MPUMEHEHHUs JIEKAPCTBEHHOIO Mpenapara;

IPOBE/ICHUE MOCTPETrUCTPALMOHHBIX MCCIIEI0BaHUN 0€30MaCHOCTH JIEKapCTBEHHOTO
npenapara;

YCTaHOBJICHHE JTOTIOJIHUTEIbHBIX TPEOOBAHUN K pEerucTpaliy JIEKapCTBEHHOIO MpernapaTa
U T10J1a4€ COOOIIEHUI O TT0JI03PEBAEMbIX HEXKEIATEIbHBIX PEAKIIUX;

MPOBEJICHNE MOCTPErUCTPALMOHHBIX UCCIEN0BaHUN 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
npernapaTa, Npu HEOOXOJUMOCTH — HMCCIIEJOBAaHUI pa3IMYHBIX acleKTOB 3(PPEKTUBHOCTU
JIEKapCTBEHHOI0 Mpenapara, KOTOpble HE MOTYT OBITh MCCIIEIOBAaHbI 10 Hayajia peanu3aluuu
JIEKapCTBEHHOTI'O IIpenapara;

ApYTrUe yCIOBUS WM OTPAaHUYEHHMS B LIEJAX 0€30MacHOro U 3P(EeKTUBHOTO MPUMEHEHHUS
JIEKapCTBEHHOT0 Tpenapata B COOTBETCTBUM C TpeOoBanusmu I[lpaBun Hamexamiei
MpakTUKu GapmakoHaazopa EBpazuiickoro 3KOHOMUYECKOTO COI03a.

VY cTaHOBJIEHHBIE YCIOBUS U OTPAHUYEHUS, @ TAKKE CPOKU UX BBINOJHEHUS YKa3bIBAKOTCSA
B PETHCTPALMOHHOM YJIOCTOBEpEeHMH, eauHOoM peectpe, B OXJIII u B MHCTpyKIuu 1O
MEIUIUHCKOMY IPUMEHEHHUIO.

117. YnonHoMOYeHHBIN OpraH (9KcnepTHas OpraHu3anus) peepeHTHOro rocyapcraa
BIIPABE OTMEHUTH JACHCTBUE PErHMCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara
B CJIy4ae HEBBINOJHEHUS JIepKATEIIEM PETUCTPALMOHHOIO YOCTOBEPEHHUS TOIIOJIHUTEIbHBIX
TpeOOBaHUM, YCTAHOBJICHHBIX YIIOJHOMOYEHHBIM OpPraHoOM (PKCIEPTHON OpraHu3aIuein)
pedepeHTHOro rocyAapcTBa B OTHOLIEHUH JTaHHOTO JIEKApCTBEHHOI'O Ipernapara IpH €ro
PETUCTPALMKM U OCYLIECTBIECHUHU MPOIEAYP, CBA3AHHBIX C PETUCTpaIlMedl B COOTBETCTBUHU C
nyHKTOM 116 Hactostmux [IpaBuin.

118. YcnoBueM perucrpanuu M MOATBEPKACHUSI PErUCTpalMM (IIEpeperucTpanumn)
JIEKapCTBEHHOTI'O MpernapaTa yIoJHOMOYEHHBIM OpraHOM (3KCIEPTHOW OpraHu3aluenn) MOXeT
ObITh YCTAHOBJIEHO O0O0s3aTEIbCTBO IO MPOBEACHUIO JAEpP’KATEIEM PErucTpalMOHHOIO
YAOCTOBEPEHUSL:

a) MOCTPErUCTPALIMOHHBIX UCCIEAOBAHUNA O€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara B
cllyyae HaJIW4Msl ONACeHUH MO MOBOJY PHUCKOB, CBA3aHHBIX C NMPUMEHEHHUEM JaHHOIO
JEeKapCTBEHHOr0 mpemapara. B ciaydae eciu puUCKH OTHOCATCS 0Oojiee 4YeM K OJHOMY
JIEKapCTBEHHOMY IIpenapaTy, YIIOJIHOMOUYEHHbIE OPTaHbl FOCYAAPCTB-UJIEHOB CIIOCOOCTBYIOT
MPOBEJCHUIO JIEPKATEIAMH PETUCTPALMOHHBIX YJAOCTOBEPEHUN TAaKHX JIEKapCTBEHHBIX
IpernapaToB COBMECTHBIX TOCTPETUCTPALIMOHHBIX HCCIIEA0BaHUN 0€3011aCHOCTH;



0) IOCTPErUCTPAIIMOHHBIX UccTeoBaHUN d(PPEKTUBHOCTH JEKapCTBEHHOTO TIpernapara,
eclii TOHUMaHWe 3a00JieBaHUsl WM KIMHUYECKass METOJOJIOTUS IOKa3bIBalOT, YTO
pEeABIIYIIIE OIEHKH 3((HEKTUBHOCTH TPEeOYIOT CYIIECTBEHHOTO ITepeCcCMOTpa.

119. Jlepxatenb perucTpalioOHHOTO YAOCTOBEPEHHUS BIpaBe MPEACTAaBUTh MUCHMEHHOE
00BsICHEHHE HAa OyMa)KHOM HOCHTEIIE WJIA B BUJIE DJICKTPOHHOTO IOKYMEHTA, IMOAIMUCAHHOTO
AJIIEKTPOHHOM MOJANKCHIO, B OTBET HA BBEJCHUE 00513aTEIHCTBA, TPEAYCMOTPEHHOTO ITYHKTOM
118 nacrosiux I[paBun, B Teuenue 90 pabounx JHEN O AHS MOTYyYEHHSI COOTBETCTBYIOLIETO
YBEJIOMJICHHSI OT YIMOJHOMOYEHHOTO oOpraHa (dKCHEpPTHOM oOpraHu3alii) O BBEIACHUU
00s3aTeNbCTBA.

120. Ha ocHOBaHMU THUCBMEHHOTO OOBSCHEHHWS, MPEJCTABICHHOTO JEepKaTeleM
PETUCTPAIMOHHOIO yAOCTOBEPEHUS JICKAPCTBEHHOTO MpernapaTa B COOTBETCTBUU C MYHKTOM
119 Hacrosmux [IpaBui, ynmoaHOMOYEHHBIN OpraH (3KCHEpPTHAsE OpraHu3alus) JOJKEH CHATh
WJIM TIOATBEPIUTH 0053aTeNIbCTBO MO MPOBECHUIO UCCIIEIOBAHNM, YKa3aHHbBIX B MMyHKTe 118
Hactosiiux [IpaBui, B Teuenue 20 pabouux gHeil. B ciiyyae moaTBepkaeHUs: yKa3aHHOTO
0053aTeNbCTBA, JOHKHBI OBITh U3MEHEHBI YCIOBUS PETUCTPAIMH JICKAPCTBEHHOTO MIpernapara
(myTeM BKJIIOYEHHS] B HUX COOTBETCTBYIOIIMX IMOJOKEHUN), a TaKKE CUCTEMbI YIIPABJICHUS
pHUCKaMU.

VILIIL Perncrpanus 1eKapCTBEHHOr'O MPENapaTa B HCKIIOYUTENHBIX CIydasx

120!, B nckmrountensHbix CIIy4asiX MOCJIE€ KOHCYJIbTALMHU C 3asIBUTEJIEM PETUCTPALIUs
MOXET OBITh OCYILECTBJIEHA HAa OINPEJECICHHBIX YCJIOBHSIX, B YaCTHOCTH 3aTParuBarOIIUX
0€301acHOCTh JIEKAPCTBEHHOI'O IIpernapara, YBEJIOMIJIEHUE YIIOJIHOMOYEHHBIX OPIraHOB
rOCy1apCTB-WICHOB O KaXXJI0M MHUUJCHTE B CBA3U C €r0 NPUMEHEHUEM U O IPUHUMAEMBIX
Mepax.

Perucrpanus MOXeT OBITh OCYIECTBIICHA B ClIy4ae, €CIU 3asiBUTENb CMOKET JI0Ka3aTh,

YTO OH HE CIOCOOEH MPEeNOCTAaBUTh HCUYEPIBIBAIOLIME JaHHbIE 00 3(Q()EKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOIO MperapaTa B HOPMAJIbHBIX YCIOBUAX €0 MPUMEHEHHS B CUITY
OOBEKTUBHBIX TMPOBEPSEMBbIX MIPUUUH, KOTOPBIE JOKHBI COOTBETCTBOBATH OJIHOMY U3
OCHOBAHWM, YCTaHOBJIEHHBIX B paznene 11 npunoxenus Ne 1 k HacrosmuMm [IpaBunam.

[TponomkeHrne HaxOXIEHUsl JIEKapCTBEHHOIO IMpemnapara, SBISIOUIETOCs 00bEKTOM
OpOUENYp, OMMCAHHBIX B HACTOSILIEM IYHKTE, Ha pblHKE COr03a NOJKHO 3aBUCETHh OT
MIEPEOLEHKH TAaKUX YCJIOBUM, €XEroJHO MPOBOJAMUMON YIOIHOMOYEHHBIM OpPraHoM (
HKCIEPTHOM OpraHu3alueil) pe)epeHTHOro rocy1apcTBa-4ieHa, ¢ HOArOTOBKOM 3KCIEPTHOrO
OT4YeTa 00 OLICHKE JIEKAPCTBEHHOIO IIpenapara.

[TpoueccyanbHble 0COOEHHOCTH MPUMEHEHMsI HACTOSLIEro IMYHKTa MPUBEACHBI B
npuinokeHuu Ne 25 k Hactosimm [ IpaBunam.

VILIIIL. YcnoBHas perucrpamnys JIeKapCTBEHHOTO IIpenapara



120%. B ciydyae 00OCHOBaHHUS HEOOXOAMMOCTH OOECHeYeHUs HEYIOBJIETBOPEHHBIX
MEIUIUHCKUX MOTPeOHOCTEN Al JEKapCTBEHHBIX IpEnapaToB, MPEJHA3HAUYEHHBIX IS
JedeHus1, IpOQUIAKTHUKN WIA JTUATHOCTHKHU CEPhE3HBIX (TSKENbIX) MHBATUIUZNPYIOMINX HITH
YIPOXKAIOIIKUX >KU3HU 3a00JieBaHUN, pErucTpalus MOXKET OBIThb OCYIIECTBJIEHA [0
NpeACTaBICHUS] HAa MOMEHT TMOJAYM 3asBIICHUS O PETUCTPAIMH HCUEPIIBIBAOIINX
KJIMHUYECKUX JaHHBIX, MPEAYCMOTPEHHBIX pasnenoM S5 mpuioxkenus Ne 1 K HacTosumm
[IpaBunam, mpu yCIIOBUH, YTO IOJb3a OT Oojiee paHHEH JOCTYMHOCTH paccMaTpHUBaeMOIo
JEKapCTBEHHOTO TMpernapaTa Ha PBIHKE MPEBBIIIAET PUCK, CBS3aHHBIM C OTCYTCTBHEM
MCUEPIIBIBAIOIINX NaHHBIX. [Ipu sKCTpeHHON HEOOXOAUMOCTH B MOAOOHBIX JEKapCTBEHHBIX
mpernapaTax uX perucTpamnus MOXXeT ObITh IpOBeieHa 0e3 MPEeI0CTaBICHUS NCUEPITBIBAIOIINX
JOKJIMHUYECKUX W OMo(apManieBTHUECKUX JaHHBIX.

120°. B wesix HACTOSILIETO nojpasjiesia noj "HeyJ0BJIETBOPEHHBIMU MEAUIUHCKUMU
MOTPEOHOCTAMH" TOHUMAETCSl COCTOsIHME, Al KoToporo B Coro3e HET OJ00pEHHOro
YIOJTHOMOYEHHBIMH OpTaHaMU pPa3penieHHOT0 U TMPU3HAHHOTO A(QPEKTHBHOTO METOja
JTUArHOCTUKH, TPOPUIAKTUKYA WIH JIeYeHUs JIMOO MMPUMEHEHHE M0JJaBaeMOT0 Ha YCIOBHYIO
PETHCTPAIUIO JICKAPCTBEHHOTO TIpernapara 0ynet 00yiaaTh CylIeCTBEHHBIM MPEUMYIIIECTBOM
nepes yxxe OJOOpEHHBIM YIIOJHOMOYEHHBIMH OpraHaMU METOJOM JIUarHOCTHUKH,
NpOoPUIAKTUKA WU JICYCHUSI.

120*. Ycnosnas perucTpanusi MOKeT OCYHIECTBISITHCS, TOIBKO €CIU COOTHOIIEeHHUE "
MoJib3a — PUCK" JIEKAPCTBEHHOI'O Ipernapara IMOJOKUTEIbHOE, a TaKXKe €ClU 3asBUTEIb
BEPOSITHO CMOXKET TOCJIE MPOBEICHUS TMPOIEAYPHl YCIOBHOW PETUCTPAIMHA TPEIACTABUTH
MCYEPIBIBAIONIME HEIOCTAIONINE JIaHHBIE MO0 0€30MacHOCTH, dY)PEKTUBHOCTH U KAUECTBY
JIEKapCTBEHHOI'O CPE/ICTBA.

120°. YcnosHas perucTpanms A0JKHA COMPOBOXKIATHCS BBIIOJTHEHUEM JEpPKATEIEM
PETHCTPALIMOHHOTO YJIOCTOBEPEHHSI OCOOBIX YCIOBUN. ITU 0COOBIC YCIOBUS U TIPEACIbHbBIN
CPOK HX BBINOJHEHHS B KAa4eCTBE YCJIOBUH pErucTpalud yCTaHABIMBAIOTCS
YIIOJJTHOMOYEHHBIM OpPTraHOM TOCYJIapCTBa-4Yj€HAa M MOJIEKAT €XKEroJHOU OLEHKE 3THUM
YIOJHOMOYEHHBIM OPraHOM.

120°. B paMKax OCOOBIX YCIIOBUW, yKa3aHHBIX B MYHKTE 1205, epKaTess
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI, BBIIAHHOTO B COOTBETCTBUM C HACTOSILIHUM PA3JEIIOM,
HEO0X0AUMO 00s3aTh 3aBEPIIUTh IPOBOJIUMBIC HCCICAOBAHUS WM IPOBECTU HOBBIC
WCCIIEIOBAHUS C LEBIO MTOATBEPKACHUS MOJIOKUTEIBHOTO COOTHOLICHUS "'TTOIb3a — PUCK'.

1207. OXJIII u UHCTPYKIHS N0 MEIUIIMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIAJbII),
JIOJIKHBI COJIEPKATh MOHATHYIO (POPMYJIMPOBKY O TOM, YTO PETHUCTpaIus JIEKapCTBEHHOTO
npenapaTta OCYLIECTBJIEHA C YCJIOBHEM BBIIOJHEHUS OCOOBIX YCJIOBUN B COOTBETCTBHUH C

IIYHKTOM 120° HacTOAIUX [IpaBu.



1208, Perucrpanus, ocymiecTBieHHass B COOTBETCTBHM C HACTOSIIUM PA3JIEIIOM,
AeicTBUTENIbHA B TeueHHMe | roma u TpeOyeT NOATBEPXKICHUS perucrpauuu (
MEPEPETUCTPALIMH) C IEPEOLICHKON COOTHOIIEHHUS "TI0JIb3a — PUCK' HA €KEr0JIHON OCHOBE.

120°. Eci oco6b1e yCJIOBUS, YKa3aHHBIE B ITYHKTE 120° HacTOAIIMX IIpaBu1, BBIITOJIHEHBI
, YIOJHOMOYEHHBIM OpraH TIOCyJapCTBAa-wiI€Ha BIPaBe IO 3aABICHUIO JepKaTelsd
PETUCTPALIMOHHOIO YAOCTOBEPEHUS U IIOCIE NOJYYEHHUS IIOJOXKUTEIBHOIO 3aKIIOYCHHUS
DKCIEPTHOM OpraHM3alliy BbIIATHh PETUCTPALMOHHOE YIOCTOBEPEHHE, NECHCTBUTEIBHOE B
TEYECHUE S5 JIET U TOJJIEKAUIEE IEPEPErUCTPAUUU B COOTBETCTBUM C pazueiaom VIII
Hacrosamux [Ipasuir.

12010, XapakTepucTuka Mpolueayp, KpUTepUeB U TPeOOBAHUU K PErucTpaluu B
COOTBETCTBHM C HACTOSIIMM Pa3AEiOM IpUBEACHA B NPUIOKEHUH Ne 26 K HACTOAIINM
IIpaBuitam.

VILIV. YckoperHas 3KkCIepTH3a IEKapCTBEHHOI'O ITpenapara

1201, VYckopeHHas sKcnepTHh3a JEKAPCTBEHHBIX MPENApaTOB NPUMEHSETCS B OTHOILICHHUH:
opdaHHBIX JIEKAPCTBEHHBIX MTPENapaToB;

JIEKapCTBEHHBIX MPENapaToB, MPEeIHA3HAYEHHBIX UCKIIOUYUTENIBHO IS MPUMEHEHUS
HECOBEPIIIEHHOJIETHUMHU;

JIEKApCTBEHHBIX MPENapaToB, MPEICTABISIIONIUX OCOOYI0 3HAYUMOCTD IS 3I0POBBSA
HACEJICHUS, B YaCTHOCTH, MPHU OTCYTCTBUHU d(P(HEKTUBHBIX METOJIOB OKAa3aHUSI MEIUIIMHCKON
MOMOIIM B TOCYJapCTBAaX-WiI€HaX, OMNPEAECTIAEMbIX OKCHEPTHBIM KOMHUTETOM IO
JIEKapCTBEHHBIM CpPEJACTBAM Ha OCHOBAaHUM OOpaleHUs] YIOJIHOMOYEHHOrO OpraHa
rocy/apcTBa-4jeHa, B KOTOPOM NOAAHO OOpalleHHE 3asBUTENsS 00 0CcO00M 3HAUMMOCTH
JIEKapCTBEHHOI'O Mpernapara 10 NOJauy 3asBJIICHHUS HA PETUCTPALIUIO.

Cpok mpoBelIeHUs] pPEerucTpalru U IKCIEPTU3bl JIEKAPCTBEHHOTO Mpenapara B
pedepeHTHOM TOCymapcTBe He nokeH mpeBblmarth 100 paboumx mHEH ¢ AaThl MOJa4vu
3asBJICHUSI HA PETUCTPALIMIO JIGKAPCTBEHHOTO Tpernapara /10 JIHs BbIJJaYu PErucTPalioOHHOIO
YIOCTOBEPEHUS.

[Ipouienypa paccMoTpeHHs: OOpamieHHs O MPOBEICHUU YCKOPEHHOW AKCIEPTHU3bI
JIEKapCTBEHHOIO Mpenapara npuBeieH B mpuitoxeHnu Ne 27 k HactosiuM [IpaBuitam.

VIL.V. O0mue monoxeHus

120'2. YonzomouenHbii OpraH (’KcnepTHas opraHu3anus) peepeHTHOro rocy1apcTBa
JNEUCTBYET B COOTBETCTBMU C NOJOXKEHUsAMHU paszzaena X Hacrosmux [IpaBunm B cioydae
HEBBINIOJHEHUS JIEPXKATEIEM PETUCTPAUMOHHOIO YJOCTOBEPEHUS JONOJHHUTENBHBIX
TpeOOBaHUI MM 00s13aTEIBCTB, YCTAHOBICHHBIX YIIOJHOMOYEHHBIM OPraHOM (3KCIEPTHOM
opraHusanueil) peQepeHTHOro rocyaapcTBa B OTHOLIEHWHU pacCMaTpUBAEMOro



JIEKapCTBEHHOTIO MpeMnapara Mpu ero perucTpaluy U OCYLIECTBICHUH POLIEAYD, CBA3aHHBIX C
perucrtpaiueii, B COOTBETCTBUU C TTOJIOKEHUSIMU HACTOSIIETo pazjena.”.
53. [1yHKT 125 U310XUTH B CAEAYIOIEN PEAAKIINN:

"125. Tlpouenypa mOATBEpKICHUS peructpainuu (mepeperucTpainnu) He JO0JKHA
npesbiath 80 pabounx AHEH C JaThl MOJIaYy 3asIBJICHUS HA MTOATBEPKIACHUE PErUCTpaIuu (
nepepeructpanuio) B pedepentHoM rocyaapcrse u 50 pabouux AHEH B KaxIOM U3
roCyJ1apCTB NPU3HAHHUS, YYAaCTBYIOIIMX B Ipoueaype.".

54. B mynkrte 126 cnoBa "210 xanenaapHbix nHei" 3ameHuTh cioBamu "140 pabounx
nHen".
55. B nmynkre 127:
a) MOJMYHKT "a" M3JI0KUTH B CICAYIONICH pelaKInu:

"a) 3asBIEHHE HA PErucTpaluio (MepeperucTpanrio) JeKapcTBEHHOIro Mpernapara Ha
OyYMa)KHOM HOCHUTEJIE WJIM B BUJE AJIEKTPOHHOI'O JOKYMEHTA, MOJIMHUCAHHOIO 3JIEKTPOHHON
MOAINHKCHIO, IO (popMe B COOTBETCTBUM NpuiiokeHueM Ne 2 k HactosmuM [IpaBunam";

0) moanyHKT "0" MOMOJHUTH clioBaMH ", Ha OyMa)XHOM HOCHTEJIC WJIU B BHUJC
AIEKTPOHHOTO JOKYMEHTA'";

B) JOTOJIHUTH MOJIYHKTOM "I CIIEYIOIIETrO CONEePKaHMUS:

"I') B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJATEIbCTBA TOCYAapcTBa-uyjieHa
MpEJCTaBICHUE JOKYMEHTOB, YKa3aHHbIX B MOANyHKTax "a" — "B" HacTOsIIEro MmyHKTa,
MOET OCYIIECTBIATHCA C MCIOJIB30BAHUEM OJJIEKTPOHHOTO JOKYMEHTooOopoTa 0e3
JOTOJTHUTEIBLHOTO MPEJCTABICHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUU Ha
OyMa)XHOM HOCHUTEJE, TMOJMMCAHHBIX U (WIM) 3aBEPEHHBIX JJIEKTPOHHOW MOAMHUCHIO
3asBUTEIIA, B CIIy4asx, IPELyCMOTPEHHbBIX HacTossmumu [IpaBumamu.".

56. B mynkTte 129:
a) MOJIMYHKT "a" U3JI0XKUTh B CIEIYIONIECH peaKIuu:

"a) 3asBIEHHE HAa OyMa)XHOM HOCHUTEIIC€ WU B BHUJE DJIEKTPOHHOTO TOKYMEHTA,
MOJMUCAHHOTO 3JICKTPOHHOM MOJMUCHIO, TIO YCTAaHOBJICHHOW (hOpME B COOTBETCTBUM C
npuioxxkenrueM Ne 2 k HacrosiuuM [IpaBunam;";

0) moanyHKT "0" MOMOJHHUTH ciloBaMH ", Ha OYMaXHOM HOCHUTEJE WM B BHJIC
3JIEKTPOHHOTO IOKYMEHTA;";

B) MTOANYHKT "B" JOMOJHUTH CJIOBaMH "B BUJIE DIICKTPOHHBIX TOKYMEHTOB";
T') IOMOJTHUTH MOAMYHKTOM "a" CIeayIONIero coaepKaHus:

") B COOTBETCTBUHM C TpPeOOBAHUSIMHU 3aKOHOJATEIHCTBA TOCYJapCTBa-4yjeHa
MPEICTABJIECHUE JIOKYMEHTOB, yKa3aHHbIX B MOANyHKTax "a" — "r'" Hacrosmero myHKTa,
MOXET OCYHIECTBISITECA C HCIOJIB30BAHUEM DJJIEKTPOHHOTO JOKYMEHTooOOpoTa 0e3
JONOJIHUTENBHOTO MPEACTABICHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUW Ha
OyMa)XHOM HOCHUTEJE, TMOINMUCAHHBIX U (WIM) 3aBEPEHHBIX JJICKTPOHHOW MOAIMHUCHIO
3asIBUTEIIA, B CIIy4asix, IpeayCMOTPEHHbIX HacTosimuMmu [IpaBunamu.".

57. B nynkre 130:



a) cioBa "14 pabouux aHeit" 3ameHuTH cioBamu "10 pabounx gHe";

0) cioBa "90 kaneHaapHbIX AHEH" 3aMeHUTh ciioBaMu "90 pabouux aHeu";

B) IONOJTHUTH a03allaMu CJIEIYIOIIEro CONeP KaHuUs:

"3anpoc yrnoJHOMOYEHHOTO OpraHa (3KCIEePTHON OpraHu3allun) 3assBUTENIO JOJDKEH ObITh
nepenaH B AJIEKTPOHHOM (popMe MO TENeKOMMYHUKAIIMOHHBIM KaHallaM CBSI3U M CUMTAETCS
MOJIYYEHHBIM 0 UCTEUEHUH | JTHA ¢ JaThl €ro HaIlpaBJICHUSI.

OueHka O0TBETa 3asBUTENS OCYLIECTBISETCS B CPOK, HE MPEBBIIAIOIINN 5 pabounx JHEH C
JaThl OJy4YEHUSI OTBETA 3asBUTEIS." .

58. IIyHKT 132 u310XKUTh B CIEAYIOLIEN PEAAKIINN:

"132. C paThl Hauana OpPeAMETHOW 3KCHEPTU3bI WIN MOTYYEHUS] COOTBETCTBYIOIIETO
3aJlaHUsl Ha TpOBeJleHHe 3KcrepTusbl B TeueHue 30 pabouux gHEH YMOTHOMOYEHHBIM
OpraHoM (PKCHEpTHOW OpraHuzamuei) pepepeHTHOr0 TOCyAapcTBa COCTaBISAETCS
peIBapUTENIbHBIA SKCIEPTHBIM OTYET ¢ POPMYIUPOBKOM 3amMedaHuil mo ¢Gopme CoriiacHoO
npwioxkeHnto Ne 11 k nacrosmum [IpaBunaMm wiM IpPOEKT 3ampoca 3asABUTEN0 U
HAIPaBJISETCS C UCIOJIb30BAHUEM CPEJICTB MHTEIPUPOBAHHON CHCTEMBI YIIOJIHOMOYEHHBIM
opraHam (3KCHEpTHBIM OpraHU3ALMIM) TOCYJapCTB IPU3HAHUS.

DKcnepTusa B peepeHTHOM rocyJapCcTBe MPUOCTAHABIMBACTCS /10 JIHA MOJYyYEHHUS OT
BCEX T'OCYIAapCTB MPU3HAHUS, YUACTBYIOIIMX B MPOLIEAYPE, JOMOTHUTENbHBIX 3aMEUaHUN WU
uH(pOpMAIMU O COTJIaCHH C MPEABAPUTEIBHBIM OTYETOM WM 3alIpocoM pedepeHTHOTo
rocyjaapcTsa.".

59. B nynkre 133 cnoBa "20 kaneHIapHBIX JHEW C JaThl HAIpaBJICHUS" 3aMEHHUTh
cinoBamu "20 pabouux gHEN ¢ JaThl MOJydeHUs".

60. IIyHKT 134 U310KUTh B CIEAYIOEN PEAAKIINN:

"134. B xone paccMOTpEHHUs YMNOJHOMOYEHHBIMHU OpraHaMu (3KCIEPTHBIMU
OpraHu3alMsIMH) TOCYIapCTB MPU3HAHUS MPEIBAPUTEIHHOTO SKCIIEPTHOTO OTYETA MO OLIEHKE,
MOJIFOTOBJICHHOI'O AKCIEPTHON OpraHu3alueil peepeHTHOro rocyaapcrBa, pacCMOTPEHUs
YIOJIHOMOYEHHBIMU OpraHamMu (3KCIEPTHBIMU OpPraHU3alUsIMU) pe(epeHTHOro rocyaapcTBa
3apOCOB YIOJHOMOYEHHBIX OPraHOB (3KCHEPTHBIX OpraHu3aluil) rocyJapcTB MPU3HAHMS U
PAacCCMOTpPEHHMS YIOJTHOMOUYECHHBIMU OpraHaMu (IKCHEPTHBIMH OpPraHU3alMUsIMHU) TOCYAapCTB
NPU3HAHUS 3aKIIOUYHUTENBHOIO SKCIEPTHOINO OTYETa IO OLEHKE, [OJATOTOBIEHHOIO
AKCHEPTHON opraHu3anueil pedepeHTHOro TrocylapcTBa, MEXKIY YIOJHOMOYEHHBIMU
opraHamMu (SKCHEpPTHBIMH OpPraHU3alMUsIMH) TOCYJapCTB-WICHOB, YYacCTBYIOIIUMU B
IIPOLIEIyPE, C UCIOJIb30BaHUEM CPEACTB MHTEIPUPOBAHHOM CHUCTEMBI B CPOK, YKA3aHHBINA B
nyHkTe 133 nacrosmux [IpaBui, MOryT OCYIIECTBISATHCS KOHCYJbTAUM MO (popme B
coOTBETCTBUM ¢ npwioxkeHneMm Ne 18 k HacrosmuMm IIpaBunaM B LelIX COrJacoOBaHMS
3aKJIIOYUTEIBHOTO JKCIEPTHOrO OTYEeTa IO OILIEHKEe, KOTOpbhId OyJeT MOJArOTOBJIEH
HKCIEPTHOM opranuzanueil peepeHTHOro rocy1apcTBa 1o pe3yiabTaraM Ipoueaypsl.”.

61. B nynkre 135:

a) a03all MepBbIi U3JI0KUTH B CIEAYIOIIEH peJaKlun:



"135. YonmHOMOYEHHBIN opraH (dKCIepTHas OpraHu3alys) peepeHTHOro rocy1apcTpa
MpU TPOBEJACHUU TMPOIEAYPhl MOATBEPXKACHUS pETrUCTpanuu (NepeperucTpaunvu) u
AKCIIEPTU3BI JIEKAPCTBEHHOTO TIpernapara He mo3anee 10 pabouunx mHEN ¢ JaThl MOTYYCHUS
JIOTIOJITHUTEIBHBIX 3aMEYaHUM OT YIOJHOMOYEHHBIX OPTraHOB (IKCHEPTHBIX OpraHU3aIlUi)
roCyJapCTB MPU3HAHUS I MHPOPMAIIMU O COTJIACHH C MPEABAPUTEIBHBIM 3KCIIEPTHBIM
OTYETOM, MOATOTOBJICHHBIM pe(EepEeHTHBIM TOCYJIAPCTBOM BIIpaBE HANPABUThH 3asSBUTEIIO B
MUCHbMEHHOM U (WJIK) DJIEKTPOHHOM BHUJE CBOJHBINA 3aMpoC O MPEACTABICHUHN HEIOCTAIOIIEH
JIOTIOJTHUTENBHONU MH(OPMAIIUU, HEOOXOUMBIX Pa3bsICHEHUN WIIM YTOYHEHUH, KACAIOIUXCS
MPEICTABJICHHBIX JOKYMEHTOB M JIaHHBIX PErUCTPAIlMOHHOIO J0Che (B TOM 4YHCIIE
MPEJIOKEHUST O BHECCHHMM HM3MEHEHHM B OOIIyI0 XapaKTepUCTUKY JEKapCTBEHHOTO
npenapara, HMHCTPYKIIUMIO TI0 MEIUIIMHCKOMY TPUMEHEHHUI0, MAaKEeThl YIaKOBOK
JIEKapCTBEHHOTO TIpemnapara, HOPMAaTUBHBIA JOKYMEHT IO KaueCTBY WJIM WHBIE JOKYMEHTHI
PETUCTPAIMOHHOTO J0Che).";

0) B ab3atie BTopoM cioBa "90 kaneHIapHbIX 1HeN" 3aMeHUuTh ciioBamu "90 pabouux aHel

B) a03all TpeTUM U3JI0KUTh B CIAEAYIONIEH peaaKIuu:

"DkcnepTHas opraHuzanus peepeHTHOTO TocyJapcTBa B paMKax AKCIEPTHU3BI
JIEKApCTBEHHOI'O Mpernapara MPOBOAUT PACCMOTPEHHE OTBETA 3asIBUTENS U IMOJATOTOBKY
3aKTIOYUTENHHOTO YKCIIEPTHOTO OTYETa M0 (popMe B COOTBETCTBUU C TpmiioxkeHneM Ne 16
HacrosiuM [IpaBunam B cpok He Oosiee 20 pabouux aHei."

62. IIyHKT 136 U3110KUTh B CIEAYIOLIEN PEAAKIINN:

"136. Ilo pe3ynbTaTaM SKCHEPTU3BI JEKAPCTBEHHOTO Mpernapara ynoJIHOMOUYEHHbBIM
OpraHoM (9KCIEPTHOM oOpraHuzanueil) pePepeHTHOro ToCyaapcTBa COCTABIACTCA U
yTBepxKAaeTcs o opMe B COOTBETCTBHUH ¢ npuioxkenremM Ne 16 k HacTosmum [IpaBunam
3aKJTFOYUTENbHBIN SKCIIEPTHBIM OTYET MO OIIEHKE, KOTOPbIN HAIIPABIISIETCS C KCIOJIB30BAHUEM
MHTETPUPOBAHHON CUCTEMBI YIIOJTHOMOYEHHBIM OpraHaM (3KCIEPTHBIM OpraHU3alusiM) BCeX
rocyJapCcTB MPU3HAHUS, YYACTBYIOIIMX B MPOILEAype MOATBEPKIACHUS peructpamuu (
MEpEPETUCTPALIMH) JIEKAPCTBEHHOTO Ipenapara. DKCIEPTHBIA OTYET MO OLEHKE COCTABIIAETCS
B COOTBETCTBUU € NpUIOKEHUSIMH Ne 13 — 15 u 23 k nacrosmum [Ipasunam.".

63. B mynkTe 137 cnoBa "20 kajsieHnapHbIX AHEN" 3aMeHUTH cioBamu "20 pabouux aHei".
64. B nyukre 139:

a) moAnyHKT "a" mocne cioB "oprad (dKCHEpTHAs OpraHu3alus) pePepeHTHOro
rocyzapcta’ JOTOJHUTH cJoBaMU "B Cpok He Oojee 10 paboumx JgHEH C IaThl MOTyYeHHUs
AKCIIEPTHOrO OTYETA MO OIEHKE";

0) moamyHkT "0" mocie cjaoB "opraHbkl TOCYAapCTB MPU3HAHUSA" JOMOIHUTH CIOBaMHU "B
cpok He Oosiee 10 pabouux HEN ¢ AaThl MOJIYYEHHS SKCIIEPTHOIO OTYETA IO OlIeHKE";

B) B NOAIYHKTE "B" Mocie cloB "peructpaiuu (nepeperucrpanuu),” J0MoIHUTh CIIOBaMU
"B cpok He Oonee 10 pabouux gHEH ¢ AaThI MOJYYEHHS SKCIIEPTHOTO OTYETa 10 OIleHKe".



65. B mynkte 143 cnoBa "180 kanenmapHbix nuei" 3ameHuTh cioBamu "120 paGounx
nHen'".
66. B mynkte 147:
a) a03all MepBbIM MOCIE CIIOB "perucTpaluy JIEKapCTBEHHOIO npemnapara’ JA0MOoTHUTh
CJIOBaMH "B pe()epeHTHOM rocyaapcrae’;
0) TOTIOJIHUTH a03alleM CJICIYIOIIETO COICPIKAHMUS:
"JlomyckaeTcss BHECEHHE M3MEHEHHM B PErMCTPALMOHHOE JOCHE JIEKAPCTBEHHOIO
npenapara, 3aperucTpUpOBAHHOIO MO MPOIEAYype B3aUMHOIO MPU3HAHUS B pedepeHTHOM
rocyJapcTBe, 10 Hayajga MpoueAyphl MPU3HAHUS B 3asBJICHHBIX FOCYJapCTBaX MPU3HAHUS B

COOTBETCTBUU C IIYHKTOM 66! HacTostIX IIpaBui.".

67. Ilpennoxxenue BTOpoe ab3ara BTOpOro myHkTa 148 mocne clioB "WJIM WHBIX
uccieoBaHUN" JOMOMHUTH ciaoBamMu "(B TOM 4YHCIE COJAEpXKallde J10Ka3aTesIbCTBa,
MOJIyYE€HHbBIE Ha OCHOBE JIAHHBIX PEAIbHOW KIMHUYECKOU MPAaKTUKH)".

68. B mynkTe 150 cnoBa "30 kajieHAapHBIX JHEH" 3aMeHUTH ciioBamu "20 pabouux gHen".

69. B mynkre 152:

a) B ab3a1ie mepBOM MPEAJIOKEHUE TPEThE UCKITIOUNTB;

0) TOMOJIHUTH a03allaMu CJIEAYIOIIETO COACPIKAHUS:

"OKCNEepTHBIM OTUET MO OLIEHKE M3MEHEHUI B PETHUCTPAIMOHHOE JOChE JIEKAPCTBEHHOTO
npenapaTta COCTaBJISIETCS JKCIEPTHOW opraHuzaluer pedepeHTHOro rocyaapcTBa Io
pe3yJlibTaTaM JTaHHOUW 3KCNEePTU3bl B COOTBETCTBUU C mpuiiokeHueM Ne 21 K HacTogmmm
[IpaBunamM B ciaydae BHECEHHS M3MEHEHHMH Tumna I, 3a MCKIOYEHUEM aJIMUHUCTPATUBHBIX
W3MEHEHUN.

JIns mpUHATHS PEUICHUS O BO3MOXHOCTHM BHECEHHUS B PETHCTPALIMOHHOE J10ChE
aIMAHUCTPATUBHOTO U3MEHEHUS 3asIBUTEJIEM BMECTE C 3asBJICHUEM O BHECEHUHU JAHHOTO
U3MEHEHHS JTOJDKHO OBITh MPEACTABICHO HAa OYMaKHOM HOCHUTEJIE WM B DJICKTPOHHOM BHU/IE
MOJATBEPKICHUE YIMOJHOMOYEHHOIO OpraHa (PKCHEpTHOM opraHu3anuu) pedepeHTHOTo
rocyapctBa O TOM, 4YTO COOTBETCTBYIoWIas Bepcusd (MOCIeA0BATEIbHOCTD)
PETUCTPAIMOHHOTO JJOChE BAJIUJIHA U MPUOOITEHA K 3JIEKTPOHHOMY PErUCTPAIlMOHHOMY J10ChEe

[To pesynbratram skcneptusbl U3MeHeHUM tuna Il sxkcneprHOM oOpraHu3zanuen
pedepeHTHOTrO ToCcyJapcTBa B cliydae oJ00peHUs 3asSBICHHOTO M3MEHEHUS JOJKEH OBITh
aKTyaJIN3UPOBAH AKCIEPTHBIA OTUET MO OLEHKE B COOTBETCTBUM C NpuiioxkeHueM Ne 16 k
HactosiuM [IpaBuiam.

ITo pesynpraraM sKcnepTU3bl M3MEHEHMM Tuna Il sKcnepTHOM opraHu3anueu
peepeHTHOro TOoCyJapcTBa B cllydae HEOJOOpEeHUs 3asBICHHOTO HW3MEHEHHS B
YIIOJTHOMOYEHHBIM OpTraH HampaBisieTcss WHPOpMAIus C MOTHBHPOBAHHOW MO3UIMEH
JKCIEepTOB.".

70. ITyskT 155 momosHATH ab3a1eM CIeayIOIIero COAeP KaHMs:



"B cooTBeTCTBUU ¢ TpeOOBAHUAMH 3aKOHOIATEIHCTBA FOCYJapCTBA-UJICHA MPEICTABIICHUE
JIOKYMEHTOB, YKa3aHHBIX B HACTOSIIEM IMYHKTE, MOXKET OCYIIECTBIATHCS C UCIOJIb30BAHUEM
AIIEKTPOHHOTO JOKYMEHTO000pOTa 0€3 JOTOTHUTEIHHOTO TPEICTABICHUSI COOTBETCTBYIOITUX
JIOKYMEHTOB W CBEJICHUN Ha OyMa)kKHOM HOCHUTEJE, MOANUCAHHBIX U (WJIU) 3aBEPEHHBIX
AIEKTPOHHOM MOAMUCKHIO 3asIBUTEIA, B CIIyUasx, MPEAyCMOTPEHHBIX HacToAmuMu [IpaBunamu
.".

71. B mynkre 156:

B a03arie BTopoM ciioBa "90 kajgeHaapHbIX JHEH" 3aMeHUTh cioBaMu "90 pabouux mHEH";

B MPEIJIOKEHUU MEPBOM ab3alia TPEThEero clioBa "JIeKapCTBEHHOIO Mpenapara 3aMeHUTh
CJI0BaMH "B PErUCTPALIMOHHOE JOChE JIEKapCTBEHHOI O Mpemnapara.

72. Ilynkt 158 U3J10KUTH B CIENYIOIIEN PEIAKIIUN:

"158. B ciyuae moATBepKICHUSI perUCTpaluu (IepeperucTpaluu) JeKapCTBEHHOTO
npenapara Wi BHECEHUS U3MEHEHUW B PETUCTPALMOHHOE JOChE Pa3peraeTcsi IPOU3BOICTBO
JIEKapCTBEHHOI0 Tpenapara B TedueHue 180 kaneHaapHBIX HHEW C AAThl MOATBEPKIACHUS
perucTpanuu (mepeperucTpalnun) Wid BHECEHUS U3MEHEHHI B PETMCTPAIIMOHHOE JI0ChE B
COOTBETCTBUU ¢ MHPOpPMALIMEH, COAEpKaIICCSd B JOKYMEHTAaX PErUCTPAMOHHOTO JOChE
JIEKapCTBEHHOTI'O Mpenapara, 10 JaThl HOATBEPKICHUS PETUCTPALIMU (TIEPEPETUCTPALINH) WIIH
BHECEHUS U3MEHEHH, 32 UCKIIIOYECHUEM:

HEOTJOXKHBIX OTrpPaHUYECHUN 1O 0€30MacCHOCTH, BBOJUMBIX JEpKaTeIeM
PErUCTPAMOHHOTO YAOCTOBEPEHUS UM YIIOJITHOMOYEHHBIM OPTaHOM, COIJIACHO MYHKTY 4.1.4
npuinoxenus Ne 19 k macrosimum IIpasuitam;

INPUHATHS PELICHUS YIIOJTHOMOYEHHBIM OPTaHOM IOCYJapCTBa-4IeHa O HEBO3MOKHOCTH
JNalbHEUIIETO MNPOU3BOJCTBA JIEKAPCTBEHHOrO Ipemnapata B COOTBETCTBUU C paHee
YTBEPKIACHHBIMHU (COTJIACOBAHHBIMH) JOKyMEHTaMU W HHGOpMAaIuel perucTparuoHHOTO
J0ChE.

JlonyckaeTcs BBO3, OJHOBpPEMEHHAs peain3alus U MEAUIMHCKOE MPUMEHEHUE
JIEKapCTBEHHOTO Tpernapara 10 OKOHYAHMS €ro Cpoka TOJHOCTH (CpoKa XpaHEHHs),
COOTBETCTBYIOIIETO IOKYMEHTaM M JaHHBIM PErUCTPAIMOHHOIO JI0ChE J0 U MOCJI€ BHECEHUS
B HEr0 U3MEHEHUH, €CJIM 3TO HE TPOTUBOPEUHUT TPEOOBAHUSAM MPaBUJI HaAJIekKAIICH MPaKTUKA
dhapmakonaazopa Coro3a, yrBepxkaaecMbiM Komuccuent.".

73. B nmynkte 162 cinoBa "oTmyck KOTOPOTO 3ampenieH" 3aMeHUTh CII0BaMu ''peanu3aius
KOTOpOTo 3amnpeiieHa".

74. Ilyukt 164 nocne cioB "cpoka UX TOAHOCTH" IOMOJHUTH CIOBaMHU "(CpOKa XpaHEHUs )

75. B mynkTtax 165 u 186 nocie cnoB "cpoka rogHOCTH" AOMOJHUTH ciioBaMu "(Cpoka
XpaHeHus)".
76. HammenoBanune pasaena XIII n3n0xuTe B perakuun:



"XIII. TIpoueaypa npuBEeACHUS PETUCTPALIMOHHOIO 10ChE JIEKAPCTBEHHOrO Ipernapara,
3apEeTUCTPUPOBAHHOTO IO MPaBUIaM T'OCYy/IapCTBa-4ieHa, B COOTBETCTBUE ¢ TPEOOBAHUSIMHU
Coroza".

77. B mynkre 170 cnoBa "no BcrymieHus B cwiny CoryameHusi Wik N0 HalluOHATbHBIM
TpedoBanusaM 10 31 nexadps 2020 r." UCKITIOUNTS.

