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

Pemennie CoBera EBpasuiickoit 3xoHoMuueckoit komuccuu ot 20 okTs6pst 2023 roga Ne 114,

B cootBercTBUUM co cratheil 7 CornameHus O €IUHBIX NPUHIUIAX U MpaBuUiax
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 PEIMINI:

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. Hacrosiee Penienue BecTymaeT B Ciily 1o ucreueHuun 180 KaneHIapHbIX THEW C AAThI
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.
Unens: CoBera EBpasuiickoit 5kOHOMIIECKOH KOMICCHH:

Ort Peciry6imaxu Ot Pecrry 6k Ot Peciry6mixu Ort Keipraizckoit Ot Poccwuiickoii

Apmerns Benapycs Kazaxcran PecnyGnuku ®denepamun

M. I'puropsi . Ilerprmenko C. XKymanrapna A. KacrManueB A. OBepayk
I[TPUIJIOXKEHUE

k Pemenuto Coera
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 20 okTs10ps 2023 1. Ne 114

HN3MEHEHWI,
BHOCHMEIE B IIpaBuia perucTpayy ¥ 3KCIEPTHU3HI JIEKAPCTBEHHBIX CPEACTB IS MEIHITMHCKOTO
IPUMEHCHHS

1. ITonmyHkT "a" myHKTa 1 U310KUTH B CIEAYIOMIEN PENAKIIAN:

"a) NOpuBENEHHE PETUCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO IMpernapara,
3apEeTrUCTPUPOBAHHOIO MO HAI[MOHAIBHOM mpolenype B rocyaapcrBax — uieHax Coroza (
Janee — rocyJlapcTBa-uJieHbl), B COOTBETCTBUE € HacTosimuMmu llpaBunamu (nmamee —
NpUBEJCHUE B COOTBETCTBUE ¢ TpeboBanusamu Coro3a);".

2. B myHkre 18:
a) a03aIlbl TPETHI U YETBEPTHIA U3JIOKHUTH B CIEAYIOMIEH PelaKIu:
"JlJIsT eKapCTBEHHOTO Mpenapara, 3aperucTPUPOBAHHOTO B COOTBETCTBHUU C
3aKOHOJIaTEeIbCTBOM TOCYJapCTBa-4ieHa Ha MPOTsHKEHUHU S5 JeT u 0ojee, BBIIACTCS



OeccpouHOE perucTpalMoOHHOE YJOCTOBEPEHHUE B Ciyyae, €Clu JIEKApCTBEHHBIN Mpenapar
Mpeanosiaraercs K o0palleHuIo Ha phIHKE TOJIBKO 3TOTO TOCYAapCTBA-UICHA.

PeructpanrioHHOE yA0CTOBEPEHUE JIEKAPCTBEHHOIO MpeIapaTa, 3aperuCTpUpOBaHHOTO B
COOTBETCTBHM C 3aKOHOJATEIILCTBOM T'OCYJapCTB-UJE€HOB, YKa3aHHBIX B 3asBICHUU Ha
NIpUBEJAECHUE B COOTBETCTBUE C TpeboBanusiMu Coro3a, W 3apEerHCTPUPOBAHHOIO Ha
OpOTSHKEHUU S5 7eT u 0OoJjiee Ha pPbIHKE PePEepeHTHOTO TroCyJapCcTBa, BBIJACTCA Ha
HEOTPAaHWYEHHBIN CPOK B paMKax MPOLEypbl IPUBEICHHS B COOTBETCTBHE C TPEOOBAHUSIMU
Coro3a cornacno paszaeny XIII nactosimux IIpaBun.";

0) TOMOJIHUTH a03alleM CJICIYIONIETO CONCPKAHMUS:

"IIpu 3TOM B cilydasx, yKa3aHHBIX B a03a1iaXx TPEThbEM M YETBEPTOM HACTOSLIETO MYHKTA,
B paMKax IMpoueAypbl NpPUBEIECHUS B COOTBETCTBHE ¢ TpeboBanusmu Coro3a
YIOJTHOMOYEHHBIM OPTaHOM (9KCIEPTHON opraHu3aiueil) pe)epeHTHOTO TOCy1apcTBa MOTYT
yCTaHABIMBATHCS OJIHO WJIM HECKOJIBKO JIOMOJHUTENbHBIX TPEOOBAHUI B COOTBETCTBUU C
nyHkToM 116 nHacrosmmx IIpaBuii m B TakOM cllydae BBIIAETCS PETUCTPALMOHHOE
YAOCTOBEPEHHUE CO CPOKOM JIEUCTBUSA 5 JeT.".

3. [loanyHkT "B" myHKTa 127 MOMOJHUATH NPEIIOKEHUEM CIEAYIOLIETO coaepxkanud: "B
CJIy4yae €CJId IIPEACTABIISIETCS 3asBJICHUE HA MOATBEPKICHUE PETUCTPALIMH JIEKAPCTBEHHOTO
rpernapara Mo JOKYMEHTaM PETMCTPAlMOHHOTO OChE, MPUBEIAECHHOIO B COOTBETCTBHUE C
TpeboBanusiMu Coro3a M HMEIOIIETO 00s53aTeIbCTBA MOCTPErUCTPALIMOHHOTO TMepuoja,
npeaycMoTpensble paznenioM VII nHacrosmmx IlpaBun, mo 3ampocy yNOJIHOMOYEHHOTO
opraHa (3KCHEpTHOW OpraHU3allM) 3asBUTEJIEM JOMOIHUTEIBHO MOTYT IPEICTABIATHCS HE
IPEACTABICHHBIE PAHEE B PETUCTPALMOHHOM J0ChE JNOKYMEHTHI MoAyJiekl 1 u 3, a Takxke
Moxayneit 4 u 5 (mpu HeoOXOIUMOCTH);".