78. B nynkte 171:

a) ab3all BTOpOH Moclie CIOB "3asBUTENb MPEACTABISICT" JOMOIHUTH CIOBaMU "B
YIOJIHOMOYEHHBIN OpraH (3KCIEePTHYIO OpraHu3aInio) pedepeHTHoro rocyaapcraa”

0) TOMOJIHUTH a03alleM CJICIYIONIETO CONCPKAHMUS:

"B cooTBeTcTBUU ¢ TpeOOBAHUAMH 3aKOHOIATEIHCTBA TOCYJapPCTBA-UJICHA MPEICTABIICHUE
JTOKYMEHTOB, yKa3aHHBIX B a03allax MepBOM M BTOPOM HACTOSIIETO ITYHKTa, MOXKET
OCYHIIECTBIATHCS C HUCMOJH30BAHUEM DJICKTPOHHOTO JOKyMeHTooOopoTa 0e3
JOTIOJIHUTEIBHOTO TPEJCTABICHUS COOTBETCTBYIOIIUX JOKYMEHTOB M CBEJICHHMI Ha
OyMa)XHOM HOCUTEJIe, MOJMUCAHHBIX U (WUJIU) 3aBEPEHHBIX JJIEKTPOHHON MOIMUCHIO
3asIBUTEIS, B CIIy4asiX, MPeayCMOTPEHHbIX HacTosuumu [IpaBunamu.".

79. IlynkT 172 nonoaHuTh ad3ameM Claeayroero coaepKaHus:

"ITo okOHYaHUU TPOLEAYPHl TPUBEACHUS PETUCTPALIMOHHOTO JOCHE B COOTBETCTBUE C
TpedoBanusiMu Coro3a B peepeHTHOM TOCYJIapCTBE JOIMYCKAeTCS BHECEHHUE 3asBUTEIIEM
W3MEHEHUH IO MPOIEaype B COOTBETCTBUU C mpujoxeHusmMu Ne 19 u 20 x HaAcCTOSIUM
[IpaBunaM A0 HMHUIMUPOBAHUS MPOUEAYPHl B3aUMHOIO IMpHU3HAHHUS B TocynapctBe (
rocyJlapcTBax) Mpu3HaHus (10 MOJa4M COOTBETCTBYIOIIETO 3asBJICHUSI B YIIOJTHOMOYECHHBII
oprat (9KCHEpTHYIO OpraHu3aIlfio) TOCYy1apCTB MpU3HaHUs).".

80. B mynkte 173 cinoa "100 xanenaapHbix aHeil" 3aMeHuTh cioBamu 70 pabouux aHei

81. B mynkre 174:
a) B MPEJJI0KEHUU TIEpBOM cjioBa "o BcTymieHus B cuiy CornameHus wid ao 31
nekabps 2020 r." UCKITIOYNTD;
0) JOTMOTHUTH ab3aIiaMu CJIETYIONIETO CONCPKAHUS:

"JlomyckaeTcsi BHECEHHUE U3MEHEHHMM B PETUCTPAIIMOHHOE JI0ChE 3apPETHUCTPUPOBAHHOTO
JIEKapCTBEHHOI0 Mpenapara B pe(hepeHTHOM TOCYJapCTBE B COOTBETCTBUU C MPUIOKEHUSIMHU
No 19 u 20 x Hactosmum [IpaBunamM 10 THUITUUPOBAHKS TTPOIICAYPHI B3AMMHOTO MIPU3HAHUS B
rocyJiapcTae (rocy1apcTBax) Mpu3HaHUsI.

JlonyckaeTcs 0JJHOBPEMEHHOE MHULIMUPOBAHUE MPOIEAYPbl B3aUMHOTO MPHU3HAHUS B
HECKOJIBKHX TOCYJapCTBax MpU3HaHUs.".

82. A0G3arpl IepBhIN — IMATHIN MTyHKTa 175 U37I0KUTH B CISAYIOMSH PeAaKIINM:
"175. Jlnsa mpuBeIeHUs PErUCTPAIMOHHOTO J0Che JICKAPCTBEHHOIr'O Mpernapara B
cooTBeTCTBUE C TpeOoBanmsiMu Coro3a W TMPOJOJDKCHHS OOpaIieHus JeKapCTBEHHOTO



rpernapaTta Ha TEPPUTOPUSIX TOCYAAPCTB-WICHOB, B KOTOPBIX OH 3apETrUCTPUPOBAH, 3asIBUTEIIb
MOJAET B YIOJHOMOYEHHBIN OpraH (3KCIEPTHYIO OpraHu3alinio) pepepeHTHOTO roCcy/1apCcTBa,
B KOTOPOM 3apeTUCTPUPOBAH JIEKAPCTBEHHBIN Ipenapar:

3asBJICHHE Ha OyMaXHOM HOCHTEJI€ WJIM B BHJAE JJIEKTPOHHOTO JIOKYMEHTA,
MOJMUCAHHOTO 3JICKTPOHHOW MOJAMUCHIO, O YCTAHOBICHHON (hOpME B COOTBETCTBUM C
npunoxenuem Ne 2 k HacTosituMm [IpaBunam;

JOKYMEHTBI, MOATBEPXkKIAIOIIKe OmiaTty cOopa (NMOUIJIUHBI) 3a MPUBEICHUE B
coOTBeTCTBHE ¢ TpeOoBaHusAMHU Cor03a B CiIydae U MOPSIKE, YCTAHOBICHHBIX B COOTBETCTBUHU
C 3aKOHOJIaTeJILCTBOM TOCYJAapCTB MpPU3HAHUS, Ha OyMa)XHOM HOCHUTEJIE WIU B BUJE
ANEKTPOHHOTO JJOKYMEHTA;

MOAyJH 1 — 3 perucTpalioOHHOrO J0ChE JICKAPCTBEHHOIO Mpenapara Ha DJIEKTPOHHOM
HOCHUTENE U (WJIM) B BUJI€ JIEKTPOHHBIX TOKYMEHTOB B COOTBETCTBUU C MpuiioxeHussMu No 1
— 5 k HactosmM [IpaBunam.

B coorBercTBUM ¢ TpeOOBaHUSIMU 3aKOHOJATEIbCTBA TOCYyJapcTBa-dyjcHa
IpPEe0CTaBIICHUE JIOKYMEHTOB, yKa3aHHBIX B ab3amax BTOPOM — YETBEPTOM HACTOSIIETO
MYHKTa, MOKET OCYIIECTBISATHCS C UCMOJb30BAHUEM DJIEKTPOHHOTO JOKYMEHTO000poTa 6€3
JOMOJHUTENBHOTO MPEACTABICHUSI COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUW Ha
OyMa)XHOM HOCHUTEJIe, MOJMUCAHHBIX U (WJIU) 3aBEPEHHBIX JJICKTPOHHOW MOIMUCKIO
3asIBUTEJIS.

Bce numeronuecs nfaHHble TOKIMHUYECKUX U KIIMHUYECKUX UCCIIEIOBAHUM, BBITTOJIHEHHBIX
10 BCcTymuieHust B cuity CornamieHusi B COOTBETCTBUU C MyHKTOM 36 Hactosimux [IpaBun
MPEJCTABIAIOTCS B MOJYJIAX 4 — 5 PErucTpalioOHHOrO JOChE JICKAPCTBEHHOTO IMpenapara B
BHUJIE COOTBETCTBYIOIIMX OTYETOB 0€3 0053aTEILHOr0 WX IMPHUBEICHUS B COOTBETCTBUE C
tpeboBanusiMu Coro3a K O(GOPMIICHHIO OTYETOB O JOKJIMHUYECKHUX (HEKIMHHUYECKUX)
HCCIEIOBAHUSIX U KIMHUYECKUX MCCIIENOBAHUAX (MCIBITAHUSIX) JIEKAPCTBEHHOTO Tpemnapara.”

83. B mynkre 176:
a) B ab3a1ie mepBoM:
cioBa "14 pabGouux aHei" 3ameHuTh ciaoBamu "10 paboumx nHei", cimoBa "90
KaJICHIApHBIX AHEN" 3aMeHUTh cioBamu "90 pabouux qHen";

0) JOMOTHUTH ab3aliaMu CJIEIYIOIEro CONePKAHUS:

"3anpoc ynoJHOMOYEHHOTO OpraHa (3KCIEepPTHON OpraHu3allun) 3asBUTENIO JOJKEH ObITh
nepeaad B AJIEKTPOHHOU (popMme Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBSI3M M CUUTAETCS
MOJYYEHHBIM 110 UCTEYEHUH | KaJe€HIapHOTO AHS C J1aThl €r0 HAMPABJICHHUS.

OreHka OTBETa 3asBUTENST OCYIIECTBIISIETCS B CPOK, HE MPEBBIMIAIONINN 5 pabounx JHEH C
JaThl OJyYEHUsI OTBETA 3asSBUTEIS.

DKcnepTr3a, yKa3aHHas B HACTOSALLEM ITyHKTE, IPOBOJUTCS B CPOK, HE MPEBbIIAIONIUN 45
pabouux JHEW ¢ JaThl MPOBEICHUS OLEHKHU IMOJTHOTHI, KOMIUIEKTHOCTH W MPaBHIHHOCTH
ohopMIICHUSI TOKYMEHTOB, MPEACTABJICHHBIX B PETrUCTPAIMOHHOM JOChE, WU C JaThbl



MOJYyYEHUs] SKCIEPTHOM OpraHU3alMedl COOTBETCTBYIOLIETO 3aJaHUS Ha MPOBEICHHUE
DKCHEPTU3HL.".

84. B a63are BTopom nyHkTa 177 cioBa "90 xaneHaapHbIX AHEH" 3aMeHUTH ciioBamu "90
pabouux gHen".

85. B mynkre 180:

a) B a03a1ie MepBOM IOCJE CJIOB "B COOTBETCTBUE C TpeboBanusMu Coro3a," TOMOTHUTD
cioBamMu "B CpOK, He mpeBblmaromuii 10 paboyux AHEH ¢ AaThl NOJYy4YEHHUS SKCIEPTHOTO
oTYeTa I10 OICHKE,";

0) B a03alie TpeTbeM CJIOBA "M BBO3 JIEKAPCTBEHHOTO Mpenapara” 3aMeHUTh ciaoBaMu
JIEKapCTBEHHOTIO Mpernapara B rocyAapCcTBa-wieHaX U TPETbUX CTpaHax';

B) a03all YeTBEPTHIA U3JI0KUTH B CICAYIOIICH peIaKIIUU:

"JlonmyckaroTcsl BBO3, OJIHOBPEMEHHAsI pealn3alus U MEAUIUHCKOE MPUMEHEHUE
JIEKapCTBEHHBIX MpEenapaToB, yKa3aHHbIX B a03alle TPEeTbeM HACTOSIIEro IMYyHKTa, 10
OKOHYaHUSI CpOKa MX TOJHOCTH (CpOKa XpaHEHUs), COOTBETCTBYIOIIUX JTOKYMEHTAM U
CBEJICHUSAM PETUCTPAIMOHHOTO JIOChE, YTBEPKIECHHOTO B COOTBETCTBUH C
3aKOHOJIaT€IbCTBOM TOCYJAapCTB-WICHOB, U PErUCTPALIMOHHOTO J0ChE, MPUBEICHHOTO B
cooTBeTCTBHE ¢ TpeboBanmsmu Coroza.".

86. ITyHkT 182 M3II0XKUTH B CIECAYIONIEH PEIAKIIAN:

"182. B pamkax mporieaypsl pUBEICHUS B COOTBETCTBUE ¢ TpeboBaHusiMu Coro3a s
NOCJIEYIOUIEH PEruCTpaliy 10 MPOLEype B3aUMHOTO MPU3HAHUS B TOCYAapCTBE-YJICHE, B
KOTOPOM JIaHHBIA JIEKAPCTBEHHBIM Mpernapar He ObUI 3aperuCTPUPOBAH WIM MOJAH Ha
PETUCTPALIMIO B COOTBETCTBUU C 3aKOHOJIATEIHCTBOM IOCYJapCTBa-ujIeHa, 3asiBUTEb MTOAAET
B YIIOJTHOMOUYEHHBINW OpTaH (SKCIEPTHYIO OpraHu3alnio) peepeHTHOrO rocy/1apcTBa:

3asBJieHHEe HAa OyMa)KHOM HOCHUTEJI€ WJIHM B BHUJAE JJIEKTPOHHOTO JOKYMEHTA,
MOJMUCAHHOTO JJICKTPOHHOM MOJMUCHIO, TIO YCTAaHOBJIEHHOW (hOpME B COOTBETCTBUM C
npuioxxenreM Ne 2 k HactosiuM [IpaBunam;

JOKYMEHTBI, TOATBEPXKIAlolKe oriaty cOopa (MOUIJIUHBI) 3a MPUBEICHUE B
cooTBeTCTBHE ¢ TpeboBanmsiMu Coro3a B Ciydae M MOPSIKe, yCTAHOBIEHHBIX B COOTBETCTBUN
C 3aKOHOJIaTeJIbCTBOM TOCYJIapCTB MpU3HAHMSA, HAa OyMa)XHOM HOCHUTENEe WJIM B BHJE
AIEKTPOHHOTO JJOKYMEHTA,

MOIyJIH 1 — 5 perucTpalMOHHOrO 10Ch€ B COOTBETCTBUU C MpHiIoKeHUsIMU Ne 1 — 5 k
HactosamuM [IpaBuiiam B ciiydyae JajdbHEUINEro OCYIIECTBICHUS PETUCTPALIMK IO TIPOIIEAYpe
B3aMHOI'0 NPU3HAHHUS B TOCYJapCTBax-4j€HaX, B KOTOPBIX JaHHBIA JIE€KApCTBEHHBIN
npenapaT He ObLI 3aperHMCTPUPOBAH WIIM TMOJAH HA PETUCTPALMI0O B COOTBETCTBUU C
3aKOHOAATEIHCTBOM I'OCY/1apCTBA-UJIEHA.

B cooTBeTcTBUH € TpeOOBaHUAMHU 3aKOHOJATEIHCTBA TOCYJapCTBa-ujieHa
MpEOCTaBICHNE JOKYMEHTOB, YKa3aHHBIX B a03alax BTOPOM — YETBEPTOM HACTOSIIETO
MYHKTa, MOXET OCYIIECTBISATHCS C UCIOIb30BAHUEM BJIEKTPOHHOTO JOKyMEHTO000O0poTa 0e3
JOTIOJIHUTEILHOTO MPEJCTABICHUS COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHUU Ha



OyMa)KHOM HOCHUTEJE, TMOJIMUCAHHBIX U (WIM) 3aBEPEHHBIX JJIEKTPOHHOW MOAIMUCHIO
3asIBUTEIISL.

Bce uMmeroniuecs: TaHHbIe TOKJIMHUYECKUX U KIMHUYECKUX UCCIIEIOBAHUM, BBITTOJIHEHHBIX
B COOTBETCTBUU C 3aKOHOJIATEIHCTBOM T'OCYIaPCTB-YWICHOB, MPEACTABISIIOTCS B COOTBETCTBUU
¢ Hactosimumu [IpaBunamu B Moayisix 4 — 5 perucTpallMOHHOTO JIOChE B BUJIE UMEIOIIUXCS
OT4ETOB, 0€3 0053aTEeNbHOTO WX NPHUBEACHUS B COOTBETCTBHE C TPEOOBAHUSIMH K
O(pOPMIIEHHIO TEKCTOB OTYETOB O JOKIMHUYECKUX (HEKIMHUYECKHX) HCCIEIOBAHUSAX H
KIIMHUYECKUX HUCCIIEIOBAHUAX (MCIIBITAHUSAX ), TPEAYCMOTPEHHBIMY NTPaBUIIAMH HaJIEKAILIEH
1a00paTOPHOM MPAKTUKKU W HaJIeKaIlleld KIMHUYECKOW MPAaKTUKHU, a Takxke ¢ [IpaBunamu
MPOBENCHUS HUCCIEAOBAaHUN OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IMPENapaTos.
['ocynapcTBo-uiieH, B KOTOPO€ MOJAHO PETUCTPALMOHHOE JIOChE JIJIsi MPUBEACHUSI €r0 B
cooTBeTcTBHE ¢ TpeOoBanusamu (Cor03a, BBICTYNaeT B JAHHOM Cllydae B KadecCTBE
pedepeHTHOro rocyaapcTna.".

87. B mynkre 183 cnoBa "no Bctymienus Cornamenus B cuity wid 10 31 nexadps 2020 r.
" 3aMEHUTH CIOBaMH "WJIM MOJAH HA PETUCTPALUIO B COOTBETCTBUM C 3aKOHOIATEIbCTBOM
rocyJapcraa-uieHa'.

88. B nmpunoxxenuu Ne 1 k ykazanueim [IpaBuiiam:

a) pazzen | mocie HaMMEHOBaHUS JOMOJIHUTH a03alleM CIIETYIOIIET0 COIEP KaHUS:

"[IpencraBieHue perucTpPalMOHHOTO JOChE MOXKET OCYIIECTBISTHCSA B DJIEKTPOHHOM BU/IE
, 0€3 JOMOJHUTEIBLHOIO MPEICTABICHHUSI COOTBETCTBYIOIIUX JOKYMEHTOB U CBEJCHUN Ha
OyMaxHOM Hocutedne.";

0) myHKT 1.2.1 U370XKUTH B CIAEAYIONIEH peAaKIINM:

"1.2.1. 3adBiIeHHE HA PETUCTPALIMIO JIEKAPCTBEHHOr0 Ipenapara (Ha OyMa)KHOM HOCHUTEIIE
WM B BUJE DJIEKTPOHHOTO JOKYMEHTa, co3maHHOro B dopmarax *.doc,*.docx u *.pdf u
MOAMKUCAHHOTO 3JIEKTPOHHOMN MOANKCHIO) 3aMOIHAETCS MO (POpME COTJIACHO MPUIIOKEHUIO No
2 x HacTosmuM [IpaBunam.";

B) B nmyHkTe 1.3.1 cnoBa "JlexkapCTBEHHBIX MpenapaToB W oOIIed XapaKTEPUCTUKHU
JIEKapCTBEHHBIX IpenaparoB” 3aMeHUTHh CIOBaMM 'JIEKApCTBEHHOrO Mpemnapara U oOlen
XapaKTEPUCTHUKU JIEKAPCTBEHHOTO Ipemnapara'’;

r) B nyHkTe 1.5.2 cioBa "(HOTapuajabHO 3aBEpPEHHAs KOMUS MUChMA C MOIMUCHIO
YIOJHOMOYEHHOTO JIMIIA TI0 Ka4eCTBY C MEPEBOAOM)" 3aMEHUTH CJIOBaMH "(KOTHS MUChMa C
MOAMKUCHIO YIIOJHOMOYEHHOIO JIMIIA M0 Ka4eCTBY C MEPEBOJIOM, 3aBEpEHHAss HOTAPUAIBLHO
UM DJIEKTPOHHON 1HMGPOBOM TOANUCHI0O JAepxkarelss wMacTep-(daiina axKTHUBHOU
(hapMalieBTHYECKOM cyOcTaHIIMM)";

1) B myHKTe 1.6.3:

mocje CJIOB "Mmocjae MHCIEKIUHU (MpU HaJW4duK) U'" JMOMOJHUTH CJIOBaMHU "B Clydasx
peaycMOTpeHHbIX TyHKTOM 30 HacTosimux [Ipasun,";

cioBa "(manpumep, EudraGMP) (npu Hanuuum)" 3amMeHUTH clioBaMH '"(Hampumep,
EudraGMP)";



e) B myHkTe 1.6.10 crnoBa "(ecnu mpuMEHUMO)" 3aMEHUTH CJIIOBaMH "B COOTBETCTBUHU C
nyHKToM 30 Hacrosmux I[TpaBun'";

k) B myHkTe 1.10.3 npenjokeHne BTOPOe UCKIIOUNTD;

3) NOAMYHKT "x" MyHKTa 3.2 U3JI0XKUTH B CIIEAYIOLIEH pelaKIiu:

") eciu akTHBHas (apMalieBTU4YecKasi CyOCTaHIMs U (MJIM) BCIIOMOTaTeIbHOE BEIIECTBO
M UCXOJHBIA MaTepHuas omnucaHbl B MoHOoTrpaduu EBpomneiickoil dapmakorneu, 3asBUTETb
MOKET MPEICTAaBUTh cepTU(HUKAT COOTBETCTBUS MOHOrpaduu EBponeiickoii (hapmakornen B
COOTBETCTBYIOIIEM IMYyHKTE JAaHHOTO MOyJis. [Ipu3HaHo, yTto cepTudUKAThl COOTBETCTBUS
MoHorpaduu EBpomneiickoil (dapMakonen 3aMEHSIOT CYIIECTBEHHbIC JaHHbBIE B
COOTBETCTBYIOIIMX pa3jeliaX, YKa3aHHbIX B JaHHOM MojayJie. Eciaum akTuBHas
(dapmaneBTUYECKast CyOCTaHIIMs UMEET JACUCTBYIONIEE PErUCTPALIMOHHOE YI0CTOBEPEHUE WIIH
BKJIFOYEHA B COOTBETCTBYIOIIUIN TOCYAapCTBEHHBIM pPEeCTp B COOTBETCTBUU C TpeOOBaHHEM
3aKOHOAATENBCTBA TOCYAAapPCTBA-YICHA, 3asIBUTEIIb BIIPABE 3AMEHUTH CYILIECTBEHHBIC TAHHbBIC
B COOTBETCTBYIOUIMX pa3eiax, YKa3aHHbIX B JAHHOM MOJYJIE, IPU PErUCTpauuu U (HJIN)
NPUBEJEHUN PETUCTPALIMOHHOTO JIOChE B COOTBETCTBUE C TpeOoBaHusiMHu Coro3a B IEAX
oOpanieHusi TOJbKO Ha TEPPUTOPUHU 3TOr0 rocylapcTBa-uieHa. [IpousBoauTenb akKTUBHOMN
(dapManeBTUUECKON CyOCTAaHIIMHM JIOJKEH NHUChbMEHHO MOATBEPIUTH 3asBUTEIIO, YTO
MPOU3BOJICTBEHHBIN MpPOILECC HE M3MEHSUICS C JaThl BbIAAYM CEepTU(HUKATA COOTBETCTBHUS
moHorpaduu EBpomeiickoii (apmakornen Wi BKIIOYEHUS B COOTBETCTBYIOUIUNA PEECTP
rocyaapcTBa-4yjeHa;";

1) nyHKT 3.2.R.1 UCKIIIOUHTB;

K) MyHKT 3.2.R.2 U3JI0KUTH B CIEAYIONICH pelaKIu:

"3.2.R.2. Iliian Banuaanuu npouecca Ipou3BOJACTBA.

HeoOxonumo mpeacTaBuUTh IJIaH BaJWJAIlMM Mpollecca MPOU3BOACTBa (TpHU
TPaJAMIIMOHHON BaJIUJIALIMN) WJIHM TJIaH HENMPEPhIBHOM Bepu(dUKaAIMU Mpoliecca IPOU3BOICTBA
(Ipu paclIMPEHHOM MOJXO0/I€ K BaIUAallMU MPoIecca MPOU3BOJICTBA).";

1) nyHkThI 3.2.R.3 — 3.2.R.5 uckiatounts;

M) moapazzaen 11 paznena Il U310KUTH B CIeAYIONIEH pelaKIUU:

"11. PeructpanimoHHOE 10ChE AJIs1 3asIBIICHUI
Ha PETUCTPALUIO B UCKIIFOUUTEIBHBIX CIyYasx

PerucrpanmonHoe y1ocToBepeHHE JTEKapCTBEHHOTO MpenapaTa BbIIAETCS IPU YCIOBUU
BBITIOJIHEHUSI OCOOBIX 00sI3aTEILCTB B Clydae, €CIU 3asBUTENb MOXET MOATBEPIUTH (
000CHOBaTh), YTO HEBO3MOXKHO MPEIOCTAaBUTH MOJIHBIE JaHHBIE 00 3(G(HEKTUBHOCTH U
0€30IaCHOCTH JIEKAPCTBEHHOT'O Mpernapara Mpu OOBIYHBIX YCIOBHUSIX €ro MPUMEHEHUs IO
OIHOU U3 CICAYIONIUX TPUYNH:

MOKa3aHUsl K NMPUMEHEHHIO, TI0 KOTOPBIM IPEAIaracTcsl NPUMEHATh JIEKAPCTBEHHbBIN
npernapar, BCTPEYaloTCsl HACTOJIBKO PEAKO, YTO 3aABUTEIh 0OOCHOBAHHO HE MOXET OKUIATh
MOJIy4EeHHS] BCECTOPOHHETO TOJITBEPKACHUS JJOKA3aTeNbCTB 3PHEKTUBHOCTH U O€301aCHOCTH
JIEKapCTBEHHOT'O IIpenapara;



IpU TEKYIIEM COCTOSHUM HAYYHBIX 3HAHUM HE MOXKET OBbITh MpenocTaBlieHa
ucuepnsiBaromas uHpopmanuss o0 3h(PEeKTUBHOCTH WM OE30MACHOCTU JIEKAPCTBEHHOTO
npenapara;

nonydeHue uHdopMauu o0 3PHEKTUBHOCTH WK 0€30MaCHOCTH JIEKAPCTBEHHOTO
npemnapata O0y1eT IPOTHBOPEUYUTH OOUICTIPUHATHIM MPUHIUIIAM METUITMHCKON STHKH.

VYkazaHnHble 0053aTeNIbCTBA BKIIIOYAIOT B ce0s1 Clienyrolee:

3asIBUTEIb JIOJDKEH 3aBEPIIUTh B CPOK, YCTAHOBJIEHHBINH YIMOJIHOMOYEHHBIM OPraHOM
pedepeHTHOro rocy1apcTBa-4ieHa, ONPEIEICHHYIO MPOrpaMMy HUCCIIEI0BaHUM 0€3011aCHOCTH
uiu 3(QPEeKTUBHOCTH, pe3yJIbTaThl KOTOPOW MO3BOJSAIOT MPOBECTH MOBTOPHYIO OLEHKY
COOTHOIIEHHUS "MO0Ib3a — PUCK";

JUIsl pacCMaTPUBAEMOI0 JIEKAPCTBEHHOrO Ipernapara J10KHa ObITh yCTaHOBJIEHA
KaTeropusi OTIycKa "pelenTypHble npenaparsl’ U NPUMEHEHUE B ONPEECICHHBIX CIIydasx
TOJBKO TOJ CTPOTUM MEIUIIMHCKUM HaOItoJeHueM, (Hampumep, B CTallMOHAape), a s
paguodapMalleBTUYECKUX MpenapaToB — NPUMEHEHHE M0J HaOJIOAEHUEM HMMEIOLIETO
COOTBETCTBYIOIIIEE Pa3pEIICHUE JINIIA;

oO11as XapakTepuCTHUKa JEKapCTBEHHOTO Mpenapara, HHCTPYKIHUS M0 MEIUIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO Ipemnapara (JMCTOK-BKJIAJbINI), PETUCTPALMOHHOE
YAOCTOBEpPEHUE U J00asi MeauUMHCKas MHGopMaIus JOJKHBI COAEPKATh MPUBIIEKAIOLLYIO
BHUMaHUE MOJIb30BaTENs HHPOPMAIIUIO O TOM, YTO MMEIOIIUECS JaHHbIE O JEKapCTBEHHOM
npenapare SBJISIOTCA HEIOCTATOYHBIMU B YAaCTH MOATBEPKACHUS ONPEIEICHHBIX aCIIEKTOB
6e3omacHoctu win d3pPekTUBHOCTH.";

H) TIpeAJIOKEHHE MepBoe ab3aira naToro myHkra 12.1.1 mocnie cinoB "rocyaapcrBa-aieHa"
JOTIOJHUTH CJIOBaMH '"Ha OyMa)KHOM HOCHUTEJIE WIIM B BUJIE€ 3JIEKTPOHHOIO TOKyMEHTA";

0) B noapaszaene 16 paznena III cnoBa "(peructpanmoHHoe 10cbe AJisl 3asiBIICHUN Ha
PETHCTPALIUIO C YCTAHOBJICHUEM MOCTPErUCTPALMOHHBIX Mep (perucTpaius Ha yCIoBusx))"
3aMEHUTH CJIOBaMH "(perucTpaiusi B UCKIIOUYNTEIbHbBIX CIIy4asx);

) NyHKT 17.2.2 10MOJHUTB a03aliaMu CIEIYIOIEro COAePKaAHUS:

"BBICOKOTEXHOJIOTMYECKUI JIEKAPCTBEHHBIN Mpenapar, CoAepKallfil Kak ayTOJIOTHYHBIE (
IPOUCXOJAIIME OT CaMOro MalMeHTa), TaK U aJUIOTeHHbIE (MOCTYMAIOIINE OT JIPYroro
YeJI0BEeKa) KJIETKU WIM TKaHW, JOJDKEH pacCMaTpUBAThCs Kak JICKAPCTBEHHBIM Ipemnapar,
peAHa3HAYECHHBIN JIJ1s1 aJUIOTEHHOTO PUMEHEHUS.

BBICOKOTEXHOJIOTMUECKUH JIEKapCTBEHHBIN MpernapaT, KOTOPBbIM MOXET MOANaaaTh M0
OIpeJeIEHUE MpenapaTa TKaHEBOM MHKEHEPUHU U ONPeIeJICHUE JIEKapCTBEHHOrO Ipernapara
Ha OCHOBE COMAaTUYECKUX KJIETOK, JOJDKEH pacCMaTpUBAThCS B KAUECTBE Mpernapara TKAaHEBOU
WHXEHEPUHU.

BBICOKOTEXHOJIOTMYECKUH JIEKAPCTBEHHBIN IpenapaT, KOTOPbIM MOYKET MOANAAaTh MO
ONpeAeIeHNE JIEKAPCTBEHHOI0 IIpenapara Ha OCHOBE COMAaTHYECKUX KIETOK WM



OIIPENEIICHUE TIpenapara TKaHEBOW MHKEHEPUHU U I'€HOTEPANeBTUYECKOrO JIEKaPCTBEHHOIO
[pernapara, JI0KEH PacCMaTPUBATHCS B KaUYECTBE NEHOTEPANIEBTUYECKOrO JIEKAPCTBEHHOIO
npenapara.".

89. B npunoxenuu Ne 2 k yka3anHbM [IpaBuiiam:

a) B paznene I:

JOTIOJIHUTE (POPMOI1 CIEAYIOLIETO COAEPKAHUS:

n

[]

JIEKAPCTBEHHbIN IPENAPAT, ITOJABAEMBIN
HA PETUCTPALIMIO B COOTBETCTBUU C PA3/IEJIOM VII
[MPABWJI PETUCTPALMU 1 SKCIIEPTU3LI JJEKAPCTBEHHbBIX CPEJCTB AJIA
MEJUINWHCKOI'O IPUMEHEHU A

Ecnu nexapcTBeHHBIN MTpenapaT MOaeTCsl Ha PETUCTPALIMIO B COOTBETCTBUU C Pa3eiioM
VII IlpaBun perucrpanuym M DKCIEPTU3bI JIEKAPCTBEHHBIX CPEIACTB JUISI MEIMIMHCKOIO
NpUMEHEHUs, yTBepKaeHHbIX Pemennem Cosera EBpa3uiickoii 5KOHOMUYECKON KOMHUCCHUU
ot 3 Hos0ps 2016 r. Ne 78 (manee — IlpaBuiia) HeoOXOAMMO yKa3aThb THI MPOLETYPHI, B
COOTBETCTBHMHM C KOTOPOI OH MOJAETCS HA PETUCTPALHMIO.

peructparg

us
peructpar
JIEKapCTBEH

u s
yCJIOBHAs YCKOpEHHa HOTO
JIEKapCTBEH
erucTpan A npenapara
HOTO p p penap
0 s JKCIIePTH3A c
[ npemapara [] [ P
JIeKapCTBEH JIeKapCTBEH yCTaHOBIIE
B
HOTO HOTO HHUEM
UCKITIOYHTE
npernapara mpenapara JOTIOJTHHTE
JBbHBIX
JIBHBIX
cITyyasix
TpeboBaHU

CA LN

i";

HauMEHOBAaHME TMoApa3zeia 4 TONOIHUTh clloBaMu "(IIOAA0TCS Ha OyMaXKHOM HOCHUTEIEe
UIM B BUJE DJIEKTPOHHBIX JIOKYMEHTOB, MOJNUCAHHBIX (3aBEPEHHBIX) 3JIEKTPOHHOU
MOIHUCHIO)";

IYHKT 4.2 TOIOJIHUTH CJIIOBaMU ", WM KONUS MEPEYHS, YKa3aHHOrO B MyHKTe 6 [IpaBni,
coJieprKaIliero HH(HOpPMaIHIO O COOTBETCTBYIOIEM opdaHHOM 3a00sieBaHun";

0) B pazzaene II:

nojpaszaesn 2 JOMOJIHUTE (OPMOI CIEAYIOLIETO COACPKAHUS:

"

[]

JIEKAPCTBEHHBIU ITPEITAPAT, IIOJJABABILNMICS
HA PETUCTPALIMIO B COOTBETCTBUM
C PA3JIEJIOM VII [TPABUJI



Ecnu nexapcTBeHHBIN Ipenapar MOJaeTcsl Ha MEPEPEerucTpanuo B COOTBETCTBUU C
paznenom VII [IpaBui, He0OX0AUMO yKa3aTh TUII MPOLEAYPHI, B COOTBETCTBUU C KOTOPOM OH
OBLJT 3aPETUCTPUPOBAH:

perucTpanus
yCcIOBHas
JI€KapCTBEHHOTO
peructpanus "
mpemnapara B ;
JIEKapCTBEHHOTO
UCKITIOUUTEIbHBIX
npemnapara

cIy4asx

HaxnagpiBanuch JIM peryJISITOPHBIM OPraHOM MPHU PETUCTPALUM JIEKAPCTBEHHOTO
npenapara ocoOble 00s13aTehCTBA WM TTOCTPETUCTPAITMOHHBIE MEPHI B KaUE€CTBE yCIIOBHUMA

perucrpanuu’?

[]

Ja

[]

HCT

Oco0Oble 00g3aTenbpCTBA WIH IMOCTPETUCTPATMOHHBIC MCPBI B Ka4C€CTBC YCHOBHﬁ
perucTpanuu.
CpoKH BHITIOTHCHUS
00s13aTENBCTB |
OrpaHuvyeHus
O06s3aTenbpCcTBa HaJIOKEHHBIX
NpUMCHCHUS .
JepKaTes orpannyeHuii mns  CTaTyc BBITOJHCHHS
JIEKapCTBEHHOTO
npemapara PETHCTPAIIMOHHOTO  JepKaTems 0053aTeNbCTB
p ’ YIOCTOBEPCHUS, PETHCTPAIIMOHHOTO  JepXKaTeleM "
YCTaHOBJICHHBIE B
MO AJIe KaIHe YIOCTOBEPECHHUS, PETHCTPAIIIOHHOTO
XO0Jle PpEerucTpaluu
BBIMIOJTHEHUI0O B  YCTaHOBJICHHBIC TIPH YIOCTOBEPCHUS

JE€KapCTBEHHOT O
paMKax perncTpanuy peTUucTpanuu
npenapara
JIEKapCTBEHHOTO
npenapara

HaMMEHOBaHUE Mo/pa3jena 5 AOMOJHUTH cioBaMu "(MOJar0TCsi HA OYMaKHOM HOCHUTENE
WA B BHUJE JJEKTPOHHBIX JOKYMEHTOB, MOANUCAHHBIX (3aBEPEHHBIX) 3JIEKTPOHHOMN
MOJNHUCHI0)";

B) HaMMEHOBaHUE Tojpaszena 5 paszaena III momomHuTths cimoBamu "(mojgaroTcs Ha
OYMa)KHOM HOCHUTEJIE WM B BUJE JEKTPOHHBIX JOKYMEHTOB, MOJAMUCAHHBIX (3aBEPEHHBIX )
AIEKTPOHHOMN MOAMUCHIO)".

90. B pa3zgene I npunoxenust Ne 4 k ykazanueiM [IpaBuiam:

a) B mo3unuu 1.5.2 cinoBa "(HOoTapuaidbHO 3aBEpEHHAs KOMUS MUChMAa C MOJAMUCHIO
YIIOJTHOMOYEHHOTO JIUIIA 110 KAYECTBY C MEPEBOJAOM)" 3aMEHUTH clIoBamMu "(KOMUSI MUCbMa C
MOJIKUCHIO YIIOJHOMOYEHHOTO JIMIIA TI0 KaYeCTBY C MEPEBOJOM, 3aBEpEHHAss HOTapUaIbHO
WU DJIEKTPOHHOW 1HMPOBOM TOANUCHI0O JAepxkaTelnss wMacTep-(daiiaa axKTHBHOU
(hapMalieBTHUYECKOM cyOcTaHIIMM)";

0) B mo3unuu 1.6.10 cimoBa "(eciu mpuMeHHMO)" 3aMEHHUTH CIIOBAaMH "B COOTBETCTBHH C
nyHkToM 30 Hactosmux [IpaBun";

B) mo3unuio 3.2.R.1 UCKITIOUHTE;

r) no3unuio 3.2.R.2 U3n0XKuUTh B CIAEAYIONICH PeAaKIUuu:

"3.2.R.2. [linan Banmumanuu npoiecca mpou3BoACTBa".



e) no3uiuu 3.2.R.3, 3.2.R .4, 3.2.R.5 UCKJIIOUNTB;

) TPEIJIOKEHUE TPEThE MPUMEUaHUs U3JI0KUTh B clieaytomen peaakuu: "Jlomyckaercs
MpeCTaBlIeHHe JOKyMeHTa pazzaena 1.6.3 moayns 1, a Takxke JOKyMEHTOB MoAyJiel 3 — 5 Ha
aHTJIMICKOM S3bIKE C 00s13aTE€NbHBIM MEPEBOJIOM HAa PYCCKHUHM SI3bIK CIEIYIOLIMX Pa3/esioB
MOJyJIsl 3: onKcaHue MPOU3BOACTBEHHOrO Ipoiiecca U ero KoHTpous (3.2.S.2.2), KOHTPOJb
KPUTUYECKUX CTaJud W TPOMEXyTouHOUW mpoaykiuu (3.2.5.2.4), Bamugamnus
MPOM3BOJICTBEHHOTO Tiporiecca u (wim) ero ouenka (3.2.S.2.5), mpumecu (3.2.S.3.2),
MOATBEPKIECHUE CTPYKTYPHI U ApyTrux xapakrepuctuk (3.2.S.3.1), cnerudukarnus (3.2.S.4.1),
aHanutuueckue meroauku (3.2.S.4.2), Banupanusa aHaauThueckux Metonuk (3.2.S.4.3),
obocHoBanue cnerudpukanuu (3.2.S5.4.5), cuctema ymakoBku (ykynopk) (3.2.S.6), pe3tome
00 MCIHBITAHUSAX CTAOWJIBHOCTU M 3aKitodeHue o crabuiabHocTH (3.2.S.7.1), onmcanue u
cocTaB JiekapcTBeHHOTO Tipenapara (3.2.P.1), aktuBnas dapmaneBruyeckas cyocranims (3.2.
P.2.1.1), BcnomorarenbHbie BemiecTBa (3.2.P.2.1.2), pa3pabdoTka nexapcTBeHHOM hopmsr (3.2.
P.2.2.1), npousBoactBeHHbie U30bITKHU (3.2.P.2.2.2), pusznko-xumMuyeckue u OMoIornyecKue
cBoiictBa (3.2.P.2.2.3), pa3paborka mpousBojicTBeHHOro mporecca (3.2.P.2.3), cucrema
ynakoBku (ykynopku) (3.2.P.2.4), mukpoOuonorudeckue xapakrepuctuku (3.2.P.2.5),
coBMecTUMOCTb (3.2.P.2.6), onucanue nmpou3BOACTBEHHOIO Mpoluecca u ero Koutpois (3.2.P
.3.3), KOHTPOJIb KPUTHUECKUX CTAIUN U MPOMEKYTOUHOU npoaykiuu (3.2.P.3.4), Banunauus
MPOM3BOJICTBEHHOTO mporiecca U (uian) ero onenka (3.2.P.3.5), Baauganus aHATUTAYECKUX
meroauk (3.2.P.4.3), obocHoBanue cnenudukamuii (3.2.P.4.4), BcioMoraTeabHbIE BEIECTBA
YEeJI0BEUECKOT0 M KUBOTHOrO mnpoucxoxiaeHus (3.2.P.4.5), HOBble BcroMorartelibHbIe
BemectBa (3.2.P.4.6), cnenudukanuu (3.2.P.5.1), ananutuueckue meroauku (3.2.P.5.2),
BaIMAAIUs aHamuTHUUYecKux Mmetoauk (3.2.P.5.3), xapakrepuctuka npumeceid (3.2.P.5.5),
obocHoBanue cnerudpukanuit (3.2.P.5.6), cucrema ymakoBku (yxkynopkw) (3.2.P.7), pestome
00 HCHOBITAaHUSX CTAOWJIBHOCTU W 3akitoueHue o crabuiabHocTtH (3.2.P.8.1), mporpamma
MOCTPETUCTPAIIMOHHBIX UCTIBITAHUN CTA0OMILHOCTH M 0053aTENIbCTBA OTHOCUTEIHHO H3yUCHHUS
crabuibHocTH (3.2.P.8.2), o1ieHKka 6€30MacHOCTH OTHOCUTEIBHO MOCTOPOHHUX areHToB (3.2.
A.2), HOBBIE BcmoMmorateibHble BemiecTBa (3.2.A.3), IJaH BaJIuJalMM Mpollecca
npousBojicTBa (3.2.R.2).".

91. llozumum 3.2.R.1, 3.2.R.3, 3.2.R.4, 3.2.R.5 B Tabuuue moxyns 3 paznena VII
npuitokeHust Ne 5 k ykazanabiM [IpaBuiiaM UCKITIOUHUTS.

92. B nynkrax 4.1 u 4.2 npunoxenus Ne 11 k ykasamneim IlpaBuiam ciosa "
JIEKapCTBEHHBIX TIpenapaToB U OOIIeH XapaKTEepPUCTUKH JIEKAPCTBEHHBIX IpernaparoB”
3aMEHHUTH CI0BaMH "JIEKapCTBEHHOrO Mpenapara U oOuiel XapakKTEPUCTUKHU JIEKAPCTBEHHOTO
npemnapara'.

93. B npunoxenun Ne 12 k ykazanHbiM IlpaBunam no3unuu "KonuyecTBo

'

MpeCcTaBIeHHbIX 00pa3noB:", "Jlata Havana ucneiTanuii:", "Jlata okoHYaHuUs UcObITaHU:", "
Temneparypa u BiaxxHocth:" U rpady "BbIBog 0 COOTBETCTBHU (COOTBETCTBYET WM HE

COOTBETCTBYET)" UCKIIOUUTb.



94. B npunoxenuu Ne 13 k ykazanubeim [IpaBuiiam:

a) ab3a1l BTopoit (mociie Tabiuilel) myHKTa 1.1 mocne npeayioxkeHus nepBoro J0MOJIHUTh
MPEIOKEHUEM CIEAYIONIero cojepkanusi: "Eciu peructpauusi MpOBOJUTCS C YUETOM
MOJIOKEHUI ab3ara TpeTrhbero myHkTa 6 Hactosmux [IpaBui, ykas3piBaeTcsi BBIBOJ O
BO3MOKHOCTH OTHECEHHUSI PErUCTPUPYEMOro JIEKapCTBEHHOI'O0 Mpenapara K KaTeropuu
ophanHbIX.";

0) B mpeanoxeHuu AeBsaToM myHkta 1.2 crnoBa "90 unu 120 xanengapHblid J1eHB"
3amMeHuTh citoBamu "60 wim 80 pabounii neHp".

95. A63an Tpetuit noapaszaena 2 pasaena Il npunoxxenus Ne 14 x ykazanubsim [IpaBunam
JOTIOJIHUTH CJIIOBAMU "'WJIM HAJIMYUSI OCHOBAHUH ISl pETUCTPALUK JIEKAPCTBEHHOIO Mpenapara
B KayecTBE Op(PaHHOro C y4eTOM IOJI0KEHUI ab3ala TpeTbero nmyHkra 6 Hacrosumx [lpaBun
".

96. Ilpemnoxenue mnepBoe ab3ama mecroro nmyHkta 1.1.3 mpunokenust Ne 15 k
ykazaHHbIM [IpaBunaM JOMOTHUTH CIOBaMU "WJIM MOXKET OBbITh MPHUCBOEH C YUYETOM
NoJIOXKeHUH ab3aria TpeTbero nyHkra 6 Hactoamux [Ipasun".

97. B nynkrax 4.1. u 4.2 npunoxenus Ne 16 x ykazanusim [IpaBunam cnosa "
JIEKapCTBEHHBIX TIperapaToB U OOIIeH XapaKTEepPUCTUKH JIEKAPCTBEHHBIX IpernaparoB”
3aMEHUTH CI0BaMH "JIEKapCTBEHHOrO Mpenapara u oOLIel XapakTEPUCTUKHU JIEKAPCTBEHHOTO
npemnapara'.

98. B nynkre 12 nmpunoxenus Ne 17 x ykazanusiM [IpaBuiam ciioBa "jnexkapCTBEHHBIX
MpenapaToB U 0OIIEel XapaKTEPUCTUKHU JICKAPCTBEHHBIX MpenapaToB' 3aMEHUThH cioBaMu
JIEKapCTBEHHOTO Tpernapara u o01el XxapakTepUCTUKH JIEKApCTBEHHOTO mpernapara’.

99. B npunoxennn Ne 19 k ykasanubem [IpaBuiiam:

1) myHkT 1.1.2 npu3HaTh yTpaTUBIIUM CHUILY;

2) B noanyHkTe 1.5.2 cnoa "45 xanengapHbIx nHeW" 3aMeHUTH ciaoBamu "30 pabouux
mHen'";

3) B noanyukTe 1.5.4 cnoBa "45 xanenaapHbix AHeH" 3aMeHUTH cioBaMu "30 pabounx
mHen'";

4) a63ar11 iepBbId MOANYyHKTA 2.1.1 U3T0KUTH B CICAYIOIICH PeIaKIIUN:

"2.1.1. Ilpn BHECEHNH HE3HAYMMOTO M3MEHEHHs [A Tuma 3asBUTENH OJHOBPEMEHHO
NPEICTABISIET BCEM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM OpraHaMm (3KCHEpPTHBIM
OpraHU3aIUsiM) 3asBJICHHE Ha BHECEHHUE M3MEHEHUN Ha OyMa)KHOM HOCHUTEJIC WU B BUJE
AJIIEKTPOHHOTO JOKYMEHTA, MOJIIMTMCAHHOTO 3JIEKTPOHHON TU(PPOBOI MOAMUCHIO (TIEKTPOHHOM
MOANUCHhIO) B COOTBETCTBUM C 3aKOHOJATENbCTBOM TIOCYJIapCTBa-4jieHa, B KOTOPOM
OCYILIECTBIISIETCS M0JJaya TAaKOro 3asBJICHUS (Jajee — 3JIEKTPOHHAs MTOAIUCH), B COOTBETCTBUU
¢ npunoxenneM Ne 2 x [IpaBuiiam peructpanuy JEKapCTBEHHBIX CPENCTB, a TaKXKeE
JTOKYMEHTBI (WJIH SJICKTPOHHBIC JOKYMEHTHI), TIOATBEPKAAIONMEe omiaTy coopa (ITOIUIHHBI)
3a BHECEHHME HM3MEHEHHUI B CIy4asX U IMOPANKE, YCTAaHOBIEHHBIX B COOTBETCTBHUM C
3aKOHOJIaTEILCTBOM T'OCYIapCTB-YJICHOB.";



5) B noanyHkre 2.1.3:
B a03arie BTopoM ciioBa "30 kajneHgapHbIX JHEH" 3aMeHuTh cioBamu "20 pabounx nHen";

B a03arie yeTBepToM cioBa "90 kanmeHgapHBIX AHEH" 3aMeHUTHh ciioBamu "60 pabounx
IHen";

6) a03an nepBhIi NOAMYHKTA 2.2.1 U3JI0XKUTh B CIEAYIOLIEN PelaKIUu:

"2.2.1. 3asBuUTENb OJHOBPEMEHHO NPEACTABISET BCEM COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM OpraHaM (SKCIEPTHBIM OpraHu3alMsM) 3asiBJICHUE HAa BHECCHUE
M3MEHEHUN Ha OyMa)KHOM HOCHUTEJIE WM B BUJE JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
AJIEKTPOHHOMU MOJIHUCHIO, B COOTBETCTBUM C mpuiioxkennem Ne 2 k [IpaBuiiam peructpanuu
JIEKapCTBEHHBIX CPEACTB, a TaKX€ JAOKYMEHThl (WM DJIEKTPOHHBIE JOKYMEHTHI),
MOATBEPKAAIOIINE OIIaTy cOopa (MONUIMHBI) 32 BHECEHUE U3MEHEHUM B CIIydasX U MOPSIKE,
YCTaHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM T'OCYJapCTB-YICHOB.";

7) B ab3ame BTOpoM NyHKTa 2.2.2 u nyHkTe 2.2.3 cinoBa "30 xameHgapHbIX aHEH"
3aMEeHUTHb ciioBaMu "20 pabounx aHein";

8) B ab3arie TpeTheM myHKTa 2.2.4 cioBa "90 kaneHIapHbIX JHEH" 3aMeHUTh ciioBamu "60
pabouux qHen";

9) B ab3ar1e mepBoM IyHkTa 2.2.6 cioBa "30 KaleHAapHBIX JHEH" 3aMeHUTD ciioBamu "20
pabouux nHen";

10) B mynkTe 2.2.8:

B a03arie nepBoM cioBa "30 KaJleHIapHbIX JHEH" 3aMeHUTh ciioBamu "20 pabouunx aHei";

B a03ar1ie TpeTheM cioBa "90 kalleHIapHbIX AHEeN" 3aMeHUTh ciioBamu "60 pabouux aHeit";

11) B mynkTe 2.3.1:

a03all MepBbIA U30KUTH B CICAYIONICH pelaKInU:

"2.3.1. 3asBuTENb OJHOBPEMEHHO NPEICTABISAET BCEM COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM OpraHaM (SKCIEPTHBIM OpraHu3alMsM) 3asBJICHUE HAa BHECEHUE
M3MEHEHUN Ha OyMa)KHOM HOCHUTEJIE WM B BUJE JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
AJIEKTPOHHOMU MOJIHUCHIO, B COOTBETCTBUM ¢ mpuiioxkeHrem Ne 2 k [IpaBuiiam peructpanuu
JEKapCTBEHHBIX CPEJACTB, a TaKX€ JAOKYMEHThl (WM DJIEKTPOHHBIE JOKYMEHTHI),
MOJITBEpKAAIOIIUE OIiaTy cOopa (IONUIMHBI) 32 BHECEHUE U3MEHEHUH B CIy4asx U MOpsIKe,
YCTaHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM T'OCYJapCTB-YICHOB.";

JIOTIOJTHUTH ab3a1iaMu CJIeIYIOIEro COAePKAHUS:

"He TpeOyercst mpenoctaBieHre 00pa3loB, CHEHUPUUECKUX PEAreHTOB U APYTHX
MaTepuaaoB MPU HEBO3MOXXHOCTH MPOBEICHUS UCIBITAHUN B 3KCHEPTHOM OpraHU3alnuu
BCJIE/ICTBHE:

TPYHOJOCTYITHOCTH 0Opa3IlOB JIEKAPCTBEHHBIX MPEMapaToB, CTAHIAPTHBIX 00pPa3IloB,
creuu(pUYECKX peareHToB M APYTruX MaTepuasoB (B TOM 4YHCIE, IPU UX OTHECEHUU K
Kareropun op(haHHBIX, BBICOKOTEXHOJIOTHUECKUX, paauodapMarieBTHICCKUX, HAPKOTHICCKUX
, TICUXOTPONHBIX WM TMpEeJHA3HAYEHHBIX IJis JICYEHUS BBICOKO3AaTPATHBIX HO30JIOTUMN
BCJIEJICTBUE UX BBICOKOW CTOMMOCTH);



HEBO3MOXXHOCTH COOJIIOJICHUS yCJIOBUN TPAHCHIOPTUPOBKHU YKa3aHHBIX 0OpasIloB Ha
TEPPUTOPHIO TOCYyAapCTBA-UIeHa U (MJIN) UX XPAaHEHUS;

OTCYTCTBUS CIEIUATLHOTO 000PYJIOBaHUS M PACXOJHBIX MaTEpUAIOB B IKCIEPTHOM
OpraHu3aluu;

U IPYTUX NPUYMH MO PEUICHHUIO YIIOJHOMOYEHHOI0 OpraHa (3KCIEepTHON OpraHu3aluun)
Opyd BO3HUKHOBEHUH OOCTOSITENBCTB HENPEOJOIUMON CHUJIBI MM OOCTOSTENhCTB,
HE3aBUCSIIMX OT BOJU CTOPOH, B TOM YHCJIE€ B CBA3U C OCOOCHHOCTSIMU MPOU3BOACTBA U
KOHTPOJISl KaueCTBa JIEKAPCTBEHHOT O IIpenapara.

B cnydasix, ykazaHHBIX BbIIIE, 1a0OpAaTOPHBIE UCIBITAHUS MPOBOAATCS B J1abopaTopuu
KOHTpOJSI KauyecTBa NPOU3BOJMUTENSA JIEKAPCTBEHHOTO IMpenapara B MPUCYTCTBUU
MPECTABUTEIICH DKCIIEPTHON OpraHU3alluyi WX B KOHTPAKTHOM J1a00OpaTOpUH, UCTIOIB3YEMOM
MIPOU3BOJIUTEINIEM, B IPUCYTCTBUU MPEACTABUTEIICH SKCIIEPTHOM OpraHu3aluu.

B ciiyyasix HEBO3MOXKHOCTH TPOBEACHUS J1aOOPATOPHBIX MUCHBITAHUHN B J1abopaTopUsix
MIPOU3BOJIUTEINI WM KOHTPAKTHBIX JIA0OPATOPUSIX HCIOJIb3YEMbIX IPOU3BOAUTENEM (B
YCJIOBUSIX YTPO3bl BOSHUKHOBEHUSI, BOBHUKHOBEHUS U JIMKBUIALIMK YPE3BBIYAiHON CUTYallUH
Y (WIM) IpU BO3HUKHOBEHUHU YTPO3bl PACHPOCTPAHEHHMs 3a00JE€BAHMS, MPEICTABISIONIETO
OMAaCHOCTh IS OKPYKAIOIIUX, 3a00JIEBAaHUM U TOPaKEHUS, MOJYYEHHBIX B pe3yJbTaTe
BO3/ICHCTBUS HEOIATONPUATHBIX MPUPOIHBIX, XUMHUUECKUX, OMOJOTHYECKUX, PaIMAIITMIOHHBIX
($akTOpoOB), MPHU KOTOPHIX MNPUCYTCTBUE MPEACTABUTENS DKCIEPTHOW OpTraHHW3alli HE
IPEICTABISIETCS BOBMOKHBIM WJIU MPHU APYTUX OOCTOSTENBCTBAX (HAIPUMED, CBS3AHHBIX C
OCOOEHHOCTSIMU TPOU3BOJACTBA M KOHTPOJS KayecTBa KOHKPETHOTO JIEKaPCTBEHHOTO
npenapara KaTeropuii, yKa3aHHbBIX BBIIIE, 0 COTJIACOBAHUIO C YIIOJIHOMOYEHHBIM OPTraHoM (
AKCIIEPTHOM OpraHu3alyel) SKCepTru3a KayecTBa MPOBOJAUTCS HA OCHOBAHUH JTOKYMEHTALIUH
npousBoAuTENs (IPOTOKOJIOB aHajin3a MPOU3BOAMUTENS), B TOM YHCIE C HCHOJIb30BaHUEM
CPEIICTB JUCTAaHIIMOHHOTO B3aUMOJEHCTBUSA, BKIIOYAs Ay JUO- WU BUACOCBS3b.";

12) B a63ane nmepBom myHkTa 2.3.2 "90 xaneHgapHBIX THEH" 3aMeHUTH cioBamu "90
pabouux nHen";

13) B mynkTe 2.3.3 cnoBa "60 kameHgapHbIX AHEH" 3amMeHuTh ciaoBamu "40 pabodmnx mHen

14) B mynkTe 2.3.4 cnoBa "90 kaneHgapHbIX AHEN" 3aMeHUTh ciaoBamu "60 pabouux nHen

15) B aG3are Tperbem myHkTa 2.3.5 cioBa "90 kaneHIapHbIX JHEH" 3aMEHUTH clioBaMH "
90 pabounx quei";

16) B mynkre 2.3.6:

B ab3arie mepBoM ciioBa "30 kaneHAapHbBIX THEN" 3aMeHuTh ciaoBamu "2(0 pabouux nHen'";

B a03arie BTOpoM ciioBa "20 kajgeHJapHBIX JHEH" 3aMeHUTh ciioBaMu 15 pabouux nHen";

B a03arie TpeTheM cioBa "90 kalieHnapHbIX AHe" 3aMeHuTh ciioBamu "90 pabouux aneit";

17) B aG3arne TperbeM myHkTa 2.3.8 ciopa "30 kajmeHIapHbIX JHEH" 3aMEHHUTH ciioBaMH "
20 pabouux gHen";



18) nmpennoxxenue nepBoe nmyHkTa 3.1.1 u3n0XkuTh B cieayrouend pegakuuu: "3.1.1.
3asBUTEIb OJIHOBPEMEHHO MPECTABIISIET BCEM COOTBETCTBYIOIIUM OpraHaM (dKCHEPTHBIM
OpraHu3aIusIM) 3asBJICHHEC HAa BHECEHHE M3MEHEHUN Ha OyMaKHOM HOCHTENEC WIH B BUIE
AJIEKTPOHHOTO JIOKYMEHTAa, MOAMUCAHHOTO SJEKTPOHHOW MOJMHUCHI0, B COOTBETCTBUU C
npuioxkenueM Ne 2 k [IpaBuiiam peructpanuu JIEKapCTBEHHBIX CPEACTB, & TAKXKE TOKYMEHTHI
(W1 DIIEKTPOHHBIE JOKYMEHTHI), MOATBEPKAAIONINE OTuIaTy cOopa (MOLIUIMHBI) 32 BHECEHUE
M3MEHEHUH B ClIydyasiX ¥ MOPSIKE, YCTAHOBJIECHHBIX B COOTBETCTBUM C 3aKOHOJIaTE€ILCTBOM
rocyJ1apCTB-4JIEHOB.";

19) B mynkre 3.1.3:

B ab3arie nepBom ciioBa "30 kaneHAapHbBIX THEN" 3aMeHuTh ciaoBamu "2(0 pabounx nHein'";

B a03arie TpeTheM cioBa "90 kalleHIapHbIX JHEH" 3aMeHUTh ciioBamu "60 pabouux aHei";

20) nyHKT 3.2.1 U370XKUTH B CACAYIOUIEH peAaKIINU:

"3.2.1. 3agBuTENb OJHOBPEMEHHO MPEACTABISICT BCEM COOTBETCTBYIOIIMM OpraHam (
AKCHEPTHBIM OPTraHU3AIUsIM) 3a8BJICHUE HA BHECEHUE U3MEHEHUN Ha OyMa>KHOM HOCHUTEIIE
WIX B BHUJE DJIEKTPOHHOI'O JOKYMEHTAa, MOAMUCAHHOTO DJICKTPOHHOW NOANHUCHIO, B
COOTBETCTBUU ¢ TpuioxkeHueM Ne 2 k [IpaBuiamM peructpainuu JIeKapCTBEHHBIX CPEJICTB, a
TaKXe JOKYMEHTHI (UJIM AJIEKTPOHHBIE JOKYMEHTHI), MOATBEpXKIaromue oraTty coopa (
MIOIUIMHBI) 32 BHECEHUE U3MEHEHHH B CITydasX U MOPsIIKE, YCTAHOBJICHHBIX B COOTBETCTBUU C
3aKOHO/IaTE€JIbCTBOM T'OCYIapCTB-YICHOB.";

21) B a63ane BropoM myHkTa 3.2.2 u nmyHkTte 3.2.3 cinoBa "30 kaneHgapHbIX IHEH"
3aMeHHUTH ciioBaMu "20 pabounx gHEH";

22) B ab3are TpeTbeM myHKTa 3.2.4 cioBa "90 kaJlleHIapHBIX THEH" 3aMEHUTH clioBamMu "
60 pabouux qHen";

23) B myHkrax 3.2.6 u 3.2.8 cnoBa "30 kaneHIapHbIX IHEN" 3amMeHUTH ciaoBamu 20
pabounx gHen";

24) B mynkTte 3.3.1:

a03al1 MepBbIA U3JI0KUTH B CICAYIOIICH peIaKInu:

"3.3.1. 3asBUTENb NPEACTABISET B YIIOJTHOMOUYECHHBIN OpraH (3KCIEPTHYIO OPraHU3aIHUIO)
pedepeHTHOro rocy1apcTBa 3asBJICHHE Ha BHECEHHE U3MEHEHUN HA OYMa)KHOM HOCHUTEJIE WU
B BUJIE DJICKTPOHHOT'O JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOJIMUCHIO, B COOTBETCTBUU C
npwioxenueM Ne 2 k [IpaBunam peructpanuu JeKapCTBEHHBIX CPEACTB, JOKYMEHTHI (WU
AJIEKTPOHHBIE JOKYMEHTHI), MOATBEPXKIAIOIIUE OIjiaty cOopa (MOUUIMHBI) 3a BHECEHUE
M3MEHEHUH B CIIy4yasX U MOPSAKE, YCTAHOBJIEHHBIX B COOTBETCTBUM C 3aKOHOJIaTE€ILCTBOM
rocyJapcrBa-ujieHa, JOCb€ Ha HU3MEHEHME, COJepiKallee JJIEMEHTHI, yKa3aHHbIC B
nonosiHeHuu IV npunoxenus Ne 19 k [IpaBunam peructpanuu JeKapCTBEHHBIX CPEICTB, B
BUJIE DJIEKTPOHHBIX JOKYMEHTOB.";

JOTIOJIHUTH a03allaMy CJICIYIOIIETO CONCPKAHMUS:



"He tpeOyercs mpemoctaBieHue 00pasioB, CHENUPUISCKUX PEareHTOB U APYTUX
MaTepuajgoB MPU HEBO3MOXKHOCTH MPOBEICHUS HUCIBITAHUN B DKCIEPTHON OpraHU3aivuu
BCJIEJICTBHE:

TPYAHOJOCTYITHOCTH 00pa3IoB JIEKAPCTBEHHBIX MpernapaToB, CTAHJAAPTHBIX 00Pa3IioB,
crenu(PpUIECKUX PEareHTOB M APYTUX MaTepuasoB (B TOM YHCIE, IPU UX OTHECEHUH K
Kateropuu ophaHHbIX, BBICOKOTEXHOJIOTHUECKHUX, paguodapMalieBTUIECKUX, HAPKOTHIECKUX
, TICUXOTPONHBIX WU TPEJHA3HAYEHHBIX ISl JICYEHUS] BBICOKO3ATPATHBIX HO30JOTUH
BCJIEJICTBHE X BBICOKOW CTOMMOCTH);

HEBO3MOXKHOCTH COOJIFOJICHHS YCJIOBUN TPAHCIOPTUPOBKHM YKa3aHHBIX OOpas3IoB Ha
TEPPUTOPHIO TOCYIAPCTBA-UJIEHA U (WJIN) UX XPaHEHUS,

OTCYTCTBHS CIIELIMATIBLHOTO O0OPY/IOBAHUS U PACXOJIHBIX MaTE€pPUAJIOB B AKCIEPTHOMU
OpraHu3aluu;

U IPYTUX MPUYUH 10 PEUICHUI0 YIOJIHOMOYEHHOTO OpraHa (3KCIEPTHOW OpraHU3aIINM)
MpU BO3HUKHOBEHHH OOCTOATEIBLCTB HENPEOJOIUMON CHJIBI WU OOCTOSITENBCTB,
HE3aBUCAIIUX OT BOJHM CTOPOH, B TOM YHUCJE B CBSI3M C OCOOCHHOCTSAMH IMPOU3BOJCTBA U
KOHTPOJISl KaueCTBa JICKAPCTBEHHOTO IIpenapara.

B cnydasx, yka3aHHBIX BbIIIIE, JaOOpaTOPHBIE UCIIBITAHKS MPOBOISTCS B JlabopaTopuu
KOHTPOJISI KauecTBa MPOU3BOJMTENS JIEKAPCTBEHHOTO IMpernapara B MNPUCYTCTBUHU
MIPEICTaBUTEIICH IKCTIEPTHON OpraHU3alliy WU B KOHTPAKTHOM J1ab0paTOpHH, UCTIONH3YEMOM
IPOU3BOJIUTENIEM, B IPUCYTCTBUU MPEACTABUTENEH SKCIIEPTHON OpraHU3alluu.

B ciygasx HEBO3MOKHOCTH TIPOBEACHUS Ta0OPATOPHBIX UCIBITAHUN B J1a00OpaTOPHIX
MPOU3BOJUTENSL WM KOHTPAKTHBIX JA0OPAaTOPHUSAX, HCIOJIB3YEMBIX MPOU3BOAUTENEM (B
YCJIOBUSX YIPO3bl BOBHUKHOBEHHUSI, BOSHUKHOBEHUS U JIMKBUJIAIIMK YPE3BBIYAHON CUTYallUU
¥ (WIM) IpU BOSHUKHOBEHUHU YTPO3BI PACHpOCTpaHEHUs 3a00JI€BaHMS, MPEICTABISIONIETO
OTMACHOCTh ISl OKPY’KalolMX, 3a00JICBaHUN W TOpa)KE€HUs, MOJYUYCHHBIX B pe3yjbTare
BO3JICUCTBHS HEOIATOTPUITHBIX TPUPOIHBIX, XUMUIECKUX, OMOJTOTHIECKUX, PATUAIIMOHHBIX
(hakTOpoOB), MPU KOTOPHIX MPUCYTCTBUE MPEACTABUTENS SKCIEPTHOM OpraHu3allid He
MPEACTABISAETCS BO3MOXKHBIM WIIM MPU JPYTUX 00CTOSATETHCTBAX (HANPUMEp, CBA3AHHBIX C
O0COOCHHOCTSIMU TPOMU3BOJACTBA U KOHTPOJISI KayecTBa KOHKPETHOrO JIEKAPCTBEHHOTO
npernapara KaTeropuid, yKa3aHHBIX BBIIIE, IO COTJIAaCOBAHUIO C YIIOJIHOMOYEHHBIM OPraHOM (
AKCIEPTHOM oOpraHu3amuei)) -HKCIepTh3a KadecTBa MPOBOJAUTCS Ha OCHOBAHUU
JOKYMEHTAllMU TPOU3BOAUTENS (ITPOTOKOJIOB aHalu3a MPOU3BOAUTENSA), B TOM YHUCIE C
HCMOJIb30BAHUEM CPEJICTB JIUCTAHUIMOHHOI'O B3aMMOJICHCTBUSA, BKIIOYAs ayaHO- HIH
BHUJICOCBS3b.";

25) B ab3are TperbeM myHKTa 3.3.2 cioBa "90 kalleHIapHBIX THEH" 3aMEHUTH CJIOBaMH "
90 pabouux gHen";

26) B mynkTe 3.3.3 cnoBa "60 kaneHgapHBIX AHEH" 3amMeHuTh ciaoBamu "40 pabounx mHen



B myHkTax 3.3.4 u 3.3.5, cioBa KaJICHJIapHBIX JTHEH" 3aMEHUTH CIIOBAMU
27 y 334 wu335 "90 " "60
pabouux nHen";
B ab3arie BTopoM myHkTa 3.3.6 cioBa KaJICHJAPHBIX THEH" 3aMEHHUTH CIIOBAMHU

28) B a0 y 3.3.6 "90 " "90
pabouux nHen";

29) B a03ane TperbeM myHkTa 3.3.7 cioBa "30 kaleHAapHBIX THEH" 3aMEHUTH clioBamu "
20 pabounx mHEH";

30) B nynkTe 4.1.2:

a03arie ceapMoM citoBa "60 kameHIapHbIX JHEH" 3aMeHUTh ciioBamu "40 pabouunx aHER";

B a03aiie BocbMOM cioBa "90 kaneHaapHbIX JHER" 3aMeHuTh cioBamu "60 pabounx nHei"

B ab3arie TpuHaAaTom cioBa "30 KaJeHAapHBIX THEH" 3aMeHUTh ciioBaMH "20 pabodmnx
mHen'";

31) B mynkte 4.2.1:

a03atie TpeTbeM ciioBa "60 kaneHgapHbIX qHEN" 3aMeHuTh cnoBamu "40 pabounx nHen";

B a03arie yeTBepToM ciioBa "180 kaneHgapHBIX AHEH" 3aMeHUTh cioBaMu "120 pabounx
nHeun'";

32) B ab3amax jgecsaToM U JBeHaaatoM nyHkTa 4.2.2 cioBa "30 kameHIapHBIX JHEH"
3aMeHUTH ciioBaMu "20 pabounx gHein";

33) moamyHkT "a" myHkTa 1 gqonosHeHus 11 U3710KUTH B CIEAYIOIIEH peIaKIIvu:

"a) U3BMEHEHUS aJIMUHUCTPATUBHOTO XapaKTepa, OTHOCSIIMECS K HaMMEHOBAaHUIO U
KOHTAKTHBIM JIAHHBIM:
JepAKaTEIIsl PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, 3asIBUTENS, IPEICTABUTEINS ACprKaTeIs
PErUCTPAIMOHHOTO YAOCTOBEPEHHUS U JIP.;

MPOM3BOJAUTEIISI WM IIOCTABINMKAa JIFOOOr0 HMCXOJHOTO MaTepuaia, peaKTHBa,
MIPOMEXKYTOUYHOTO MPOAYKTa, aKTUBHOU (papMalleBTUUECKON CyOCTaHIIMU, UCTIOJIb3YEMbIX B
Mpoliecce MPOU3BOACTBA JIEKAPCTBEHHOTO Mpernapara Wik COJIepKAIMXCS B JIEKApCTBEHHOM
npemnapare, Tpou3BOIUTENS JIEKAPCTBEHHOTO Mperapara;

TpaHcdep PerucTParmOHHOTO YIOCTOBEPEHHS OT OJTHOTO JEPKATENsl PETUCTPAIIMOHHOTO
yAOCTOBEPEHUS IPYroMy IOpUIUUECKOMY JIUIY (M3MEHEHHE JIepKaTelisl peruCTpallMOHHOTO
yIA0CTOBEpEeHUS);";

34) B nonoyiHEHUH V:

npeJyioKeHue epBoe ad3ana JABajlaTh BTOPOTO U3JIOKUTH B CleAyroed pegakiuu: "
Ecnu usmenenue tpebyeT mepecMoTpa oO0IIei XapaKTepUCTHKU JICKAPCTBEHHOTO Tperapara,
MapKUPOBKU U (WJIM) JIMCTKA-BKJIQJIbIIIAa MAKETOB YIAKOBKU JIEKAPCTBEHHOTO Mpemnapata (
o0beIMHAEMBIX TOHATHEM "WH(OpMaIus o JeKapCcTBEHHOM mpemnapare") u (Win)
HOPMAaTHUBHOTO JIOKYMEHTA 0 KayeCTBY, 3TO OOCTOATEILCTBO paccMaTPUBAETCS KaK 4acTh
TaKOT0 U3MEHEHHUS.";
noapazzaen A.1 paznena A TaOIUIIBI U3JIOKUTH B CICIYIONICH peIaKIuu:



A.l. Usmenenue HeoOxomumble  JIOKyMEHTH u
Jepkartens yCIIOBUS JTaHHBIE Tpoueaypa
pEerucTpannoHHO

r o

YIOCTOBEPEHHS

a) Usmenenue

Ha3BaHUA U (WIN)

anpeca

nepxaTens 1 1,3 Ay
PErHCTPalOHHO

r o

YIIOCTOBEPEHHUS

6) Tpauchep
PErHCTPAMOHHO
r o
YIOCTOBEPEHUS
OT OJHOTO
JepKarens
PErHCTPALMOHHO
r o

1,2,3,4 1ALy

YIOCTOBEPEHHUS

pi p yr oM y

FOPUIHNYECKOMY

JUITY

VYcnoBus

1. [lepkaTenb perucTparioHHOTO YIOCTOBEPEHUS JOIDKEH OCTaBaThCA TEM
Ke FOPUINIECCKUM JIUIIOM.

2. JlepxaTenp PErucTPArlMOHHOTO YIOCTOBEPEHHUS SBISETCS IPYTHM
IOPUINYECKAM JTUIIOM.

Joxymenrauus

1. Komusi tokyMeHTa, BBIJAHHOTO COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM
OpraHOM CTpPaHBl PETUCTPALWU IOPUIUYECKOrO JIMIA JepiKaTeis
PETUCTPALMOHHOTO YAOCTOBEPEHHUSI (HAaIpHUMeEp, HaJOTOBOTO OpraHa), B
KOTOPOM YKa3aHO HaMMEHOBAHHE M aJpec IOPHIMYECKOTrO JHIA HOBOTO
Jiep>KaTelsl pETUCTPAllMOHHOTO YI0CTOBEPEHHUS.

2. JloKyMEHTHI, OOOCHOBBIBAIOIINE TpaHCHEp PETHCTPAIMOHHOTO
yiocToBepeHHs (yIOCTOBEpEHHMH) M TOATBEPKIAIOUINEe BO3MOXKHOCTh
HOBOTO JIepyKaTeis PEerucTPallMOHHOTO YIOCTOBEPEHHUs! 00ecredrnBaTh
HaJJiexaniee  BBINIOJHEHHWE BceX  O0s3aHHOCTEH  Jepikarens
PETHCTPAIIMOHHOTO YZOCTOBEPEHUS;

KONHS JIOKYMEHTA, ITOATBEPXIAIOIIEro TpaHC(hep PEeruCTPanHoOHHOTO
YIOCTOBEPEHHS OT OAHOTO IOPHAMYECKOTO JINIA IPYTOMY IOPHITIECKOMY
nIy;

MepeCMOTPEHHAs KPaTKasi XapaKTepHCTHKa CUCTEMBI (hpapMaKOHAA30pa TN
MePEeCMOTPEHHBIN MacTep-(haill cucteMsl (apMakOHAA30pa, €CIH OH
BKJIFOUECH B PETUCTPALMOHHOE J0CHE;

CBelleHHs 00 OpraHU3ally, OTBETCTBEHHOHN 3a paboTy ¢ peKiiaMalUsIMU B
EBpa3uiickoM 3KOHOMUYECKOM COHO3E.

3. TlepecMoTpeHHass B COOTBETCTBYIOUIMX pa3zaeiax HHGpopMaius o
JIEKapCTBEHHOM TIperapaTe, HOpMaTUBHBIM JOKYMEHT 110 KaYeCTBY.

4. JIokyMeHT (JOKyMEHTBHI) MNpeACTaBICHHBIC IOPUANYECKUM JIHIIOM,
KOTOpPOMY I€peJaroTCs IOJIHOMOYMS JepiKaTelss PEerncTPaliMoHHOTO



YIOCTOBEPEHHMs], MOATBEPXKAAIOMMUN OTCYTCTBHE M3MEHEHHUH B
nH(pOpMannK 0 JEKAPCTBEHHOM IIpenapaTe, He OTHOCAIINXCS K TpaHchepy
PETHCTPAIIMOHHOTO YAOCTOBEPEHHUS.

35) moapazaen A.l pasngena A TalGnuibl qonoiaHeHHs VI M3JIOXKHUTH B cleayroliei
peaKIuu:

A.1 HUsmenenne
nep Karens
P Heobxomumbie  JJOKyMEHTBI

E€rUCTPALIMOHHO [Ipouenypa
E o P YCIIOBHSA ¥ TaHHBIC P VP

YAOCTOBCPCHUA

N3meHeHue

Ha3BaHUs U (WIN)

anpeca

JepKaTens 1 1,3 [Ayy
PETUCTPAanOHHO

r o

YIOCTOBEPEHUS

Tpancdep

PETHCTPAIHOHHO

r o

YIOCTOBEPEHHUSI

oT ogHOTO 2 1,2,3.4 1ALy
JepIKaTens

APYyromy

OPUANIECKOMY

JIHITY

YcnoBus

1. lepxarenb perHCTPAIMOHHOTO YAOCTOBEPEHUS TOKEH OCTABATHCS TEM
KE IOPUIMIECKUAM JIUIIOM.

2. JlepxatTenb PErucTPAlMOHHOTO YIOCTOBEPEHUS SBISETCS IPYIUM
IOPUIMYECKUM JIHIIOM.

JoxymeHnrtanus

1. Komusi moKyMeHTa, BBIZAHHOTO COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM
OpraHOM CTpPaHbl PETUCTPALUU IOPUAUYECKOTO JHIA JepXKaTems
PETUCTPALIMOHHOTO YAOCTOBEPEHMs (HampuUMep, HaJOTOBOTO OpraHa), B
KOTOPOM YKa3aHO HaUMEHOBAHUE U aJpec IOPUIUUYECKOro JHILA HOBOTO
JiepaKaTessl peTUCTPallMOHHOTO YAOCTOBEPEHUSL.

2. JIoKyMeHTBI, OOOCHOBBIBAIOIIME TpaHC(ep PEerucTPauoHHOTO
YAOCTOBEPEHMSI U MOATBEPKJAIOIINE BO3MOXKHOCTh HOBOTO JI€prKaTels
PETHCTPAIMOHHOTO  yIOCTOBEpEeHUs o0ecmednBaTh HaJIeKaliee
BBIMIOTHEHNE BCEX O0sM3aHHOCTEH JepiKaTelsi pPEerucTparroHHOI0
YIOCTOBEPEHHUS:

KONHSA JOKYMEHTa, IMOATBEPXKIAIOIIEro TpaHC(hEp PETUCTPAIMOHHOTO
YIOCTOBEPEHHSI OT OAHOTO IOPUIMUECKOTO JIUIA JPYTOMY IOPHINUECKOMY
JHLy; "
MepecMOTPEHHAsl KpaTKasi XapaKTepHCTHKa CUCTEMbI (hapMaKOHaA30pa U ’
IepecMOTPEHHBIH MacTep-(ail cucTeMbl (apMaKkOHaA30pa, €CIU OH
BKJIIOYEH B PETHCTPALUOHHOE JOChE;

CBe/IeHHsI 00 OpraHU3ally, OTBETCTBEHHOHN 3a paboTy ¢ peKiiaMalusIMU B
EBpa3uiickoM 5KOHOMHUYECKOM COIO3€.



3. IlepecMoTpeHHass B COOTBETCTBYIOUIMX pa3zaeiax HH(popMalus o
JIEKapCTBEHHOM ITpernapaTe, HOPMAaTHUBHBIN JOKYMEHT I10 Ka4ueCTBY.

4. JlokyMeHT (JOKYMEHTHI) OT IOPHIMYECKOr0 JIMIA, KOTOPOMY

HepeaaloTcs TOTHOMOYHS ACPXKATeNd PErUCTPALIMOHHOTO YI0CTOBEPEHUS,
MNOATBEPKAAOMMKA OTCYTCTBHE HW3MEHEHHMH B HWHPOpPMaLMH O

JeKapcTBEHHOM IIpemapare, He OTHOCSIIUXCS K TpaHcdepy

PETHUCTPALIMOHHOTO YAOCTOBEPEHUS.

100. B npuntoxennn Ne 20 k yka3anubMm [IpaBuitam:
a) B noanyHkre 2.1.2:
a03a1ibl BTOPOU U TPETUM U3T0XKUTH B CIAEAYIONIEH peaaKIInu:

"IIpy BHECEHMM HE3HAYUMMOTO H3MEHEHHs [A Tumna 3asBUTENL OJHOBPEMEHHO
IPEACTaBISECT BCEM COOTBETCTBYIOIIUM OpraHaM (dKCIEPTHBIM OpraHU3aIusIM) 3asBJICHUE Ha
BHECCHUE M3MEHEHWW Ha OyMa)KHOM HOCHUTENIC WM B BHUJE 3JIEKTPOHHOTO TOKYMEHTA,
NOAMUCAHHOTO AJIEKTPOHHOM MOANUCHIO, B COOTBETCTBUM ¢ npriioxkeHuem Ne 2 k [IpaBunam
perucTpaluu JIEKApCTBEHHBIX CPEJCTB, JOKYMEHTHI (WJIM SJICKTPOHHBIE JTOKYMEHTHI),
MOATBEP KIAIOIIME OTUIaTy coopa (IMOIUIMHBI) 32 BHECEHHE U3MEHEHUN B pa3Mepe U MOpsIJIKe,
YCTaHOBJICHHBIX B COOTBETCTBHUH C 3aKOHOJIATEIBCTBOM I'OCY1apCTB-UJIEHOB.

3asBUTENb MPEACTABISIET B YIOJTHOMOYEHHBIA OpraH (3KCIEPTHYIO OPraHHU3aIMIO)
pedepeHTHOro rocy1apcTBa A0Che Ha M3MEHEHHE (YBEIOMIICHHUE), COACpIKAIee DJIEMEHTHI,
yka3aHHble B gonojgHeHuu IV npunoxkenus Ne 19 k [IpaBunam peructpaiuu J1€KapCTBEHHBIX
CPEACTB, B BUJIE€ DJIEKTPOHHBIX JTOKYMEHTOB.";
B a03arie mAToM ciosa "30 KameHaapHbIX JHEW" 3aMeHuTh cioBamu "20 pabounx aHen";
B ab3arie mecToMm cioBa "30-My KajleHJ1apHOMY JTHIO" 3aMeHUTh ciioBamu "20 pabouemy
JHIO";
B ab3aiie cenqpMoM cioBa "180 kanmeHgapHbIX AHEH" 3amMeHuTh ciaoBamu "120 pabounx
nHen";
B ab3arie eBaAToM cioBa "90 kaneHaapHbIX THEH" 3aMeHuTh cioBamu "'60 pabounx aHeH";
0) B moamnynkre 2.1.3
a03aIlbl BTOPOU ¥ TPETUH U3IIOKUTH B CICTYIOIICH PEIaKIINN:

"IIpy BHECEHMM HE3HAYMMOro M3MeHeHHus [A Tuna 3adBUTENb MPEICTABISET B
YIIOJTHOMOYEHHBIN OpraH (3KCHEPTHYI0 OpraHU3alvio) 3asBJICHUE HAa BHECECHUE M3MEHEHUN
Ha OYMa)KHOM HOCHTEIIE WU B BUJIE JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM
MOAMHUCHI0, B COOTBETCTBUU ¢ TipuiioxkeHrueM Ne 2 k [IpaBunam peructpaiuu JeKapCTBEHHBIX
CPEICTB; NOKYMEHTHI (WJIM 3JIEKTPOHHBIE TOKYMEHTHI), MOATBEPKAAroNIue omiaty coopa (
MIOIUIMHBI) 32 BHECEHUE U3MEHEHHM B pa3Mepe U MOPsIAKe, YCTAHOBICHHBIX B COOTBETCTBUU C
3aKOHOAATEIHCTBOM IOCY/IapCTB-UJICHOB.

3asBUTENb MPEACTABISAET B YINOJHOMOYEHHBINH OpraH (3KCHEPTHYIO OPTraHU3aIMIO)
pedepeHTHOro rocyiapcTBa A0Che Ha M3MEHEHHUE (YBEIOMIIEHHUE), COACPIKAIIEE DIIEMEHTHI,
yKa3aHHbI€ B gonoiaHeHud [V npunoxxenns Ne 19 k [IpaBuiiam peructpanuu 1€KapCTBEHHbIX



CPEACTB, B BHUJE DJIEKTPOHHBIX JIOKYMEHTOB. YTIOJHOMOYEHHBIM oOpraH (dKcmepTHas
opraHuzanus) peepeHTHOTO Trocy/1apCcTBa MPOBOJIUT IKCIEPTHU3Y HE3HAUYUMOTO M3MEHEHUS
IA Tuna B Teduenue 20 pabouux IHEN ¢ AATHl OJYYCHHS TAKOTO J0Che.";
B a03alie 4eTBEepTOM IyHKTa cioBa "30-mMy KajleHIapHOMY JIHIO" 3aMeHUTh cioBamu "20
pabouemy nHIO";
" =" " LAl
B a03arie miaToM cioBa "180 kaneHaapHBIX qHEH" 3aMeHuTh cioBamu "120 pabouunx aHEH

B ab3a1ie cenbMOM ciioBa "ab3alax nmepBoM M YeTBEPTOM' 3aMEHHUTH clioBaMHu "ab3arax
TpeTbeM U mectoM", cioBa "90 kaneHIapHbIX THEN" 3aMeHUuTh ciioBamu "60 pabouux aHei";

B) B MOJIYHKTE 2.2.2 myHKTa 2.2:

a03a1ibl BTOPOU M TPETHUM U3T0XKUTH B CIAEAYIONIEH peaaKIInu:

"Ilpy BHeceHMH HE3HAYMMOTo H3MeHeHus IB Tuma 3asgBuTeNlh OJHOBPEMEHHO
IPEJICTABIIIET BCEM COOTBETCTBYIOIIMM OpraHaM (3KCIEPTHBIM OpraHU3alMsAM) 3asBJICHUE Ha
BHECEHHE M3MEHEHUN Ha OyMaXHOM HOCHUTEJE WM B BHJE DJIEKTPOHHOrO JOKYMEHTAa,
HNOAMMCAHHOTO AJIEKTPOHHOM MOJNUCHIO, B COOTBETCTBUM ¢ npruioxkeHnem Ne 2 k [IpaBunam
perucTpaluu JICKApCTBEHHBIX CPEJCTB, JOKYMEHTHI (WJIM SJICKTPOHHBIC JTOKYMEHTHI),
MOATBEPKIAIOIINE OIJIaTy cOopa (MOIUIMHBI) 32 BHECEHHE U3MEHEHHI B Cllydae U MOpPSIKe,
YCTAHOBJIEHHBIX B COOTBETCTBUHU C 3aKOHOAATEILCTBOM IFOCYAapCTB-YJIEHOB.

3asBUTENb MPEACTABISICT B YIOJTHOMOYEHHBIM OpraH (SKCIEPTHYIO OPraHHU3aIMIO)
pedepeHTHOTO rocyapcTBa A0Che Ha U3MEHEeHUe (YBEJOMIICHHE), COIepKAIIEEe DIIEMEHTHI,
nepevucieHuble B ponosHeHuu IV npunoxenns Ne 19 x IlpaBmiiam perucrtpanun
JIEKapCTBEHHBIX CPEJICTB, B BUJIE AJIEKTPOHHBIX TOKYMEHTOB.";
B a03amax JAeBATOM, IECATOM M ABEHaauaTom cioBa "30 xajneHAapHbIX JHEH" 3aMEHUTh
cnoBamu "20 pabouux gHE";
B ab3arle yeTbipHaauaToMm cioBa "180 kaneHgapHbIX AHEN" 3aMeHUTH cioBamu "120
pabouux nHen";
B a03arie mecTHaaIaToM cioBa "90 kaneHIapHbIX THEH" 3aMeHUTh ciioBamu "60 pabounx
mHen'";
') B moAmyHkTe 2.2.3:
a03a1ibl BTOPOU U TPETUM U3T0XKUTH B CIAEAYIONIEH PeAaKIINu:

"Ilpy BHeceHHM HE3HAYMMOTOo H3MeHeHus [B Tuna 3asBUTENb OJHOBPEMEHHO
MIPEJICTABIISET BCEM COOTBETCTBYIOIIMM OpraHam (KCIEPTHBIM OpraHU3aIMsIM) 3asiBJICHUE HA
BHECCHHE M3MEHEHU Ha OyMa)KHOM HOCUTENIC WM B BHUJE DJIEKTPOHHOTO JTOKYMEHTA,
MOAMCAHHOTO AJIEKTPOHHOM MOJIMUCHIO, B COOTBETCTBUU C TipuioxkeHrueM Ne 2 k [IpaBunam
pEerucTpaluu JIEKApCTBEHHBIX CPEICTB, JTOKYMEHTBI (WJIM SJIEKTPOHHBIE JTOKYMEHTHI),
NOJATBEpKIAIoIMe oriaTy coopa (IOILIMHBI) 32 BHECEHHWE U3MEHEHUI B cllydae U MOpsKe,
YCTaHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJIaTEILCTBOM T'OCYapCTB-YICHOB.