4. TTyskT 152 nonomHuTh ab3a1ieM CIeayIOIEero CoAepKaHus:

"B memsx akTyanu3auud MHGOpMAIMU O JICKAPCTBEHHOM IIpernapare Mo pe3yiabTaTaM
3KCIepTu3bl u3MeHeHu Il Tuma, BHOCMMBIX B PETHCTPALMOHHOE J10CHE JIEKAPCTBEHHOIO
npenapara, NPUBEIEHHOE B COOTBETCTBUE ¢ TpeboBaHusMu Coro3a, SKCIEPTHOU
opraHmuzanuei peepeHTHOro rocyJapcTBa B 3aKIIOYUTEIHLHOM SKCIEPTHOM OTYETE IO
OLICHKE JIEKApCTBEHHOI'0 IIpernapara MOTYT YCTaHABJIMBATbCS OJHO WJIH HECKOJBKO
JOTIOJTHUTENIbHBIX TPEOOBAaHUM B COOTBETCTBUM C IMyHKTOM 116 HacTosiux [TpaBuin.".

5. ITynkT 169 U310XUTh B CIEAYIOLIECH peIaKIINU:

"169. B mepuoa neuCTBUS PETHCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipenapara, BbIJaHHOTO Ha HEOIPAHUYEHHBIN CPOK, OCYIECTBISAETCS IEPUOANYECKas OLIEHKA
COOTHOIIIEHHMS "TOJIb3a — PUCK' HA OCHOBaHUU (DapMaKOHA[30pa, a TakXKe JUIsl aKTyalu3aluu
uH(pOpMaLlMU O JEKapCTBEHHOM Ipernapare (C yueToM 3aKJII0OUeHUl Mo pe3ybTaTaM OLIEHKH
U PEKOMEHAAINI YIIOTHOMOYEHHOTO opraHa (3KCIEPTHOW OpraHu3aliii) rocy1apcTBa-4jieHa
WM DKCIIEPTHOTO KOMUTETA).".

6. AG3ar BTopoit myHkra 171:



a) MOCJIe CII0Ba "3aperucTPUPOBAHHOIO" IOMOIHUTH CIOBaMU "B rocylapcTBax-ujeHax (
rocyJapcTBe-ujieHe)";

0) IOMOJHUTH cjoBamMu "

, B Buae nokymeHta "K cBemeHHI0O SKCHepTOB",
npeaycMoTpeHHoro nyHkToM 1.0 npunoxxenus Ne 1 k Hacrosmum [IpaBunam".
7. Iyt 172 nocne ab3aiia nepBoro JOMOJIHUTH a03a1leM CIEAYIOLIEr0 COACPKaHUS:

"IlepeueHb M3MEHEHUI, KOTOPbIE B COOTBETCTBUM C HACTOAIIUM ITYHKTOM MOTYT
BHOCHUTBCSI 3aBUTENIEM OJHOBPEMEHHO C MPUBEICHUEM B COOTBETCTBHE C TPeOOBaHUAMU
Coro3a, ykazan B gononHeHnuu VI k mpunoxkenuto Ne 19 k Hactosimium I[IpaBunam u
COJIEpKUT Hekinaccupuimpyembie usmenenus 1B tuma. [lpu 3ToM ynosHOMOYeHHBIN opraH (
9KCIIEpTHAsT OpraHu3aIus) peQepeHTHOr0 rocy1apcTBa BIIPaBE paccMaTPUBATh BHOCHUMBIE
OJTHOBPEMEHHO H3MEHEHUSI B CPOKH, MPETyCMOTPEHHBIC ISl MPOILEAYPhl MPUBEICHUS B
cooTBeTCcTBUE ¢ TpeboBaHusMu Coro3za.".

8. ITynktsl 175 u 175 U3710XUTH B CIEAYIONIEH peIaKIIUu:

"175. Jlma npuBeneHUs PErMCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO Ipenapara B
cooTBeTCcTBUE C TpeOoBanusiMu Coro3a M MPOAOJDKEHHS OOpaleHus JEeKapCTBEHHOTO
npernapara Ha TEPPUTOPUSIX TOCYAAPCTB-WICHOB, B KOTOPBIX OH 3apETrUCTPUPOBAH, 3asIBUTEIb
MO/Ia€T B YIIOJIHOMOYEHHBIN OpraH (3KCIEPTHYIO OPraHU3aInio) pePEepEeHTHOTO TOCyIapCTBa,
B KOTOPOM 3apeTUCTPUPOBAH JEKapCTBEHHBIN IIpenapar:

3asBJIieHHE Ha OyMakHOM HOCHUTEJI€ WM B BHUJAE JJIEKTPOHHOTO JOKYMEHTA,
MOJMKUCAHHOTO AJIEKTPOHHOM MOJIUCKHIO, IO (h)OPME B COOTBETCTBUM € MpHiiokeHueM Ne 2 K
HacrosamuM [IpaBunam;

JOKYMEHTBI, MOATBEp KIarolMe oruiaTy cbopa (MONUIMHBI) 3a NPUBEJACHUE B
cooTBeTCTBHE C TpeOoBaHusiMu Coro3a B cilydyae U MOPSAJIKE, KOTOPbIE YCTaHOBJICHBI B
COOTBETCTBHUH C 3aKOHOJIATEIHLCTBOM TOCYAApCTB MpU3HAHUS, HA OyMa>KHOM HOCUTEJIE WM B
BH/JIE DJIEKTPOHHOTO IOKYMEHTA;

Moaysu 1 — 3 perucTpallMiOHHOTO J0ChE JIEKAPCTBEHHOIO IMpenapara Ha 3JIEKTPOHHOM
HOCHUTeJe U (WJIM) B BUJIE DJICKTPOHHBIX TOKYMEHTOB B COOTBETCTBUU ¢ MpuiioxkeHussMu Ne 1
— 5 k HacTosimmM [IpaBunam.

[Ipyu 3TOM MOIyNb 2 PErUCTPALMOHHOIO JIOCHE JIOIYCKAETCS MPEACTABIATh B BUJIE
0030pHBIX YacTel ¢ HEOOXOAUMOMN akTyanuzanueil u3MeHeHuil (B ¢popmMe NpUIOKEHUN) B
COOTBETCTBYIOIIUX paznesiax 2.3 — 2.5 Moaysi 2 peruCTPalluOHHOTO JOCHE.