3asBUTENb MPEACTABISAECT B YINOJHOMOYEHHBIN OpraH (3KCHEPTHYIO OPTraHU3aIMIO)
pedepeHTHOro rocyiapcTBa J0Che HA M3MEHEHHE (YBEIOMIICHHUE), COAECPIKAIIIECE DIIEMEHTHI,



nepeuyuciieHHble B gonogHeHuu [V npunoxenus Ne 19 k I[lpaBuiiam peructpanuu
JIEKapCTBEHHBIX CPEJICTB, B BUJIC AJICKTPOHHBIX JIOKYMEHTOB.";

B a03arax ImsaToM, CeIbMOM, JIEBATOM, OJUHHAAIATOM ciioBa "30 KaleHIapHBIX JTHEH"
3aMeHUTH ciioBaMu "20 pabounx aHein";

B ab3aue TpuHaanatoMm cioBa "180 kanenmapHbeix AHei" 3ameHuTH cioBamu 120
pabouux jgHen";

B a03a1e nmaTHaauarom ciosa "90 kaneHnapHbIX 1HEW" 3ameHuTh ciaoBaMu "60 pabounx
mHen'";
1) a03a1] BTOpoil noAmyHKTa 2.3.1 U310KUTh B CIAEAYIOIIEN PeIaKIUU:

"3assBUTENIb NPEACTABIISIET B YIOJIHOMOYEHHBIM OpraH (3KCHEPTHYIO OPraHU3aLHIO)
pedepeHTHOro TOoCyJapCTBa 3asBJICHUE O BHECCHUHM U3MEHEHUN Ha OYMaKHOM HOCHUTEJE WIH
B BUJIE DJICKTPOHHOT'O JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU MOJIMHUCHIO, B COOTBETCTBUU C
npwioxenueM Ne 2 k IIpaBuinam peructpanuu JeKapCTBEHHBIX CPEACTB, JOKYMEHTHI (MU
AJIEKTPOHHBIE JOKYMEHTHI), MOATBEPXkKIAIOIIUEe Orjaty cOopa (MOUUIMHBI) 3a BHECEHUE
U3MEHEHHI B ClIy4dae U MOPSAJKE, YCTAHOBJIEHHBIX 3aKOHOATEILCTBOM IOCY/1apCTBa-4JICHA,
JI0OChE€ Ha U3MEHEHHE, CoJIepKaIllee JIEeMEHThI, YKa3aHHbIe B AonoaHeHuu [V npunoxenus No
19 k IIpaBunam peructpaiuu Je€KapCTBEHHBIX CPEJCTB, B BUAE JIEKTPOHHBIX JOKYMEHTOB.";

€) B oAnyHKTe 2.3.2:
a03a1l BTOpO U3JI0KHUTH B CIICTYIOIICH peIaKIInu:

"3asBUTENb MPEICTABISET B YINOJHOMOYEHHBIM OpraH (SKCHEPTHYI OpraHU3aIUIO)
pedepeHTHOTO TOCY1apCTBa 3asBJICHUE O BHECEHUU U3MEHEHUI Ha OyMa)KHOM HOCHTEIE WU
B BUJIEC DJIEKTPOHHOT'O JOKYMEHTA, MTOANUCAHHOTO 3JIEKTPOHHOU MOJMUCHIO, B COOTBETCTBUU C
npunoxxeHueM Ne 2 k IlpaBunaMm peructpaniu JeKapCTBEHHBIX CPEJICTB, JOKYMEHTHI (WU
AIIEKTPOHHBIE JOKYMEHTHI), MOJATBEPKIAIOIMINE OIIaTy cOopa (MOIUIMHBI) 32 BHECEHHE
M3MEHEHUI B CIydae W MOpPsAJIKE, YCTAaHOBJIECHHBIX 3aKOHOIATEILCTBOM T'OCY/1apCTBa-4ICHA;
JI0OCh€ HAa U3MEHEHUE, COoJiepxkallee PJIEMEHThI, YKa3aHHbIE B MOJNYHKTE 2.3.1 HacTOsIIEro
[TpunoxxeHusi, B BU€ dJIEKTPOHHBIX JOKYMEHTOB.";

B a03arie mecToMm cioa "60 kaneHaapHbIX JHEN" 3aMeHuTh cnoBamu "40 pabounx nuen";
B a03arie ceapMoM ciioBa "90 kajgeHaapHBIX THEH" 3aMeHUTh ciioBaMmu "60 pabounx gHei"

B ab3arie BocbMOM clioBa "90 kajeHIapHbIX THEH" 3aMeHuTh ciioBamu "90 pabounx gHei"
) B moanyHkre 2.3.3:
B a03arie TpeTheM cioBa "20 KaJleHaapHoro JHs" 3aMeHUTh ciioBamu "20 paboyero ausa";

B ab3aiie yeTBepTOoM ciioBa 90 KaneHmapHbIX JHER" 3aMeHuTh ciaoBamu "90 pabounx gHEH

B MPEUIOKEHUSIX TIEPBOM M BTOpOM al3ara ceapmoro, ab3aie TpuHaauatom ciosa "30
KaJICHJIapHbIX JTHEeH" 3aMeHUuTh ciioBamu "20 pabouux aHei";



3) B ab3amax TpeTheM, CEAbMOM U JiecsAToM IyHkTa 3.3 cioBa "30 kajneHIapHbIX THEH"
3aMEeHUTH ciioBaMu "20 pabounx gHei";
1) B moanyHKre 2.3.4:
a03al1l BTOpOH U3JIOKHUTh B CIICIYIONICH pelaKIuu:

"3asBUTENb NPEACTABISET B YINOJHOMOYEHHBIM OpraH (3KCHEPTHYK OpPraHU3aLUIO)
pedepeHTHOro rocy1apcTBa 3asBJICHUE HA BHECEHHE U3MEHEHUN HA OYMa>KHOM HOCHUTEJIE WU
B BHUJIE DJICKTPOHHOTO JOKYMEHTA, MOAIMUCAHHOTO 3JIEKTPOHHOM MOJMUCHIO, B COOTBETCTBUU C
npuioxenuem Ne 2 k [IpaBuiam peructpanuu JIeKapCTBEHHBIX CPEJCTB, TOKYMEHTHI (WM
AJIEKTPOHHBIE JOKYMEHTHI), MOATBEPXKIAIOIIUEe Orjiaty cOopa (MOUUIMHBI) 3a BHECEHUE
M3MEHEHUH B pa3Mepe U MOPSIKE, YCTAHOBJIEHHBIX B COOTBETCTBUM C 3aKOHOJIaTE€ILCTBOM
rocyapCTB-WICHOB, J10Ch€ Ha HU3MEHEHUE (YBEIOMIICHHE), COJepiKallee >SJIEMEHTHI,
nepeurcieHuble B moanyHkTe 2.3.1 Hacrtosmero llpunoxkeHusi, B BUAE 3JIEKTPOHHBIX
JTOKYMEHTOB.";

B a03arie mAToM ciosa "90 kaneHgapHbIX 1HEW" 3aMeHuTh coBamMu "90 pabounx aHen";
B a03arie ceapMoM ciioBa "60 KajgeHIapHBIX JHEH" 3aMeHuTh ciioBamu "40 pabounx gHei"

B ab3a1ie BocbMOM cJiioBa "90 kaneHmapHbIX qHEl" 3aMeHuTh cioBamu "60 pabounx nHei"

B ab3arie gecstom cioBa "90 kaneHaapHbIX qHEH" 3aMeHuTh ciaoBamu "90 pabounx nHen";
K) B moamyHkTte 2.3.5:
B a03alrie yeTBepToM ciioBa "60 kaneHgapHbIX IHEW" 3aMeHuTh cioBamu "40 pabounx
mHen'";
B a03ane mectoM "30 KameHaapHbIX JHEW" 3aMeHUTh cioBamMu "20 pabounx aHeu'";
J) B IOAMYHKTE 3.2:
B a03arie msAToM cioBa "60 KaleHIapHbIX JHEN" 3aMeHuTh ciaoBamu "40 pabouux gHei",
cioBa "90 kameHaapHBIX JHEHN" 3aMeHUTh ciioBaMu "60 pabounx aHei";
B a03arie cepMoM ciioBa "90 kajgeHaapHbIX qHEH" 3aMeHuTh ciioBamu "90 pabounx gHei"
B ab3arie BocbMoM ciioBa "30 wim 60 kaneHaapHbIX aHei" 3aMeHuTh cioBamu "20 unu 40
pabounx qHen";
M) MO TeKCTy nmoamyHkTa 3.3 cioa "30 kajeHaapHbIX AHEH" 3aMeHUTH cioBaMu "20
pabounx qHen".
101. B npunoxxenuu Ne 24 k ykazanubsiM [IpaBunam:

a) B nyHkte 1.3.1 paszgena III cioBa "nexkapCTBEHHBIX MpemapatoB U OOIIeH
XapaKTEPUCTUKHU JIEKAPCTBEHHBIX IpernapaToB' 3aMEHUTh CJIOBaMH 'JIEKapCTBEHHOIO
npernapara u oOuiei XapakTepuCTUKH JIEKAPCTBEHHOT O Mpenapara';

0) B moapazaeine 1.4.1:
B a03arie BTopoM ciioBa "40 kajneHgapHbIX JHEH" 3aMeHuTh cioBaMu 30 pabouux mHeHn";



B a03aIax TpeThbeM M YETBEPTOM cJioBa "25 KaleHIapHbIX JHEH" 3aMeHuTh ciaoBamu "19
pabounx gHen";

B) B nojipaznene 1.4.2:

a03all MePBBIM U3JT0KUTH B CIASAYIONIEH peaaKIINu:

"3agBUTENb OJHOBPEMEHHO MPECTABISET YINOJHOMOUYECHHBIM OpraHaM (3KCIEPTHBIM
OpraHu3alusIM) TOCYJapCTB IPU3HAHUS 3asBJICHHE O BHECEHUM HM3MEHEHHH B COCTaB
PETUCTPAIMOHHOTO JI0ChE BAKIUH JjIsl MPOGUIAKTUKY TPUIINA HA OyMaXHOM HOCUTEJIE UIU B
BUJE DJEKTPOHHOTO JOKYMEHTA, IOJMUCAHHOTO JJEKTPOHHOW MOINKUCHIO, COTJIACHO
npwioxenuto Ne 2 k IlpaBunam; JTOKyMEHTHI (MJIM DJICKTPOHHBIE JOKYMEHTHI),
MTOATBEPIKIAIONINE OIUIaTy cOopa (IMONUIMHBI) 32 BHECEHUE NU3MEHCHHI B PETHCTPAITMOHHOE
JIOCh€ BaKIMH JJIsI MPOMUIAKTUKU TPUINA B CIydasX M MOPSAKE, YCTAaHOBJIECHHBIX B
COOTBETCTBHHU C 3aKOHOJIATEILCTBOM rOCYyAapCTB MPU3HAHUS.";

B a03are yeTBepToM ciioBa "40 kaJeHAapHBIX JHEH" 3aMEeHUTH ciaoBaMH "27 pabounx
THen'";
B a03arie msAToM cjoBa "25 KalleHIapHbIX THeH" 3aMeHUTh ciioBamu "17 pabouux aHEi";
B a03alax 4eThIpHAAIATOM U MATHAALUATOM ciioBa "10 KajleHAapHBIX JHEW" 3aMEHUTH
cinoBamu "7 pabounx qHEH";

102. JononHUTh npuiiokeHusaMu Ne 25 — 27 ciaeayromero CoaepxaHus:

"TTPUJIOXEHUE Ne 25
k IIpaBunam perucrpauuu u
SKCHEPTU3bI IEKAPCTBEHHBIX CPEJICTB
JUTS MEJULIUHCKOTO IPUMEHCHHUS

IIponenypsl, KpuTepuy U TpeOOBaHMA K PETHCTPAIMH JICKAPCTBEHHEBIX IPENapaToB B
coorBercTBHH ¢ noapasaciioM VILII pasnena VII IlpaBwn perucrpanym u SKCIEPTU3EI
JIEKapCTBEHHBIX CPEJCTB A1 MEAUIUHCKOIO IPUMEHEHHUA

1. O6mme momoxeHus

B pazngene 11 gactu Il npunoxenuss Ne 1 x IlpaBuiiam peructpanuu U 3KCIEPTU3BI
JIEKApCTBEHHBIX CPEACTB Uil MEAULMHCKOTO INPHUMEHEHUs, YTBEPKICHHBIM PemeHunem
Cosera EBpa3uiickoil 3kOHOMHUYECKOM Komuccuu TO 3 HosA0ps 2016 r. Ne 78 (manee —
[IpaBuna) yka3zaHO, UYTO PETUCTPAIIMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O Ipernapara
MOXET BBIJABATHCS IMPU YCJIOBUU BBIIIOJIHEHUS OMNPEAEIEHHBIX OCOOBIX 0053aTENbCTB, B
Clly4ae €ciii 3asiBUTENIb MOXKET NOJATBEPAUTh (0OOCHOBATH), YTO HEBO3MOKHO IPEIOCTaBUTH
MOJIHbIE JaHHbIe 00 3(PEeKTUBHOCTH U OE30MACHOCTU JIEKAPCTBEHHOI'O Ipernapara Nnpu
OOBIYHBIX YCJIOBHSIX €r0 MPUMEHEHUS 10 OJTHOM U3 CIEAYIOIUX PUUNH:

IIOKa3aHUs K IPUMEHEHHMIO, 110 KOTOPBIM NPEIIaracTcs MPUMEHATh JEKAPCTBEHHBIN
npernapar, BCTPEYaloTCsl HACTOJIBKO PEAKO, YTO 3aABUTEIh 0OOCHOBAHHO HE MOXET OKUIATh
MOJyYEHUS] BCECTOPOHHETO MOATBEPKIACHUSI 10Ka3aTeIbCTB 3P (HEKTUBHOCTH U OE30MMACHOCTH
JIEKapCTBEHHOT'O IIpenapara;



IpU TEKYILIEM COCTOSHHHM HAayYHBIX 3HAHUH HE MOXET OBITh MpejacTaBlieHa
ucuepnsiBaromas uHpopmanuss o0 3h(PEeKTUBHOCTH WM OE30MACHOCTU JIEKAPCTBEHHOTO
npenapara;

nonydeHue uHdopMauu o0 3PHEKTUBHOCTH WK 0€30MaCHOCTH JIEKAPCTBEHHOTO
npemnapata O0y1eT IPOTHBOPEUYUTH OOUICTIPUHATHIM MPUHIUIIAM METUITMHCKON STHKH.

VYkazaHHbIe 0053aTeIbCTBA MOT'YT BKJIIOYATh CIIEAYIONINE TPEOOBaHUS:

3asIBUTEIb JTOJDKEH 3aBEPIUUTh B CPOK, YCTAHOBJICHHBIM YIIOTHOMOYEHHBIM OPTraHoOM (
AKCIEPTHOW oOpraHu3aiueil) pedepeHTHOro TrocynapctBa — uneHa EBpaswuiickoro
SKOHOMHUYECKOI0 coro3a (Haiee — rocygapcrBa-uieHbl, Coro3), ONpeAeeHHYI0 IPOrpaMmy
uccienoBaHui 1o Oe3omacHOCTH WM 3PHEKTUBHOCTH JEKAPCTBEHHOTO IIpernapara,
pe3yJIbTaThl KOTOPOW IMO3BOJISIIOT MPOBECTH MOBTOPHYIO OIIEHKY COOTHOLIEHHUS ''MOib3a —
puck";

paccMaTpuBaeMblid JIEKAPCTBEHHBIN IIpenapaT MOKET OTITYCKAThCS TOJIBKO MO PELEnTy U
MPUMEHSATHCA B ONPEJIETICHHBIX CIydasx, TOJBKO MOJl CTPOTMM MEIUIIMHCKUM HAOJII0I€HUEM
(BO3BMOXKHO B CTallMOHape), a B ciydae paanodapMaleBTHYECKUX IpenapaToB — IMOJ
HaO0JII0ICHUEM UMEIOLIET0 COOTBETCTBYIOIIEE pa3pelieHe JINLIA;

UHCTPYKILUS 110 MEAUIIMHCKOMY MTPUMEHEHHIO, 00I1asi XapaKTePUCTHKA JIEKAPCTBEHHOTO
npenapara, perucTpallioOHHOE YJIOCTOBEpEHUE U Jt00as MeIUIUHCKas HH(DOpMAIUs JOJIKHBI
coJiepkaTh oOpallieHue, KOTOpoe MPUBJIEKAeT BHUMaHNE MEIUIIMHCKOTO paOOTHUKA K TOMY
(dakTy, 4TO UMEIOIIHECS JaHHBIE O pACCMATPUBAEMOM JIEKAPCTBEHHOM Ipenapare sSBJISIOTCS
HEJOCTATOYHBIMHU B YaCTH MOJTBEPKICHUS OMPEICICHHBIX acleKTOB 3((PEKTUBHOCTH WIH
0e30MacHOCTH JIEKAapCTBEHHOTO IIpenapara.

IIpu perucrpamum JIEKapCTBEHHOI'O IIpenapara B COOTBETCTBHM C IPOLERYpPOU
pEerucTpanuu JICKapCTBEHHOTO Mperapara B UCKIIOUYNUTEIbHBIX CIydasX HapaBHE C OTYETAMU
O MPOBEACHHBIX KJIMHUYECKUX HCCIEIOBAHUSX, YKa3aHHBIX B MyHKTEe 36 IIpaBuii, oTueTsl 0
BCEX IIPOBEJICHHBIX KIWHMUYECKUX HCCIEIOBAHMUAX, BKIIOUEHHBIE B COCTaB MOAYJA 5
PETUCTPALIMOHHOTO J1I0ChE, BHE 3aBUCUMOCTH OT CTPaHbl X MPOBEACHUS PaCCMaTPUBAIOTCS B
npouecce 3KcnepTusbl. [Ipu HEOOXOAUMOCTH YMOJIHOMOUYEHHBIM OpPraHoM (3KCIEpPTHOU
opraHuzaiueil) pedepeHTHOro rocyaapcTBa MOXKET ObITh HWHUIMHPOBAHO MPOBEIICHHE
MHCHEKIMN KIWHUYECKOTrO MCCIEJOBaHUs Ha CcooTBeTcTBUE TpeboBaHusM IIpaBun
HaJJIe)Kallel KIMHUYECKOW NpakTUKH EBpa3uiickoro SKOHOMHUYECKOTO COI03a,
yTBepxaAeHHbIX Pemennem CoBeta EBpa3uiickoii 3KOHOMHYECKON KOMHUCCHHM OT 3 HOSIOpA
2016 r. Ne 79.

Hacrosimee nmpunokeHne ONKMCHIBAET MPOLEAYPY M HAYUYHYHO OLIEHKY OCHOBAaHHM H
YCJIOBHM ISl OCYIIECTBIICHHS PETUCTPALMH JIEKAPCTBEHHBIX IPENAapaTOB B UCKIIOYUTENBHBIX
CIIy4asX U COAEPIKUT COOTBETCTBYIOINE YKA3AHHUS.

OnucaHHas npoueaypa NpUMEHSETCS K 3asBJICHHUSIM Ha PETMCTPALUIO JIEKAPCTBEHHBIX
IpernapaToB AJi METUIIMHCKOTO PUMEHEHHUS, BXOASIUX B chepy npumenenus [Ipasui.



2. CoenuaibHEIE IpoLeAyPH (0013aTeNbCTBA)

B coorBercTBuM ¢ myHkToMm 1201 IIpaBun, perucrpanns JIEKapCTBEHHOTO IIpeEnapara B
VCKJIIOYUTEIIBHBIX CIy4asiX OCYIIECTBIISETCA MPU BBITOJIHEHUN 3aBUTEIEM OIPEAEICHHBIX
yCIIOBUM. YKa3aHHBI MYHKT, B YaCTHOCTH, Kacaercs O€30MaCHOCTH JIEKapCTBEHHOIO
npernapara, yBEJIOMJICHHE YIOJHOMOYEHHBIX OpPraHoB (PKCHEPTHBIX OpraHU3aluid)
roCy/1apCTB-4IEHOB O JIFOOOM MHLUJEHTE B CBSI3U C €r0 IPUMEHEHUEM U IPUHUMAEMbIE MEPBI
. HacTosimee npuinokeHne HEMOCPEICTBEHHO CBA3aHO ¢ [IpaBriamu Haamexamen NpakTUKU
dapmakoHaa3zopa EBpa3uiickoro sKOHOMHYECKOTO COI03a, YTBEPXKJIEHHbIMU Pemienuem
Coseta EBpasuiickoil s3koHOMUYEeCKOW komuccuu oT 3 Hos6ps 2016 r. No 87, xoropsie
yCTaHaBJIMBAIOT pa3Hble BUABI (apMaKOHAA30PHON NEATEIbHOCTH M Mep, NMPEBEHTHBHO
HAIIPABJICHHBIX Ha BBISBIICHUE, YCTAHOBJIICHUE XAaPAaKTEPUCTUK PUCKOB M INPEIOTBPALICHUE
WJIM MAHMMU3ALUIO PUCKOB, CBA3AHHBIX C JICKAPCTBEHHBIMU MPENapaTamMu.

B coorBercTBuu ¢ paznpenom 11 gactu Il mpunoxkenust Ne 1 k IIpaBunam ocoObie
00s3aTeNbCTBA MOTYT BKJIIOYATh B CEOS:
IIPOrpaMMy HCCIICIOBAHUM JIEKAPCTBEHHOIO MPEnapara;
YCJIOBUS Ha3HAYEHUS WM BBEJEHNUS JIEKAPCTBEHHOIO MPENapara;
00513aHHOCTH 110 YBEIOMJICHUIO YIIOJTHOMOUYEHHBIX OPTaHOB;
00513aHHOCTH 110 U3MEHEHHIO HH(OPMAIIIH O JEKaPCTBEHHOM Ipernapare.

3. IlpenocTaBnseMas JOKYMEHTAHS

Ecnu 3asBuUTENs cUMTAET, YTO JOJDKHBI NMPUMEHSTHCS OCHOBAHHS PETHUCTPAIlUH
JEKapCTBEHHOTO TMpernapara B UCKIIOYUTEIBHBIX CIydasX, OH 00s3aH yKa3aTh TaKyIO
uHQOpMaII0 B 3asABJICHMU O PETUCTPAIlUU JICKAPCTBEHHOrO IIperapara COrJIacHO
npuitoxeHuto Ne 2 x [IpaBunam u npenctaBuTh cBoe 000CHOBaHUE B pazaene 1.8.2 moayns 1
PETHCTPAIMOHHOTO JI0ChE, COJIEprKalllee CIeAYIONTy0 HH(OPMAITHIO:

a) yKa3aHHe, YTO 3asBUTE]b CMOXKET JI0Ka3aTh, YTO OH HE CIOCOOCH MPEAOCTaBUTH
MCUEPIBIBAIONINE JOKIUHUYECKUE WM KIMHUYECKHE JaHHbIE O O€30MacHOCTH U
3¢ (HEKTUBHOCTH JICKApPCTBECHHOTO MperapaTa B OOBIYHBIX YCIOBHIX MPUMEHEHUS;

0) mepedeHb NMOKIMHUYECKUX WIIM KIMHUYECKUX MaHHBIX 00 3(PGheKTUBHOCTH U
0€30MacHOCTH JICKapCTBEHHOTO TIpernapara;

B) apTyYMEHTAIIMI0 OCHOBAHUH OJOOPEHUS PETUCTPAIUU JIEKAPCTBEHHOTO Mpemapara B
UCKITIOUNTEIBHBIX CITyYasx;

I') TPEeIIOKEHUS KacaTeIbHO IMOJPOOHBIX CBEJACHUNM O BBIMOJHIEMBIX OCOOBIX
obsi3aTenbcTBax (Tporeaypsl oOecrnedeHusl Oe30MacHOCTH, MPOrpaMMy HCCIEIOBAHUSA,
YCIIOBHSI HA3HAYCHUS WIIH PUMEHEHHUS, HH()OPMAITHIO O JICKApCTBEHHOM IIperapare).

4. AprymeHTanus OCHOBaHH 0JOOPEHHS PETHCTPAIMH JIEKapCTBEHHOr0 Ipenapara B
ACKIIOUYMTEHHEIX CITyJasx



AprymeHTanus OCHOBaHUI OJI0OPEHHSI pETUCTPAlMK JIEKAPCTBEHHOTO Iperapara B
WCKJTFOYUTEIBHBIX CIIy4asx J0JKHA OMUPAThCA Ha O0BEKTUBHBIE, TPOBEPSIEMbIC TPUUNHBI.

B ciiydae HEBO3MOXKHOCTH MPEAOCTABICHUS 3asBUTEIEM HCUEPIBIBAIOIIUX
JOKJIMHUYECKUX WU KIMHUYECKUX JaHHBIX O Oe30macHOCTU WiIu 3PHEKTUBHOCTH
JIEKapCTBEHHOTI'O Mpenapara COOTBETCTBYIOLIUI pa3aesl 0030pa B COCTaBE PErUCTPALIMOHHOTO
JI0Ch€ JIOJDKEH OINKCHhIBATh OCHOBaHHME (OCHOBaHMs) (B COOTBETCTBUU C pazuenoM 11
npuinoxenus Ne 1 x [IpaBunam) Toro, nouemy 3asiBUTENIb HE CIIOCOOEH MPEIOCTABUTh TaKue
JaHHbIe (MOKET MPUMEHSTHCS HECKOJIBKO OCHOBaHMii). B Mojynie 1 perucTpaiioHHOTO J0Che
JIEKApCTBEHHOT'0 Ipernapara 3asBUTENb 00513aH MPEIOCTaBUTh MOJIPOOHYI0 apryMEHTaluIo,
9yTOOBI JIOKA3aTh CYIIECTBOBAHUE TAaKMX OCHOBAHHWM, BMECTE C KPUTHUECKOW OIEHKOM Takoi
apryMeHTaIl1u.

Hecnoco6HOCTS 3assBHTEIIS IPEIOCTABUTH HCICPIHIBAIOIINE JaHHEIE
o 6e3omacHOCTH M 3P PEKTHBHOCTH JIEKApPCTBEHHOTO Mpemapara
BCIICICTBHE PEAKOCTH ITOKAa3aHUA K €0 IPUMEHCHUIO

AprymeHTanus J0JIKHA YYUTHIBATh IPUEMIIEMBIE SITUIEMHUOIOTHUYECKHE 10KA3aTEIbCTBA
KOJIMYECTBEHHON XapaKTEPUCTUKU HU3KOW YACTOThI paclpOCTPaHEHHOCTH (O0JIE3HEHHOCTH,
MOPOUTHOCTH) IaHHOTO 3200J1€BaHUs (COCTOSIHUS) BO BCEM MHpPE, & TAK)KE KOJIMYECTBEHHYIO
OLIEHKY pa3Mepa IMOMyJAlUU, KOTOpas MOXKET ObIThb JOCTYIHA JJis HCCIEeA0BaHUM
6e3omacHocTd M A(PEKTUBHOCTH JIeKapCTBEHHOro mpemnapara. HeoOxoammo omucaTh
IpEABIIYIINE UCCIEA0BAHUS, IPOBEICHHBIC HA aHAJIOTUYHBIX MOMYJISAIUAX.

Heo6xomumo OTMETHUTh, UMEET JI JICKAPCTBEHHBIN Mpemapar cratyc oppaHHOTO B
rocyJlapcTax — ujaeHax EBpa3uiickoro SJKOHOMHUYECKOI0 COro3a (ajiee — rocyaapCTBO-1ICH,
Coro3). Bmecre ¢ TeM Takoro craryca HEIOCTATOYHO JIsI apryMEHTAIlMd HECTIOCOOHOCTH
3asIBUTEIS TIPEIOCTABUTh UCUYEPIIBIBAIOIINE TaHHbBIE 0 0€30MacHOCTH U 3 (PEKTUBHOCTH ATOTO
npenapara.

HeoOxonumo oOmeHUTh W OOCYIUTh BO3MOKHOCTH BBIMIOJTHEHHS TPeOyeMBbIX
HcClieIoBaHUN 0e30macHOCTH U A(PGEKTUBHOCTH JICKAPCTBEHHOI'O Mpernapara, B TOM YHUCIIe
MIPOBEJIEHUE COBMECTHBIX MHOTOIIEHTPOBBIX UCCIIEIOBAHUI.

OueHka BO3MOKHOCTH BBINIOJIHEHUSI YKAa3aHHBIX HCCIEAOBAHUN JOJKHA BKIIIOYATH
noApoOHOE OMUCAaHHE BOMPOCOB, KACAIOIIMXCS AM3ailHA M CTAaTUCTUYECKUX ACIEKTOB
UCCJICOBAHUM, BKJIIOYAs BEPOSTHOCTU OUIMOOK, THUIIOTE3bI, MPEINOIOKEHHS O Habope
CyOBEKTOB MCCIIEIOBAHUS U TOCIEAYIOIIEM HaOIIOJEHUH, pacueTe pa3Mepa BbIOOPKH U
METOJ0JIOTUH.

HeoOxoaumo OLEHUTh U MPOAHAIM3UPOBATH BO3MOYKHOCTh BBIMOJHEHHS APYTUX
WCCIIEIOBAaHUM, KOTOPBIE IMO3BOJSAT TOJYYUTH OoJiee TMOJHBIE JaHHbie (MyCTh W HE
ucuepneiBaone) Oe3onacHOoCTH WKW 3(PPEKTUBHOCTU JEKAPCTBEHHOrO Mpenapara.
HeoOxoaumo mpoaHan3upoBaTh JIIOObIE MOAXOASIIUE AU3AHBI HCCIEAOBAHUM, BKIIOYAs



MOUCKOBBIC JU3ANHBI U APYrUe AU3alHBI, C YYETOM JOCTYIHBIX MOJXOJOB, B TOM YHUCIIE
Kacaroluxcs UccaeoBaHnit 6e30macHoCTH U 3 (HEKTHBHOCTH JIEKApCTBEHHOTO Mpernapara Ha
MaJIbIX TOMYJISIIUSX.
HecmocoOHOCTE 3asABHUTENA MPEIOCTABHTH HCUESPIBIBAIOIINE JAHHEIE

o 6e3omacHOCTH M 3()()EeKTHBHOCTH JIEKAPCTBEHHOTO IpeIapaTa
B CHIIY TEKYIEro COCTOSHIA HAYIHBIX 3HAHUM

Hcexomst u3 TEKyIIEro COCTOSIHUS HAYYHBIX 3HAHHWM 3asSBHUTENb TOJDKCH yKa3aTh, Kakas
Hay4Hast “HGOpMaIus TOTpedyeTcs sl TPOBEACHHUS TT0I00HBIX UCCIIeI0OBaHU, 000CHOBATH
MPUYMHBI OTCYTCTBUSI TaKOW WMH(GOpPMAIMA W HEBO3MOXXHOCTH €€ TOJy4eHHs (Hampumep,
OTCYTCTBHE OIPENCICHHBIX JUATHOCTUUYECKUX HWHCTPYMEHTOB ISl (OPMUPOBAHUS
MOMYJISAIIAN TTAIIMEHTOB CIEIUATBHO IS UCCIICIOBAHMS).

HeoO6xoanmo OLEHUTHh W TPOAHATU3UPOBATH BO3MOKHOCTH TPOBEICHHS NPYTUX
MCCIICIOBAaHUH, KOTOPBIC TIO3BOJIMIN OBl TOTYYUTh OOJBIINE CBEIECHUN O 0E30MacHOCTH U
3 PEeKTUBHOCTH JIEKAPCTBEHHOTO MIpenapaTa (IIyCTh U HE UCUEPIBIBAIOIINX ).

Hecnoco6HOCTS 3asBUTENA COOpATh HCYSPIBIBAIONINE JAHHEIC
0 6e3omacHOCTH ¥ 3 (PEKTHBHOCTH JIEKaPCTBEHHOTO IpEIapara,
B CBSI3H C PUCKOM HApyIICHWS MPUHIIMIIOB MEAULIMHCKONA 3TUKH

AprymeHTamus J0JDKHA COJIepXaTh yKa3aHHUE Ha COOTBETCTBYIONIWE IMPHUHIIHIIBI
MEIUIIMHCKON ATUKH, KOTOPbIE MOTYT OBITh HApYIICHBI MPU MPOBEACHUU HCCIICIOBAHUIMA
6e3omacHOCTH W 3(PGEKTHBHOCTH JIEKAPCTBEHHOI'O Mperapara ¢ yKa3aHHEeM CCHUIOK Ha
COOTBETCTBYIOIIHE PYKOBOJCTBA MO MEIMUIIMHCKOW OTHKe. 3asBUTENh OO0sS3aH jajee
000CHOBATh IPUMEHUMOCTD MTOT00HBIX MPUHIIMIIOB K JAHHOMY CITydaro.

HeoOxomumo mpemnocTaBUTh pENICHUS W 3aKIIYEHHUS KOMHTETOB IO JTHKE,
OCYHIECTBIAIOMMX JACATEIBHOCTh Ha TEPPUTOPUM TOCyJapCcTBa-wieHa, WU
COOTBETCTBYIOIIMX OPraHOB 3JpaBOOXPAaHCHHS B OTHOIICHWH HEITHYHOCTH cOopa
MCYEPIIBIBAIOIINX JAHHBIX O 0€30MacHOCTH U 3(PPEKTUBHOCTH (TIPH HATTUIHH).

Heo0xoauMo OLIEHUTh W TPOAHATU3HPOBATh BO3MOXKHOCTH TPOBEICHHS JIPYTHUX
MCCJIEIOBAHMM, KOTOPBIC IMO3BOJIMIN OBl TTOJIYIUTH OOJIEe TIOJHBIE JaHHBIE 0 O€30TaCHOCTH U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO Tpermapara (Jake B Ciydae €CId OHH HeE SBISIOTCS
MCYEPIIBIBAIOIINMH).

OcHoBaHWsI, TOCTPOCHHBIE HA MEIUITUHCKON THKE, OyayT, KaK MPaBUIIO, IPUMEHSITHCS
TOJBKO K KIMHUYECKHM HCCICIOBAHUSIM WM HCCIEIOBAHUSIM C HCIOJb30BaHUEM
YeJIOBEUYECCKUX OMOMATEPHAJIOB.

5. eranusupoBaHHAA XapaKTEPHCTHKA MOIE/KAIMX BHIIOTHEHHIO 0COOBIX mponexyp (
0053aTeIECTB)

Oco6xre mponexypsl (0043arenscTBa) N0 6€30MaCHOCTH



[Ipennoxenuss mo obecreueHUo 0€30MacHOCTH JIEKApCTBEHHOTO IIpernapara,
MPEJICTaBISAIOTCS B (opMme miaHa ympaBlieHHsT pUcCKaMu B cCOOTBETCTBUU C [IpaBunmamu
HaJyIeKaIel npakTuku papMakoHnaazopa EBpa3uiickoro S5KOHOMHUYECKOTO COI03a.

[Inan ¢apmakoHaa30pa NOIKEH COJIEPKATh MOJHBIE CBEICHUS O (papMaKOHAA30pHOMN
NEATeIbHOCTH, KOTOpasi OyJeT OCYIIECTBISATHCS Il oOecredeHus WHPOPMHUPOBAHUS
JepKaTeNsl PEerucTpallMOHHOTO YAOCTOBEPEHHUSl JIEKapCTBEHHOrO Mpemnapara o JII0OoM
MHIIUJEHTE, KacalolleMcs MPUMEHEHUs JIEKapCTBEHHOrO Ipenapara, U IMpeJjiaraeMmbie
METOJbI, C TIOMOIIBIO KOTOPHIX OYIyT YBEIOMIISATHCS YIOJHOMOYEHHBIE OpraHbl. [lnan
(hapMakoHa30pa JOJKEH TaK)Ke BKJIIOYATh CBEACHUS O JIIOOBIX UCCIEIOBAHUSX, KOTOPHIE
OyIlyT TIpPOBEACHBI JJIsi BBISIBJICHUS U YCTAHOBIICHHS XapaKTEPUCTUK PUCKOB, CBSI3aHHBIX C
MIPUMEHEHUEM JJAHHOTO JIEKAPCTBEHHOTO Mpernapara.

[Tockonpky cBefieHHs 0 0€30MaCHOCTH JICKAPCTBEHHOTO TMpernapaTta OyayT OrpaHUYCHBI,
3asBUTENb O0sI3aH MPEJAOCTaBUTHh MOJAPOOHYIO OLEHKY HEO0OXOIWMOCTH JACHCTBHI MO
MUHHUMU3AIUU PUCKOB, U, €CIIM OMPaBJIaHHO, IJIaH MUHUMU3AIINU PUCKOB.

Oco6xre mponexaypsl (0043aTensCTBa) IO MPOrpaMMe HCCISIOBaHUI
JIEKapCTBEHHOI'0 IIpenapara

[Iporpamma uccneoBaHUM JEKapCTBEHHOTO MperapaTa JOJKHA COACPKaTh MOIPOOHBIM
nepeyeHb BCEX aKTUBHBIX, 3allJIAHUPOBAHHBIX WJIM TpeJlaraéMbIX UCCIIEI0BaHUN, KOTOPHIC
MOTYT (pOPMHUPOBATH OCHOBY JJIsi OyIYIIMX NEPEOIEHOK COOTHOIICHMS "MOJIb3a — PUCK",
BMECTE€ C OXXHUJAEMbIM CPOKOM 3aBEpIICHHUS TaKUX HcciaenoBaHui. s kaxmoro
MCCJICIOBAaHUSI HEOOXOUMO MPEOCTABUTH CICTYIONTYI0 HHGOPMAIHIO (TIPY HATHMYHHN):

XapaKkTepUCTUKY HcclieoBaHus (BKJIOYasl Mu3ailH, KOHEYHBbIE TOYKHU U IIEJIEBOE
MOKa3aHue);

OKHMJaeMble JaThl JJIs MOJladyd MPOTOKOJIa, Hayajda WCCIEeNOBaHUs, MPUBICYCHUS
CyOBEKTOB HCCIEIOBAaHUM, 3aBEpIICHUS HCCIEIOBaHUM, aHalN3a, MOJAa4d OTUYETOB O
COCTOSTHUU UCCIIEIOBAHMS, IMOJa4yd TPOMEXKYTOUYHBIX W 3aKIIOUYUTEIBHBIX OTUYETOB 00
HCCIIEIOBAHUSIX.

Oco6rie mponeaypsl (0043aTeNnsCTBa) IO HA3HAYCHUIO MAIUEHTaM
JIEKapCTBEHHOT'O MIPEapaTa WIH YCIOBUAM €ro IpUMEHEHUA

Oco0ble mpoueaypbl M0 HA3HAYEHMIO MAI[MEHTaM JIEKapCTBEHHOrO Ipernapara Wiu
YCIIOBHSIM €TI0 MPUMEHEHHUS JIOJDKHBI BKIIIOYATh B €05l MOAPOOHOE yKa3aHUE IO YCIOBUAM
MPUMEHEHUS, TaKue KaK BO3MOXHOCTh OTIIyCKa pacCMaTPUBAEMOro JIEKapCTBEHHOTO
npenapara TOJbKO MO MEAUIMHCKOMY HA3HAYE€HUI0O M BO3MOXKHOCTh B ONPEAEICHHBIX
CIydasiX €ro BBEJCHHUS TOJBKO IOJi CTPOTUM MEIUIIMHCKUM HaOJIOJICHHEM (HampuMep, B
CTallMOHape), WJIM OTPAaHUYCHHUE MO CIEIHaTN3alii Ha3HAYaroIIero Juia u (B ciydae
paarodapMalieBTHUECKOT0 MpernapaTa) HATMYUIo Y HEr0 CHelMaIbHOIO pa3penieHusl.

Oco6xre mponeaypsl (0043aTensCTBa) N0 YKa3aHUIO CBENCHMIA
B HH(OpPMAIMH O JIEKAPCTBEHHOM IIperapare



B monyne 1 perucTpallMoOHHOro JIOCh€ JIEKaPCTBEHHOIO Ipemnapara JO0JKHO OBITh
MOSCHEHHWE O TOM, Kak HH(poOpManus, BKIIOYEHHas B OOIIYI0 XapaKTepUCTHUKY
JIEKapCTBEHHOTI'O Mpenapara, HHCTPYKLIHUIO 10 MEIUIIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara (JIMCTOK-BKJIAJbINI), W JtoOas Apyras MeIulMHCKas uHdopMamus OyayT
oOecreynBaTh NPUBJICUYEHNE BHUMAHUS MEIUIMHCKUX PAOOTHUKOB U MAIIMEHTOB K TOMY
(dakTy, 4TO JaHHBIE O JIEKAPCTBEHHOM IIpenapaTe B ONPEEICHHbIX acleKTax (0e30MmacHOCTH
1 (nn) 3Qp(HEeKTUBHOCTH) SIBISIOTCS B HACTOSAIECE BPEMS HETTOTHBIMHU.

6. OxcrepTH32a YIIOJIHOMOYEHHOTO OpraHa (3KCIIEPTHOM OpraHu3aniu) pedepeHTHOro rocyAapcTBa

3aKIr04eHus 1Mo 0J00OPEHUI0 PErUCTPaAllUi B UCKIIFOYUTEIbHBIX YCIOBUSX MOTYT OBITh
MPUHSTHI TOJBKO TI0 OOBEKTHUBHBIM U MPOBEPSEMBIM MPUINHAM B COOTBETCTBUU C PA3ACIOM
11 gactu II npunoxenns Ne 1 k [IpaBunam.

Ecau ucyepnwiBatomue gaHHbIE 0€30MaCHOCTH W 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara OTCYTCTBYIOT, YIOJIHOMOYEHHBIM oOpraH (9KCIepTHas OpraHu3alus)
pedepeHTHOrO TrocynapcTBa BIOpaBe€ pPAcCMOTPETh BO3MOXKHOCTb PETrUCTpalUH
JEKApCTBEHHOTO TpernapaTa B HCKIIOYUTEIbHBIX CIydasiX, OCHOBBIBAACh HA KPUTEPUSIX,
chopmynupoBaHHbIX B paznene 11 gactu Il npunoxenust Ne 1 k [IpaBunam, B Tom unciie 6e3
WHHUITMATUBBl 3asBUTENA. JlaHHOE pelieHue, BKJIoYas J0ObIe 0COObIe 00s3aTeNbhCTBa,
JOBOJIUTCS 10 3aBUTEJIA U COTJIACOBBIBAETCSA C HUM JI0 YTBEPKJAEHUS SKCIIEPTHOTO OTYETa 00
orleHKe 0e30macHOCTH, d(PPEKTUBHOCTH W KadecTBa JIEKAPCTBEHHOTO Mpemapara (jaiee —
AKCIEPTHBIM oOT4eT 00 oueHke). [lpunHsiToe penieHue TOMKHO OBITH yKa3aHO B
COOTBETCTBYIOIIUX 3KCIIEPTHBIX OTYETAaX 00 OLIEHKE SKCIIEPTHON OpraHu3aiuu pehepeHTHOrO
rocyaapcTBa (MMPOMEKYTOUHBIX U (M) 3aKITIOYUTENbHBIX U MMyOJIHYHBIX).

DKCIEepTHBIA OTYET 00 OLIEHKE SKCIEPTHOU OpraHu3anuu peepeHTHOro rocyaapcTpa
JIOJI’KEH OXBAThIBATh CJIEAYIONINE aCIIEKThI, B 3aBUCUMOCTH OT OOCTOSITENLCTB:

UCCJIeIOBaHUS, OTCYTCTBYIOIINE ISl MCUEPIBIBAOLIETO MOATBEPKIAECHUS 0€30MaCHOCTH U
3¢ PeKTUBHOCTH, a Takke HEOOXOAMMOCTh PACCMOTPEHUS YIOJTHOMOYEHHBIM OPTaHOM (
AKCIEPTHOM oOpraHu3anuei) pePepeHTHOro rocyaapcTBa OAOOpEHHUS perucTpaluu
JIEKapCTBEHHOTO Mperapara B UCKIIOUUTEIbHBIX CIyYasx;

HaJlUuKhe JOCTAaTOYHBIX OCHOBaHMM (HayuyHas WHQoOpmanus, HU3Kas 4YacToTa
pacupocTpaHeHHOCTH (0O0JI€3HEHHOCTH, MOPOUAHOCTH) ISl JaHHOrO 3aboseBaHus (
COCTOSIHUSI), ITUYECKHE OrpaHUYEHUs, WHbIE (AKTOPbI) A MOATBEPKIEHUS TOTO, YTO
MCUYEpIBIBAIONINE JaHHBIE O 0€30MacHOCTH U A3(DPEKTUBHOCTHU JIEKAPCTBEHHOTO Mpenapara He
MOTYT OBITh MPEJACTABIICHBI, BKIIOYAs IEKJIApaIldi0 M OIEHKY JIOOBIX 3asBICHUN O
CYIIECTBOBAaHUU TAKUX OCHOBAHUMU. YTOJHOMOYEHHBIA OpraH (dKCHEpTHas OpraHu3alus)
pedepeHTHOr0 TOCYIapCTBA BIPaBEe OOPATUTHCS B DKCIIEPTHBIM KOMHUTET I10 JI€KapCTBEHHBIM
Cpe/ACTBaM 3a KOHCYJIbTaIlMeH 0 TpobieMax, CBSI3aHHBIX C ITUYECKUMH OTPaHUYEHUSIMU;



NPUYUHBI OJ00pEHMS WU OTKJIOHEHUS OCHOBAHUU /IS MPUMEHEHUS IMPOLEIYPHI
PETUCTPAIMK B UCKITIOYUTEIBHBIX CIyYasiX, B TOM YHCJIE MPOBEpKa OOBEKTUBHOCTH TaKUX
OCHOBaHMUI;

3aKJTI0YCHHE O IeIeCO00Pa3HOCTH PETUCTPAIMN B MCKIIOYUTEIBHBIX CIydasX U MpHU
HE0OX0MMOCTH 000CHOBAHNE HEBO3ZMOXHOCTH YCJIOBHOU MM OOBIYHON PETUCTpAITN;

OIICHKA TUIaHA yIpPaBJICHUS PUCKAMHU W TMOTEHIIMAIBHOTO BIMSHUS MpPeasiaraéMbixX
JNENCTBUM IO MUHUMH3ALHA PUCKOB HA COOTHOILIEHHE '"TT0JIb3a — PUCK '

HEOOXOAMMOCTh peallu3alliy MPOTrpaMMbl UCCIIEAOBaHUM, TIPEAIaracMoil 3asiBUTEIIEM.
Onenka TakoW TporpaMMbl JOJDKHA aHAJW3UPOBATh BEPOSITHOCTH IOJYUYCHUS
JOTIOJTHUTEIBHBIX HEOOXOJAMMBIX JIaHHBIX O Oe3omacHOCTH U 3P (PEeKTUBHOCTH
JIEKapCTBEHHOTO TMpernapaTa MO pe3yabTaTaM MOJ0OHBIX HCCIEIOBAHUN, TOCKOJBKY,
MCUCPIIBIBAIONINE CBEACHUS, KOTOpPHIE BAXKHBI [JII XapaKTEPHCTUKU O€30MacHOTO U
3¢ (HEeKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHOTO Npenapara paHee He ObLIN MOIYYEeHbI;

YIOJIHOMOYEHHBIA OpTaH (3KCIepTHas opraHu3aius) pe)epeHTHOro rocyapcTBa BIpaBe
TaKXe 3alpoCUTh Yy 3asBUTENS pPE3YyJbTaThl JIOMOJHUTENBHBIX HCCIEAOBAHUMN s
JTaNbHEHIIICH XapaKTEPUCTUKA OCOOCHHOCTEH, SBIISIOMIMXCS BaXXHBIMHU ISl OE30MAaCHOTO H
3¢ (HEKTUBHOTO MTPUMEHEHUS JIEKapCTBEHHOTO Mpenapara. Takoi 3ampoc B TOM YKCIE JOHKEeH
COJepKaTh YyKa3aHWE O HEOOXOJAMMOCTH TMPOBEACHHS JIOOBIX JOMOJTHUTEIbHBIX
MCCJIeIOBAHMI, TOMUMO MpeJIaraéMbIX B Iiane hapMakoHaI30pa;

YIOJIHOMOYEHHBIH OpraH (3KCHepTHasi opraHuzaius) peepeHTHOro rocy1apcTsa mnpu
GbopMyIUpPOBAHWHM 3ampoca O JOMOJHHUTEIBHBIX HCCICIOBAHUSX JIOJKEH OICHUTH
(U3UYECKYI0 BO3MOKHOCTh BBITIOJIHEHHSI TaKMX HCCJIEIOBAHUM U CTENEeHb 0ObEKTUBHOCTHU
MOJTy9aeMBbIX HEIOCTAIOMINX JAHHBIX, KOTOPBIC MOTYT OBITh MOJIYYCHBI ITO X PE3YJIbTATAM.