[Ipy HaNMMYUK OTIWMYMNA PETUCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTrO Ipernapara, Ha
OCHOBAaHUHM KOTOPOTO JIEKAPCTBEHHBIA IMpernapaT 3aperucTpupoBaH B  Pa3HBIX
rocyJlapcTBax-4jieHax, B JJO3UPOBKaX, MPOU3BOJCTBEHHBIX IUIOIIAJKaX 3asBUTENb B MOJIyJie |
PETHCTPAIMOHHOTO JI0CHE MPEACTABISIET aKTYyAJIM3UPOBAHHYIO0 HHPOPMAITHIO 00 UMEIOIUXCS
OTJIWYMAX M HUX O0O0OCHOBaHMAX B BHUJEe J0kyMeHTa "K cBeneHHIO SKcmepToB",
peycMOTPEeHHOTO IyHKTOM 1.0 pumnoxkenus Ne 1 k Hactosimum [IpaBuiam.



B ciyyae Hanuuus pa3HbIX MPOU3BOACTBEHHBIX IUIONIAI0K HEOOXOIUMO TIPEICTABIIATh B
YIOJIHOMOYEHHBIA OpraH (3KCHEPTHYIO OpraHU3allMi0) TOCyAapCTBa-ujeHa CPaBHUTEIbHBIE
COIIOCTaBUMBIE UCCIICTOBAHMS.

[Ipy HamUuuK OTIMYMHN B TTOKAa3aHUSIX K MPUMEHEHHIO, TO3UPOBKAX M MYTIX BBEICHUS
JIEKapCTBEHHOI'O Ipenapara B pasHbIX rOCyAapCTBax-4ICHAX 3asiBUTENb B pasaenax 2.4 u 2.5
MOy 2 PErucTPalMOHHOTO JOChE JIEKAPCTBEHHOTO IIpemnapara MpeACTaBIAET
aKTYyJIM3UPOBAHHYIO MHPOpMAIUI0 00 MMEIOIIUXCS OTIMYHUSAX U MX OOOCHOBAHUSIX, a B
MOAyJAX 4 W (W) 5 PEruCTPAIIMOHHOTO JI0ChE JIEKAPCTBEHHOTO Mperapara — OTYETHI O
IIPOBEJICHUH COOTBETCTBYIOLIUX UCCIEA0BAHUN.

B cooTBercTBUM ¢ TpeOOBaHUSAMHU 3aKOHOJATEIHCTBA TOCYAAPCTBA-YICHA MPEICTABICHUE
JOKYMEHTOB, yKa3aHHBIX B a03aljax BTOPOM — YETBEPTOM HACTOSIIET0 MYHKTa, MOXKET
OCYILLECTBIISITECS C MCIHOJIB30BAHUEM CHCTEMBI 3JIEKTPOHHOIO JOKYMEHTO00OOpoTa 0e3
peACTaBICHUS] COOTBETCTBYIOIIMX JIOKYMEHTOB W CBEACHUNW Ha OyMa)KHOM HOCHTEIE,
MOANMHUCAHHBIX U (WJIM) 3aBEPEHHBIX AIEKTPOHHOMN MOJIMUCHIO 3asBUTEIIA.

JlaHHbBIE JOKJIMHUYECKUX U KJIMHUYECKUX MCCIIEI0BAHUM, TPOBEAEHHBIX B COOTBETCTBUH C
TpeOOBaHUSMH 3aKOHOJATEIBCTBA IOCYAAPCTB-YJIEHOB, MPEACTABISAIOTCS B MOIYJSIX 4 U 5
PETUCTPALIMOHHOIO J0ChE JIEKapCTBEHHOro Ipemnapara (6e3 0053aTenbHOTO NpUBEICHUS
OTYETOB O JOKJIMHUYECKUX (HEKJIMHUYECKUX) HCCIEAOBAHUAX U KIMHUYECKHUX
UCCIIeIOBAaHUAX (UCIBITAHUX) JIEKAPCTBEHHOTO Mpernapara B COOTBETCTBUE C IPaBUIIAMHU
odopMIIEHHUSI TaKUX OTYETOB, YCTAHOBJIEHHbBIMM akTamu opraHoB Coro3a) B BuUIE
COOTBETCTBYIOIIMX OTYETOB.

3asiBUTENb BIPAaBEe OTO3BATh CBOE 3asBJICHHUE B JII0O00E BpEeMs /10 OKOHYAHUS MPOLEAYPHI
MPUBEICHUS B COOTBETCTBHE C TpeOoBaHUsIMU (CoOr03a, TUCBMEHHO YBEAOMHB 00 3TOM
YIIOJITHOMOYEHHBIA OPTraH rocyAapCcTBa-4ieHa, B KOTOPOM PACCMAaTPUBAETCS 3asiBJICHHE.

B ciryyae oT3b1Ba 3asBJIEHUS YIIOJTHOMOYEHHBIM OpraH rocylapcTBa-4jeHa, B KOTOPOM
paccMaTpuBaeTCsl 3asBJI€HUE, MPEKPAIIAET PACCMOTPEHUE 3asdBJICHHS IO CYLIECTBY U
BO3BpAILIAET 3aSBUTEIII0 OPUTHMHAJIBI IIPE/ICTABIIEHHBIX BMECTE C 3asIBJICHUEM JIOKYMEHTOB H (
WJIM) CBEJICHUI.

VY1oIHOMOYEHHBIN OpraH (dKCIepTHas opranusaius) pepepeHTHOro rocy1apcTna mnpu
IIPOBEICHUM JKCIIEPTU3Bl PETMCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO Ipenapara B paMKax
npoleaypbl NPUBEJEHUS B COOTBETCTBUE ¢ TpeboBanHusmu Coro3a MpU OTCYTCTBUHU
HEOOXOJMMBIX JAHHBIX B MOAYJAX 4 M 5 PErucTPallMOHHOrO JOChE JIEKAPCTBEHHOI'O
npenapara 100 Ipyu HAJTUYUH HOBOM aKTyallbHOW MH(OpPMAIUU MO 6€30MaCHOCTH JaHHOTO
JIEKapCTBEHHOTO MpemnapaTra IO UTOTaM IMPOBENEHUS SKCIIEPTU3bl BIPABE YCTAaHABIMBATH
JOTOJHUTENbHBIE 0053aTeNbCTBA  JIepXkKaTelasl PErucTPalioOHHOTO  YIAOCTOBEPEHHUS,
npeaycMmotperHbie pasznenoM VII Hacrosmux [IpaBuin (BkiIro4asi orpaHUYEHHBINA (CPOYHBIN)
CPOK JIEHCTBHSI PETUCTPALIMOHHOTO yIOCTOBEPEHMS).



175!. B Cly4ae €CIM JIEKapCTBEHHBIM IIpEenapar 3apeTUCTPUPOBAH B OJHOM
rocy/1apCTBe-wICHE U MpeAHAa3HAuYEH Ul O0paleHUs TOJIbKO Ha €ro TEPPUTOPHUH, 3asBUTENb
BIIPABE MPEJCTABUTh HAa TOCYAAapCTBEHHOM s3bIKE (TOCYIAapCTBEHHBIX S3bIKaxX) 3TOrO
rocyJapCTBa-4ieHa WIM Ha MHOM f3BIKE (€CIM 3TO MPELYyCMOTPEHO 3aKOHOJATEIbCTBOM
rocyJapcTpa-ujieHa) 0e3 mepeBoJa Ha PYCCKHUM SI3bIK (B CIydae €cCliM PYCCKUH S3BIK HE
ABJISIETCA TOCYJAPCTBEHHBIM SI3BIKOM 3TOr0 IOCYJAapCTBa-4JIEHA) TOJBKO Moayiau 1 — 3
PETUCTPALIMOHHOTO 1I0ChE JIEKaPCTBEHHOTO Mpenapara (B 3JI€KTPOHHOM BUJIE B COOTBETCTBUU
¢ npunoxxeHusiMu Ne 1 — 5 x Hacrosimum [pasunam).

Monyiib 2 perucTpaliOHHOTO JOChE JEKAPCTBEHHOTO Mperapara MpeCTaBIsSIeTCs B BUIE
0030poB (pazaensl 2.3 — 2.5) ¢ akTyanu3aluei U3MEHEHUH B BUE TPUIIOKEHUS K UCXOIHBIM
JOKYMEHTAM PErUCTPALIMOHHOTO J0CHE.

IIpy HanmuuMKu TOKYMEHTOB MOAYJIEN 4 U 5 PEruCTPallMOHHOTO JAOChE JIEKAPCTBEHHOIO
mpernapara 3asBUTENIb BIPABE NPEACTABUTh WX B COCTAaBE PETUCTPALUOHHOIO JI0CHE
JEKapCTBEHHOTO Tpemapata O0e3 mpejacTaBieHust pazaenoB 2.4 u 2.5 moxpyns 2
PEruCTPAllMOHHOTO JOChE JIEKAapCTBEHHOTO IIpenapara. YIOJHOMOYEHHBI opraH (
AKCIIEpTHAsl OpraHu3alus) BIOpaBe HUCTpeOOBaTh JAOKYMEHTHI Mmoayned 4 u 5
PErUCTPALIMOHHOTO JOChE HA OCHOBAHMH 3ampoca.".

9. Ilynkt 177 mocne ab3aria mepBOTo JAOMOJIHUTH a03a1eM CIIETYIOIIETO COIePKaHUS:

"[locne mepBoro 3amnpoca MOCJIEAYIOIIME 3aMpOChl JOMYCKAIOTCS TOJBKO B Clydae
BO3HUKHOBEHHS JONOJHUTEIBHBIX BONPOCOB, KACAIOIIMXCA CBEIAEHUMN, MPEICTaBICHHBIX
3asBUTEJIEM B OTBET Ha MpeallecTBYrONMi 3amnpoc. OOuUi CpoK OTBETa Ha 3ampochl HE
TOJKEH TpeBbimaTh 180 padbounx aHen.".

10. AG3am mepBbiii myHkTa 178 mocine cioBa "lIpaBwiam" n0omoaHUTH clioBaMu "Ha
OCHOBAHMHM 3KCIEPTU3BI IPEACTABICHHBIX 3aIBUTENIEM JOKYMEHTOB PETUCTPALIMOHHOIO JJOChE

JIEKaQpCTBEHHOT'O IIPEIapara B COOTBETCTBUH € ITyHKTamu 175 n 175" Hacrosmmx [TpaBun".
11. AG3ar BTopoii myHkTa 180 M3JI0KUTH B CICAYIONICH pelaKIiu:

"[Ipu mpuBeAeHUU B COOTBETCTBHE C TpeOoBaHuAMHU Coro3a sl JEKapCTBEHHOTO
rpernapara, 3aperuCTpUpOBaHHOIO B COOTBETCTBUU € 3aKOHOJATEILCTBOM I'OCYAapCTBa-4ICHA
Ha TPOTSHKEHUU 5 JieT U Ooee, BbIIAETCS OECCPOUYHOE PErMCTPALIMOHHOE YJIOCTOBEPEHHE B
clly4ae, €Ci JICKapCTBEHHBIN IpenapaT IpeJroiaraeTcsi K 0OpalieHuio Ha PhIHKE TOJIBKO
3TOro rocypaapcrBa-uieHa. [lo wroram mnpouenypsl NPUBEAEHHUS B COOTBETCTBHUE C
TpeboBaHusMu (CoOr03a pPErucTpallOHHOE YJAOCTOBEPEHHE JIEKAPCTBEHHOrO IIpenapara,
3apEruCTPUPOBAHHOTO B COOTBETCTBMU C 3aKOHOJATENBCTBOM TOCYAapCTB-WJIECHOB,
YKa3aHHBIX B 3asBJICHUU O MPHUBEICHHM B COOTBETCTBUE C TpeOoBaHusmu Coroza, H
3aperucTpUPOBAHHOTO HA MPOTSHKEHUU S JIeT U 0oJiee Ha PhIHKE peepeHTHOr0 rocy1apcTBa,
BBIJIACTCS] HA HEOTPAHUYCHHBIM CPOK B paMKaxX MPOLEAYPbl IPUBEACHUS B COOTBETCTBUE C
tpeboBanusimu Coroza corjacHo paznaeny XIII nacrosmux [lpaBun. B ciyuae ecnu ¢
MOMEHTa PErucTpaluu JIEKapCTBEHHOr 0 IMpemnapaTta B peepeHTHOM roCcyIapcTBe MPOILIO