[TockonbKy Ha3HAUEHUE 3asIBUTEIIO OCOOBIX Mporeayp (0053aTenbCTB) MOKET TpeOOBaTh
HaJW4Us CTCIUATbHBIX KIWHWUYECKUX 3HAHWM, YIOJHOMOYCHHBIH OpraH (dKCIepTHas
opranuzaius) peQepeHTHOr0 rocy1apcTBa MOXKET KOHCYJIbTHUPOBATHCS C IKCIEPTHBIMHU H
pabouMMu TpynmHaMH, CO3JaHHBIMH TIPH ODKCIEPTHOM KOMHTETE IO JICKapCTBEHHBIM
cpeactBam. llepedeHb Takux 0cCOOBIX TMpoueayp (00s3aTeNbCTB), HA3HAYEHHBIX MPU
pErucTpanuu 3asBUTENIO, JODKEH OBITh YKa3aH B MPUIOKEHUU K PETHUCTPAIMOHHOMY
YIOCTOBEPEHUIO BMECTE C OINPEACIICHHBIMH CPOKaAaMH M JaTaMH WX BBIIOJHCHUS H
OTPaXXaThCsi B €JAMHOM PEECTPE 3aperuCTPUPOBAHHBIX JIEKapCTBEHHBIX cpenctB Coroza
COBMECTHO C PETUCTPAIIMOHHBIM yIOCTOBEPEHHEM;

a) YCIIOBHS WJIM OTPAHUYCHHMS, Kacaroluecs YCTAaHOBJICHUS KAaTErOpHH OTIYCKa U
MPUMEHEHUS JICKapCTBEHHOTO Mpenapara;

0) yCJI0BUS WU OTpaHUYEHUS Kacaromuecs 6e30macHoro u 3 (HEKTUBHOTO MPUMEHEHUS
JIEKapCTBEHHOT'O MIpenapara.

Takue yciioBusi yCTaHABIMBAIOTCS B PEIICHUN YTIOJIHOMOYECHHOTO OpraHa (dKCIEePTHOM
opraHuzainuu) peepeHTHOTO rocyaapcTBa W Jlajee OTPa)xarTcs B COOTBETCTBYIOIIMX
pazmenax wuHGOpManMM O JEKApCTBEHHOM Ipemapare (00medl xapaKTepHCTUKE



JIEKapCTBEHHOT'0 Ipernapara U MHCTPYKLUUHU 10 METUIIMHCKOMY IPUMEHEHUIO JIEKaPCTBEHHOTO
npenapara (JIMCTKEe-BKIIABIIIE));

B) o011as XapaKTepUCTHKA JIEKaPCTBEHHOIO Mpenapara, MHCTPYKIHS 0 METUIIUHCKOMY
NPUMEHEHUIO JICKapCTBEHHOTO TMpemnapara (JIMCTOK-BKIAJBINI) M Jt00as MeTUIIMHCKas
uH(popMaIys, KOTOPbIE OJHO3HAYHO W B JOCTYIHOM AJis MOHUMAHUS KaK MEIUIIMHCKUX
pabOTHUKOB Tak W MAIMeHTOB Gopme OyAyT yKas3pIBaTh Ha TO, YTO MMEIONINECS JaHHBIC O
paccMaTpuBaEMOM JICKaPCTBEHHOM TIpernapare B yKa3aHHBIX ONMPEACTICHHBIX pa3enax o0mmen
XapaKTEPUCTUKU JIEKAPCTBEHHOTO MpernapaTa, HHCTPYKIIMH 10 MEAUITUHCKOMY TPUMEHEHUTO
JICKapCTBEHHOTO Tpernapara (JINCTKe-BKIABIIIE) SIBISIOTCS HEAOCTATOYHBIMHU.

OO61mas xapakTepuCcTUKa JEKapCTBEHHOIO Mpernapara ¥ HHCTPYKLIMS IO MEAUIIMHCKOMY
NPUMEHEHHUIO JICKapCTBEHHOTO TMpemapaTa (JIMCTOK-BKIJIAJBINI) JOJDKHBI COJEPKATh
uH(pOPMAIMIO O TOM, YTO PErucTpanus ObUIa OCYIIECTBJICHA HA YCJIOBHSX BBIMOTHEHUS
OTIPEICTICHHBIX 0COOBIX 0053aTEIBCTB, MOJICKAIIUX €KETOTHOMY IIEPECMOTPY.

CBenenusi B MHCTPYKIIUHU IO MEAUIIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO TpemapaTa (
JUCTKE-BKJIAJIBINIE) JOJDKHBI COOTBETCTBOBATH OOMICTIPUHATHIM CTaHIApTaM HaIUCaHUS
MOHSATHOTO MAIlMeHTy Marepuaia U TpeOoBaHMSIM K HHCTPYKIHH MO MEIUIUHCKOMY
IPUMEHEHUIO JIEKapCTBEHHOI'O Ipernapara U OO0IIell XapaKTepUCTHKE JIEKapCTBEHHOTO
mpenaparta s MEAWIIMHCKOTO TPUMEHEHUs, YyTBepkIeHHbIM Pemenuem CoBeTa
EBpasuiickoit s5koHOMUYECKON KoMuccuu ot 3 Hosiopst 2016 . Ne 88.

7. ExxerogHas mepeoneHKa COOTHOIICHHUS "0Ib3a — PUCK"

Oco0Oble 00s3aTENBCTBA, KOTOPHIE OBUTH BBITTOJTHEHBI 3asiBUTEIEM, (JOPMHUPYIOT OCHOBY
JUISL €KETOJIHOW TMEepPEOLCHKU YIOJTHOMOYEHHBIM OpPTraHoOM (SKCIEPTHOM OpraHu3aiueil)
pepepeHTHOTO ToCyAapCTBa COOTHOILIEHUS '"moiab3a — puUCK" I8 KOHKPETHOTO
JeKapCTBEHHOTO Tpemnapara. [IpomomkeHue perucTpanu JOJKHO OBITh CBA3aHO C
€XKEroHOM MEePEOLEHKON TAKUX YCIOBHIA.

[Ipouenypa nepeperucrpanuu JEKApCTBEHHOTO IPEIapara B UCKIIOUYUTEIBHBIX CIIyUasiX
BBINIOJIHAETCS B COOTBETCTBUH C pasnenioMm VIII IIpaBui, a peructpanimnoHHOE yAOCTOBEPEHUE
BBIJIAETCS Ha CPOK S jeT. [locneayromee perucTpalilmioOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO
npenapara MOKeT ObITh OECCPOUYHBIM B CITydae, €CJIM YIOJTHOMOUYEHHBIN OpraH (dKcnepTHas
OpraHu3aiysl) rocyJapcTBa-ujieHa HE MPUMET pEelIeHHE, MO0 OOBEKTUBHBIM OCHOBAHUSIM,
KacaloluMcs pe3yJbTaToB (papMakoHAI30pa, HA3HAYUTH OJHY JOMOJHUTEIbHYIO

[IEPEPETUCTPALMIO YePE3 SIIeT.
MTPUJIOKEHUE Ne 26
k [IpaBunam peructpanuu u
OKCIICPTU3LI JICKAPCTBCHHBIX CPCACTB
JUTT MEOUIIUHCKOTO IIPUMEHCHUSA



ITponexnypsi, kpuTepru ¥ TpeOOBaHHA K PETHCTPAMH B COOTBETCTBHH ¢ noapasaenoM VILIIT
pasznena VII IIpaBuin perucTpauy 4 SKCIEPTH3H JIEKAPCTBEHHBIX CPEACTB A1 MEIUIIMHCKOI'O
OPUMECHEHHUA

Hacrosiee npuiioxkeHue ycTaHaBIMBAET MOJIOKEHUS U OCOOCHHOCTU OCYIIECTBICHUS
pEruCTpaly JIEKApCTBEHHOrO IMpemnapara NPy YCIOBUHU BBINIOJHEHUS YCTAHOBIIEHHBIX
0ocoObIX 00s3aTenbcTB B coorBeTcTBUU ¢ moapazgenom VILIID paszmenma VII IlpaBun
PETUCTpALIMU U DKCIEPTU3bI JICKAPCTBEHHBIX CPEJACTB JJIi MEAULIMHCKOTO MPUMEHEHMUS,
yTBepxkaeHHbIX Pemennem CoBeta EBpasuiickoli 95KOHOMHYECKON KOMHCCHH OT 3 HOSIOps
2016 1. No 78 (manee — IIpaBuna).

I. IIpuHIMIEI YCIIOBHOM PErncTpanyy JCKapCTBEHHOI'O IMpemnapara

[Ipexxae yem nekapCTBEHHBIN Mpemnapar JJjsi MEJUUMHCKOrO MPUMEHEHHs OyaeT
3aperucTpUpOBaH i BBIBOJIa HAa PBIHOK XOTA OBl OJHOTO TrocyaapcTBa — uJieHa
EBpasuiickoro 3KoHOMHUYECKOro coro3a (majiee — rocyaapcrBa-uieHbl, Coro3), OH JOJKEH
OBITh U3YUEH B IIMPOKOMACIHITAOHBIX MCCIEIOBAHUIX, HEOOXOIUMBIX ISl MOITBEPKACHUS
ero 6e3onacHocTH, 3(H(HEKTUBHOCTH U KaUeCTBA JJIs IPUMEHEHUS B 1IETIEBOM MOIMYJISAIUH.

B oTHoOmIeHHM OmpeneNeHHBIX KaTerOpui JEKAapCTBEHHBIX MpEnapaTtoB B ILENAX
oOecrieueHHs] HEYJIOBJICTBOPEHHBIX MEIUIIMHCKUX MOTPEOHOCTEW MAlMEHTOB M 3aIlUThI
MHTEPECOB 370POBbs HACEJIEHUSI MOXET MOTPpeOOBaThCA PErUCTpalsl HA OCHOBAHUM MEHEe
TMIOJTHBIX, YeM OOBIYHO JTAHHBIX, HO TIPH BBHITIOJTHEHUN YCTAHOBIICHHBIX OCOOBIX 00S3aTENBCTB (
ycioBHas peructpanusi). K TakuMm kKateropusiMm MOTYT NpPHUHAJIEXKATh JIEKapCTBEHHbBIE
npenapartbl, MNpeAHA3HAUYEHHBIC ISl JICYEHHS, NPOPUIAKTUKH WJIM MEIUIUHCKON
IUAarHOCTUKU CEPBhE3HBIX (TSOKENBbIX) WHBAIUIU3UPYIOMIUMX WIH YIPOKAIOIMIMNX KU3HU
3a0oJeBaHuM, MO0 JIEKAPCTBEHHBIC MperapaThl, MPUMEHsEMbIe B IKCTPEHHBIX CUTYyaIUsiX B
OTBET Ha YIrpO3bl 3J0POBbI0 HACEJICHUs, IpPU3HAHHbIE BceMUpHOW oOpraHu3anueu
3ApaBOOXPAHEHUS] WM YIOJHOMOYEHHBIMH OpraHaMu TOCYJapCTB-UJICHOB, JUO00
JEKApCTBEHHBIC Tpenaparbl, HMEKIINE CTaTyCc OpPQGaHHBIX B COOTBETCTBYIOIIEM
roCcyJ1apCTBE-UJIEHE.

B ykazaHHOM BbIlIE cllyyae JIaHHbIE, HA KOTOPBIX MOKET CTPOUTHCS 3aKIIOUCHUE 00
YCIIOBHOM PEerucTpaiuu, MOryT ObITh MEHEE MOJHBIMU, OJJHAKO COOTHOIIICHUE "TI0JIb3a — PUCK
" IUIs IEKapCTBEHHOTO ITpernapaTa JOJKHO OCTAaBAThCS MOJOKUTENIBHBIM. bosee Toro, nosp3a
IUIS 300POBbSl HACENICHUS OT HE3aMEUIMTENIbHOW PETrHCTpalMy TAKOrO JIEKapCTBEHHOIO
npenapara JOJKHA TEPEBEIIMBATh PHUCK, CBA3AHHBIM C OTCPOYKOM MPEIOCTABICHUS
JOTIOJTHUTEIIBHBIX TAHHBIX.

VYcnoBHas peructpanus JIEKapCTBEHHOrO IpenapaTta NPUMEHSAETCS B Clydasx, KOraa
HEMOJIHOM SIBJIIETCA TOJBKO KIIMHUYECKAs YaCTh PETHCTPALIMOHHOTO JOCHE JICKAPCTBEHHOTO
npenapara. JlJisi 1eKapCTBEHHOTO Ipernapara, IPUMEHSIEMOr0 B SKCTPEHHBIX CUTyalusaX U



Cy4dasiX yrpo3bl 3I0POBbI0 HACEJEHHUs, JOMYCKAIOTCS TAKXKE HEMOJHBbIE JOKIMHUYECKUE
JTAaHHBIE WJIM JJaHHBIE B COCTaBE MOJYJISI 3 PErUCTPAIMOHHOTO JIOChE.

[Ipu ycnoBHOM perucTpanuu J€KapCTBEHHOTO Mpernapara B MPOLECCE ero AKCHEPTU3bI
HapaBHE C OTYETAMHU O MPOBEJICHHBIX KIIMHUYECKUX UCCIEOBAHUSIX, YKa3aHHBIX B IYHKTE 36
[IpaBun, paccMaTpuBarOTCS OTYETHl O MPOBEACHHBIX KIUHUYECKUX MCCIEOBAHUSIX,
BKJIIOUEHHBIE B COCTAaB MOJYJISI 5 €ro perucTpallMOHHOTO J0ChE, €CJIM OHU YAaCTUYHO WJIU
MOJHOCTHIO MPOBEACHBI HAa TEPPUTOPHUSX CTpaH peruoHa MexIyHapOoJIHOrO COBeTa IO
rapMOHHU3AlUM TEXHUYECKUX TpeOOBaHMN K (QapMalleBTUUYECKUM TIpernaparam Jist
MeaunuHckoro mnpumenenuss (ICH) u Ha uX OCHOBaHUM JI€KapCTBEHHBIM Tmpemapar
3apETHUCTPUPOBAH Ha TEPPUTOPUU CTpaHbl JaHHOTO peruoHa. [lpm HeoOXomumocTu
YIOJIHOMOYEHHBIM OpraHoM (3KCIEPTHON OpraHu3anueit) pepepeHTHOro rocy1apcTBa MOKET
OBITh MHUIIUUPOBAHO MPOBEJCHUE MHCTIEKIINHA KIIMHHYECKOTO MCCIICIOBAaHUSI HA COOTBETCTBHE
TpeboBanusaM [IpaBun Haanexamen KIMHUYECKOW MpakTUK EBpazniickoro 3KOHOMHUYECKOTO
coro3a, yreepxkacHHbIX Pemennem CoBera EBpa3suiiCkoil SKOHOMHYECKOM KOMHMCCHHM OT 3
HOs10pst 2016 1. Ne 79,

B nensix obecnieuenust coOM0IeHUs IPUEMIIEMOro OaaHca Mexay 00Jer4YeHHeM JIOCTyTa
K JICKAPCTBEHHBIM IIpenaparaM JJisl NAalHMEHTOB C HEYJOBJIETBOPEHHBIMH MEIUIIMHCKUMHU
MOTPEOHOCTAMU M MPEAOTBPAIICHUEM PETUCTPAIMU JIEKAPCTBEHHBIX IIpernapaToB C
HEOIaronpusITHHIM MpoduIeM 6€30MacCHOCTH WU OTPULIATEITLHBIM COOTHOIIICHUEM "TT0JIh3a —
pUCK" Takue perucTparuy HeoOX0JAUMO OCYIIECTBIIATh MPU YCIOBUH BBIMOJHEHUS O0COOBIX
o0s3aTenbCTB. JlepkaTenss perucTpallioOHHOTO YIOCTOBEPEHUS HEOOXOAMMO 00s53aTh
3aBEPIINTH WM HAYaTh ONPEICIICHHBIC UCCIIEIOBAHMS B LIESAX NOATBEPKACHUS TOTO, YTO:

COOTHOUIIEHHE "T0JIb3a — PUCK" MOJIOKUTENBHOE;

OTCYTCTBYIOT HEpEIIeHHBIE BOIPOCHI, Kacarolyecss 0e30macHoCTH, 3(PGEeKTUBHOCTH U
KauecTBa JIEKAPCTBEHHOT'O MTpenapara.

VYcnoBHas perucTpauus JIEKApCTBEHHOrO Mpernapara OTJIMYAaeTCsl OT MPOLEeAYypbl
peruCTpaluy, OCYIIECTBIIEMON B HCKIIOUUTEIbHBIX CIydasX B COOTBETCTBHUU C
nonpazaenom VILIL pasgema VII IlpaBun. VYcioBHas peructpanus JE€KapCTBEHHOTO
nmpernapara OCYIIECTBISIETCS 0 MOJYy4YEHUs BCEX JaHHBIX O €ero Oe30MacHOCTH H
s exkTuBHOCTU. BMEcTe ¢ TeM He MIaHUPYETCS, YTO PErUCTpaIvs TaKOro JIEKAPCTBEHHOTO
npenapara OyJIeT ocTaBaThCsl YCI0BHOM Oeccpouno. [locie npenocTaBieHus: HETOCTAIOIIUX
JAHHBIX PETUCTPAIMOHHOTO JI0ChE JIEKAPCTBEHHOTO Mpernapara yIoJIHOMOUYEHHBIM OPTraHoM (
AKCIIEPTHOM opraHu3aiueil) peepeHTHOro rocyapcTBa MOKeT ObITh MPUHSATO PEUICHUE O
MPEKPAIICHUN CTaTyca YCJIOBHOM pErucTpaluu JEKApCTBEHHOro Mpenapara (TO €ecTh
perucTpainus mepectaeT OBITh YCIOBHOM M HE TpeOyeT Oojee BBIIOIHCHHS OCOOBIX
00s3aTenbCTB). B oT/iiMuMe OT yCIIOBHOW perucTpainuu Mpu perucTpanuu JIeKapCTBEHHOTO
npenaparta B HCKIIOYUTENbHBIX Clydasx MNPUHIUNUAIBHO HEBO3MOXKHO COCTABUTH U
OPEACTABUTh IOJHOE PETMCTPALIMOHHOE [I0ChE TAKOr0 JIEKAPCTBEHHOrO Mpemnapara Io
O00OBEKTUBHBIM MPUUUHAM.



3asBIICHUS HA YCJIOBHYIO PETrMCTPALMIO JIEKAPCTBEHHOI'O Npernapara MOTYT TaKke
BKJIIOYaTh B ce0sl 3ampoc MNpPOLEAYpPbl YCKOPEHHOM H3KCNEPTHU3bl, MPEAYyCMOTPEHHOU
nogpasgenoMm VILIV pasgena VII IpaBun. B nanHOM ciiyyae 3asiBI€HHME HA PETUCTPALUIO
JIEKapCTBEHHOTO IpenapaTa JOJKHO COJEpKaTh MEPEYEHb IMOCTPETHCTPALMOHHBIX MEp,
yKka3aHHbIU B npwitoxeHnn Ne 2 x [IpaBunam.

DKcrepTu3a 3asBJIEHUS Ha YCIOBHYIO PETUCTPALIUIO SIBJISIETCS CTaHIapTHOM MPOLIEAYPOH,
ycTraHoBieHHOU pasaenamu V u VI IlpaBui, eciim nHOE HE NMPEAYCMOTPEHO HACTOSALIMM
IIPUIOKEHUEM.

B coorBerctBun ¢ nogpasaenoM VILIIL pasgena VII IlpasBun ycioBHas perucrpanus
OyJneT neicTBUTENbHA B TeueHue | roja ¢ exeroaHoi nepeperucrpanueit. [IpenensHblil cpok
MoJayu 3asBJICHUS Ha TMepeperucTpanuio (MOATBEPKACHUE PErUCTpaluu) TOKEH
COCTaBJIATh 6 MECSILEB A0 AaThl UCTEUEHUS ACHUCTBHSI PErUCTpalid, a YIOJIHOMOYEHHBIM
OopraHoMm (PKCIEpTHOM opraHuzaiueit) peepeHTHOro rocy1apcTBa J0JKHO OBITh MPUHSITO
peiieHue B TeueHue 60 paboumx NHEH CO JHS TMOJYy4YEHUS TaKoro 3asBiaeHUs. UToObI
rapaHTHUpOBaTh, YTO JIEKAPCTBEHHbIE IpemapaThl HE OyAyT H3bIMAaThCA C PBHIHKA,
UCKJIIOYUTENIBHO M3 COOOpaKeHUU OXpaHbl 3J0pPOBbS HACEJIEHHUS, PETUCTPALUOHHOE
YIAOCTOBEPEHHE, BBIIAHHOE IO MPOLENYypPE YCIOBHOM PETrHCTpPALUH, NOJKHO OCTaBaThCs
JNEUCTBUTENbHBIM JIO MPUHSTHUS YIOJHOMOUYEHHBIM OpPraHoM (PKCIEPTHOM opraHu3aiuen)
pedepeHTHOro rocyAapcTBa pEIHIeHUs [0 pe3yjibTaTaM »3KCIEpPTU3bl 3asBICHHUS Ha
nepeperucTpanuo (MoATBEPKIACHUE PETUCTPALIMK), MPU YCIOBUHM UYTO JaHHOE 3asBJICHHE
MOJAAHO 1O HMCTEYEHHs MPEAEIbHOIO CpOKa IMOJAa4yd 3asBJIICHUS HAa NEpeperucTpauuro (
NOATBEPKACHUE PETUCTPALIVIH).

Nudopmannst 00 ycI0BHOM XapaKTepe PErMCTPALMK JOJKHA OBITh YETKO M3JIOKEHA B
oOmell XapaKTEepUCTUKE JIEKapCTBEHHOIO Mpenapara, a Takke B HHCTPYKUHUHU IO
MEIUIMHCKOMY IPUMEHEHHIO JIEKaPCTBEHHOTO NpenapaTa (JINCTKe-BKIaAbILIE).

JIns neKapCTBEHHBIX MPENapaToB, 3aPErUCTPUPOBAHHBIX YCIOBHO, BAXXHBIM SIBIISETCS
BBINIOJIHEHUE TpeOOBaHUM M 00A3aTENBCTB MO (PapMaKOHAA30pYy, KOTOPHIE MPEAYCMOTPEHBI
[IpaBuiamu Hajgmexarieln MpakTUKU (papmakoHam3opa EBpa3wiickoro SKOHOMHYECKOTO
coro3a, yreepxacHHbIMU Pemennem CoBeta EBpa3uiickoil 52KOHOMUYECKONW KOMHUCCHUHU OT 3
HOs10pss 2016 1. Ne 87. BmecTe ¢ TeM HEOOXOJWMO U3MEHUTHh CPOKH MPEIOCTABICHHS
NEPUOJANYECKOT0 OOHOBISIEMOTO OTYETa MO Oe30MacHOCTH, YTOOBI YYECTh €XKETOIHYIO
MIEPEPETUCTPALIUIO YCIOBHO 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, YTO JTOJKHO
OBITh OTPAYKEHO B NMPHIOKEHUAX K PETUCTPALMOHHBIM YJJOCTOBEPEHUSAM TaKUX MPENapaToB.

[ImaHnpoBaHKE UCCNENOBAHUM U TOJAYM 3asIBJICHUS HA PETUCTPALAIO ITPOBOAUTCS Ha
paHHeM 3Tane pa3paboTKH JIEKapCTBEHHBIX npenapatoB. [logo0Hoe mIaHupoBaHUe 3aBUCHUT
OT BO3MOKHOCTHU YCIIOBHOW peructpauuu. [1o 3Toil nmpuymHe yNOJIHOMOYEHHBIM opraH (
DKCIIEpTHAsl OpraHu3anus) peQepeHTHOro rocyaapcTBa o0sf3aH O0ECHEUYUTh MEXaHU3M



HAy4YHOT'O0 KOHCYJIBTUPOBAHUS Pa3paOOTUMKOB U 3asBUTENICH O BO3MOXKHOCTH MPUMEHEHUS
YCIIOBHOM perucTpaluuu K pa3padaTbIBAEMOMY WM 3asiBISE€MOMY Ha PETUCTPAIUIO
JEKapCTBEHHOMY IIpenapaTy B COOTBETCTBUHU € MMyHKTOM 26 [IpaBui.

II. O6nacTh npMeHEHUS

Hacrosimee npunoxxeHue NpPUMEHSETCA K JEKapCTBEHHBIM IIpenaparaMm Juls
MEIULIUHCKOIO IPUMEHEHUS, IPUHAICKAIIUM K OJHON U3 CIEAYIOIIUX KaTeTOPUIL:
J€KapCTBEHHbIE MpenapaThl, IpeJHa3HAYCHHbIE JIs JIEYEHUs, NPO(HUIAKTUKU WU
JAUArHOCTUKU CEPBhE3HBIX (TSKENbIX) WHBATUIAUZUPYIOUIUX WIM YTPOXKAIOIIUX KUZHU
3a00JIEBaHUI;

JIEKapCTBEHHBIE Mpenaparsl, IPpeIHaA3HAYCHHBIEC I IPUMEHEHUS B CUTYaLUAX yIPO3bl
3JI0pPOBBIO HACEJIEHUs, B YCTAHOBJIEHHOM IOPSAJAKE IIPU3HAHHBIX BCeMUpHON opraHusanuen
3paBOOXPAHECHUS WIN YIIOJTHOMOYEHHBIM OPraHOM IroCyapcTBa-4JIeHa,;

JIEKapCTBEHHBIE TPENaparhl, UMEIOIINE CTaTyC Op(paHHbBIX WU IPU3HAHHBIE Op(aHHBIMU
B rOCyZlapcTBax-4JIcHax.

1. Yxa3aaus 10 BEIIOIHEHHIO OOIIX TpeOOBaHMIA K MpOLeAype YCIOBHOM PEeruCTPaIii
JIEKapCTBEHHOTO Ipemapara

B coorBerctBuu ¢ nogpasaenom VILII paspena VII IlpaBui mociie KOHCYJIbTallMu
YIIOJJHOMOYEHHOTO OpraHa (dKCIEpTHOW opraHuzanuu) pedepeHTHOro TOoCyaapcTBa C
3asBUTENIEM PETUCTPAIAS MOXKET OBITh OCYIIECTBIICHA MPU COOJIOICHUH OMPEIeTICHHBIX
0COOBIX 0053aTEIBCTB JEpiKATEJIEeM PETUCTPAIMOHHOTO YJIOCTOBEPEHUS, €XKETroJIHO
OLICHUBAEMBIX YIIOJIHOMOYEHHBIM OpPraHoOM (3KCIEPTHOM OpraHu3anueii) pedepeHTHOro
rocynapctBa. [lepeueHb Takux 00s3aT€NbCTB JOKEH OBITh YKa3aH B PErUCTPAIMOHHOM
YIOCTOBEPEHUH JIEKapCTBEHHOrO IMpernapaTra, pa3MEUIEHHOM B €IWHOM pEeecTpe
3aperucTPUPOBAHHBIX JIEKApCTBEHHBIX cpeacTtB Coro3a. VYclOBHAas perucrpamnus
necTBUTENIbHA B TeueHue | rojga W TpeOyeT MOATBEPXKACHHUS peructpanuu (
MepEepEeTrucTpaIn) ¢ €KEroIHOM MEPEOIEHKON COOTHOIIEHHS ""TI0JIb3a — PUCK".

VYciioBHas peructpaiys NpuMEeHHMa K JIEKAPCTBEHHBIM MperaparaM ¢ TaKuM
COOTHOIIIEHHEM '"TOJb3a — pPHUCK", JJ9 KOTOPOTO TMOJb3a OT JAOMYyCKa Ha PBIHOK
paccMaTpuBaeMOro JIEKapCTBEHHOI'O Mpernapara OyJeT MpeBbINIaTh PUCK, CBS3aHHBIN C
OTCYTCTBHEM YaCTH JJAHHBIX 0 0e30macHOCTH U 3P(HEKTUBHOCTH JEKAPCTBEHHOIO IIpenapara
Ha MOMEHT €ro peructpamnuu (TO €CTh K JIEKApCTBEHHBIM MpemnapaTaM ¢ JTOKa3aHHOU
CIIOCOOHOCTHIO 00€CTIEYMBATh HEYOBJIECTBOPEHHBIC MEAUIIMHCKUE MOTPEOHOCTH CUCTEMBI
31paBOOXPAHEHU).

1. OcymecTBieHrE YCIOBHOH PErHCTpalvi

3ampoc 3ajABUTENIEM YCIIOBHOM peTHCTpanyuu



3asBUTENb BIPABE 3alPOCUTH YCIOBHYK PETMCTPALMIO IPU IOJAade 3asBJICHUS Ha
PETUCTPALIMIO MO ACLEHTPATM30BAHHON MPOLIEAYyPe UM MPOLEIYype B3aUMHOTO MPU3HAHUSA,
3aI0JHUB COOTBETCTBYIOLIUI pa3ell 3asBIEHUs. 3apoc HEOOXOAUMO JONOJHUTE JaHHBIMH,
NOATBEPKIAIOMIMMHU, YTO JIEKAPCTBEHHBIA IMpenapar BXOAUT B cdepy NpUMEHEHUs
HACTOSIIET0 NPWJIOKEHUS U COOTBETCTBYET IMOJOKEHUSM, YCTAHOBJIECHHBIM MOIPa3aeiaoM 2
HaCTOSILIETO pa3Jiena.

Y1oIHOMOYEHHBIN OpraH (PKCIepTHas OpraHu3aius) peepeHTHOro rocyaapcrna o0s3aH
B TeueHHe 3 paboymx JHEH pa3MeCTUTh B MHTETPUPOBAHHON MHGPOPMAIIMOHHOW CHUCTEME
Coro3a cucrteMe CBEJIEHHsS O 3asBIICHHSX Ha PETUCTPALMIO JIEKApCTBEHHOI'O Ipemnapara,
COJIEpKAIlKX 3allpOC YCIOBHOW PETHCTPALUU.

YonHOMOYEeHHBIN OpraH (PKCIepTHask OpraHu3aius) peepeHTHOro rocyapcTa BIpaBe
B CBOEM JKCIEPTHOM OTYETE, COCTABJICHHOM IO pe3yJibTaTaM JKCHEPTHU3bl 3asBICHUS,
[OJJaHHOT'O HA PETUCTPALIUIO MO JELEHTPAIN30BAHHOM MPOIEype WIH MIPOLESYPE B3aUMHOTO
MPU3HAHUS, IPEAJIOKUTH YCIOBHYIO PETUCTPALIMIO NTOCIIE KOHCYJIBTALIMM C 3aBUTEIIEM.

[Tocne mosyuyeHus 3asBi€HUS, COJAEPHKAIIETO 3alpoC YCIOBHOW pErucTpaluu,
YIIOJTHOMOYEHHBI oOpraH (PKcHepTHas opraHu3anusi) pedepeHTHOro Trocyaapcraa
uHGOPMUPYET DKCHEPTHBIN KOMHUTET IO JIEKAPCTBEHHBIM CPEACTBAM O Haydaje MpOoIeaypbl
YCIJIOBHOW PETUCTPALUH.

3asBUTEIEM MOXET OBITh MOJAHO 3asBJICHHWE Ha YCIOBHYIO PETHCTPAIUIO
JEKapCTBEHHOr'0 Ipenapara; Takas Ipoleaypa TakKe MOXKET ObITh IpeasIokKeHa
YIOJHOMOYEHHBIM OpPraHoM (dKCIEPTHOM opranuzanueil) pe)epeHTHOTO ToCy1apCTBa.

3asBUTENb BIPABE:

0 TOJa4yM 3aABJCHUS HA PETrUCTPAIMI0 B NHUCBMEHHOM BHJE YBEIOMHTH
YIOJHOMOYEHHBIN OpraH (3KCIEPTHYIO OpraHU3alio) peepeHTHOIO rocyJapCcTBa O CBOEM
HaMEpPEHUU T0J1aTh 3asIBJICHUE HAa YCIOBHYIO PETUCTPALIMIO;

OJIHOBPEMEHHO C I0Ja4yeil 3asBJICHUS] HA PETUCTPALIMIO BKIIFOUUTh B COCTAaB 3asiBJICHUS U
noapazaen 1.2.1 moayns 1 peructpalliOHHOTO AOCHE JEKAPCTBEHHOIO IIpenapara 3ampoc Ha
IIPOBEJICHHE MPOLIEAYPHI YCIIOBHON PETUCTPALINH.

3anpoc JOJKEH BKIIIOYATh B Ce0s:

JaHHbIE, 0OOCHOBBIBAIOLIME BO3MOKHOCTh HPOBEICHHUS MPOLEAYPHl YCIOBHOM
perucTpanuy JeKapcTBEHHOrO Ipenapara, B TOM YHUCJIE O COOTBETCTBUM JIEKAPCTBEHHOIO
npenapara yCcJlIOBHUSIM, HEOOXOAUMBIM JIJISl BBITIOJTHEHUSI TAKOW MTPOLIETYPHI;

IPEIIOKEHHS 3aBUTENIS IO 3aBEPLICHUIO TPOBOJALIMXCS WIIK HOBBIX UCCIIEI0BAHMIA;

MpEAJIOKEHUS IO pe3yJibTataM (apMakoHaa30pa (Mpyu HEOOXOIUMOCTH).

B 3anpoce nomyckaercs MPUBOANUTH CCBUIKM Ha OTHEJbHBIE pa3Jeibl 3asBJICHUS Ha
PETUCTPALINIO U PETUCTPALIUOHHOTO JOCKE.

OG6ocHOBaHWE POBEAECHNS MPOIEAYPH YCIOBHOH PErHCTpamnym



3asBuTeNb 00s13aH MpEACTaBUTh OOOCHOBAHME TOTO, YTO JIEKAPCTBEHHBIN IMpenapar,
MOJAHHBIA HA PETUCTPALIMIO, COOTBETCTBYET 00JaCTH MPUMEHEHHUs YCIOBHOW PEruCTpalu,
ykazanHoO# B pazzaene Il Hacrosmero qokymeHnTa. Yka3aHHOe 0OOCHOBAHHE JJIsi KXKI0M W3
IPYII JICKAPCTBEHHBIX NIPENapaToB JOJKHO BKIKOYATh B CEOsI CIIEAYIOIINE IaHHbIE:

B OTHOIIEHUWH JIEKAapCTBEHHBIX IpenapaToB, NPEJHAa3HAUYCHHBIX IS JICUCHUS,
OpOPWIAKTUKM WJIM JUArHOCTUKU CEPbE3HBIX (TSXKEIbIX) HHBAIUIUZUPYIOUIUX WIH
YIPOXKAIOMIMX KU3HU 3a00JIEBaHUM TsKeCTh 3a0oisieBaHUs (TO €CTh €ro CIOCOOHOCTH
IPUBOJUTH K (POPMUPOBAHUIO CEPHE3HOTO MHBAIUAU3UPYIOIIETO COCTOSIHUS WJIM HOCUTh
YIPOXKAIOMIMK >KU3HU XapakTep) MOJDKHA OBITh OOOCHOBaHA MyTEM MPEAOCTABICHUS
OOBEKTUBHBIX M MOJAAIONIMXCS KOJUYECTBEHHOH OLIEHKE MEIUIMHCKUX CBEJCHUM WU
AMUIEMHUOJIOTUUECKUX CBEICHUHN. YTPOXKAIOMIMKI KU3HHU XapakTep 3a00eBaHUs JOMYCKACTCS
000OCHOBATh MPEAOCTABICHUEM TI'Pa(UKOB CMEPTHOCTH M OXKHUAAEMOMN MPOJOIKHUTEIbHOCTH
Ku3HU. CrocoOHOCTh 3abojeBaHUA MPUBOAUTH K (POPMUPOBAHUIO CEPHE3HOTO
WHBAJUNU3UPYIOIIETO0 COCTOSIHUS TpeOyeT MpOBEAEHUS aHalIu3a MOPOUIHOCTH U
nocjeacTBUl 3a001eBaHus (COCTOSIHUS) JUIs TOBCEAHEBHOM )KU3HENEATEIBHOCTH AllUEHTOB.
YroObl 3a001€BaHUe MO0 OBITh NPU3HAHO CEPbE3HO MHBAIUU3UPYIOIIMM, OHO JOJKHO
OKa3bIBaTh JIOKA3aHHOE CYIIECTBEHHOE BIIMSHUE HA MOBCEAHEBHYIO XU3HEAEATEIBHOCTH
MAlKUEeHTOB YK€ Ha paHHUX, JUOO Ha OoJjee MO3JAHUX CTaAMusIX 3a00JieBaHUA. DTU JIaHHbIE
HEOOXO0JMMO KOJIHUYECTBEHHO OIICHUTH C TOMOIIbI0 OOBEKTUBHBIX KPUTEPUEB, HACKOIBKO 3TO
II03BOJISIET UCIIOJIb3yEMasi MeToAuKa aHanu3a. KpoMe toro, npeaorspaiieHrue GopMUpOBaHUs
CEPhE3HOI0 HMHBAIUAU3UPYIOLIETO0 COCTOSIHUS WJIM CMEPTEIBbHOrO0 MCXO0Ja JOJIKHO OBITh
OCHOBHBIM IIOKa3aHMEM K IPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpenapara, 3asBJICHHOIO Ha
YCJIOBHYIO perucTpanuio (To ecTb obecnednuBarh €ro 3GpQPEeKTUBHOCTh AJs MOJABIISIOLIEH
YacTH LIeJIEBOM MOMYJISLNN).

B oTHOIIEHUN JIeKapCTBEHHBIX NpenapaToB, MPEJIHAa3HAYEHHBIX Il TPUMEHEHHUS B
CUTyalHsIX yIpO3bl 3J0POBbI0 HACEJIEHHS, B YCTAHOBJIEHHOM HOPSIAKE HPU3HAHHBIX
Bcemupnoit opranuzanueid 3npaBooxpaHeHus (BO3) unum ynoiHOMOYEHHBIM OpraHOM
rocyapcTBa-4wieHa HEOOXOAMMO MpPEACTaBUTh OOOCHOBAHME TOTO, UTO JIEKAPCTBEHHBIN
npenapar IpeAHa3HAYeH Ui NPUMEHEHUS B DKCTPEHHBIX CUTyalUAX YIpO3bl 3J0POBBIO
HaceJIeHUs MyTEM yKa3aHHUs CChUIOK Ha COOTBETCTBYIOILYIO pe3oitonnio BO3 nmubo Ha Mepsl
OPOTUBOACHCTBUS PACIPOCTPAHEHUIO YIPO3bl 3J0POBBIO HACEJICHUS, YTBEPKICHHBIC
YIOJIHOMOYEHHBIM OpraHOM roCyJapCTBa-4jIeHa.

B oTHomeHHN JeKapCTBEHHBIX IMpENapaToB, MMEIOUIUX CTaTyc Op¢daHHOTO
JEKapCTBEHHOr0 Tpernapara WIM NpPU3HAHHBIX Op(aHHBIMU B TOCyAapCTBaX-uyleHax
HEO0OXOJAMMO MPENOCTAaBUTh KOIHUIO PEHICHHS YMOJIHOMOYEHHOrO0 OpraHa (3KCHEpPTHOU
opraHu3anuy) peQepeHTHOro rocyJlapcTBa O IPUCBOCHHUM JIEKAPCTBEHHOMY IIpernapary
craryca Op(QaHHOIO JIEKApCTBEHHOrO Ipemnapara JIMOO HMHOE JOKyMEHTaJbHOE
NOATBEPKACHUE HAINYUSA y TAHHOT'O JIEKAPCTBEHHOT'O IIPerapara Takoro craryca.



2. OcoGeHHOCTH (JOPMHUPOBAHKS PETHCTPAIMOHHOrO JOCKE JIEKAPCTBEHHOTO MpeTapara U €ro
OLICHKH IIPH IIPOBEJICHAN YCIOBHOM PETHCTPAIUA

JlekapcTBEHHBIN MpemapaT MOXKET OBITh 3apPETHCTPUPOBAH IO MPOIEAYPE YCIOBHOU
pErucTpalru, eCiau yIOoJIHOMOUYEHHBIM OpraHoM (3KCIIEPTHOM opranu3zaiueit) peepeHTHOro
rocyJapcTBa yCTAHOBJIEHO, YTO, HECMOTPS HAa HENPEJOCTABICHHE MOJHBIX KIMHUYECKUX
JaHHBIX 0 6e30macHOCTH U P(HEKTUBHOCTH JEKAPCTBEHHOTO Mpenapara, BhITOJHIIOTCS BCE
CJIEIYIOILUE YCIIOBUSA:

MOJIOKUTEIIbHOE COOTHOIIIEHHUE "MO0Jb3a — PUCK" JIEKAPCTBEHHOIO MPENnapara;

3asIBUTEIb CIIOCOOEH B MOCIEAYIONIEM (TTOCIEe PETUCTPAIH JIEKAPCTBEHHOTO Mpenapara)
MPEJOCTaBUTh MOJIHBIE KIMHUYECKHUE TAHHBIC (@ TAKXKE MPU HEOOXOJIUMOCTH TOKIMHUYECKUE
JaHHBIEC U JJAHHBIE O KaYECTBE);

pEerucTpanys JEKapCTBEHHOIO MpernapaTa M03BOJUT 00€CeunTh HEYJOBIETBOPEHHbBIE
MEIUITMTHCKHE MOTPEOHOCTH CUCTEMBI 3/IpaBOOXPaHEHUS;

NoJIb3a JIJIs1 3J0POBbsSI HACENEHHUs OT JOIMYyCKa Ha PHIHOK JIEKAPCTBEHHOTO IMpernapara
MPEBBICUT PHUCK, CBS3aHHBIM C OTCYTCTBHEM 4YacTH JAaHHBIX O O€30MacHOCTH U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara Ha MOMEHT €ro peructpauuu (Ipu yciIoBUHU
MPEJOCTABICHUS TAKUX JAHHBIX B JIaJIbHEUIIIEM).

B skcTpeHHBIX CHUTyalusx, yKa3aHHBIX B a03aie TpeThbeM pasznena Il HacTosiero
JIOKYMEHTA, YCIIOBHAsI PETUCTpaIvs MOXKET OBbITh OCYIIIECTBJIEHA MPU COOJIIOJCHUU YCIOBUM,
YCTaHOBJICHHBIX a03allaMi BTOPBIM — MATHIM HACTOSIIIETO MOoJpas3jena U Mpu OTCYTCTBUU
MOJHBIX JOKJIMHUYECKUX JaHHBIX WM JAHHBIX MOAYJS 3 PErHCTPAllMOHHOTO J0Che Ha
JIEKapCTBEHHBIN Ipenapar.