MEHee 5 JIeT, yIOJIHOMOYEHHBIA opraH pedepeHTHOTO TOCyAapCTBa MO UTOTAM MPOIEAYPHI
MIPUBEICHUSI B COOTBETCTBUE C TpeOoBaHUsIMU COr03a BBIJIAET 3asIBUTEIIO PETUCTPAIMOHHOE
YIOCTOBEPEHUE CO CPOKOM [JE€UCTBUS S5 J€T, peructpamuio (mepeperucTpanuro)
JIEKapCTBEHHOTO Mpernapara Heo0X0AUMO Oy/IeT MOATBEPAUTH 110 OKOHYAHUU CPOKa JICHUCTBUS
PETUCTPAIIMOHHOTO yJOCTOBEpeHUs. B 3TOM cllydae YHOJTHOMOYEHHBIE OpraHbl
rocyJ1apCTB-4JICHOB, B KOTOpPbI€ MOJAHO 3asBIEHHE O NPUBEICHUU B COOTBETCTBUE C
TpeboBaHusiMH CoOr03a, BBIIAIOT 3aBUTENI0 PETHCTPALMOHHOE YJIOCTOBEPEHUE CO CPOKOM
JICHCTBUS, yCTAHOBIIEHHBIM pe(pepeHTHBIM TOCy1apCcTBOM.".

12. JIonioaHUTh MyHKTOM 180! CJIEYIOIIETO COJCPKAHUS:

n1sol. C I[EJIbI0 TaPMOHM3AIMKU TPeOOBaHUM, MPEABSABIAEMBIX K JOKYMEHTAM

PETUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO Iperapara, 3aperucCTpUPOBAHHOTO B Pa3HBIX
rocy/apCcTBax-ujeHax (OpU HAJIUYUM OTIMYUN B CBEJACHHSAX PErUCTPALMOHHOTIO JOChE
JIEKapCTBEHHOTO Tpernapara, 3aperuCTpUPOBAHHOTO B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
roCy/IapCTB-4JIEHOB), B paMKaxX MPOBEJACHHS MPOLEAYypPbl MPUBEIACHUS B COOTBETCTBHUE C
TpeboBanusiMu Coro3a JOMYCKaeTCsd BHECEHHUE CYIIECTBEHHBIX W3MEHEHUH B
PETUCTPAIMOHHOE J0Che JICKAapCTBEHHOI'O IMperapara B pePEepeHTHOM TOCYIapCTBE B
COOTBETCTBHUU C JoNOJHEHUEM V K npuiioxkeHuto Ne 19 k Hacrosmum [IpaBunam B cioydae,
€CIM B PErUCTPALlMOHHOM JOCh€ JIEKAPCTBEHHOTO IMpenapara, 3aperucCTpUpPOBAHHOIO B
COOTBETCTBHHU C 3aKOHOJIATEIbCTBOM T'OCYJaPCTB-YIEHOB, COIEPKATCS TOKYMEHTHI U TaHHBIE,
B KOTOpbI€ HEOOXOJMMO BHECTH M3MEHEHUsS. B 3TOM cllyyae yrnoJIHOMOYEHHbIE OpraHsbl (
AKCIIEPTHBIE OpraHU3aluy) TOCYAapCTB-YIECHOB, B KOTOPBIX JaHHBIA Mpenapar
3apEruCTPUPOBAH U B KOTOpPHIE TMOJAHO 3asBJIICHWE O TMPHUBEJICHUU B COOTBETCTBUE C
TpeboBanusmMu Coro3a, MPUHUMAIOT PEIICHHUE O TMPUBEACHUU PETUCTPAIMOHHOTO JOChE
JIEKapCTBEHHOIO TIperapara B COOTBETCTBUE ¢ TpeboBaHusiMu Coro3a Ha OCHOBAHUU OLICHKHU
JOKYMEHTOB, YKa3aHHbIX B MyHKTe 69 Hactosmux [IpaBui, B cooTBeTCTBUU ¢ myHKTOM 180
HacTosimux [IpaBun. B TakoM ciyuae 3asBUTENb MPEACTABISET B YIOJIHOMOYEHHBINH opraH (
AKCIIEPTHYIO OpraHu3aluio) pePepeHTHOro TOoCyAapcTBa PETUCTPAIMOHHOE JOChEe
JIEKapCTBEHHOTO TpernapaTta U HHGopMaruo 00 UMEIOMINXCS OTIMYUSIX PETUCTPALIMOHHOTO
I0Ch€ JIEKapCTBEHHOTO Tpemnapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C
3aKOHOJATEILCTBOM TOCYJapCTB-WICHOB, W WX OOOCHOBaHUSAX B BHUAe nokymeHTa "K
CBEJCHUIO IKCIEPTOB", MpeaycMOTpeHHOro myHKToM 1.0 mpuiioxkenus Ne 1 k HacTosmmm
[TpaBumam.".

13. B nynkte 181:

a) cmoBa "o BeryruieHus: Cornamenus B cuny uinu a0 31 gexadps 2020 r." 3aMeHUTh
CJI0BaMU "B COOTBETCTBUU C 3aKOHOJIATEILCTBOM T'OCYJapCTB-YJICHOB,";

0) TOMOJIHUTH ciioBamMu "B ped)epeHTHOM rocyaapcrae.

14. B npunoxenun Ne 1 x ykazanusiM [IpaBunam:

a) pazzaen | mocse ab3aia nepBoro AOMOJHUTH ad3allaMU CIEIYIOEro COIePKAHNS:



"B pamkax mpoueaypbl OPUBEACHUS PETUCTPALMOHHOTO AOChE JIEKAPCTBEHHOTO
npernapara, 3aperucTpUPOBAHHOTO MO HAIMOHAJIBLHOU MPOIEAYPE B rOCyAapCTBAX — YJIEHAX
EBpa3uiickoro 3KOHOMHU4ECKOT0 COr03a (Janee COOTBETCTBEHHO — rocyiapcTBa-uiieHbl, Coro3
), B cooTBeTcTBHE ¢ [IpaBuiaMu peructpaiuu u SKCIEPTU3bI JICKAPCTBEHHOTO TIpenapara JJist
MEIHMIIMHCKOIO0 MpUMEHEHMs, YTBepkIaeHHbIMU Pemennem CoBera EBpasuiickoi
AKOHOMMYECKON Komuccuu oT 3 HosOps 2016 r. Ne 78 (nanee — mpuBeIeHHE B COOTBETCTBHUE
¢ TpeboBanusimu Coro3a), YIOJIHOMOYEHHBIE OpPraHbl (SKCHEPTHBIE OpTaHU3AINH)
rocyJapCTB-4ICHOB MCXOJS W3 aHaln3a PUCKOB BIIPaBE JOMOJHUTEIBHO HUCTPEOOBATH Y
3asBUTENS JOKYMEHTHI, YKa3aHHble B mojapazgene 11.1 nacrosmux TpeOoBanuii, s
MIPOBEICHUSI POIIEAYPHI PETHCTPALIUU C TTOMETKOM "mpu HeoOxoauMocTu'".

B cinydae ecium ymoOJHOMOYEHHBIM OpPTaHOM (PKCIIEPTHOM oOpraHu3aiuei)
rocyJapcTBa-ujieHa JOKYMEHT, YKa3aHHbIH B MoJyje | perucTpallMOHHOIO J10Che
JIEKapCTBEHHOIO Mpenapara, BbIAAETCSA TOIbKO B JJIEKTPOHHOM BH/JIE, 3aBUTENb YKa3bIBAECT B
COOTBETCTBYIOLLIEM pa3Jiejie PErHCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO Mpernapara
PEKBU3UTHI JIEKTPOHHOTO JOKYMEHTA, HEOOXOIUMBIE ISl TIPOBEPKU €r0 MOJJIMHHOCTUA Ha
opunmanbHOM  caiiTe  BBIJABIIETO  JaHHBIK  JOKYMEHT  oOpraHa B
nH()OPMAITMOHHO-TEIIEKOMMYHHUKAIMOHHOM cetu "UuTepuer".";

0) a63a1] BTopoi nmyHkTa 1.0 JOMOJHUTH NpEIoKEHUEM CIeAyroero coaepxxanus: "B
paMkax Bepcuu (mocienoBatenbHOCTH) 0000 31E€KTPOHHOTO PETUCTPALMOHHOTO I0ChEe MPHU
WHULIMUPOBAHUM TPOLEAYypPhl NPUBEACHUS B COOTBETCTBUE C TpeOoBaHusmu Corosa
3asBUTedb B JokyMeHTe "K cBeaeHHio »sKcmepToB" TMpeACTaBISET TapaHTUUHOE
00s13aTeNbCTBO (B MUCHBMEHHOM BHJE), YTO JOKYMEHTHl M JaHHbIE, COJEp>Kalluecs B
MPEJICTABJICHHOM OOHOBJICHHOM PETUCTPAIlMOHHOM JOCh€ JIEKapCTBEHHOTO IMpernapara B
dbopmaTe OOIIETO TEXHUYECKOTO TOKYMEHTa, COOTBETCTBYIOT MO CBOEMY COJEP KaHUIO
JAHHBIM PErUCTPAIMOHHOIO JIOChE 3apPErUCTPUPOBAHHOIO JIEKAPCTBEHHOrO MpernapaTa U He
coJiep)KaT W3MEHEHHH, BIUSIONMX Ha 0€30mMacHOCTh, d(P(PEKTUBHOCT, W KA4YECTBO WIIH
COOTHOIIEHHUE "T0JIb3a — PUCK" JIEKAPCTBEHHOTO TIpemnapara.”;

B) B myHKTe 1.2.2 cinoBa "rocynapctsa — uieHa EBpa3uiickoro 3k0OHOMHUYECKOT0O COr03a (
najee — rocy1apcTBa-ujieHsl)" 3aMEHHUTh CJIOBaMU ''TocyaapcTBa-wieHa';

r) B myHKTe 1.2.3:

B ab3arie mepBOM ciioBa "3aBepeHHasi B YCTAHOBIICHHOM MOPSAKE KOMUA" 3aMEHUTh
cioBoM "Konusa'";

B a03a1ie BTOPOM cJioBa "(3aBEpEeHHBIN B YCTAHOBIEHHOM TOPAIKE)" UCKITIOYUTH;

n) B myHkTte 1.2.4:

CJIOBa "3aBEpEHHAsl B YyCTAHOBICHHOM MOPSAKE" UCKIIOYUTH;

JIOTIOJIHUTh TPEJIOKEHUEM CIENYIOLEro cojaepxanus: "B pamkax mnpoueaypsl
IIPUBEIEHUS B COOTBETCTBHE ¢ TpeOoBaHUsAMU Coro3a NpeicTaBIeHUe He 00s3aTeNbHO. " ;

¢) ab3ar1r epBbIi MmyHKTa 1.3.3 U3I0XKUTH B CIAEAYIONIEH peaaKIINM:



"1.3.3. Pe3ynbpTarThl MOJIB30BATEIBCKOr0 TecTupoBaHus makerta MMII (B cimyyasx,
YCTAHOBJICHHBIX TpuioxkeHueM Ne 12 k TpeOOBaHUSAM K MHCTPYKIUU MO MEIAUIIUHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOT'O TMpernapara U OOIIed XapaKTepHUCTUKE JIEKapCTBEHHOTO
npemnapara s MEIUIMHCKOTO TMpPUMEHEHHs, yTBepxkJaeHHbIM Pemenuem CoBera
EBpa3zuniickoil 5KOHOMUYECKON KoMuccuu oT 3 HosiOpst 2016 r. Ne 88).";

k) B nmyHKTe 1.5.2 cioBa "(komusi muchbMa ¢ TMOANHUCHIO YIOJHOMOYEHHOTO JIUIA TI0
KAauecTBY C MEPEBOAOM, 3aBEPEHHAsT HOTAPUAIBHO WM 3JIEKTPOHHON HMU(PPOBOM MOJIUCHIO
nepskarens Mmactep-(daiina akTMBHOM (papMalieBTUIECKOM CyOCTaHIMM)" 3aMEHUTH clioBaMHu "(
MepeBoJi MUChMa JiepKatelisi Mactep-(daitna akTUBHOU (papMaleBTUUECKON CyOCTaHIIMM C
MOJIMUCHhI0 OTBETCTBEHHOTO JIMIA, 3aBEPEHHBIM JAEpiKAaTeIeM PEruCTPAUOHHOTO
YAOCTOBEPEHUS WM 3aBEPEHHBIN HOTApUAJIbHO)";