Jlns neneit ab3ana BTOPOTO HACTOSIIEro MojApasz/esia MoHsATHE "HEeYIOBJIETBOPEHHbIC
MEUIIUHCKHAE TOTPEOHOCTH" TPUMEHSAETCS B 3HAYEHUM, YCTAHOBICHHOM NyHKTOM 1203
ITpaBui.

B pestomMe i 3asiBieHUs HA YCIOBHYIO PETHCTPAIIUIO, pa3MEIlIeHHOM B pa3zaene 1.8.2.9
Moyl 1 perucTpallioOHHOTO A0ChE, 3asIBUTENb 00s13aH 000CHOBATh BHIMIOJHEHUE KAXKIOTO U3
YCJIOBHM, yKa3aHHBIX B HACTOSILIEM MOAPA3ACIIE.

ITonoxwrenmpHOE COOTHOIIEHHE "MO0Nb3a — PHCK" JIEKapPCTBEHHOTO IIpenapara

B o0miem ciyyae moATBEpKIECHUE MOJOKUTEIBHOTO COOTHOIICHUS "T0JIb3a — PUCK" B
pEe3I0ME Ha YCIOBHYIO PETUCTPALIMIO TOJKHO ObITh OCHOBAaHO Ha HAyYHBIX JOKa3aTEeNbCTBAX,
B TOM YHCJIE€ pe3yJibTaTaX KJIMHUYECKHX HCCIEIOBaHUM (HampuMmep, paHJIOMU3UPOBAHHBIX
KOHTPOJIUPYEMBIX HMCCIIEIOBAaHMI), KOTOpPBIE TO3BOJISIOT MOATBEPAUTH OLIEHKY
TepaneBTUuYecKor 3(PpPeKTUBHOCTH, O€30MACHOCTH U MOJOKUTEILHOE COOTHOIIIEHUE "TI0JIb3a
— puck" JU1s JIEKapCTBEHHOTO IIpenapara.

TpeboBaHusi K JOKyMEHTaM M JaHHBIM PErHUCTPAIMOHHOTO JOChE, YCTAHOBJICHHBIE B
npuioxkenuu Ne 1 k [lpaBunam, NpuMEHMMBI K JIEKApCTBEHHBIM IperaparaM, KOTOpPbIE



3as1BJIEHBI HAa YCJIOBHYIO perucTpauuio. B ciyyae ecnu npoueaypa yCIOBHOW PErMCTPaLMM
MIPOBOJIUTCS B OTHOUIEHHWM JIEKAPCTBEHHBIX IPENAPATOB, COJACPKAIIMUX JEUCTBYIOLINE
BEILIECTBA BIIEPBBIE 3asBISIEMBIE HAa PErMCTPALMIO, JOMYCKAeTCs IPEJOoCTaBIEHUE
JI0KA3aTeNIbCTB TepaneBTUUECKOM 3((PEKTUBHOCTU M O€30MACHOCTU TaKUX JIEKApCTBEHHBIX
MpernapaToB B MEHBIIEM 00bEME 10 CPaBHEHHIO C OOBIYHON peructparueii. OQHaKO 3TOro
oO0beMa JaHHBIX JOKHO OBITH JOCTATOYHO JUISI TMOJITBEPKACHUS MOJOKUTEIBHOTO
COOTHOIIEHHS "TOJb3a — PUCK" M YCTAHOBJICHUS 3HAYMMOM MOJIB3bI JIEKAPCTBEHHOTO
npenapara, IpeBbIAOIIEeH PUCKH:

NPUMEHEHHs JIEKapCTBEHHOIr'O IMpenapaTa, BBISIBICHHBIE B XOJE€ KIMHUYECKHUX
HUCCIEIOBaHUM;

OTCYTCTBUSI 4acCTH JAHHBIX O TepaneBTUYECKOW 3(h(PeKTUBHOCTH U OE€30MaCHOCTH
JIEKapCTBEHHOTI'O ITpenapara.

B ciyyae npoBeaeHust npoueayphbl YCIOBHOW PEruCTpalluu JOJKHBI OBITh TOCTYITHBI
NOAPOOHBIE NaHHBIE, COAEPKAIIUECT B MOAYJIAX 3 U 4 perucTpauuoHHOro gocke. [Ipu stom
NOIMYCKAaEeTCS MPEAOCTABICHUE HEMOJHBIX JaHHBIX KIMHUYECKUX HCCIEI0BaHHUI,
COJEpKAIIUXCA B MOJYJIE S5 pPErucTpallMOHHOTO J0che. [IOCKONbKY mNpu yCIOBHOU
perucTpanuy HaOIIoAaeTCsl HEONPEEICHHOCTh OLIEHKH, CBSA3aHHAs C OTCYTCTBUEM YacTU
JAHHBIX KIMHUYECKUX HCCIEIOBAHUN B MOJAYJE 5 PErMCTPALMOHHOTO JOCHE, OCTAJIbHBIC
MOJAYJU PErHCTPAlMOHHOTO JIOChE JOJDKHBI COJAEpXKaTh IMOJHBIM OOBEM JaHHBIX BCEX
TpeOyeMbIX UCCIIEIOBAHUN M HE UMETh HEJOCTAIOLIUX JAHHBIX, KOTOPbIE Obl YBEIUYMBAIU
BEPOSITHOCTD B LIEJIAX UCKIFOUEHUS OIIMOKYU B OIIEHKE PETHCTPALMOHHOTO J10ChE, CBA3aHHOM C
HEONPEACIICHHOCTHIO.

JInsi eKapCTBEHHBIX MPENapaToB, KOTOpPbIE MpeJAHA3HA4YEHbl I NPUMEHEHUS B
DKCTPEHHBIX CHUTYAlUAX IPU COCTOSHUSX, HEMOCPEICTBEHHO YIPOXKAIOIIUX JKU3HHU H
3I0POBBIO HACEJEHUS, U KOTOPbIE MOTYT MPHUHECTH OCOOYIO MOJIb3y B ATUX CUTYaLHUsX,
JOIyCKaeTCsl yCTaHOBJIEHUE 0oJiee MIMPOKUX T'PaHULl MPUEMIIEMOCTH PHUCKA, CBA3aHHOTO C
HETOJHBIMU JTAaHHBIMU PETUCTPALIMOHHOTO J0che. B MomoOHBIX clyyasx ycCIOBHAs
perucTpanys MOXeT ObITh TAK)KE OCYIIECTBICHA, €CIU JaHHbIE, COAECPKAIIUECT B MOAYJIISX 3
U 4 perucTpaloOHHOTO JIOChE, TAKXKE HE SBIAIOTCS MOJTHBIMU. [10100HBIE JeKapCTBEHHbIE
nmpenaparsl HOJJIEKAT OLEHKE B HWHAMBHUAYAJIbHOM IOPSAKE C YYETOM XapakTepa
NpeJOTBpAlla€MbIX HMHU YIpO3 3JI0POBBI0 HACEJCHHUS M TOJOXKHUTEIbHBIX 3(PdeKToB
JIEKapCTBEHHOTO Ipernapara.

Jlns 060CHOBaHUS TOJOKHUTEILHOTO COOTHOIIEHHS "TOJb3a — PHUCK" JOJDKEH OBITh
YCTaHOBJIEH NMPOQuUIIb 0€30MACHOCTH JIEKAPCTBEHHOTO Mpernapara.

3asBUTENH 0053aH:

pOaHalU3upPOBaTh, KAKOW 00BEM JaHHBIX O Oe30macHOCTH U 3PHEKTUBHOCTH
JIEKapCTBEHHOr'0 IMpernapara SBJISIETCS HEIOCTYNHBIM Ha MOMEHT MOJA4M 3asBICHUS U
OCYILIECTBJICHUSI PETUCTPALUY;



000CHOBATh MPUEMJIEMOCTb BBHITIOJHEHHS! OIIEHKH BO3MOXKHOCTH PErUCTpaINU
JIEKapCTBEHHOr'0 MpernapaTa Ha OCHOBAHUU HEIOJHBIX JaHHBIX UCXOMS U3 YOEeIUTEIbHOCTH
UMEIOIINXCS B PETHCTPAIMOHHOM J0ChE€ PE3YyJIbTAaTOB HMCCIEAOBAaHUN M HEOOXOIUMOCTHU
00ecTeunTh MOJIOKUTETLHOE COOTHOIIICHHE "T0JTh3a — PUCK'.

JomyckaeTcsi MpeaoCcTaBICHUE IMOCJE PEruCTpalluy JIEKapCTBEHHOTO Mpernapara
CJIEIYIOLIUX JTAHHBIX (€CIU 3TO 00OCHOBAHO 3asBUTEIIEM):

pe3yJIbTaTOB OIEHKU 0oJiee AOJTrOCPOUYHOU U O0Jiee HAIEKHOU C KIMHUYECKOW TOUYKH

3peHus KOHEYHOW TO4YkM »H(PdeKkTuBHOCTU (B clydyae €clid TEepBOHAYAIBHO B
PETUCTPALlMOHHOM JIOChe OBLIM MPEACTABICHBI TOJBKO JIaHHBIE 00 OLIEHKE MTPOMEKYTOUHOU
KOHEYHOW TOYKH) (HampuMmep, JaHHBIE O BBIKUBAEMOCTH, @ HE O YacTOTE OOIIEro OTBETa
MalMEeHTOB Ha BMEIIATEIIbCTRO);

JAHHBIX 0 0e30MmacHOCTH U A((HEKTUBHOCTH JICKAPCTBEHHOTO TIperapaTa, MoJTy9IeHHBIX U3
Oosiee 0OmUpHONW Oa3bl JaHHBIX WM JaHHBIX, MNOJYYEHHBIX Ha OCHOBE Ooiee
MPOJOJIKUTEILHOTO HAOMIOACHUS, C TOM K€ KOHEUYHOW TOUKOM (TOYKaMH) U Ha TOM Ke
NOMyJISIKMU (HapUMep, 4acToTa OTBETA MAIlMEHTOB Ha BMELIATEILCTBO MPHU 0oJiee O3 HEN
BPEMEHHOUN TOYKE KOHTPOJIA);

OTJIaJICHHBIX JAHHBIX O JOMOJTHUTEIBHBIX KOHEUHBIX TOYKAX UM OCOOBIX BBISIBICHHBIX
npobsieMax (HarmpuMep, O BIUSHUM Ha METACTa3bl, IEYEHOYHBIX HAPYIICHUSX);
JAHHBIX O KJIWHUYECKOW A()P(PEeKTUBHOCTH BAKIWH MPHU WX MPEANICCTBYIOIIEM
MCIOJIb30BaHUU JIJIsl PETUCTpaluu (HanpuMep, TOJIbKO JaHHBIX 00 UMMYHOTE€HHOCTH);
JOTIOJTHUTENIBHBIX JAHHBIX B BAXKHBIX CyONMOMyNALUAX (HampuMep, O MalUMeHTax C
PE3UCTEHTHOCTHIO UJTU MAIMEHTAaX ¢ BAKHBIM OHMOMapKepoM 3a00JIeBaHMs ),
JOTIOJIHUTENBHBIX JAHHBIX O BIUSHUM JPYTUX JICKAPCTBEHHBIX IMpernaparoB (Harpumep,
JTaHHBIX 00 3((PEKTUBHOCTH KOMOMHAIIUY C IPYTUMHU JIEKAPCTBEHHBIMU TIpenapaTaMu).
VYcranoBieHue OnaronpusaTHBIX 3()PEKTOB MPU YCIOBHOM PErUCTPALMM MOXKET
MOTEHUHAJIbHO OCHOBBIBATHCS HAa NPOMEXYTOYHBIX KOHEUHBIX TOYKaX, KOTOpbIE
000CHOBAaHHO MOTYT MPUBOJIUTH K KIMHUYECKOM TMOJIb3€, HO HEMOCPEJACTBEHHO HE
onpenenstor ee. Ecam mpemmaraercs momoO0HBI MOAX04, HEOOXOAMMO C HCIIOIh30BAHHEM
JOCTYIIHBIX JIOKa3aTeJbCTB MPOAHAIU3UPOBATh MPUTOJHOCTh MPOMEKYTOUYHONH KOHEUHOU
TOYKHU JIJI1 YCTAHOBJICHUSI WJIA BBIMIOJHEHUS MPOTHO3a KIIMHUYECKON MOJIb3bl OT MPUMEHEHUS
JEKapCTBEHHOr0 IpemapaTta. B wacTHOCTH, 3asBUTENb O0053aH OIEHUTH CTENEHb
HEOIPEICICHHOCTH MPU MPOTHO3E KIMHUYECKOM MOJIb3bl HA OCHOBE MPOMEKYTOUHOM
KOHEYHOM TOYKU U 0OOCHOBATH MPUEMIIEMOCTH 3TOW CTEIIEHU HEOMPEACIEHHOCTH. Y CIIOBHAS
peructpaius ¢ HEOOXOJAUMOCThIO TOJATBEPKICHHUS B MOCTPETUCTPALIMOHHOM MEPUOIL
KJIMHUYECKOHN MOJb3bl JOMYyCTUMAa TOJBKO B TOM ClIy4dae, €CIU IO pe3ysibTaTaM OIEHKHU
KJIMHUYECKasl MO0JIb3a JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBE aHalii3a MPOMEXYTOYHOM
KOHEUYHOW TOYKHM TPEBBINIAET HEOMPEACIICHHOCTh OICHKU, KOTOpas (hopMUPYETCsS ITOU
IPOMEKYTOUYHOM KOHEUHOM TOoukoil. HeoOxoaumo Takke MOsICHUTH, YTO B CIIy4asix, KOrjaa
UCTIONIb3yeMasi TPOMEKYTOUHAsE KOHEUHAsl TOYKA SIBJISIETCS MOJHOCTBHIO BAJMIAMPOBAHHOU



CyppOTraTHOM KOHEYHOI TOUKOU (HampUMEp, UCXOS UX PEIICHUN BEIYIIUX MEXKIYHAPOIHBIX
pEryJIITOPOB WJIM COOTBETCTBYIOIIETO HAy4YHOTO aHajiu3a) U JajbHEWIINEe JaHHBIE O
(bakTHYeCKON KIMHUYECKOH MOJIb3e HE TPEOYIOTCS, MOXKET OBITh pACCMOTPEHA BO3MOKHOCTD
perucTpaluu JeKapcTBEHHOT 0 Ipenaparta 6e3 0coObIX 003aTENbCTB.

[IpuMepsl yCTaHOBJIEHHS IMOJOXKUTEIBHOTO COOTHOIIEHHS 'MOjJb3a — pHUCK' mOpH
HETOJHBIX JaHHBIX O Oe30macHOCTH U I(PPEKTUBHOCTH JIEKApCTBEHHOTO Mpernapara
BKJIFOYAIOT B Ce0sl Ciy4yau, KOI/ia, C OJTHOM CTOPOHBI, IPE/ICTABIIEHHBIE JaHHbIE HEOOXO0IUMO
JIOTIOJTHUTh, YTOOBI CYUTATh KIMHUYECKYIO OIICHKY JISKAPCTBEHHOTO Ipernapara MOJHOCTHIO
BBIMOJIHEHHON (Hampumep, JaHHbIMH, TMOJYYEHHBIMH Ha OCHOBaHUM OoJiee
NPOJODKUTEIBLHOTO HaOMIOICHUS, pe3yIbTaTaMH aHaju3a 0oJiee KpymHOM 0a3bl JAHHBIX WU
JaHHBIMH, MOJTYYEHHBIMU B pe3yJibTaTe aHaIN3a JOMOIHUTEIbHBIX KOHEUHBIX TOYEK), HO, C
IPYTOM CTOPOHBI, IT0JIb3a OT NMPUMEHEHHU JIEKAPCTBEHHOI'O IIperapara, yCTaHOBJIEHHAs Ha
OCHOBAHUH YK€ UMEIOLINXCS OrPAHUYEHHBIX TaHHBIX MPEBBIIIAET PUCKHU. B Takux ciydasx c
TOYKH 3PEHHSI HHTEPECOB OXPaHbl 3J0POBbs HACEIEHUs OyJeT HEOOOCHOBAHHO OTKJIAJbIBATh
PETUCTpALMIO JIEKAPCTBEHHOTO IIpernapaTa M BO3MOXHOCTh Hayajla €ro MHUPOKOTo
KJIINHUYECKOTO MPUMEHEHUS.

OrpaHu4eHHbII 00bEM TOCTYITHBIX JAaHHBIX O O€30IMACHOCTH JIEKAPCTBEHHOTO Mpenapara
BHOCHT BKJIAJl B HEONPEIEICHHOCTh U NOJIEKUT YUYETY IIPU OLIEHKE COOTHOUIEHUS '"TTOIb3a —
puck". IlpuemieMocTh 0€30MACHOCTH JIEKAPCTBEHHOTO IpernapaTa IMOJUICKUT OICHKE B
UHAVWBUAYAJIBHOM TIOPSJAKE HAa OCHOBAHUM JOCTYIHBIX JaHHBIX C Y4YETOM
IIPOIEMOHCTPUPOBAHHOM MOJIBb3BI JIEKAPCTBEHHOTO Mpenapara.

Takum 06pa3om, ycIoBHAsI PETUCTPaALIUs T0MYyCKAETCs MPHU MPOBEACHUH MCCIIEIOBAHUMN C
MEHBIIUM Pa3MEpPOM BBIOOPKU U (MJIM) MEHbBIIEH MPOAOKUTEIBHOCTHIO U (WJIM) WUHBIMHU
KOHEYHBIMM TOYKAaMH, II0 CPAaBHEHHUIO C TEM CTAHAAPTOM HCCIENOBAHUM, KOTOPBIA
HEO0OXOAMM JJIs MOATBEPKAAIOIMIMX KIMHUYECKUX HCCIIEJOBAaHUM JIEKApCTBEHHOI'O Mpenapara
, IPETHA3HAYEHHOTO IS JICYEHUS OTPEIeTICHHOTO BUa 3a00JieBaHmil (cocTosiHUi). BMecTe ¢
TEM IPU NPOBEAECHUHM NPOLEAYPHl YCIOBHON PETMCTPALMU B PETUCTPALIMOHHOM JIOCHE
HEO0OXOAMMO TMPENOCTaBUTh OOOCHOBAaHWE, YTO IOJb3a, YCTAHOBIEHHAs C IOMOIIbIO
JNOCTYHHBIX B PETUCTPALMOHHOM JOChE JAHHBIX, TPEBBIIIAECT BO3MOKHBIE PUCKHU, YUUTHIBAS
BBICOKAW YPOBEHb HEONPEACIEHHOCTH TAKOW OLIEHKM PHUCKA, CBSA3AHHOW C HENOJIHBIM
00BEMOM JaHHBIX PETUCTPAIMOHHOTO A0che. [10CKOIbKY pUCKH, 00YCIOBICHHBIC HETTOTHBIM
00bEMOM J1aHHBIX, HEBO3MOXXHO TOYHO OLEHHUTH, BBISIBICHHBIE MOJE3HbIE 3(P(HEKTHI
JIEKapCTBEHHOI'0 IIperapara IOJKHBI IO3BOJIATH CHENaThb OJHO3HAYHBIM BBIBOJ O €TO
KIIMHUYECKON TMOojb3e. DTO MO3BOJMUT OAOOPUTH KIMHUYECKOE MPUMEHEHHE 0C000
IIEPCIIEKTUBHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOTOPHIE MOTYT IPUHECTU 3HAYUTEIBHYIO
N0JIb3Yy CUCTEME 3APABOOXPAHEHHS B LIETIOM.

O00CHOBaHME MOJIOKUTEIBHOTO COOTHOIIEHUS "MOIb3a — PUCK" CO CTOPOHBI 3asIBUTENS
BKJIIOYAET B ceOsl:

VMMCEIOIIYIOCS OLIEHKY COOTHOIICHUS ""TIOJIb3a — PUCK';



oOcyxJeHue TObIX JaHHBIX, CBS3aHHBIX C YCTAHOBJIEHUEM IOJOXHUTEIHHOTO
COOTHOLIEHUA "Mmonb3a — pUCK", I MOATBEPKACHUS KOTOPBIX TPEOYIOTCS NajbHEWIIne
ucciieioBaHus (HampuMmep, NOATBEPKACHHE BIUSHUS Ha JpyrHe KOHEUYHbIE TOYKH,
otnaieHHbie 3 PEeKThI, Ha 0COObIE MOMYJISIIIUU WX BBISIBICHUE OTBETYUKOB).

Beicokas BEpOATHOCTS IPEACTABICHHS 3aSBUTENIEM B IOCIEAYIOMEM (TIOCIIE PETHCTPAIUA
JIEKaPCTBEHHOT'O IpeNapaTa) MOMHBIX JaHHKIX PETHCTPAHOHHOTO JOCHe

B xadectBe 0c000r0 00s13aTENBCTBA IS IEPKATENSI PETUCTPALIMOHHOTO YIOCTOBEPECHHUS
JOJKHO OBITh MPEayCMOTPEHO 00s3aTeIbCTBO M0 3aBEPUICHUIO MPOBOASIINXCS
UCCIIEIOBAaHUM WM TIPOBEJCHHIO HOBBIX HCCIEAOBAHMN C TEJbI0 MOTyYEHUS
MCYEPIBIBAIOIINX KIMHUYECKUX JAHHBIX, MOATBEPKIAIOMINX MOJOKHUTEIFHOE COOTHOLICHHE
"monp3a — pucK". B 3KCTpeHHBIX ciydasx TakKe MOTYT MOTpeboBaThCsi OCOObIe
o0si3aTeNbCTBA MO MPEAOCTABICHUIO HUCUYEPIBIBAIOIIUX  JOKIMHUYECKUX  HIIH
(bapmaneBTUYECKUX JaHHBIX.

[TonmHbie MaHHBIE O IEKAPCTBEHHOM IpemapaTe HapaBiIeHbl Ha MOATBEPKIACHUE TOTO, YTO
COOTHOIIIEHHE "T0JIb3a — PHUCK" SBISIETCA TMOJIOKUTEIbHBIM (HAIIpUMEp, MPU TMOMOIIU
MPOBEPKH COTIACOBAHHOCTH JIOCTYITHBIX JAHHBIX O MEPBUYHBIX WJIM BTOPUYHBIX KOHEUHBIX
TOYKaX B COBOKYNHOCTH C 0OJjiee MOJHBIMU JAHHBIMU WJIN C JAHHBIMH JOTOJHHUTEIbHBIX
WCCJICIOBAHUN TPU CXOJHBIX MOKa3aHUSAX C MPEIOCTaBICHHEM CBEICHUN O KIMHUYECKU
HanOonee 3HAYUMBIX (JOJNTOCPOUYHBIX) KOHEYHBIX TOYKAX, XapaKTEePUCTUKOMN
OpOAOJKUTENbHOCTU 3 dekTa, MpenocTaBieHreM Oojiee KpyMHOW 0a3bl JaHHBIX
0e30macHOCTH M, KaK MPaBWJIO, BO3MOXXHOCTH TIOJHOTO TMOHUMAaHHS OTHOCHUTEIHHO
3¢ HEeKTUBHOCTH U 0€30MACHOCTH JICKAPCTBEHHOTO MperapaTa).

VYcranaBnuBaemble 0coOble 00si3aTeNbCTBA JOJKHBI OBITH HampaBJIeHbl Ha
JI0OKA3aTeIbCTBO IOJOKUTEIHFHOTO COOTHOIIEHHS '"Mojb3a — pUCK" MpH 0J00pEHHOM
MOKa3aHUM K TMPUMEHEHHUIO JICKAPCTBEHHOTO TMpemapara U Ha (OpMHUPOBAHUE TOIHOTO
PErUCTPAILIMIOHHOTO J0ChE JIEKAPCTBEHHOTO mpemnapara. J(OMKHO OBITh JaHO YETKOE
oObscHEHHE U 00OCHOBAaHME HEPEIICHHBIX BOMPOCOB O 0€30macHOCTU U 3((PEKTUBHOCTH
JIEKapCTBEHHOTO Tpernapara Mpu MpeajaraéMbiX MOKa3aHUSAX K €ro MPUMEHEHUIO, a TaKkKe
TOTO, KaK BBIMOJIHEHUE OCOOBIX 0053aTENbCTB MO3BOJIUT OTBETUTH Ha 3TH BOMPOChl. OcoObie
00s3aTenbCTBa BKJIKOYAIOT B ce0sl 00s13aTeNbCTBA MO NMPOBEICHUIO PAHIOMU3HPOBAHHBIX
KJIMHUYECKHUX UCCIIEOBAHUN, HO HE OTPAaHUYUBAIOTCS UMH.

BaxHo MakcuManbHO OBICTPO 3aKOHYMUTH (hapMalEeBTHYECKYI pa3paboTKy
JIEKapCTBEHHOI'0 Mpenapara, 4To0bl B OTpPAaHUYEHHBIM IMEepUoJ 00ECIeUnTh yCTpaHEHUE
110001 HEOTPEIEICHHOCTH B OILIEHKE ero 0e30macHOCTH, d()(HEKTUBHOCTH U KadyecTBa TIO
MPUYUHE OTCYTCTBUS MCUYEPITBIBAIOIINX JAHHBIX.

3asBUTENb JOJKEH OOBIACHUTH, KAK B COTJIACOBAHHBIN MEPUOJ MOTYT OBITh TOJYYEHBI
HEJIOCTAIoUIME JaHHbIe O 0e30MacHOCTH U A(DPEKTUBHOCTHU JIEKAPCTBEHHOrO Mpenaparta.
Kpome Toro, 3asBuTenp 00s3aH MPEAOCTABUTH TapaHTHUIO BBIMOJHEHMS YK€ HauyaThIX Ha



MOMEHT YCJIOBHOM PErucTpaldy WIH IUIAHUPYEMBIX HCCIEIOBAHUMN, YCTAHOBIEHHBIX KakK
ocoOble 00s3aTeNIbCTBA, a TAK)KE rapaHTUIO KayecTBa MX MPOBEIEHHS. IDTO TO3BOJSET
WCKIIFOUUTh HEBBITTOJTHEHUE YCTAHOBIEHHBIX OCOOBIX 0053aTEeNbCTB MPU HAIMYUU TIPOOJIEM,
CBS3aHHBIX C IUJIAHUPOBAHUEM M TPOBEJACHUEM KIMHUYECKUX HCCIEIOBAaHUN (Hampumep,
po0JIEM CBA3AHHBIX C IPUBJICYEHUEM CYOBEKTOB, CHATHEM OCJIEIUICHUS B YK€ HA4aThIX WA
TUTAHUPYEMBIX HCCIIEIOBAHUAX, IPYTUX MPOOIEM CBSI3aHHBIX CO CTATUCTUUYECKUM aHAIMU30M,
0COOEHHO IPH MPOBEICHUU HUCCIEAOBAHUN C yYaCTHEM MAIl[MEHTOB U3 TOM XK€ MOMYJSLHUH,
JAaHHBIE O KOTOpPOW OBUIM BKJIIOYEHBI B TMPOTOKOJBI MPEABIAYIIUX KIMHUYECKUX

HCCIICIOBAHUM ).

B pamkax oneHku 0€30MacHOCTH JIEKapCTBEHHOTO MpernapaTa MOKET MOTpeOoBaThCs
MHTEHCHUBHBIA MOHUTOPHUHT, JUIsl 0O€CTICUeHHs MPU3HAHUS MOJOKUTEIBHOTO COOTHOIIEHHE "
MoJib3a — PUCK" TPH €ro exeromHou mepepeructpamuu. OcoObie 0053aTENBCTBA MOTYT
YCTAHABJIMBATHCSA TaKXKe B OTHOUIEHHWHM (apMaKOHAI30pa JAHHOTO JIEKAPCTBEHHOTO
npenapara.

YToTHOMOYEHHBIN OpraH (SKCHepTHas OpraHu3aius) pehepeHTHOro rocyaapcTBa mocie
MOJIy4YeHHUs] OOOCHOBAHMS, NPEACTABICHHOIO 3asABUTEIEM, OLEHHUBAET BO3MOXKHOCTb H
11eJ1eCO00Pa3HOCTh YCIOBHOM peructpanuu. Eciu o0beM 3ariaHupoBaHHBIX (JaIbHEUIINX )
KIMHUYECKUX HCCIEJA0BaHUM, TpeOyeMbIX Uil MOJATBEPXKACHUS MOJOKHUTEIBHOTO
COOTHOIIIEHHS "MOJIb3a — pUCK'", HE MPEAIOIAraeT X BBHINOJHEHUE B 3asBJICHHBIN CPOK, 3TO
MOJKET MPUBECTU K OTKA3y B MPOBEJAECHUU MPOLETYPhl YCIOBHOM PErUCTpalIUU.

Jlo nmogauu 3asiBJICHUS HA PETUCTPALUIO 3asIBUTENb BIIPABE B COOTBETCTBUU C ITyHKTOM 26
[IpaBun oOpaTUTHCS 32 HAYYHON KOHCYJIBTAIMEH 110 BOIIPOCAM:

o01iiero rana ¢papMaieBTHYECKONU pa3pabOTKH JIEKAPCTBEHHOTO TIpernapara;

COACHCTBUSA B COCTABJICHUHU MPOTOKOJIA KIMHUYECKOTO MCCIEJOBAHHUS C yYETOM
yKa3zaHHOU B paszzene Il HacTosmero MOKyMeHTa KaTeropuu, JIEKAPCTBEHHOIO Mpernapara,
3asIBJISIEMOrO Ha YCIOBHYIO PECUCTPALIHIO;

BBIOOpA JTM3aliHa KIMHUYECKUX UCCIEOBAHUT;

COIrJIaCOBAHUS NMEPEUHs KIMHUYECKUX HCCIIEOBAHUM, KOTOPHIE CIEYET 3aBEPUIUTH /10
PErUCTpalMK, U KIMHUYECKUX UCCIEIOBAHUN, MPOBEIEHUE KOTOPHIX OyleT 3aBepiueHo (B
KAueCTBE BBINOJHEHHSI YCTAHOBJIEHHBIX OCOOBIX 0053aTEIbCTB) IOCIE OCYIIECTBIECHUS
YCIIOBHOM PETUCTPALIHH.

[Ipu oOcyxaeHun nporpaMmmsel (papmManeBTHUYECKOW pa3pabOTKH JIEKAapCTBEHHOTO
npernapara B UEIsAX MPOBEACHUS MPOUEAYypPhl YCIOBHOM PETUCTpAIMU 3asBUTENb BIpPABE
MpPEJOCTaBUTh YIOJHOMOYEHHOMY OpraHy (PKCIEpTHOW OpraHu3aluu) pePepeHTHOro
rocyJlapcTBa CTPYKTYpy IUIAHUPYEMOTrO aJIrOPUTMa yCJIOBHOUM pErucTpaluy, IIIaHUPOBAHUE
BJIUSIHUS OKUJAEMbIX MCXOJO0B Ha peaiu3alyio MOCIEAYIONIMX 3TAo0B TaKOW MporpamMmsl (
BKJIIOYAsl yCTAHOBJIEHHBIE 0COOBIE 0053aTENBCTBA).

[Ipu noaroToBKe U OOCYKIEHUU TPOrpaMMbl (papMalieBTHUECKOM pa3padoTKu ophaHHOTO
JEKapCTBEHHOTO IMpemnapara, KOTOPbIA OJHOBPEMEHHO TONAaJaeT B KaTErOpUIO



JIEKapCTBEHHOTO Ipemnapara, 00JIalalollero CyUIECTBEHHBIMU MPEUMYIIECTBAMU B YacTH
s pexTuBHOCTH U (MJIM) OE30MACHOCTH IO CPABHEHHUIO C YK€ 3apEerucTPpUPOBAHHBIMU
aTbTEPHATUBHBIMU JICKAPCTBEHHBIMHU TIperaparamMu, 3asBUTEIb JTOJDKEH YYHTHIBATH
MPUTOTHOCTD MOJIY9aeMbIX B X0/1¢ KITMHUYECKUX UCCIICIOBAHUIA JaHHBIX JIJIS1 TIOTBEPKICHHS
ctaTyca Op(}aHHOrO JIEKapCTBEHHOTO IpernapaTa B MOMEHT MPOBEACHUS MPOIEAYPHI
YCIIOBHOM PETUCTPALIHH.

HeoOxonumo mpenoctaBUTh KpaTkoe OMHcaHue (BKIIOYas CUHOIICUC) KaxKJI0To
IPOBOAMMOIO WM HOBOTO MCCJIEJOBAaHUS, PE3yabTaTbl KOTOPOro Mpeisaraercs
MPEIOCTaBUTh B PaMKax YCTaHOBIEHHBIX 0COOBIX 00s3aTenbCTB. CTPYKTYPY M COAEpIKAHHE
CHUHOIICHCA JIOMYCKaeTCs MU3MEHATh B 3aBUCHUMOCTH OT BHJA HCCIEJOBAHUA U
yCTaHAaBIMBAEMbIX OCOOBIX 00s3aTenbCTB. B ciaydae cTaHgapTHOrO HCCIEIOBaHUS
KIMHUYECKON 3(()PEKTUBHOCTU MPENIOCTaBIsIEMbIE B COCTaBE CHHOIICHCA CBEIEHUS JOJKHBI
BKJIIOYATh B ceO4:

Ha3BaHUE UCCIICOBAHNUS;

BBe/ieHHEe (000CHOBAHUE UCCIIEIOBAHNUS);

OTHMCaHNE TIPUMEHSEMbIX BMEIIATEeNbCTB (C yKa3aHWEM HAaMMEHOBAHHUS JIEKApPCTBEHHBIX
IpenapaToB, UX JO3bl U UHBIX MIPOLEYP);

OTHCaHUE UCCIIEAYEMOH MOMyIIALNY C YKa3aHUEM TUIAaHUPYEMOU YUCIEHHOCTH CYObEKTOB
HCCIIEIOBAHMSI C COOTBETCTBYIOIIMM 0OOCHOBAHHUEM;

ONMCAaHNE OCHOBHBIX METOJIOB MPOMEXYTOUHOTO W 3aKJIIOYUTEIBHOTO aHalu3a
3¢ ($eKTUBHOCTH WU 0€30MaCHOCTH JIEKApCTBEHHOTO Mpenapara;

uHpopManuio:

00 ypoBHE U MeETOJie OcCJeTuieHHs (MaCKUpOBaHUs) (HAIpuMep, OTKPBITOE, MPOCTOE
CJIEeTIOe, IBOMHOE CJIeNoe, UCCIIEJOBAHHUE C OCJICIIJICHUEM MallMeHTOB, UccleaoBaTenei u (Miu
) U1, OIEHUBAIOLINX PE3yIbTaThl UCCIICIOBAHMS);

0 BHJIE KOHTPOJIbHOW TpynImibl (BUAE KOHTPOJS), YUACTBYIOIIEH B HCCIEeNOBaHHUM (
HaIpUMep, TPYIIa ¢ MPUEeMOM Iu1anedo, rpymnmna 6e3 BHIMOTHEHHUS BMEIIATeIbCTBA, TPy C
IpPUEMOM aKTUBHOTO JIEKAPCTBEHHOIO IMpernapaTra, €IMHCTBEHHAs Tpylma C OLEHKOMN
COCTOSIHUSA JI0 U TOCJIE Tepalliu), U Au3aiiHe uccienoBanus (mapajieibHblid, TEPEeKPECTHBINA U
p.);

0 METOJIE Ha3HAYEHUS BMEIIATEIbCTBA (paHI0MU3alUs, CTpaTudUKALIKS);

0 TOCJIEIOBATEIbHOCTH M MPOJIOJDKUTEIHHOCTH BCEX TIEPUOIOB UCCIIEIOBAHUS, BKIIOUYAs
IpelpaH I0MU3ALMOHHBIA IEPUOJ U MEPUOJI MTOC]Ie OKOHYAHUS TEPANUU, NEPUOIbl OTMEHbI
TEpanuu ¥ TIePUOIbI POCTOTO U IBOWHOTO CIETIOr0 BMEIIATEbCTBA;

O TEPBUYHBIX W BTOPUYHBIX MEPEMEHHBIX A(PHEKTUBHOCTH M 0€30MacCHOCTH
JIEKapCTBEHHOT'O IIpenapara;

0 CpPOKax (C OMMCaHHEM Ba)KHBIX KOHTPOJIbHBIX TOUYEK) JAJIs Hauaja, MPOBEICHUS, aHaTN3a
U PETIOPTUPOBAHUS UCCIEAOBAHUS (BKIIIOUYAs COIEPKAHUE TIPOMEKYTOUYHBIX OTUETOB);

KPUTHUECKOE 00CYKICHNE OCHOBAHUS U BBIMIOJIHUMOCTH UCCIIEIOBAHUSI.



OGecneueHne HCYIOBJICTBOPCHHBIX MCIUIIMHCKHUX lIOTpCGHOCTeﬁ CHCTEMBEI 3IDaBOOXPAHCHHUA

[IpumeHeHure Tpoleayphl YCIOBHOM perucTpaluu JeKapCTBEHHOTO Mpernapara B 1elIsiX
oOecrieueHus1 HEeYIOBIETBOPEHHBIX MEIUIIMHCKUX MOTPEOHOCTEN CHCTEMBI 3JIpaBOOXPAHCHHUS
SBJISICTCS] OTJIMUUTEILHON OCOOCHHOCTBIO JIEKAPCTBEHHBIX MMPENapaToB, MOAXOIAIINUX IS
YCIIOBHOM PETUCTPALMH, U CBA3aHO C KOHKPETHOM MOJIb30M, 0)KMAAEMOM OT MPUMEHEHUS
JIEKapCTBEHHOIO Mpenapara, KOTopasi HE TOJIBKO MPEBBIIIAET YCTAHOBICHHBIE HA MOMEHT €0
pErucTpanuu pucku, CBI3aHHbIE C TPUMEHEHUEM HEJOCTATOUYHO U3YUYEHHOIO JIGKAPCTBEHHOTO
npenapara, HO U MHbI€ TOTEHUHUAJIBHBIE PUCKH, CBA3aHHBIE C HAJTMYUEM B PETHUCTPALTUOHHOM
JI0OChE HETOIHBIX CBEJICHUHN O CBOMCTBAX TAKOTO JICKAPCTBEHHOTO IIpenapara.

3asBUTENb 0053aH MPEJAOCTABUTH TMOATBEPKICHUE HAIWYWA HEYJOBJIECTBOPEHHOMU
MEIUIIMHCKON MOTPEOHOCTH CHUCTEMBI 3/PAaBOOXPAHEHUS] U HEOOXOJUMOCTH BHEAPECHUS
HOBBIX METOJIOB OKa3aHUs MEAULUMUHCKOW momomu (B ciaydyae OTCYTCTBUSA
YJAOBJICTBOPUTENIBHBIX MOJXOA0B) JIUOO CYIIECTBEHHOTO YJIYUYIICHUS MEIUIIMHCKON MTOMOIIN
0 CPAaBHEHHIO C OJJOOPEHHBIMU METOJIAMU €€ OKA3aHMUS.

[TonTBepkaeHne obecreueHus HEyAOBJIETBOPEHHON MEIUIIMHCKOW MOTPEOHOCTH
CHUCTEMBl 3/paBOOXpaHEHUS TpeOyeT OOOCHOBAaHHWS B WHAMBHAYAIbHOM MOPSJIKE.
OO6ocHOBaHUSI JOJDKHBI  KOJMYECTBEHHO XapaKTEpU30BaTh HEYJOBIECTBOPEHHYIO
MEIUIMHCKYI0 TOTPEOHOCTh HAa OCHOBAHWM MEIUIMHCKUX WU SIHUAEMUOIOTHYECKUX
JAHHBIX.

B 1eioM 0CHOBHOE TepaneBTUUYECKOE MPEUMYIIECTBO, KaK MPaBUJIO, OCHOBBIBAETCS Ha
3HAYUMOM YJIydIlieHU! d(PPEKTUBHOCTH WM KIMHUYECKONH 0€30MaCHOCTH JIEKAPCTBEHHOTO
npenapara (Hanpumep, MoJa0KUTEIbHOE BIUSHUE HAa Hayalo WIK Pa3BUTHE COCTOSHUS OO0
CHIKEHHE MOPOUJIHOCTH WM CMEPTHOCTH OT 3a00sieBaHMs1). B HCKIIOUUTENBHBIX ClIydasx
OCHOBHOE€ TEpaIleBTUYECKOE MPEUMYILIECTBO JIEKAPCTBEHHOI'O IIpErapara MOMKET TaKkKe
BBIPAXAThCSl B 3HAUUTEILHOM YJIYUYIIICHUH BO3MOXKHOCTH OKa3aHMSI MEAUIIMHCKON MOMOIIH (
HaIpuMep, €CIIA 0XKUJAETCS, UTO IPUMEHEHUE HOBOIO JIEKAPCTBEHHOTO IIpenapaTa Mmo3BOJIUT
peniaTh cepbe3Hble MPOOIEMBI CBSI3aHHBIEC C MMPUBEPKEHHOCTHIO TEPAUU, UM €CJIM Tepanus
MO3BOJIUT MPOBOJIUTH aMOYJIaTOPHOE JICYCHHE BMECTO JICYCHUS MCKIIIOUUTEIHHO B YCIOBUIX
CTaIoHapa).

Heo0xoaumo npoIeMOHCTPpUPOBATh MPEUMYILECTBA HAJl CYIIECTBYIOIIUMU METOIaMH,
OPUMEHSIEMBIMM B KIMHUYECKON TMpakTUKe (MpU HAIWYKUM), HUCIOJb3ys HAJACKHOE
JI0KAa3aTeIbCTBO, KAaK MPaBUJIO, MOJYYEHHOE Ha OCHOBE Kauye€CTBEHHO IPOBEICHHBIX
PaHJIOMH3UPOBAHHBIX KOHTPOJUPYEMBIX HCCIEIOBAaHUN (JlOKa3aTelbHas JIEMOHCTpaLMs
TIOJIB3BI).

B nensix o6ocHoBaHMs 10BOIA, 00 00ECIIEYEHHOCTH HEYIOBIETBOPEHHBIX METUITMHCKUX
MOTPEOHOCTEM, 3as1BUTENL 00s13aH MPEIOCTABUTD:



KPUTHUYECKHUI 0030p TOCTYIHBIX METOJOB NMPOPMIAKTUKY, METUIIUHCKON TUArHOCTUKU
WM JICYCHHUS C ONMHCAaHUEM HEYJOBJIETBOPEHHOM MEIULUMHCKONW MOTPEOHOCTH CHCTEMBI
31paBOOXPAHEHUS;

KOJMYECTBEHHYIO OIIEHKY BETMYMHBI HEYJOBIETBOPEHHON MEIUIIMHCKON MOTPEOHOCTH C
Y4ETOM MEIHUKO-CTaTUCTUYECKUX NAHHBIX (HalpuMep, KOJIMYECTBEHHbIE MEIULIMHCKUE WU
AIUIEMUOJIOTUYECKUE IaHHBIE);

J0Ka3aTeIbCTBA TOTO, YTO PETUCTPALMA JIEKAPCTBEHHOTO Ipemnapara MO3BOJIUT
o0ecreunTh HeYI0BJIETBOPEHHbIE METUIIMHCKUE TOTPEOHOCTH CUCTEMBI 3IPABOOXPAHEHHUS.

OcoOblli TOAX0A IPUMEHSIETCS B CIIy4asiX, €CJIM CPAaBHEHHUE C Pa3pelIeHHbIMH METOJIaMU
OKa3aHUs MEIUIMHCKOW TOMOIINM BKJIIOYAaeT B ce0s CpaBHEHHME C paHee YCIOBHO
3aperucTpUPOBAHHBIMU JIEKAPCTBEHHBIMU MperapaTaMu, a B ciryyae op(paHHbIX MPernapaToB —
€ClIM TPHUCBOEHHE CTaTyca Op(paHHOTO JEKapCTBEHHOIO Mpernapara CBS3aHHOTO C €ro
CYILLIECTBEHHOU TOJIb30M.

[Ipn onoOpeHnu NMpPUMEHEHUs MNPOLEAYPhbl YCIOBHOM PErHCTpalldy JOJHKHO OBITh
YCTaHOBJIEHO, YTO C MMOMOUIBIO pacCMaTPUBAEMOI0 JIEKAPCTBEHHOTO IIpernapaTa MOTYT OBITh
oOecreyeHbl HeYJOBIETBOPEHHbIE MEIUIIMHCKHIE MMOTPEOHOCTH CUCTEMBI 3JpaBOOXPAHEHUS,
TOrJa KaK CTENeHb 00eCcIeYeHHOCTU OyIET ONpenesaThCs B TeUEHUE JUIUTEILHOTO BPEMEHH
MOCJI€ PETUCTPALIMH JEKAPCTBEHHOT'O MpernapaTa Mpu BBIITOJIHEHUH 0COOBIX 00s13aTenbeTB. B
ciiydae 000CHOBaHUS 00ECTIEYeHHOCTH HEYOBJIETBOPEHHBIX MEAUIIMHCKUX OTPEOHOCTEM 3a
CYET JOCTyIlla Ha PBIHOK BTOPOIO WM IOCIEAYIOIIErO JIEKAPCTBEHHOIO IIpenapara
HEOOXO0MMO MPUHUMATh BO BHUMaHUE KIMHUYECKUE TaHHbIe, HAKOIUICHHbIE PU 00paIleHUH
Ha pBIHKE IIEPBOrO YCIOBHO 3apETHCTPUPOBAHHOIO JIEKAPCTBEHHOrO IIpernapara, U Te
acnekTbl 3P(HEKTUBHOCTU U OE€30MaCHOCTH, KOTOPbIE OCTAIOTCA HEU3YyUYEHHBIMU B IPOLIECCE
TaKoro oOpaIeHus.