3) myHKTHI 1.6.1 — 1.6.3 U3110KUTH B CIEIYIONIEH pEeIaKIUu:

"1.6.1. CBenenust o nate BblAa4YM (MPUHSATUS PEIICHUS YIIOJTHOMOYEHHBIM OPTraHOM) U
PErUCTPALIMOHHOM HOMEpPE B COOTBETCTBYIOLIEM PEECTPE TOCyAapCTBa-4€HA WA KOMHS
JNEUCTBYIOIIETO JOKYMEHTa, MOATBEPKAAIOIMIET0 COOTBETCTBUE MPOU3BOAUTENS  (
MPOU3BOJCTBEHHOM IUIOIIAJIKH, OCYIIECTBISAIOMIEH MTPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOM
GbopMBl ¥ BBINYCKAIONIMI KOHTPOJh KauyecTBa) 3asBJICHHOTO Ha PETUCTPAIIUIO
JIEKapCTBEHHOTr0 mnpenapara llpaBunam Haiexamen IMIpOU3BOACTBEHHON NPAKTUKU
EBpa3uiickoro sKOHOMHUYECKOr0 COI03a, yTBepKIeHHbIM Pemenuem CoBera EBpaszuiickoit
PKOHOMHUYECKON KoMuccuu ot 3 Hosiops 2016 r. Ne 77, U BBIJAHHOTO YMOJHOMOYEHHBIM
OpraHOM rocyJapcTBa-4jieHa (€ciii 3TO MPUMEHUMO B COOTBETCTBUM ¢ MYHKTOM 29 IlpaBun
pPErUCTpaIlMU U IKCIIEPTU3bI JIEKAPCTBEHHBIX MPEMApaTOB AJI METUIIMHCKOTO IPUMEHEHHUS ).

Konuu neiicTByomux JOKyMEHTOB, MOITBEPKIAIOIINX COOTBETCTBHE MPOU3BOICTBEHHON
TUTOMIAIKY TPOU3BOIUTEINS TpeOOBAHUSAM HaJJIeKAaIel MPOU3BOCTBEHHOMN IPAKTUKHU (Ja1ee
— GMP) u BBIIaHHBIX YHOJHOMOYEHHBIMH OpraHaMU CTPaHbl, B KOTOPOH pacmloJioKeHa
MPOM3BOJICTBEHHAs IUIONIaJKa (IPOU3BOJICTBEHHBIE IUIOMIAJIKHA, OCYILIECTBIISIIOMINE
MIPOU3BOJCTBO T'OTOBOM JIEKAPCTBEHHON (POPMBI M BBIMYCKAIOIINI KOHTPOJb KauecTBa), U (
WJIM) WHBIM YTIOJTHOMOYEHHBIM OPTaHOM, aJIpec B HH()OPMAITMOHHO-TEICKOMMYHUKAITMOHHOM
cetu "NHTepHer" cailTa peecTpa BBIJAHHBIX YIOJHOMOYEHHBIM OPTaHOM CEPTU(HUKATOB
coorBercTBUsl GMP (Hanpumep, EudraGMP) (ecnu 3To mpuUMEHHMO B COOTBETCTBHUHU C
nyHKToM 29 IlpaBun peructpauuv M 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB A
MEJIUIIMHCKOTO MIPUMEHEHUS ).

1.6.2. Konus neicTByolIero pa3peneHus (JMLIEeH3UH) Ha MPOU3BOACTBO JEKAPCTBEHHBIX
cpeAcTB (C MPHIOKEHUSIMH), BBIJAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHbl, B KOTOPOI
pacmoyokeHa NPOU3BOACTBEHHAs Iuiomagka (MpOU3BOJACTBEHHBIE  IUIOMIAAKH),
OCYILIECTBIISIONIAS TMPOU3BOACTBO TOTOBOW JIEKAPCTBEHHOM (OPMBI U BBIMYCKAIOIIUH
KOHTPOJIb Ka4€CTBa JIEKAPCTBEHHOT'O IIpenapara.

JIns npou3BOACTBEHHBIX INJIOLIAA0K, PACHOJOKEHHBIX HA TEPPUTOPUAX
rocyJapcTB-4JI€HOB, BMECTO JOKYMEHTA, YKAa3aHHOTO B a03alle NepBOM HACTOSIIETO MyHKTA,



3asBUTEb BIPaBE MPEACTABUTh B COOTBETCTBYIOIIEM pa3/ielie PETMCTPALMOHHOTO JOChE
JIEKApCTBEHHOTO  MpemnapaTta CoOJEpKalluecs B  COOTBETCTBYIOIIEM  peecTpe
rocy/JapcTBa-ujieHa CBEICHUS O JaT€ BbIJIAYM M PETHUCTPAMOHHOM HOMEpE JULEH3UHU (
pa3pelieHns) Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, BBIJIAHHOW YMOJIHOMOYECHHBIM
OpraHoOM roCyJlapCTBa-uJieHa.