[loka yctaHoBIE€HHBIE OCOOBIE 00fA3aTENbCTBA ISl JIEKAPCTBEHHOrO Ipernapara,
3apEruCTPUPOBAHHOIO IO NPOUEAYpPE YCIOBHOM PErHCTPAllMM €LI€ HE BBIITOJIHEHBI
ITOJTHOCTBIO, HEBO3MOKHO YCTAaHOBUTh UCTUHHYIO BEJIMYUHY €0 MOJIb3bl, HO3TOMY 3asiBJICHHE
Ha YCJOBHYIO PETrMCTpPalMI0 HOBOrO (BTOPOrO WJIM IMOCJIEAYIOIIEr0) JIEKAPCTBEHHOIO
npenapara BO3MOXXHO B cllydae, €ClIM OH MOKET NOTEHUUAJbHO OO0ECHEUYUTh TE XKe
HEYJOBJIETBOPEHHBIE MEIUIIMHCKUE MOTPEOHOCTH CUCTEMBI 3/IpAaBOOXPAHEHHS U MPU 3TOM
UMeeTCss HaydHoe OOOCHOBAaHHE TOrO, YTO TAKOHM JIeKapCTBEHHBIM MpenapaTr OyAeT HX
obecrieunBaTh B HE MEHbIIEH CTENEHH, YeM INEepBBIM JEKapCTBEHHBIM IMpenapar,
3apETUCTPUPOBAHHBIA 110 NPOLEAYPE YCIOBHOM peructpauuu. JlaHHas curyauuss He
OTHOCHUTCA K CJIy4asM pErucTpaluud CKONMUPOBAHHOTO (BOCHPOM3BEIAEHHOTO,
O0MOaHAJIOrMYHOr0) Op(haHHOTO JIEKAPCTBEHHOTO IpernapaTa Mpu HAIMYUU KaKuX-Tu00 mpas
TPETHUX JIUI Ha UHTEJUIEKTYaJIbHYI0 COOCTBEHHOCTh B OTHOIIEHUH CAMOI'0 JIEKAPCTBEHHOTO
npenapara Wik CBEACHUH (JOKyMEHTOB) PErUCTPALIHOHHOTO JOChE.

[IpeumyiecTBa nepes CyIECTBYOIIMMHI BMEIIATEILCTBAMU MOTYT OBITh JOCTATOYHbI
IUTSL IOATBEPKJICHUS PErHCTpalui Op(aHHOTO JEKAPCTBEHHOIO Mpenapara, B cirydyae Korja



Takas pPETruCTpalys OCHOBBIBAECTCS TOJIKO HA CYIIECTBEHHOW IOJIb3€ JIEKAPCTBEHHOIO
npernapara JUisi CHCTEMBI 3[paBOOXPAaHEHUS.

Iloms3a piia 300POBbi HACCIICHHUA OT HOIIYCKA HAa PEIHOK JICKAPCTBCHHOI'O IIpCIIapaTa

3asBUTENb 00s3aH MPEJOCTAaBUTH OOOCHOBAHHWE TOTO, YTO TOJb3a ISl 3J0POBBS
HACeJICHUS OT HEMEJJICHHOW JTOCTYIMHOCTH JICKAPCTBEHHOTO IMpernapaTa MPeBBIIIaeT PUCKH,
oOycClOBJICHHBIE HEOOXOJUMOCTBIO TIPEACTABICHUS JOMOJHHUTEIBHBIX JaHHBIX O
O0e3zomacHOCTH M 3()PEKTUBHOCTU JIEKAPCTBEHHOro Impenapata. OOOCHOBaHHE JOJIKHO
OIICHUBAThH BJIMSHUE HEMEIJIEHHON JOCTYMHOCTH JIEKAPCTBEHHOTO Ipernapara Ha 370pOBbE
HACeJICHUS B CPAaBHEHHH C JIOCTYITHOCTHIO TTOCIIC MTOTYUYEHHUS UCUEPIBIBAIOITNX KITMHUYICCKUX
JaHHBIX ¢ Yy4eToM (MO0 BO3MOXHOCTH), OOBEKTHBHBIX U KOJHYECTBEHHBIX
AIUACMHUOJIOTHYECKUX CBEICHUA. PUCKM HEOOXOIUMOCTH MPECTABICHUS JOTOTHUTEIBHBIX
JAHHBIX O Oe3omacHOCTH W 3G(PEKTHBHOCTH JEKAPCTBEHHOTO TIperapara IMoJJjIexaT
KOJIMYECTBEHHOM OIIEHKE, HACKOJIEKO BO3MOXKHO, C TIOMOIIBI0 OOBEKTUBHBIX TTOKa3aTeNeH.
YtoOb1 000CHOBATH MPEBBIIICHUE TTOTB3BI IS 3I0POBhS HACEICHUS OT PETUCTPAIUU
JICKapCTBEHHOTO Mpemnapara HaJl PUCKaMH, CBI3aHHBIMH C OTCYTCTBHEM B PETHCTPAIIIOHHOM
J0Ch€ YacTH JAHHBIX O JICKAPCTBEHHOM IIpemapare, 3asBUTENIb O00s3aH TPEIOCTaBUTH
CJIEYIOILNE CBEACHHUS:
OMMMCaHWEe KOHKPETHOW TOJIB3bI IS 370POBBS HACEJIEHUsI OT JOMyCKa Ha PHIHOK
paccMaTpUBAEMOTO JICKAPCTBEHHOTO MperapaTa;
OMKCaHUE BO3MOXHBIX PHUCKOB, CBSI3aHHBIX C OTCYTCTBHEM B PETHCTPAIIMOHHOM J0CHE
YaCcTH JIaHHBIX 0 Oe30macHOCTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara;
OIICHKY CTETICHH IPEBBIICHUS YKa3aHHOW MOJIB3bI, HaJl yKa3aHHBIM BO3MOYKHBIM PHCKOM,
Y OTFCAHNE HE BKIIOYEHHBIX B TAKYIO OIEHKY BOIIPOCOB.

3. VcnoBHas perucTpanus JIeKapCTBEHHOTO IIPenapaTa Mo HHAIMATHBE YIIOJIHOMOYEHHOI'O OpraHa
(3kcepTHO# opraHu3anyy) pedepeHTHOro rocyIapcTBa

[Ipy npoBeAEHUHN 3KCIEPTU3BI JEKAPCTBEHHBIX IIPENApPATOB YIIOJTHOMOYEHHBIN OpraH (
AKCHEpPTHAsE OpraHuzaiusi) pedepeHTHOro TrocyJapcTBa TaKXKe MOXET MPeIIOKUTh
3asBUTENI0 3apETUCTPUPOBATh JIEKAPCTBEHHBIM Mpenapar Mo MpOUEaype YCIOBHOU
perucTpanuu Mocjae KOHCYIbTalluu ¢ HUM. IIpu mpoBeneHMM KOHCYJIBTALMM 3asiBUTEINb
JOJKEH IPENOCTaBUTh MUCBMEHHYIO IO3HMIMI0 O COIVIaCUU (HECOIJIacuu) C YCIOBHOHN
perucTpaiueil JIEKapCTBEHHOrO Ipernapara M (B cjydae corjlacusl) MpeaoCTaBUTh
000CHOBaHHE BBIMOJHEHUS KaXKJIOTO M3 YCIOBHH, yKa3aHHBIX B mojapaszene 2 paszaena 11
HACTOSIIIEr0 TOKyMeHTa. Takye yIoJIHOMOYEHHBIN OpraH (3KCIepTHasE OpraHU3alysl) BIPaBe
3alPOCUTh Yy 3asBUTENSI TAKXKE€ WHbIE HEOOXOJUMBIE JOMOJHUTENIbHBIE CBEIACHUS IS
000CHOBaHUS IPOBECHHUSI MIPOLIETYPhI YCIOBHOM PErUCTpaIIHH.



Jliis obecrieueHus: JOCTaTOUHOIO BPEMEHHU Ha COIJIACOBAHUE C 3asBUTEJIIEM XapaKTepa
YCTAHOBJIEHHBIX OCOOBIX 0043aTE€NbCTB U CPOKOB HX BBINOJHEHUS, MPEII0KEHUE
YIIOJTHOMOYEHHOI0 OpraHa (3KCIEPTHOW OpraHW3aldH) O BO3MOXHOCTH INPOBEACHUS
IpOLEIYpPbl YCIOBHON PEruCTpalli HAMPABIIAETCS 3asBUTEIIO IO 3aBEPIICHUS SKCIIEPTHU3bI
pedepeHTHRIM TOocyaapcTBOM (TO ecTh He mo3aHee 80 pabouux AHEH C JaThl mprema
3asiBJIeHUs Ha peructpainio). Cpok mpenocTaBieHrs OTBETa HA JaHHBIM 3aMpoc HE JOJIKEH
MPEBBIIATh CPOK, YCTAHOBJIEHHBIN JUIsl OTBETA 3asBHUTENSI HA 3alpoC YIMOJIHOMOYEHHOIO
opraHa B COOTBETCTBUM ¢ paszaenamu V wmwin VI IlpaBun. B skcnepTHbIX oTueTax
YIOJIHOMOUYEHHOI'O OpraHa (3KCINepTHOW OpraHu3alii) peepeHTHOro rocy1apcTBa, BKIIOYAs
3aKIIOYUTENBHBIN 3KCIIEPTHBIN OTUET, KOTOPBIN IyOIMKYETCS B €IMHOM PEECTpE, JOJIKHBI
OBITh yKa3aHbl MPUYUHBI TPEAJIOKEHHUS YIOJTHOMOYEHHBIM OpraHoM (3KCHEepTHOU
OpraHu3alMeil) O MPOBEACHUU NPOLEAYPHl YCIOBHOW PErucTpalMyd B WHHUIMATUBHOM
HOPSIZIKE.

4. JxcrepTH3a IEKapCTBEHHOTO NpenapaTa, 3a4BIIEHHOTO Ha YCIOBHYIO PETHCTPAITHIO

VY1oIHOMOYEHHBIN OpraH (KCIepTHAs opraHu3aius) peepeHTHOro rocyaapcTna o0s3an
MPOBECTU OIIEHKY MPEACTABICHHBIX OOOCHOBAaHUM TOT0, YTO JIEKAPCTBEHHBIN Mpenapar
MOKET OBITh 3apETUCTPUPOBAH IO MPOIIEyPE YCIOBHON peructpaiuu. Pe3ynbratsl nanHoN
OICHKH JIOJDKHBI OBITh OTPaXEHBl B COOTBETCTBYIOIIMX OKCIEPTHBIX OTYETaX U B
3aKJIFOUUTEIIBHOM 3KCIIEPTHOM OTYETE YIOJHOMOYEHHOIO OpraHa (3KCIEepTHON OpraHU3aliim)
pedepeHTHOro rocy1apcTBa.

3asBUTEINb MOTYYaeT OTKA3 B YCIOBHOM perucTpanuu JIEKapCTBEHHOTO Mpenapara, eciu
3aKTIOYUTENBHBIA IKCIIEPTHBIN OTYET PePEePeHTHOrO roCyJapCcTBa COACPKUT 3aAKITIOYCHUE O
HEBBITNIOJIHEHUU TPeOOBaHUN, MPEABIBIIEMBIX K YCIOBHOW pETrHCTpalluu, U TpeOOBaHU,
MIPEABABISIEMBIX K OOBIYHON pErucTpanuu 6e3 yCcIoBUH.

Oco0bie 00s3aTeNbCTBA U CPOKU UX BBIMOJHEHUSI JOJKHBI OBITh YKa3aHbI B IPUIIOKEHUU
K PErucTpPalMOHHOMY YJIOCTOBEPEHHUIO JIEKAPCTBEHHOIO Mpernapara W OmyOJWKOBaHBI B
COCTaBE 3aKIIOYUTEIBHOT0 SKCIIEPTHOIO OTUETA B €IMHOM PEECTPE.

Y1onHOMOUYEHHBIN OpraH (3KCIepTHAsl opraHu3anus) peepeHTHOro rocy1apcTBa BIpaBe
YCTaHOBUTH OCOObIE 00513aTE€NBCTBA JJIS AEPHKATENS] PETUCTPALIMOHHOTO YAOCTOBEPEHUS MPU
YCIOBHOM perucTpanvu U o0s3aTh €ro 3aBepLIUTh MPOBOJAIIMECS HCCICIOBAHUSA WU
BBIITOJIHUTH HOBBIE UCCJIE0OBAHUS C LEIbIO OATBEPKACHUS MOJ0KUTEIBHOTO COOTHOIIEHUS
"Mmosp3a — pUcK' U MPEeAOCTaBICHUS JONMOJIHUTEIbHBIX JaHHBIX, YKA3aHHBIX B Mojapas3aene 2
HACTOSIIETO pa3eda.

OcobOpie 00s13aTeNbCTBA YCTAHABIMBAIOTCS B OTHOLIEHMM (papmakoHaa3opa (mpu
HEOOXOJIUMOCTH).

Oco0bie 00s3aTeNbCTBA U CPOKU UX BBIMOJHEHUSI JOJKHBI OBITh YKa3aHbI B IPUIIOKCHUU

K PETHUCTPAlMOHHOMY YJIOCTOBEPEHUIO.



Y1onHOMOYEHHBIN OpraH (PKCIepTHas opraHu3anus) peepeHTHOro rocyaapcTBa o0s3an
myOJIMKOBAaTh 0COObIE 00A3aTENbCTBA U CPOKU X BBIMOJIHEHUS B €JMHOM PEECTpeE.

5. CBezeHna 00 yCIIOBHO#M perucTpamiy, HoAjIexanie BKIFOISHIIO B OOIIYIO XapaKTEpHCTHKY
JIEKapCTBEHHOT'O NpeNapaTa i HHCTPYKIHIO 110 MEIUIUHCKOMY IIPAMEHEHHUIO (JIMCTOK-BKJIA/IBIII)

OO6mras xapakTepUCTUKA JICKAPCTBEHHOTO TpemapaTra 1 HHCTPYKIUS TT0 METUITMHCKOMY
IPUMEHCHUIO JIEKAPCTBEHHOTO MperapaTa (JIMCTOK-BKJIAIBII) JIOJDKHBI COJIepKaTh CBEICHUS
0 €ro ycioBHOU peructpanuu. O01mas XxapakTeprucTUKa JEKapCTBEHHOTO MpernapaTa J0JKHa
TaKXe COJIeP)KaTh CPOK IMepeperucTpanud (MOATBEPKICHHUS PETUCTPAIMH) JICKAPCTBEHHOTO
mpenapara.

Nudopmanus 06 yCI0BHOM pEerucTpamuy JOJDKHA OBITh YETKO H3J0)KEHA B TEKCTE,
IpeaBapsIoNeM TEPBbIC pa3/ielibl 00IIeH XapaKTepUCTUKH JIEKApCTBEHHOTO Tpernapara, u
WHCTPYKIIMH 1O MEIUIMHCKOMY TIPUMEHEHUIO JICKAPCTBEHHOTO Tmpemapara (
JUCTKEe-BKIaapIIe). OO0IIas xapakTepucTUKa JICKapCTBEHHOTO IIpernapara U HHCTPYKIIHS 110
MEIUIIMHCKOMY TMPUMEHEHHUIO JIEKapCTBEHHOTO Tpemnapara (JUCTOK-BKJIAIBINI) TOKHBI
cojiepKath HHGOPMAITHIO O TOM, YTO:

perucTpanus JIEKapCTBEHHOTO Tpernapara Obljia OCYIIECTBIICHA C YCIOBUEM BBITIOTHCHHUS
JepKaTeNieM PeTHCTPAIIMOHHOTO YIOCTOBEPEHHUS ONPEICICHHBIX 0COOBIX 005S3aTEIIbCTB;

MIEPECMOTP YCTAaHOBJICHHBIX OCOOBIX 00s13aTEILCTB OCYIIECTBIISACTCS YIIOJIHOMOYCHHBIM
OpraHoMm (IKCIEPTHON OpraHU3aIUeH) €XKEr0THO.

6. O6s3aHHOCTH JiepiKaTell PETHCTPANMOHHOIO YIOCTOBEPEHHA IO IPEICTABICHAIO
MEPHONIECKOTr0 0OHOBIIIEMOTO OTIETa IO 6€30IIaCHOCTH

[Ipu ycnoBHOM peructpanuu JeKapCTBEHHOrO IIpenapara AepKaTeslb PErUCTPALMOHHOTO
yIOCTOBEpEHUSI 00s3aH MPEACTABIATh MNEPUOJUYECKUN OOHOBISAEMBIA OTYET MO
O6e3omacHOCTH HE peke 4eMm | pa3 B 6 MecsIeB, a TakKe MO JOMOJHUTEILHBIM 3alpocam
YIOJIHOMOYEHHOT'O OpraHa (3KCIEepTHOW OpraHu3aliii) B TEUEHHUE BCEr0 CPOKA COXPAHEHHUS B
PETUCTPALIMOHHOM YJOCTOBEPEHUHU YCIOBHOM perucTpanuu B cooTBeTcTBUM C [IpaBunamu
HaJIekale mpakTUKU QapmakoHag3opa EBpasuiickoro SKOHOMHUYECKOTO COI03a.
TpeboBaHus, NpeabsABIsIEMble K MNEPUOJUUYHOCTH MPEIOCTABICHUS MNEPUOTUUECKOTO
OOHOBJISIEMOT0 OTYeTa MO OE30MacHOCTU, JOJDKHBI OBITh YKa3aHbl B NPUIOKEHUU K
PErHCTPAlMOHHOMY YAOCTOBEPEHUIO JIEKAPCTBEHHOIO Mpernapara 1 OlyOJIMKOBaHbl B COCTABE
3aKJIFOUUTENIBHOTO SKCIIEPTHOIO OTYETA B €IMHOM PEECTPE.

IV. Oco0eHHOCTH COCTABICHHA B SKCIISPTH3HI MOLYJIA 5 PETHCTPAaIMOHHOIO JOChEe
JIEKapCTBEHHEIX [IPENapaToB, 3aPETUCTPUPOBAHHEIX MO IIPOLEAYPE YCIOBHOM PETHCTPAIIMA

1. OGecneueHre BOCIIPOM3BOAMMOCTH PE3YJIHTATOB KIIMHAIECKUX HCCIICAOBAHMI



Jlns peructpaiuu JEKapCTBEHHOTO Tpemapara JoJbKHa ObITh oOecreueHa
BOCIIPOM3BOJIUMOCTD PE3YyJIbTATOB KJIMHUYECKUX MCCIIEIOBAHUN. DTO OCOOEHHO BaXKHO B
Cly4ae IMPOBEACHUS IKCIEPUMEHTAIBHBIX MCCIEIOBAHUM, YCIECIIHBIM PE3yJIbTaT KOTOPBIX
TpeOyeT MOJATBEPKIEHUS B BOCIPOU3BEICHHOM 3KCIEPUMEHTE ISl JOCTHXKEHUS! OOILEero
NPUHATUS TOJYYEHHBIX pe3ysibTaToB. Bmecte ¢ TeM KiIMHUYEcKas pa3paboTka
JIEKapCTBEHHOI'O MPENapaTa OTIANYAETCSA OT MPOBEACHUS SKCIIEPUMEHTAIBHBIX UCCIIEI0BAHUIA.
Hens 11 da3sl KIMHUYECKUX HCCIEAOBAHUN 3aKIIOYAeTCs] B TMOJATBEPXKACHUU JTAHHBIX,
IIOJIyYEHHBIX Ha TEKYLIMA MOMEHT B JOKJIMHUYECKHUX MCCIEHOBAHUIX, KIMHUYECKUX
UCCJIEA0OBAHUAX MEPEHOCUMOCTH, KIIMHUYECKUX MCCIIEIOBAHUAX MO NOA00pY 103 U APYrUX
KInHu4Yeckux wuccrnenopanusx Il ¢asel. OcHOBHOE TpeOoBaHWE, MNPEIBIBIIEMOE K
nokymentauuu IIl ¢a3pl KIMHUYECKUX HUCCIEIOBAHUM, 3aKIIOYAETCsd B TOM, YTOOBI OHA
cocTosuia U3 OOBEKTUBHBIX M KOHTPOJIUPYEMBIX JAHHBIX HAMJIEXKallero KadecTBa (
CIUIAHUPOBAHHBIX, MMPOBEICHHBIX M BKIKOYEHHBIX B OTYETHI 10 PE3YJbTATaM MPOBEICHHBIX
HCCIIEIOBAaHUNM B COOTBETCTBHMU C aKTaMH OpraHoB (Coro3a IO NPUMEHEHUIO IPUHIIUIIOB
OMOCTATUCTUKA B KIMHUYECKUX HCCIEIOBAHUAX JIEKAPCTBEHHBIX IMpernapaToB U IO
MIPUHIKUIAM BbIOOpa KOHTPOJIBLHON TPYMIbI B KIMHUYECKUX UCCIIENOBaHUsX). Takue JTaHHbIe
JOJKHBI COOTBETCTBOBATH BCEM CIICAYIOIIUM KPUTEPUAM JOCTATOYHOCTHU:

pa3mepa BbIOOPKH MaIMEeHTOB;

pazHoo0Opasue CUMIITOMOB U TIPOSIBIICHUI 3a001€BaHUS;

KOJIMYECTBO MCCIIEI0BATEINEH, MOATBEPKAAIOMIMX MTOJT0KUTENBHOE OTHOLICHHE "TI0JIb3a —
puck" B L€JEBOW MOMYJSLMM MAUMEHTOB NIpPH ILEIEBOM 03¢ M cnoco0e NMPUMEHEHHUS
JIEKapCTBEHHOTO Ipernapara.

Tpebyemblit 00beM HaHHBIX MOATBEpkAaromUX uccienoBanuit Il ¢gaspl kIMHUYECKUX
MCCIIEIOBAHUI 3aBUCUT OT TOT0, YTO OBUIO YCTAHOBJICHO B paMKax MNpeapaymux ¢as
KIIMHUYECKUX HMCCIEA0BAaHUN 3TOrO JIEKAPCTBEHHOIO Mpenapara U O CTEINEHU U3YYEHHOCTH
KIMHUYECKOW 3(DPEKTUBHOCTH U OE30MAaCHOCTH MOJOOHBIX MO JIEUCTBHUIO JIEKAPCTBEHHBIX
npemnaparoB. Kak MUHUMYM HE0OXOJWMO OJHO KOHTPOJUPYEMOE HCCIEIOBAHHUE CO
CTATUCTUYECKH OOOCHOBAHHBIMU W KIMHUYECKA 3HAYUMBIMU pe3yibTaTamMu. B pamkax
nporpammbl Il ¢a3pl KIMHUYECKUX HCClenoBaHUN 0oJiee palMOHAIBHBIM MOAXOJ0M
ABJISIETCS INIAHUPOBAHUE HECKOJIBKUX MCCIEIOBAHUM IO CIEAYIOIUM IPUYMHAM:

oTcyTcTBHE (hapMaKOJIOTUYECKOT0 0OOOCHOBAHUS IEUCTBUS JIEKAPCTBEHHOTO Tpernapara (
HEU3BECTHBIM MEXaHU3M JICUCTBUS);

HOBBIN (PapMaKOJIOTUUECKHI MPUHIIUI JEHCTBUSA JIEKapCTBEHHOTO MIpernapara;

OTPaHUYEHHOCTh UM HEYOEIUTEIbHOCTh PE3YyJIbTaTOB, MOJIYYEHHBIX MOCIe MpoBeAeHUs |
u Il pa3 kTuHUYECKUX HCClIeIOBAaHUH JICKaPCTBEHHOTO Tperapara;

HEyJlauHble KIMHUYECKUE HCCIIEAOBAHUS WIM HEYAAYHBIE MONBITKH BOCIPOU3BECTH
pe3yNbTaThl paHee MOJIOKUTEIbHBIX HUCCIEAOBAHUN IO 3asBISIEMON 00IacTH KIMHUYECKOTO
PUMEHEHHS JIEKAPCTBEHHOT' 0 IIpenapara;



HEOOXOAUMOCTh TMOATBEPXKICHUA 3GPEKTUBHOCTU U (MJIM) MEPEHOCUMOCTHU
JEKapCTBEHHOTO Tpernapara (HampuMep, B pPa3HBIX CYONMONYJISIIIUSAX IMAIllUEHTOB, TPH
WCITOJIb30BAHUU PA3HOM COMYTCTBYIOIIEH TEPAUK WJIA UHBIX MEIUIIMHCKUX BMEIIATEIIbCTB, B
OTHOIIICHUHU UHBIX KOHTPOJIbHBIX BMEIIATEILCTB B TPYIIaX CPABHCHHS | T. 11.);

HEOOXOIMMOCTH TTOTYyYeHHSI HHGOPMAIIHH O JICKAPCTBEHHOM TperapaTe Mo BOIIPOCAM €T
KJIMHIUYECKOH 3P (HEeKTUBHOCTH M 0€301acHOCTH B pamMKax nporpammsl 11 ga3el KmMHHYECKUX
HCCIICIOBAHUM.

2. OCOGEeHHOCTH HKCIIEPTH3EI MOAYJIA 5 PETHCTPALIOHHOTO A0ChE, COJEPIKAIIEro pe3yIbTaThl
TOJILKO OHOTO OLMOPHOr'O HCCIIEJOBAHHA

Ecnm noxazatenbcTBO 3(GEeKTUBHOCTH M O€30MAaCHOCTH JICKAPCTBEHHOTO Ipernapara
MOJIy4€HO TOJbKO B OJHOM OIOPHOM HCCJIEAOBAaHHUM, TAKOE€ HCCIEJOBAHUE JOJKHO
COJICp)KaTh CTATUCTHYECKH W KIWHUYECKH YOeIWTeNbHBIC BBIBOABL. [lpm 3KkcmepTH3e
pEe3yJIbTaTOB TAaKOTO MCCIEJAOBaHUS HKCHEPTY YMOJHOMOYEHHOIO OpraHa (dKCIEepTHOU
OpraHu3aIi) HEOOXOJAMMO OTMETHUTh B JIKCIIEPTHOM 3aKITIOYCHUU PE3yIbTaThl aHAIW3a
CJIEIYIONTUX XapaKTEPUCTUK MTPOBEICHHOTO UCCIICI0OBAHMS:

BHYTPCHHEH BAIMIHOCTH (KOTOpasl HE JODKHA COACPIKATh MPU3HAKOB MOTCHITHATHHOTO
CMEINICHHS pe3yJIbTaTa UCCIICI0OBaAHNUA);

BHENTHCH BalIMJIHOCTH (B TOM YHCJIC MPUTOTHOCTH JAHHBIX, MOJYYCHHBIX Ha
UCCIIEAYEeMON TOMYJISINUA, ISl SKCTPATIOJISIMN Ha TEJIEBYIO TOMYJTISIIAI0, Y KOTOPOi OyaeT
NPUMEHSTHCS JIEKapCTBEHHBIN Mpemnapar);

KIIMHAYECKON 3HAYUMOCTH (HAJMYWS y W3YUYCHHOTO BMEIIATEIhCTBA TAaKOW TOJIB3HI,
KOTOpasi UMeeT KIIMHUYECKYIO [IEHHOCTH);

CTENICHW CTATHUCTHYECKON 3HAYMMOCTH IOJTYYCHHBIX pe3yslbTaToB. CTaTHCTHUECKOE
MOATBEPKICHUE 3HAYUMOCTHU PE3YyJIbTATOB TaKOTO OMOPHOTO HMCCIEIOBAHUS JOJKHO OBITH
BBIIIIC YeM MPUHATHIA B CTAHIAPTHBIX KIMHUYECKUX UCCIICIOBAHUIX YPOBEHb 3HAUMMOCTH P
<0,05. ITpu 3TOM MOATBEPKACHUE 3HAYUMOCTH JIOJDKHO BBITIOJIHATHCS HA OCHOBAHUU TOYHBIX
olleHOK 3G (EeKTOB BMENIaTeNbCTBA, TO €CTh TAKUX OLIEHOK KOTOpbIE HMEIOT Yy3KHhe
JOBEPUTENbHBIC WHTEpPBAIBI. Tpedyemasi CTENeHb 3HAYMMOCTH OIOPHOTO WCCIICIOBAHUS
3aBUCHUT OT TaKUX (PaKTOPOB, KaK:

TUTAHUPYEMOE TOKa3aHre K MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara;

BUJ] IIEPBUYHON KOHEYHOW TOYKH UCCIICIOBAHUS;

00BEM BCIIOMOTATENBHBIX JJAHHBIX, TTOJYYaeMbIX B XOJI€ UCCIICIOBAHNS;

HAJIMYKE MPEBAPUTENHHOTO MNIAHUPOBAHUS aJTbTEPHATHBHBIX CTATUCTUYECKUX aHATH30B
JUTSI TIOATBEPIKICHUST COTJIACOBAHHOCTH PE3YJIbTAaTOB.

Ecnau 1menpro OmOpHOTO HWCCIIENOBAaHUS SBISIETCA TMOATBEPKICHUE HE MEHBIICH
3 PEeKTUBHOCTU JIEKAPCTBEHHOTO TIpernapara, TO TaKO€ €IMHCTBEHHOE OMOPHOE
HCCJIEIOBAaHUE B COCTABE PETUCTPAIIMOHHOTO JOChE JIEKAPCTBEHHOTO Tperapara CUUTaeTCs
JOCTaTOYHBIM, €CJIM HUXKHSSA TpaHula 95 %-Horo qOBEpUTEILHOTO HHTEpBaIa 3HAUUTEILHO



oTinyaercs (OTCTOUT) OT TPAHUIBI HE MeHbIIed (PGEeKTUBHOCTH YCTAHOBJICHHOM IS
MIPOBEPKHU CTATHCTHYCCKOU TUTIOTE3HI,

KauyeCcTBa MOJYYCHHBIX JAHHBIX OTIOPHOTO UCCIIEOBAHUS;

BHYTPCHHEH COTIACOBAHHOCTH TOJIYYCHHBIX JAHHBIX (TO €CTh Y JJAHHBIX, MTOJYYCHHBIX OT
3apaHee BBIOPAHHBIX PA3JIMYHBIX CYOTOMYJISAINUN TAllMEHTOB, JOJKHBI OBITh TTOKA3aHBI
cxoJiHbIe A(h(PEKTH BMEIIATEIHCTBA);

CXOJHBIX PE3YJIbTATOB BCEX BAKHBIX KOHCUHBIX TOUCK OIMMOPHOTO UCCIIEIOBAHMS;

OTCYTCTBUA d3)PEKTOB KIMHUYECKUX (MCCIIEIOBATEIBCKUX) IIECHTPOB (TO €CTh OTCYTCTBUS
JTOMHHHUPOBAHMSI OJTHOTO M3 MCCIICIOBATEILCKAX IIEHTPOB B Pe3ysibTaTax Habopa MalieHToOB
WJIM TIOJTyY€HHBIX () PEKTOB BMEIIATEIHCTBA);

MPaBI0NOA00US U3y4aeMOM CTaTUCTUYECKOM TUITOTE3BI.

He tpebyercs B 00s13aTensHOM MOpsiIKE BKIIOYaTh B mporpammy 111 dasel kimmamgeckmx
uccienoBanuii 2 u Oosiee omopHbIX HcciaenoBaHua. Onnako nporpamma Il a3z
KIIMHAYECKUX UCCIICIOBAHMM, COAepIKaIas HECKOIbKO OMOPHBIX MCCIICTOBAHUMN, TTO3BOJISET
IPEICTaBUTh BCE Pa3HOOOpa3ue pe3yinbTaTOB KIMHUYECKUX MCCIEIOBAHMM MPU MpobdiieMax,
CBSI3aHHBIX C MOJTBEPIKICHUEM T0JIb3bI PUMEHEHHS JICKAPCTBEHHOTO Tpernapara y mejieBou
nonyjasanuu. B ciydasx mpeacTaBieHUs pe3yiIbTaTOB €JUHCTBEHHOTO OIMOPHOTO
WCCJICIOBAHMS OHM JOJKHBI OBITh YOSIUTEILHBIMU C TOYKH 3PCHHSI BHYTPCHHEH U BHEITHEH
BAJIUTHOCTH, KIIMHUYECKONW 3HAYUMOCTH, CTATUCTUYECKON 3HAYUMOCTH, Ka4eCTBa JAHHBIX U
BHYTPEHHEH COIIaCOBaHHOCTH.

V. IlogrBepxaeHue peracrpanyy (IepeperuCTPaIis) JIEKapCTBEHHBIX IPENaparos,
3aperuCTPHPOBAHHKIX IO TIPOLIEAYPE YCIOBHOM PETHCTPAIIUI

B coorBerctBun ¢ nogpasgenoM VILIIL paspena VII IIpaBun ycinoBHas perucrpaunus
NEUCTBUTENIbHA B TEUEHHUE | To/1a C MOCIEAYIOIEH €KEeroJHOM epeperucTpaiuei.

ITo ucreyeHun cpoka AEUCTBUS B | TrOJl PErHCTPAllMOHHOTO YJAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpEIapara, 3aperuCTpUPOBAHHOTO IO MPOLEAYPE YCIOBHOM PErUCTPALINH,
MOXET OBITh TMPOBEJACHA MpOoIlleaypa MOATBEPKICHHUS pEeTrHcTpanuu (mepeperucTpaus)
TAKOI'0 JICKAPCTBEHHOT O IIpernapara.

JlepxaTenb pEerucTpallMOHHOTO YJAOCTOBEPEHMS JOJDKEH IOJaTh 3asBJICHUE Ha
MOJATBEPKACHUE PErUCTpaluu (MepeperucTpainio) He Mo3jgHee 4eM 3a 6 MecdleB 0
HCTEUYEHUs CPOKA JACHUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IIPerapara,
3apETUCTPUPOBAHHOTO MO NPOLEAYPE YCIOBHOM PETUCTpPALMM U TMPEJOCTABUTH
YIIOJTHOMOYEHHOMY OpraHy (9KCIEPTHOW OpraHu3anuu) pePepeHTHOr0 TOoCyIapcTBa
MIPOMEKYTOUHBIN OTYET O BHITTOJTHEHNUN YCTAHOBJIEHHBIX OCOOBIX 0053aTEILCTB.

Y1oTHOMOYEHHBIN OpraH (dKCIepTHAs OpraHu3aius) peepeHTHOTo rocyapcTBa o0s3aH
pacCMOTpeTh 3asBICHHWE Ha TOJATBEPXKJICHUE pETUCTpalluk (TepeperucTpalIiuio)
JIEKapCTBEHHOr'0 TMpemnapara Npy MNPOBEACHUU MPOLEAYPHl YCIOBHOM pPErMCTpalnu Ha
OCHOBAHHUM TOJATBEPKACHUS TMOJIOKUTEIBHOTO COOTHOILICHUA '"TOJb3a — PUCK", MPOBOIs



OLIEHKY IMPEACTABICHHBIX 3asBUTEJIEM JaHHBIX B OTHOLICHUU YCTAaHOBIEHHBIX IMpH
perucTpaiuu 0coObIX 0053aTENIbCTB U CPOKOB MX BBIMOJHEHUS. 110 mToram skcrepTusbl
JEKapCTBEHHOTO TMpemnapaTa »SKCIEepTHas opraHuzainus pedepeHTHOTO TocyaapcTBa
COCTaBJISIET 3aKJIOYEHUE C YKa3aHHUEM IIOJIOKCHUH O BBINIOJIHCHUU 3asBUTEJIEM paHee
YCTaHOBJICHHBIX MPU PETUCTPALIMU OCOOBIX 0053aTEIHCTB, HEOOXOUMOCTU COXPAHECHUS WU
MU3MEHEHUS ATUX 0053aTeNIbCTB JIMOO CPOKOB MX BBIMOTHEHUS. DKCHEPTHBIA OTYET JOHKEH
COJIEpKaTh 3aKJIIOUEHUE OTHOCUTENIHHO:

HEO0OXOIMMOCTH COXPAHEHHUS WM U3MEHEHUS YCTAHOBJICHHBIX OCOOBIX 00S3aTEIBCTB UIIH
CPOKOB UX BBITIOJIHCHUS;

HEOOXOJIUMOCTH COXPAaHECHUS, U3MEHEHHUSI, TPUOCTAHOBIICHHUS WU OTMEHBI JEHCTBHS
paHee BBIJIAHHOTO PETUCTPAIMOHHOTO YJOCTOBEPEHMS JIEKAapCTBEHHOTO TIpernapara,
3apEeruCTPUPOBAHHOIO MO MPOUETYPE YCIOBHOM PETUCTPALIUH.

YoaHOMOYEHHBIM opraH (3KCHepTHas opraHu3aius) pedepeHTHOro rocynapcraa
MPOBOAUT OIIEHKY pPErucTpallMoHHOro Jnocke B TedeHue 40 pabouux nuei. llpu
HEO0OXOJAMMOCTH CPOK MOXKET ObITh yBenuueH Ha 20 pabouux JHEW AJig OIIEHKU OTBETOB Ha
BOIPOCHKI YIIOJTHOMOUYEHHOTO OpraHa (3KCHEpPTHOM OopraHu3aiiuu) peepeHTHOTO rocy/1apcTBa,
KOTOPBIE HAMPABISUIUCH 3aABUTENIO MO pe3yibTataMm 40-THEBHOM 3KCIEPTU3BI. DKCIEPTHBIN
OTYeT 00 OILICHKE MOJJICKHUT OMyOJIUKOBAHUIO B €AMHOM peecTpe B TeueHue 10 pabounx qHEH.

Panee mpunsiTOE pelieHUE YMOJHOMOUYEHHOTO OpraHa (3KCHEPTHOW OpraHHU3aIvu)
pedepeHTHOr0 rocygapcTBa O BO3MOXKHOCTH MPOBEJACHHS TMPOLEAYpbl YCIOBHOU
pErUCTpaIiu MPOJ0JDKACT JACHCTBOBATh HE OoJiee YeM B T€UCHHE |5 KaJleHHapHBIX THEH
nocJie pa3MenIeHus! B €JMHOM PEeCcTpe OYEPETHOTO IKCIIEPTHOTO OTYETa 00 OILICHKE.

N3MeHeHne yCTaHOBIEHHBIX 0COOBIX 00513aTE€NIHCTB WJIM CPOKOB MX BBITTOTHEHUS] MOXKET
MPUHUMATHCSI TOJBKO HA OCHOBAaHWUU COOTBETCTBYIOIIETO OOOCHOBAaHUSI M OOCTOSITENIBCTB,
KOTOpbIE HEJb3sl OBLIO MPEAYCMOTPETh B MPOIECCE BBIMOJHEHUS MEPBUYHON YCIOBHOM
peructpanuu. JlepkaTenb perucTparmoHHOTO YIOCTOBEPEHHUsS 00sf3aH HE3aMeNIUTEIHHO
coo0maTh YMOJHOMOYEHHOMY OpraHy (9KCIEpPTHOW oOpraHuzanuu) pedepeHTHOTO
rocyJ1apcTBa O JIOObIX BO3HUKIIUX IMOCJE YCIOBHOW pEruCTpalvy 3aJepKKaX BBHIMOTHEHUS
YCTaHOBJIEHHBIX OCOOBIX 00s3aTE€NBCTB U MX BIUSHHUM HAa COOTHOIIEHHUE "MOib3a — PUCK"
JIeKapCTBEHHOr0 mpenapara. M3MeHeHHe Cpoka BBINOJHEHUS YCTAHOBJIEHHBIX OCOOBIX
00s13aTeILCTB MOXET OBITh COTJIACOBAHO YIOJHOMOYEHHBIM OpPraHoM (PKCHEPTHOMN
OpraHu3alueil), UCKIIOUUTEIHLHO €CJIM JI0Ka3aTeNbCTBA, COJEPKAIIUECS B TPOMEKYTOUHOM
oTuere (OTYETaxX), YKa3bIBAIOT HAa TO, YTO TOJIb3a JIOMyCcKa Ha (papMareBTUYECKHU PHIHOK
JIEKapCTBEHHOT'0 MpernapaTa BCe ellle MPEBhIaeT PUCK, CBA3AHHBIA C HEOMPEEIEHHOCTHIO,
KOTOPYIO CO3/Ial0T HEMOJIHBIE JaHHBIE O 0e30MacHOCTH U A(H(PEKTUBHOCTU JIEKAPCTBEHHOTO
npenapara.

B ciydae HEBBINOJHEHHS AEpXKATEIEM PETUCTPAIUOHHOTO YAOCTOBEPEHUS
YCTaHOBJICHHBIX OCOOBIX 0053aTeNbCTB YIOJTHOMOUYEHHBIN OpraH (IKCIepTHAas OpraHu3alys)
pedepeHTHOro ToCcy1apcTBa BIIPABE CUUTATh, YTO MOJOKUTEILHOE COOTHOIICHHUE "T0JIb3a —



puck" He TOATBEPkKIEHO, M MPUMEHUTh HEOOXOIUMBIE MEpHI MO MPUOCTAHOBICHHIO,
MPEKpaIICHUIO0 ACHCTBUS (aHHYJIMPOBAHUIO), JIMOO OT3bIBY BBIJIAHHOTO PETUCTPAIIMOHHOTO
YIAOCTOBEPEHUS TAKOT'O JIEKAPCTBEHHOTO MIpernapara.

[TonTBepkaeHne peructpaiuu (mepeperucTpaiys) 10JKHO TPOBOJAUTHCS €KETr0HO J0
TEX IMOp, OKa B PETUCTPALIMOHHOM yI0CTOBEPEHHH JICKAPCTBEHHOTO Iperapara CoXpaHseTcs
ycioBHasg peructpanus. [locne BBIMOMHEHUS YCTAHOBIEHHBIX OCOOBIX 00f3aTENbCTB
HHpOpMaALIUS O HUX YIAIAETCS U3 PETUCTPAIlMOHHOTO YJIOCTOBEPEHUS, U €ro JACHCTBUE
MIPOJJIEBAETCS Ha 5 JIET B COOTBETCTBUHU € MyHKTOM 18 IIpaBu.

1. TpeGOBaHUA K JOKyMEHTaM PETHCTPALMOHHOTO JOCHE

[Ipu exxerogHOM MOATBEPKIECHUH PETUCTPALNU (TIEpEPETUCTPALIUN) ISl YAOCTOBEPEHUS
YIIOJJHOMOYEHHBIM OpPraHOM (9KCIEPTHOM opraHuzanueil) pedepeHTHOro rocyaapcTba
HaJIMYMS JOKA3aHHOTO MOJIOKUTEIBHOTO COOTHOIICHHUS "TMOJb3a — PUCK" JEKapCTBEHHOTO
npernapara, TPOBEPKH IOJTHOTHI BBIMIOJTHEHHUS YCTAHOBJICHHBIX OCOOBIX 0053aTENbCTB U
CPOKOB HUX BBINOJHEHUS JAEPHKATelIb PErUCTPALIMOHHOrO YJAOCTOBEPEHHUS MpHU I[ojaue
3asBJICHUS HA TOATBEPIKICHUE PETHCTpAIluy (MepeperucTpalnio) o0s13aH Ipea0CTaBUTh KaK
MUHHUMYM CJICAYIOIINE JOKYMEHTHI U CBEJICHUS B OOHOBJICHUH PETUCTPALIUOHHOTO JIOCHE:

nepeveHb (B XPOHOJIOTMYECKOM MOPSJIKE) YCTAHOBICHHBIX OCOOBIX 00s13aTE€NBCTB MPU
MEPBUYHON YCIOBHOW PErucTpalud U JOTOJHUTEIBHBIX OCOOBIX 0053aTElbCTB,
YCTAHOBIICHHBIX TOCII€ OCYIIECTBJICHUS YCIOBHOM PETHCTpaIlud, C yKa3zaHueM cQepbl
NEUCTBUS 3TUX 0053aTENIbCTB, CTaTyca BBIMIOJIHEHMS, AaThl UX YCTAHOBJEHMS M JaThl MX
BBITIOTHEHUS (TP HEOOXOTUMOCTH);

OO0IIIyI0 XapaKTEPUCTUKY JICKAPCTBEHHOT'O MpenapaTa, MaApKHUPOBKY U UHCTPYKITUIO 11O
MEJIUIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara (JTMCTOK-BKIabIII);

MIPOMEXKYTOUHBIH OTYET O BHIMIOJHCHUH YCTAHOBJICHHBIX OCOOBIX 0053aTEILCTB, BKIIIOYAS
JTAHHBIE O BBITIOJHEHUHU KaXJ0ro ocoboro ooOs3aTenbcTBa. llenp oTuera 3akirodaeTcs B
WH()OPMUPOBAHUHU YIIOTHOMOYEHHOTO OpraHa (IKCIEepTHON opraHu3ainu) pedepeHTHOTO
rocyJ1apcTBa O X0J€ paOOT CBSI3aHHBIX C BBHIIIOJHEHHUEM YCTAaHOBJIEHHBIX O0S3aTENIbCTB, a
TaKXe B OLICHKE BEPOSITHOCTHU BBIMOJHEHHUS JEPKATEIEM PErUCTPAMOHHOTO Y/IOCTOBEPEHUS
0COOBIX 0053aTEILCTB B YCTAHOBJICHHBIN CPOK;

3aKJItOYeHUE (BBIBOJ) JKCHEPTA, MPOBOJMBIIETO OLEHKY KIMHUYECKUX JAHHBIX,
XapaKTepu3yrolee TeKyIllee COOTHOIIeHUE "Mojb3a — PUCK' JIGKApCTBEHHOTO IIpernapara Ha
OCHOBAHUU:

JTAHHBIX, TIOJTYYEHHBIX B MPOIECCE BHITIOTHEHHUS YCTAHOBIEHHBIX OCOOBIX 0053aTEIbCTB;

WHBIX JIaHHBIX 0 0€30MaCHOCTH JIEKApPCTBEHHOTO MpenapaTa (BKJI0Yasi NepuogUIECKUil
OOHOBJISIEMBII OTYET MO OE30MaCHOCTH ), TOJIYYCHHBIX TMOCTIE PETUCTPALIHH;

WHBIX JTaHHBIX 00 2(PHEKTUBHOCTU JIEKAPCTBEHHOTO Iperapara, MoJy4eHHBIX MOCIe
pErucTpanuu.



B uCKITIOUNTENBHBIX CIIydasX MOXKET NOoTpeOoBaThCs (POPMUPOBAHUE TOMOJIHUTEIHHOTO
3aKJIIOYCHHs (BBIBOJIA) DKCIEpPTa, MPOBOAMBIIETO OICHKY AOKIMHMYECKHX JaHHBIX, WU
9KCIIepPTa, MPOBOMBIIETO OIICHKY KadyecTBa JIEKAPCTBEHHOTO MpernapaTa (Harmpumep, eciu
OBITM TIOJNIyYeHBI HOBBIE Ba)KHBIE JOKIMHUYECKHE [aHHBIC WJIM JaHHBIE O KauyecTBe
JIEKapCTBEHHOTI'O IIpenapara);

3aKJIFOYUTETFHBIA OTYET O BBIMOJTHCHUH YCTAHOBJIICHHBIX OCOOBIX 00SI3aTEBCTB, €CIU
MpeNeNbHbI CPOK MOJAaYu CBEJCHUN O WX BBIMOJTHEHHH COBIIAJA€T CO CPOKAMHU MOJAaYU
3asiBJICHUS Ha TIOJTBEPKIACHUE PETUCTPAINH (TIEpEePErHCTPaIInIO) IEKAPCTBEHHOTO Mpernapara
, ¥ €CJIM OH He OBLT MO/IaH HA PACCMOTPEHUE OTACIHHO.

Ecnu nannbie o 6e3omacHocTH, 3OPEKTUBHOCTH U KAYE€CTBE JICKAPCTBEHHOTO TIpemnapara,
BKJIIOYEHHBIE B €r0 pPErUCTPAllMOHHOE [OChE TpPH MOATBEPKACHUU peructpanun (
MepeperucTparun), TpeOyoT aKTyalrn3auu nHPopMaIuy O JIEKApCTBEHHOM TIpernapare win
TUTaHa yTPaBIEHUS PUCKaMH, TO H3MEHEHUS, BHOCUMBIE B MH(POPMAITUIO O JIEKAPCTBEHHOM
mpemnapare Y TIUIaH YOpaBJICHUS PUCKAMH, JJOMYCKAaeTcs BKJIOYAaTh B COCTaB
PETUCTPAIIMOHHOTO JIOChE MTOAaBACMOT0 Ha TIOITBEPIKICHUE PETUCTPAIUH (TTIepepEerucTpaInuio
).

[Ipu moAroTOBKE PETHUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO Mperapara s
NOATBEPXKJICHHUS perucTpanuu (MepeperucTpainnn) aepKaTelb PpPEerucTParmoOHHOTO
YAOCTOBEPEHUs JOJIKEH YUYUTHIBATh JIaHHBIE, KOTOPhIE OBLIM BKIIOUCHBI B paHee T0/IaHHbBIC
BEPCUU PETUCTPALMOHHOTO J0ChE, MHBIE OTYETHBIE JOKYMEHTBI IO JICKAPCTBEHHOMY
npenapaTry u KOTOPhIC SBISIOTCS 3HAYUMBIMU JIJISI OTIEHKH COOTHOIICHHS "TOJb3a — PUCK"
JaHHOTO JICKApCTBEHHOTO TpernapaTa. [loaTrBepxkaeHne peructpanuu (IepeperucTparms)
TaKOro JIEKAapCTBEHHOTO MperapaTa HE JODKHO 3aMEHATHh BBIIIOJIHEHHE WHBIX IMPOIERyD,
CBSI3aHHBIX C PErHCTpallieil IEKApCTBEHHOTO MpernapaTa (HanmpuMep, BHECEHUE U3MEHEHH B
peruCTpallMOHHOE  JOChEe  JIEKapCTBEHHOTO  Mpemapara), a MpeiCcTaBICHHE
aKTyaJM3UPOBAHHBIX CBEJEHUN JIJI1 BHECEHMs] B PErHCTPALlUOHHOE O JIOChE HE CIIETyeT
OTKJIQJIBIBATh J0 OUEPETHOTO MOATBEPKACHUS PETUCTPALNHU (TIEpEPETUCTPALINN).

2. Tpe6oBaHMA K MPOMEXKYTOTHOMY U 3aKIIOUUTEIHFHOMY OTY€TaM O BEIIOIHEHHH YCTaHOBICHHBIX
0COOBIX 0043aTebCTBAX

JlepKaTeno perucTpalioOHHOIO YIOCTOBEPEHHSI HEOOXOAUMO IPEIOCTaBUTh OAVH
IPOMEXYTOUHBIM OTYET O BBINOJHEHUH YCTAHOBIEHHBIX OCOOBIX 00s53aTENbCTB Ha
JIEKapCTBEHHBIN IpenapaT, BKIIOYAIOMUN Bce 0coOble 00s3aTenbcTBa. B 3aBUCMMOCTH OT
BHJIa UCCIIENOBAHUSA M HAJIWYWs aKTYyAIM3UPOBAHHBIX HAHHBIX CTPYKTypa M COAECpKaHUE
MIPOMEKYTOUHOTO OT4YE€Ta MOTYT OTian4arhbesd, lIpemocraBieHne CBEOEHHH O KaXI0M
HCCIIEIOBAHUN OCYLIECTBIISIETCA C LEIBI0O MOJYYEHHUSI BO3MOXKHOCTH IPOBEACHUS OLIEHKH
BJIMSIHMSI IOCTYITHBIX JaHHBIX O O€30MAaCHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHOI'O IIpenapaTa
Ha COOTHOIIEHHE 'MoJb3a — PUCK"' M OIEHKU BBINOJHEHUS OCOOBIX 005A3aTENIbCTB.
IIpomMeXyTOUHBI OTYET MOJKEH COAEP’KATh JOCTATOYHBIE CBEACHHUS Ui BBIIIOJIHEHHUS



OIICHKH HEOOXOJAMMOCTH COXPAHCHUS HIIM M3MEHEHHS OCOOBIX 0053aTEIhCTB U CPOKOB HX
BBINTOJIHEHUS. EciM BBIMONMHEHHE 3THX 0053aTEIbCTB CBSA3aHO C aHAJIM30M JAaHHBIX O
O0e3omacHOCTH M 3(G(PEKTUBHOCTH JEKAPCTBEHHOTO IIperapara, IOJIYyYSHHBIX B XOJE
POBEACHUS KIMHUYCCKUX HCCIICIOBAHHMM, JUISI COCTABJIICHUS IMPOMEXYTOUYHBIX OTUYCTOB
JIOTYCKAeTCs UCIOJIb30BaTh MPUBEACHHYIO HIDKE CTPYKTYpPY MPOMEKYTOUYHOTO OTYETA.
JlonmyckaeTcss BHOCUTh W3MEHEHHUS B TEPEUCHBb Pa3JICNIOB CTYPKTYPbl MPOMEKYTOUHOTO
oTdeTa (HampuUMep, B 3aBUCUMOCTH OT JHW3aliHa HMCCIICIOBAHUS, MPOIEAYPHI OCICIIIICHUS
HCCIICIOBAaHMS), MCKIIOYaTh OJWH WM 0o0jiee TMOAPA3/IeIOB U Pa3JieIOB WU BBOJHUTH
JIOTIOJTHATENIbHBIC TOAPA3ACbl ISl TPEIOCTABICHUS HEOOXOAUMBIX NaHHBIX. [lepedeHb
OCHOBHBIX Pa3/IeJIOB TaKMX OTYETOB O BHITTOJHEHWH YCTAHOBJICHHBIX OCOOBIX 005S3aTCIIHCTB
JTOJDKEH OBITh COTJIacOBAaH 3asBUTENIEM C YIIOJHOMOYEHHBIM OpPraHoOM (dKCIEPTHOH
opra"usainuei) pedepeHTHOro rocyaapcTBa BO BpeMs MPOIEAYPhl IKCIEPTH3BI
JIEKapCTBEHHOTO Mperapara, MoJaHHOT0 Ha MEPBUYHYIO YCIOBHYIO PETHCTPALIHIO.

[IpoMeKyTOUHBIM OTYET HA JIEKAPCTBEHHBIM IPENapar COCTABISIETCS MO KaXIAOMY
YCTAHOBJICHHOMY 0COOOMY 00S3aTeNbCTBY, JIsi KOTOPOT'O BBIMOJHSAIOCH KIMHUYECKOE
HCCIIE0BaHNE, U BKIIFOYAET B CEOS:

a) TUTYJbHYIO CTPAHUILY M CHHOTICHC. B 3TO# yacTh oTyera HeOOXOIUMO MPECTABUTh
KpaTKOe OMHCAaHWE KaXKIOTO M3 MPOBOSAIINXCS WM HOBBIX KIMHUYECKUX HCCICIOBAHUH,
SIBJISIFOIIMXCSI YaCThIO YCTAHOBIICHHOTO 0co00r0 00s3aTenbcTBa. CHHOIICHC MO KaXJAOMY M3
KJIMHUYECKUX HMCCIEOBAaHUN JOJDKEH OBITh M3JIOKEH He 0ojiee YyeM Ha OJIHOM CTpaHUIIe
CTaHJApTHOTO TEKCTA M BKIIFOYATH B ce0s omucanue oOIIero miaHa v Tu3aiHa UCCIICIOBAHUS;

0) BBeZieHHE, COIEpIKaIIlee CIIEIYIONIYI0 HHGOPMAITHIO:

TEKYIIUH CTaTyC MPOBEACHHS UCCICIOBAHUSA, O KOTOPOM IPEIOCTABIIACTCS HACTOSIITUN

MIPOMEKYTOUHBIA OTUET;
BO3MOJKHBIC WJIM BO3HHKIITHNE HEpEIICHHBIE MPOOJIEMBI, a TaK)Ke MPOOIEMbI KOTOPHIE
CIIOCOOHBI 0Ka3aTh CYIIECTBEHHOE BIIMSHUE HA BBINOJHUMOCTD HCCIICIOBAHUS;
OKHJIaeMBbIC 3aJICP’KKH CPOKOB BBITIOJIHEHHS pa0OT IO MCCIICIOBAHUIO;
WMHBIE CBEJCHMS,
B) Ha0Op CyOBEKTOB HCCie0BaHus. B 3Tol yacTu oT4eTa HEOOXOAMMO OIMKCATh:
KPUTEPHUH BKIIOUCHUS MAllUCHTOB B UCCIIEIOBAHNCE;
JTUHAMHUKY UX Habopa 1o BpeMEHH, 10 KIMHUYECKUM IIEHTpaM, TI0 CTpaHaM U pEeTHOHaM,
10 BHJIaM BMEIIATEIbCTBA;
CBEJICHHS O JIOCTYITHOCTH JaHHBIX;
CBEJICHHUS O CTaTycCe IMOCIEIYIOEero HaOMI0JACHUSA, a TaKKe MPOJOJDKUTECIHBHOCTH
MOCJICIYIONIET0 HAOIIOICHUS;

aHaJli3 TaKuX BOIPOCOB, KaK MPOTHO3UPYEMbIM HA00Op CyOBEKTOB B MCCIICAOBAHUE U

OKHJlaeMasi 4acTOTa SBJICHUH, BIUSHNE HA00Opa CyOBEKTOB MUCCIICIOBAHMS HA €T0 MOIIHOCTb,



OIIEHKA JUHAMUKU U3MEHEHUHN XapaKTEPUCTHK BKIIOYAEMBbIX MAIMEHTOB; PACUEThl YCIOBHOM
MOIIIHOCTH HMCCJIEJOBAHUSA, IPOTHO3UPYEMBIA CPOK OKOHYATEIBHOTO aHaJM3a [0
HCCIIEIOBAHUIO;

I') UCXOJIHbIC XapaKTEPUCTUKU M3y4aeMOU MOMYJIAINHU, BKIIOYas ONMUCAHUE MCXOIHBIX
MEPEMEHHBIX M0 TPYIINE BMEIIATENHCTBA, UX MPUEMIIEMOCTh, & TAK)KE OMUCAHHE JIFOOBIX
npoOJieM, KacalolIMXCsi KPUTEPUEB CKPUHHUHTA, BIUSHHUE KPUTEPUEB HEBKIIOYEHUS H
po0JIeMbl PaCIIPOCTPAHEHUS BHIBOJIA [0 UCCIIEOBAHUIO HA BCIO T€HEPAIbHYIO COBOKYITHOCTD
5

1) HeXenaTeIbHbIE SIBIICHUS B 3aBUCUMOCTH OT BMEIIATEIHCTBA U X TSHKECTH HAa YPOBHE
CUCTEMbI OPTaHOB M HA yPOBHE MPEANOYTUTEILHOIO TEPMHHA, a TAKXKE€ OMHUCATh YacCTOTY
CEPBhE3HBIX HEXKETATEIbHBIX SIBJICHUN;

€) aHaJIN3 UCCIIETyEMbIX KOHEUHBIX TOUEK C YKa3aHUEM PE3YJIbTAaTOB MPOMEKYTOUHBIX
aHaJIM30B KOHEYHBIX TOYEK HCCIIEIOBAHUA, 0)KMIAAEMBIX CPOKOB OKOHYATEIBHOI'O aHaln3a
KOHEYHBIX TOYEK M HHBIX JIAHHBIX MCXOJS U3 OCOOCHHOCTEH HCCIeAOBaHMS, MPOTOKOJIA
JAHHOTO KJIMHUYECKOTO MCCIIEIOBAHUS U 3aIUIAHUPOBAHHBIX B UCCIIEA0BAHUU MTPOLIEAYD;

) oOecrieyeHre KauecTBa MPOBEICHUS HUCCIECAOBAHUS M TMOJYy4Ya€MbIX JaHHBIX C
OTIMCAaHHUEM TIPHUBEPKCHHOCTH CYOBEKTOB HUCCISIOBAHUS TepaAIuM, COOI0ACHUS TpeOOBaHUH
K OlLIEHKEe 0e30macHOCTH M 3P ()EKTUBHOCTH, CYIIECTBEHHBIX M3MEHEHH B MPOBEICHUU
HCCIIEIOBAHMS WM 3aIlJIAHUPOBAHHBIX AaHAJIM30B, Ba)KHBIX OTKJIOHEHHH OT MPOTOKOJA
UCCJIeIOBAaHUM, BHIOBIBAaHUS CyOBEKTOB MCCIICIOBAHUS U HEJJOCTAIOIINX TAHHBIX, KPUTUYHBIX
JUIsl 00ECTIeUeHHsS] KauyeCcTBa OTKJIOHEHHWS B BBITIOJTHEHUU HWCCIEIOBAHUS W PE3yJbTaTOB
KOHTPOJISI KAY€CTBA UCCIIEI0BAHUSI.

3aKIIIOYUTEIbHBIE OTYETHI O KIMHUYECKUX UCCIEOBAHUSIX COCTABISIOTCS MO Gopmam
MpUBEACHHBIM B npuiioxkeHusx Ne 1 — 9 k [IpaBunam Hamexaiie KIMHUYECKOW TPaKTHKU
EBpa3suiickoro sKOHOMMYECKOTO COK03a, yTBEpKIeHHbIM Pemenuem CoBera EBpasuiickoit
SKOHOMHYECKON KoMHUCCHH OT 3 HOs10ps 2016 1. Ne 79.

VI. Casarre 0coObIx 0653aT€IbCTB IPH PETHCTPAIAH, TOATBEPKICHAN PETACTPAIH (
HEePEPEruCTPAIK) JIEKapCTBEHHOTO IIpernapaTa

Y1oTHOMOYEHHBIN OpraH (PKCIEPTHAST OpraHu3aIus) peepeHTHOTO TOCy1apCcTBa BIPaBe
MPUHATH PEIICHUE O CHSATUH OCOOBIX 0053aTEIhCTB, YCTAHOBJCHHBIX TPH YCIOBHOM
pEerucTpanuu Mpu TOATBEPKICHUM PETUCTpAlUK (MEPEeperucTpalnm) JIEKapCTBEHHOTO
npemnapara B cooTBercTBuM ¢ pazaenom VIII [IpaBun, eciu ocobwie 00si3aTenbCcTBa ObLTH
BBITIOJIHEHBI 10 MOMEHTA!

3aBEPIICHUS SKCIEPTHU3BI JICKAPCTBECHHOTO Iperapara, MOJaHHOTO Ha MEPBUYHYO
PErUCTPALINIO;
TIOJITBEPIKICHUS YCIIOBHOM peructparuu (epeperucTpainn);



3aBEpPIICHUS HKCIEPTU3bl JAHHBIX, MPEJOCTABICHHBIX B 3aKIIOYUTEILHOM OTYETE O
BBITIOJTHEHUH OCOOBIX 0053aTENhCTB C YKa3aHUEM TOCJIEIHETO HEBBITTOTHEHHOTO
YCTaHOBJIEHHOT'O 0CO0O0Tr0 0053aTeNbCTRA.

Ecnu mpemocTaBieHre OTYETa O BBITIOJHEHUH YCTAHOBIEHHBIX OCOOBIX 00s3aTEIIbCTB
TpeOyeT akTyaau3auy HHPOPMAIH O JEKapCTBEHHOM Mpernapare, JOMyCKaeTcsl BKIoYaTh B
COCTaB PErMCTPALMOHHOIO JIOChE, MOJABAEMOT0 Il OLEHKH MCIIOIHEHMS YCTaHOBJIECHHbIX
0CO0BIX 00A3aTENBCTB JIFOObIE U3MEHEHHMSI O JIEKAPCTBEHHOM Mperapare.

[Tpu nomaye 3aKIHOYUTENBHOTO OTYETA O BBIMOJIHEHUH MOCIEAHETO U3 YCTAHOBICHHBIX
0COOBIX 00s3aTENLCTB U B LENAX BO3MOXKHOTO HM3MEHEHHS CTaTyca JeKapCTBEHHOTO
mpemnapara Kak 'yCIOBHAas peructparus 0e3 yCTaHOBJIEHHUS OCOOBIX 00s3aTenbcTB"
JepKaTellb PETUCTPAIMOHHOTO yIOCTOBEpEHHUsI 00S3aH OTMETUTH 3TO B COOTBETCTBYIOIIUX
pasznenax MOAyJs | pEerucTpaloOHHOTO JO0Che M MPEJOCTaBUTh AKTyaJU3MPOBAHHYIO
MHQOpMaMI0 O JIEKapCTBEHHOM IpemnapaTe M 3aKil4yeHHe (BBIBOJ) OJKCIEpTa,
MPOBOAMBIIETO OLEHKY KIMHUYECKUX JaHHBIX, OOOCHOBBIBAIOIIUX BO3MOXXHOCTD
OCYILIECTBIICHUS YCIOBHOM peructpanuu 0e3 yCTaHOBJIEHHs 0COOBIX 0053aTEIbCTB.

[TpuuuHbl BEIOOpa YCIOBHOW peructpanuu 0e3 yCTaHOBIEHUS OCOOBIX 0053aTeIhCTB
YKa3bIBalOTCS B 3KCIEPTHOM OTUETE SKCIEPTHOW OpraHu3alMu peepeHTHOro rocyaapcTna,
COCTaBIICHHOM 10 (popMe corsiacHo npusioxkenuto Ne 16 k [IpaBunam.

VII. Omnaus nponeRyphl YCIOBHOM pErHCTpaiiy OT PETHCTPAIlMK B HCKIIIOIUTENHHEIX CIIyqdaiX H
CTaHIApTHO#H MPOLEAYPHl PETUCTPALUH

JlexapcTBeHHBIE ITpenapaThl, B OTHOILIEHUH KOTOPBIX 3aSBUTENI0 HE MPEICTABISETCS
BO3MO>KHBIM TPEJCTABUTh JaHHBIE (B COOTBETCTBUM C TPEOOBAHUSIMHU, YCTAHOBIECHHBIMU
paznenamu 4 u 5 yactu | npunoxenus Ne 1 kx IlpaBunam) (B cuily KOHKPETHBIX IPHUYMH,
npeaycMoTpeHHbIX paszaenoM 11 vactu I mpunoxenus Ne 1 k [IpaBuiiam), MOTYT 3aBASTHCA
Ha PErucTpalyi0 B MCKIIOYUTEIbHBIX CllydasX. AKTyalbHOCTh TaKOW perucrpanuu
repecMaTpUBaETCsl €KEroAHO IS IEPEOIEHKH COOTHOIICHUS "ToIb3a — pUcK". BeimonHeHue
JM00BIX 0COOBIX 00S3aTENIbCTB, YCTAHOBJIECHHBIX B paMKax MPOLEAypbl PErucTpaluu B
UCKIIIOUUTENbHBIX CIydasX, CBS3aHO C MPEAOCTABICHHEM CBEACHHI O Oe30MacHOM H
3¢ (PeKTUBHOM NMPUMEHEHUU JIEKAPCTBEHHOI'O MperapaTra M, Kak MPaBUIIO, HE MPUBEAET K
MOJIYYEHHIO TOJIHOTO PETUCTPALIMOHHOTO JIOChE B COOTBETCTBUH C TPEOOBAHUSIMU Pa3AeIioB 4
n 5 vactu | mpunoxenuss Ne 1 k IlpaBunam. Ecnu 3asBuUTEneM NOpeaOCTaBIEHbI
MCUEpIbIBAIOIINE IaHHBIE 0 0e30MacHOCTH U A(PPEKTUBHOCTU JIEKAPCTBEHHOTO TIpernapara B
OOBIYHBIX YCHOBUSAX TpuMeHeHus ("'MojgHoe J0che"), W BBIMOJTHEHBI BCE YCTAHOBIICHHBIC
0co0bIe 00513aTEIBCTBA, MOKET OBITh BBIIIOJIHEHA MPOIIeAypa OOBIYHON pErUCTPALIMH.

B peructpaniioHHOE 10ChE JIEKAPCTBEHHOTO Ipernapara 3aperucTpUpPOBAHHOIO IO
IpoLEeaype PETUCTPALIMU B UCKIIIOUUTEIBHBIX CIy4aeB, MOTYT ObITh BHECEHBI U3BMEHEHUS /IS
n00aBJIeHHs HOBOT'O MOKa3aHUs (ITOKa3aHUM) K IPUMEHEHUIO JIEKapCTBEHHOTr 0 npenapara. B
MOJIOOHBIX CIIyYasiX PErUCTpaIvs OCTAHETCS B pAMKaX UCKIIOYUTENbHBIX CITy4aeB.



B pamkax mpouenypsl yCIOBHOW pErHCTpallUd MOTYT OBITh 3aperuCTPUPOBAHBI
JIEKapCTBEHHBIC MpENaparbl, B OTHOLWIEHUH KOTOPHIX 3asiBUTENIb MOKET IOJITBEPIAUTH
MOJIOKUTEIBHOE COOTHOIIEHHE 'mosb3a — pucK" (HampuMmep, HAa OCHOBAaHUU
NpEeAlIeCTBYIONIETO J0Ka3aTelbcTBa I(P(PEKTUBHOCTH ITHUX JIEKAPCTBEHHBIX Ipenaparos,
MO3BOJISIOIIET0 CIPOTHO3UPOBATh KIMHUYECKUN MCXOJ, OLEHMBAEMBIM B paMKax MOJHOMI
pa3pabotku). Takass BpeMeHHas pErucTpalusi HE MOXKET OocTaBaThCsi ycioBHOUM. OHa
nepecMaTpuBaeTcs 1 pa3 B roJl U MOXKET ObITh IPOJIJIEHA, @ MTOCJIE MPEIOCTABICHUS TaHHBIX,
TpeOyeMBbIX JIJIsl MOATBEPKICHUS MOJOKUTEILHOTO COOTHOIIEHUS "MoJb3a — puck" ("'momaHoe
nocbe'"), OHa CTAHOBUTCS OOBIYHON perucTpanue.

Takum 00pa3zoM, CYILIECTBYET pas3jinuyue MEX]y PerucTpalnueil B UCKIIOUUTEIbHBIX
Cilyyasix u ycJoBHOM peructpanueit. [Iponenypa perucrpanuy B UCKIIOUUTENIBHBIX CIyYasx
HE JI0OJDKHA TPOBOAMTHCS, €CIM 000CHOBaHa ycioBHas peructpauus. [Ipouenypa ycioBHOU
PErUCTpalKM POBOJUTCA MPU OTCYTCTBHHM MCUEPIBIBAIONINX KIMHUYECKUX JTaHHBIX, €CIH
3asIBUTENb CIIOCOOEH MPEACTAaBUTh TAKHE JaHHbIE B KpaT4allliue CPOKH.

Crnenyer OTMETUTDH, UTO Op(aHHBIC JIEKAPCTBEHHBIE MPEMapaThl, aHAJTOTUYHO MPOYUM
JIEKapCTBEHHBIM IpenapaTtaM, MOTYT PETUCTPUPOBATHCS MO MPOLEAYpE PETUCTpPALUU B
UCKJIIOUUTENBHBIX CIIy4asX TOJBKO MPHU COOJIIOJEHUH KPUTEPHUEB, MPEAYCMOTPEHHBIX
[IpaBuiiamu (cornacHo npuiioxeHuto Ne 25 paznen 3). Kpurepuu npucBoeHus craryca
opaHHOrO JEKapCTBEHHOIrO Ipenapara YHNOJHOMOYEHHBIM OpraHoM (3KCHEepTHOU
opraHu3zalueil) rocyapcTBa-ujieHa B COOTBETCTBHH C €0 3aKOHOAATENbCTBOM HE 3aBUCST OT
KPUTEPHUEB, PACCMATPUBAEMBIX IIPH MPOLEAYPE PETUCTPALIMHI B UCKIFOUUTEIBHBIX CIyYasx, v
OT KPUTEPHUEB, PACCMATPUBAEMBIX TIPU MPOIIEAYPE YCIOBHOM PErUCTPALIUU.

VIII. KorCcynsTHpOBaHME YIOIHOMOYEHHRIMHI OpraHaMH (3KCIEPTHOM OpraHM3aIuei)
rocyapcTBa-wIeHa mepe]] oAadeH 3a1BIeHNA Ha PETHCTPALHIO

3asBUTENb NPU TUIAHUPOBAHUMU YCIOBHOM PETHCTPAlMU JEKAPCTBEHHOTO Iperapara
BIIPaBe 3alPOCUTh IIPOBEACHHUE HAYyYHBIX M IPEAPETUCTPALMOHHBIX KOHCYJIbTALIUN
YIIOJTHOMOUYEHHBIX OpraHOB (3KCIIEPTHBIX OPTaHU3ALMN) FOCYAapCTBa-UI€HAa B COOTBETCTBUU
C €ro 3aKOHOJATEJIbCTBOM, NPEAYCMOTPEHHBIX MyHKTOM 26 IlpaBui, nub0 HampaBUTH
oOpallleHre B YHOJHOMOYEHHBIH OpraH rocyAapcTBa-4jieHa O MPOBEJCHUN KOHCYJIbTALUU
OKCHEpPTHOTO KOMHTETa II0 JIEKAPCTBEHHBIM CpPEACTBAM JUIS PELIEHUs BONpoOca O
BO3MOKHOCTH TNPHUMEHEHHUs K JIEKapCTBEHHOMY Ipenapary, pa3padaTblBaeMOMY s
IIPUMEHEHUS B OTHOLIEHUH OIPEIEIEHHOIO NTOKAa3aHUsl, TPOLEAYPhl YCIOBHON PErUCTpalun
U BBINIOJIHEHUS TpeOOBaHUs, MIPETyCMOTPEHHOr0 ab3aliaMu BTOPBIM — ISATHIM HoJpa3zena 2
paszzaena III HacTosIero JOKyMeEHTA.

Bo Bpems npoBeneHHMS KOHCYJIbTALMU 3asIBUTEIS], BBIIOJHSAEMONW yIOJIHOMOYEHHBIM
OpPraHOM (PKCIIEPTHON OpraHM3aliel) rocy1apcTBa-wIeHa, 3asBUTENb 00s13aH MPEACTaBUTD:

IIMCBMEHHBIN 3aIpOC Ha MTPOBEJIEHUE NMPOLEAYPHI YCIOBHOW PETUCTPALINH;



nepeyeHb BOMPOCOB AJMHHUCTPATUBHOTO WU MPAKTHYECKOTO (METOIUYECKOTO)
XapakTepa, HeOOXOUMBIX JIJI Pa3bsICHEHUS.

[TockonbKy JEKapCTBEHHBIE MpemapaThl, MpeaHa3HAuYCHHBIC Js1 oOecTeueHUs
HEYJIOBJICTBOPEHHOM MEIUIIMHCKON MOTPEOHOCTU CHUCTEMBI 3JAPAaBOOXPAHEHHS, MOTYT
OJIHOBPEMEHHO MPEJICTABIISITE MOJb3Y JJIsSl 310POBbSI HACENICHHUSI, CBSI3aHHYIO C HEMEIJIEHHON
JOCTYIHOCTBIO TaKOTO JIEKAPCTBEHHOI'O TMpenapara, 3asBUTEIb BIPaBe 3alpOCUTH
MPOBEJACHUE YCKOPEHHOM SKCHEPTU3bl JIEKAPCTBEHHBIX MPENAapaToB M HUX YCIOBHYIO
peructpanuio. B nensx ucKiIoueHus 3a1epKeK Py BBHITTOJIHEHUH B JAIbHEHIIIEM MPOIEAYPhI
YCIOBHOW peructpanuu u (WJIH) YCKOPEHHOM OKCHEPTHU3bl 3asBUTEIb JOJKEH
3a071arOBPEMEHHO MPEAYCMOTPETH HEOOXOAMMOCTh 3aMpoca Ha MPOBEJCHUE KOHCYIbTAI[UU
YIIOJTHOMOUYEHHOI'0 OpraHa (3KCIEepTHON OpraHu3alliu) rocy/1apcTBa-ujeHa.

HeB0o3MOXHOCTH TIPEAOCTaBUThH MOJHBIE JAaHHBIE 0 0e30MmacHOCTH U A()PEKTUBHOCTH
JIEKapCTBEHHOT0 Mpenapata HeoOXoauMo oOCyIuTh B Impolecce (apmaneBTHYeCKOon
pa3pabOTKH JIEKAPCTBEHHOTO Mpenapara Kak MOXKHO paHbliie. 3asgBUTEIb BIPaBe 00paTUTHCS
B YIOJHOMOYEHHBIN opraH (3KCIEPTHYIO OpPTaHHU3allMi0) TOCyAapcTBa-deHa 3a HAy4YHOU
KOHCYJbTAllU€ 1O BONPOCY OTPAaHUYCHHUM, HAKIAJbIBAEMbIX HU3KOW YaCTOTOMU
paciupocTpaHeHHOCTH (OOJIC3HEHHOCTH, MOPOMIHOCTH) I JaHHOTO 3a0oneBaHusS (
COCTOSIHUS) WJIM JIJIsl TIOJTy4YeHUs] HaydyHOU MHGOpMaIK 0 criocode cOopa MCUepIIbIBAOIITUX
CBelleHNI 0 Oe3omacHoCcTH U A()PEKTUBHOCTH JIEKAPCTBEHHOTO Mpemapara. HaydHas
KOHCYJIbTAIIMSl HE MOET OBITh BBINOJHEHA MO BOIMPOCaM, CBSA3AHHBIM C ITUYECKUMU
acrekTaMu cOopa CBeJCHUM O JICKAPCTBEHHOM Mpenapare.

3ampoc 3agBUTENS O MPOBEJACHUM HAyYHOW KOHCYJIbTAllMU Tepea mnojaadyei
JIEKapCTBEHHOTO Mpernapara Ha MPOBEJACHUE MPOLEAYPhl YCIOBHON pETHCTpalluu JOJKEH
COMPOBOXKIATHCSI 0OOCHOBAHUSMH, COOTBETCTBYIOIIUMH OOOCHOBAHUSIM TPEICTABICHHBIM B
pazgene 1.8.2.9 moayinst 1 perucTpalilmoOHHOrO 10ChE, U COJEPKATh IEPEUYECHb BOIIPOCOB IS
KOHCYJIbTUPOBAHUSA U (WIM) TMepedeHb HEOOXOJAMMBIX 3afABUTEII0 KOMMEHTapUEB
YIIOJTHOMOUYEHHOI'0 OpraHa (3KCIEepTHON OpraHu3alliu) rocy/1apcTBa-ujeHa.

KoncynbTupoBaHME YNOJIHOMOYEHHOTO OpraHa (3KCHEPTHON OpraHU3aIMHN)
rocyJapcTBa-4jieHa HE SIBJISETCS 0053aTeNIbHBIM VISl 3asIBUTENISL M HE BIIMSIET HA PE3yJibTatr

9KCIICPTU3LI JICKAPCTBCHHOTO ITpCIiapara.

MMPUJIOXXEHUE Ne 27
k IIpaBunam peructpanuu u
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
JUIS MEJULIUHCKOTO IPUMEHCHHUS

ITpouenypa paccMoTpeHHs 3asBiIeHHA 00 0000 3HATUMMOCTH JIEKAPCTBEHHOTO MIPEapaTa ¢
[eJIbi0 IPUMEHEHHA YCKOPEHHOM SKCIIEPTH3HI IIPH €r0 PETHCTPALlH

1. O6mue mookKeHus



B cooTBercTBHNM ¢ mOAIYHKTOM "B" ITyHKTa 1201 [IpaBun peructpauuu U 3KCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JUIsI MEIMIIMHCKOTO INPUMEHEHUs, YTBEPKICHHBIX PemeHnem
CoBera EBpasuiickoii 3KOHOMHYECKON kKomuccuu OoT 3 HosiOops 2016 1. Ne 78 (manee —
[IpaBuia) yCKOpeHHas S3KCIEpTH3a NPUMEHSIETCS IpPU OCYLIECTBIEHUU PETHCTPALUU
JEKapCTBEHHBIX MpenapaToB, (MPEICTaBISIONIUX OCOOYI0 3HAYMMOCTh [JIs 310POBBSA
HaceJIeHUss B OTHOIIEHWH KOTOPBIX KIMHUYECKH NPOJEMOHCTPUPOBAHBI 3HAYUMBIE
TE€paNeBTUUECKUE ITPEUMYILECTBA 110 CPABHEHUIO C CYLIECTBYIOLIIMMHU METOJAMU OKa3aHHUs
MEIULMHCKON MOMOIIM B rOCYAapcTBaxX — wieHaX EBpa3suiickoro 3KOHOMHYECKOTO cO103a (
nanee — rocynapctBa-uieHbl, Cor03)), ompeaenseMblXx OKCHEPTHbIM KOMUTETOM IIO
JIEKapCTBEHHBIM CpPEACTBAM Ha OCHOBAaHMM OOpalieHUs] YIOJIHOMOYEHHOrO OpraHa
rocyJapcTBa-ujicHa.

2. Cepa npumeHEHHS

Hacrosiiiee npunoxeHue omnpenessieT MNopsiAoK pacCMOTPEHUST YHOJIHOMOYEHHbBIM
OpraHoM rocy/1apCTBa-4jieHa 0OpalleHus 3asBUTeNsE 00 0cO00M 3HAUMMOCTH JIEKAPCTBEHHOTO
npemnapara C LeJbI0 BO3MOXKHOCTH MNPUMEHEHHS YCKOPEHHOM JKCIEepTU3bl (Hanee —
oOpallieHue) Mpu OCYIIECTBICHUH €r0 PerucTpalH.

3. ITopamok paccMOoTpeHus obpamenus 06 0co60# 3HaAYIMMOCTH JIEKAPCTBEHHOTO Ipemnapara

1. Jlo momaum 3asiBI€HUS Ha PETUCTPAIUIO JIEKAPCTBEHHOIrO Ipernapara,
MPEACTABIISIIOIEr0 0COOYI0 3HAUMMOCTD AJIS 3I0POBbSl HACEIEHUS, B OTHOIIEHUH KOTOPOTO
KIIMHUYECKH IPOJEMOHCTPUPOBAHbl 3HAYMMBIE TEPANEBTUYECKUE IPEUMYINECTBA I10
CPaBHEHMIO C CYIIECTBYIOIIMMHU METOJAMH OKa3aHUS MEJUIMHCKOM TOMOIIM B
rocyapcTBe-4i€He, 3asBUTENb BIpPaBE HAIpPaBUTh B YIOJIHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa oOpallleHue O TMPUMEHEHUH YCKOPEHHOW JKCIEepPTU3bl MpH
OCYLIECTBJIEHUN €r0 PErMCTPalMM C MPUIOKEHHEM OOOCHOBAaHUS NMPUMEHEHUsS YKa3aHHOU
POLETYPHI.

2. B oOpaiieHnu 3asBUTEIb YKa3bIBAET:

a) HAMMEHOBAHUE, aJIPEC 3asBUTEIIS U IPOU3BOAMTENIS JIEKAPCTBEHHOTO IIpenapara, aapec
MeCTa OCYLIECTBJIEHUS TPOU3BOICTBA JIEKAPCTBEHHOTO MpernapaTa (Mpy HaJIUYMH HECKOJIbKUX
Y4aCTHUKOB HEOOXOAMMO yKa3aTh KaX/JI0r0 yYaCTHHUKA JJIS KaX10i cTa Uy MPOU3BOJICTBA);

0) HaMEeHOBaHUE JIEKAPCTBEHHOTO MpernapaTa (MeXayHapoIHOE HEMaTeHTOBAHHOE, WU
IpyNIIMPOBOYHOE, UM XUMHYECKOE U TOPrOBO€ HAUMEHOBAHMS);

B) MepedyeHb JACHCTBYIOUIMX U BCIOMOTATENbHBIX BEIIECTB, BXOASIIUX B COCTaB
JIEKapCTBEHHOTI'O IIpenapara, ¢ yKa3aHHueM KOJMYECTBA KaK0ro U3 HUX;

') JIEKapCTBEHHYI0 (OpPMY, JO3UPOBKY, CIIOCOOBI BBEJCHHUS W NMPUMEHEHHUS, CPOK
TOJIHOCTHU (CPOK XpaHEHUsI) JIEKAPCTBEHHOTO Tpernapara;



1) (papMakoTepaneBTUUYECKYIO TPYIIY, KOJ aHaTOMO-TE€PaneBTUYECKO-XUMHUUECKON

KJaccuukanuu, peKOMEeH/10BaHHOM BeceMupHO# opranu3anuei 31paBooXpaHeHus;

€) MOKa3aHus U1 IPUMEHEHNS JIEKapCTBEHHOT O IIpenapara;

) MHGOPMALIMIO O HAIMYUU WM 00 OTCYTCTBUM PETUCTPAIMU JAHHOTO JIEKAPCTBEHHOTO
Ipernapara Ha TEpPUTOPHUH TPETbUX CTPaH.

3. B o0ocHOoBaHMK HEOOXOIUMO MPEACTABUTH MH(OPMAIIKIO, TOATBEPKIAAIONIYIO, YTO
JIEKapCTBEHHBIN Mpenapar, NpeAcTaBiIseT 0CO0Y0 3HAYUMOCTh JJIA 310POBbsl HACEIEHUs, B
OTHOILIEHUH KOTOPOTO KJIMHUYECKU IMPOJEMOHCTPUPOBAHBI 3HAUUMBIE TEpalEBTUUYECKUE
MIPEUMYIIECTBA MO CPABHEHUIO C CYIIECTBYIOUIMMHM METONAMH OKa3aHUS MEIUIIMHCKON
NOMOIIM B TOCyJapcTBax-uj€HaX, a TakXke CcBeAeHUs 00 oO0beMe MpPOBEICHHBIX
JOKJIMHAYECKUX U KJIMHUYECKUX MCCIIETOBAHUM JIEKAPCTBEHHOTO IIpenapara.

4. B Teuenue 30 pabouux mHEH CO NHS TMOCTYIUICHUS B YIIOJTHOMOYEHHBIN OpraH
rocyjapcrBa-uieHa oOpamieHuss ¢ O00OCHOBaHMEM  yIOJHOMOYEHHBIM  opraH
roCy1apCcTBa-4wiIeHa MPOBOJIUAT OLIEHKY ITPEACTABICHHBIX JOKYMEHTOB, HANPABIAET UX IS
paccMOTpeHUs. B DKCHEPTHBIH KOMHUTET IO JIEKAPCTBEHHBIM CPEICTBAM HWJIA OTKJIOHSIET
oOpaleHue, B cily4ae €ciid paccMaTpUBAEMbIil JIEKAPCTBEHHBIN Mpenapar He MPeACTABISET
0cO0yI0 3HAYUMOCTbH ISl 370POBbS HACENEHUS U B OTHOIIEHUHM HEr0 KIMHUYECKU He
MIPOJEMOHCTPUPOBAHbl 3HAUYMMBIE TEPANEBTUYECKUE NPEUMYIIECTBA MO CPABHEHUIO C
CYLIECTBYIOIIMMHU METOJAMHU OKa3aHWS MEIULMHCKOW IOMOIIM B TIOCYIApCTBE-4YJI€HE, U
uHpopMupyeT 00 3TOM 3asIBUTEIIS.

5. DKcnepTHBI KOMHUTET IO JIEKapCTBEHHBIM CPEICTBAM paccMaTpuBaeT oOpalieHue
YIOJHOMOYEHHOTO OpraHa rocyJapCTBa-4i€Ha WU MOCTYNHUBIINE JTOKYMEHTHI 3asBUTENS O
BO3MOKHOCTH TPOBEIECHUS YCKOPEHHOW DJKCIEPTU3bl JIEKAPCTBEHHOTO IIpemnapara,
MPEJICTAaBISIONIET0 0COOYI0 3HAYMMOCTD AJIs1 3J0POBbsl HACEJIEHUs, B OTHOLLIEHUU KOTOPOIO
KIIMHUYECKH IPOJEMOHCTPUPOBAHBl 3HAYMMbIE TEPANEBTUYECKUE NPEUMYIIECTBA 10
CPAaBHEHHIO C CYLIECTBYIOIIMMHM METOJAMU OKa3aHUsi MEIULIMHCKOM IMOMOIIM B
rocyJ1apCTBAX-YJICHAX.

6. Ilo pesynpTaraMm paccMOTpeHHUs OOpalleHUs YINOJIHOMOYEHHOrO OpraHa
rocy/1apCcTBa-wieHa DKCIEPTHBIA KOMHUTET IO JIEKAPCTBEHHBIM CPEACTBAM HAIPABIISIET EMY
PEKOMEHAAMN O BO3MOXXHOCTH WJIK HEBO3MOKHOCTH IPUMEHEHUS YCKOPEHHOU 3KCIIEPTU3BI
B OTHOIIIEHUU PAaCCMaTPUBAEMOTO JIEKAPCTBEHHOTO Ipernapara.

7. B teuenune 10 pabouux HEH cO JHSA MOCTYIUICHHS PEKOMEHAAIUN DKCIEPTHOTO
KOMHUTETA 10 JICKAPCTBEHHBIM CpEICTBAM YIIOJHOMOYEHHBIM OpraH roCyaapCcTBa-djieHa
uH(pOpMUpPYET 3asBUTEN O BO3MOKHOCTH WJIM HEBO3MOXHOCTH MPOBEJICHUSI YCKOPEHHOMN
DKCIIEPTHU3bl IIPU OCYIIECTBICHUM PETUCTPALMM PACCMATPUBAEMOIO JIEKAPCTBEHHOIO
npemnapara.".
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