1.6.3. Komust ot4eTa 00 MHCIIEKIIUA TIPOU3BOICTBEHHOM TIIOMIAAKU (MTPOU3BOICTBEHHBIX
MJIOMIA/I0K, OCYIIECTBIAIOIIMX MPOU3BOACTBO TOTOBOM JIEKAPCTBEHHON (OpMBI U
BBINYCKAIOMIMKA KOHTPOJb KauecTBa) Ha coorBerctBue GMP, mnpoBeneHHOM
YIIOJTHOMOYEHHBIM OPraHOM CTPaHbI-IPOU3BOAUTEINS WM YIMOJHOMOYEHHBIM OpPraHoOM
rocy/apcTBa-ujieHa B T€UEHHE MOCIEIHUX 3 JIET, a TAKXKE IJIaH U OTYET O MPOBEACHUU
KOppEeKTUpYIOIIUX U mpenynpexaatromux nercteuit (CAPA) mocne uHcnekuuu (mpu
HaJlM4yuu), a B CIy4dasix, npeaycMoTpeHHbIX myHKToM 30 [IpaBun peructpanunu 1 3KCIepTU3BI
JEKApPCTBEHHBIX CPEICTB [J1 MEIUIMHCKOTO NPUMEHEHHS, — CChUJIKA Ha CauT
YIIOJTHOMOYEHHOTO OpraHa B MHGOPMAIlMOHHO-TEIEKOMMYHUKaIMOHHON cetu "MHTepHeT",
coJiepKatuii ceeienus u3 nHpopmanronHoi 6a3et GMP-uncnexkuuit (Hanpumep, EudraGMP
). [Ipu mpeacTaBieHn TOKYMEHTOB, YKa3aHHBIX B MyHKTe 1.6.1 HacTosimux TpeboBaHuii, a
TaKkXe B paMKax MpoIeAypbl MPUBEACHUS B COOTBETCTBUE ¢ TpeOoBanumsimu Corosa
MIpEJICTaBICHUE CBEJACHUN HE SBIISIETCS 0053aTeIbHBIM.";

1) nyHKTHI 1.6.4 1 1.6.5 npu3HaTh yTpaTUBIINMU CUIY;

K) OyHKT 1.6.6 JOMOJHUTH MNpeaJioKEHUEM clenymiiero cojaepxanus:'[Ipu
MPEJCTaBICHUH IOKYMEHTOB, YKa3aHHbIX B yHKTE 1.6.1 HacTosimux TpeboBaHuii, a Takxke B
paMKax MpolEeayphbl MIPUBEICHUS B COOTBETCTBHUE ¢ TpeboBaHusiMu Coro3a MpeiCcTaBICHHE
CBCICHUI HE SBIISCTCS 00I3aTCIbLHBIM.";

1) nyHKT 1.6.8 MOMONHUTH TpeIoKeHUEeM clenyoniero coaepxanus: "l[lpu
MIPECTaBICHUH TOKYMEHTOB, YKa3aHHbIX B TyHKTE 1.6.1 HacTosimux TpeboBaHuUid, a TakxKe B
paMKax Mpoueaypbl IPUBEICHUS B COOTBETCTBUE ¢ TpeOoBaHusMU Coro3a MpEe/ICTaBICHUE
CBEJICHUH HE SBJISETCS 003aTEIILHBIM. "

M) OyHKT 1.6.10 npu3HaTh yTpaTUBIIUM CHUILY;

H) yHKTHI 1.7.1 1 1.7.2 U310XUTh B CAeayIONIEH peaaKIIiu:

"1.7.1. Uudopmanus o cnenuanucte, MoJAroTOBUBIIEM PE3IOME MO KayecTBY (IIpU
Hanu4uKu). B paMkax mpoieaypsl NpHUBEIEHUS B COOTBETCTBHE ¢ TpeOoBaHusamHu Coro3a
MIPEJICTABIICHUE CBEJCHUN HE SIBISIETCA 00s3aTEIbHBIM.

1.7.2. Nudopmanust 0 CHeIUaInucTe, MOJTOTOBUBIIEM pPE3IOME JTOKIMHUYECKUX
uccienoBanuit (npu Hanuyuu). B pamkax mnpoueaypbl NPUBEICHUS B COOTBETCTBHUE C
TpedoBanusMu Coro3a MpeJICTaBICHUE CBEJCHUM HE SIBJISETCS 00sA3aTeIbHBIM."

0) ab3a11 nepBblil MyHKTa 1.7.3 U3I0XKUTH B CIIEAYIOUIEH pelaKIiu:

"1.7.3. Uudopmainus o crneunaiucte, MOATOTOBUBIIEM pPE3IOME KIMHUYECKUX
UccleoBaHuil (mpu Hanuuuu). B paMkax mpoieaypbl NPUBEIECHHS B COOTBETCTBUE C
TpeboBanusiMu Coro3a NpecTaBICHUE CBEEHUHN HE SBISETCS 0043aTENbHBIM. " ;



1) OyHKT 1.8.1 MONMONHUTH TpeIoKEHUEM CIEAYIOIIETo cojepkanus: "B pamkax
MPOIIEAYPhI MPUBEACHUS B COOTBETCTBUE C TpeOoBaHusiMu Coro3a MpeJicTaBiIeHUE CBEACHUN
HE SABJIAETCS 00s13aTEILHBIM.";

p) nyHKT 1.8.2.1 U310KUTH B CIEAYIONIECH peIaKIuu:

"1.8.2.1. Pa3peuieHue yrnoiHOMOYEHHOI'O OpraHa Ha MPOBEIECHHE KIMHUYECKOTO
UCCJIEIOBAHUS B IOCYJIapCTBaX-ujeHaxX, B TOM YKCIie HA BHECEHUE MOMPABOK (MPY HATUYHUN) B
MPOTOKOJI KJIMHUYECKOT0 UCCleoBaHus. B paMkax mpoiieaypbl IPUBEICHHS B COOTBETCTBUE
¢ TpeboBanusiMu Coro3a MPeICTaBICHUE CBEICHUI HE SIBIIAETCS 0053aTeIbHBIM.";

¢) B mynkrte 1.8.2.2:

a03all IePBBIN U3JT0KUTH B CICAYIONMICH PEIAKITUN:

"1.8.2.2. IlepeueHb NPOBEACHHBIX UHCIIEKIIUM HAa COOTBETCTBUE [IpaBuinaM Haexalen
KJIMHUYECKOW MPAaKTUKU EBpa3zuilcKOro 3kOHOMHYECKOTO COK03a, YTBEPKACHHBIM Peniennem
Cosetra EBpasuiickoil skoHOMHYECKOW KoMuccuu OT 3 HosOps 2016 r. Ne 79, mo
3asIBJICHHOMY Ha PETHCTPAIIUIO JICKAPCTBEHHOMY TpenapaTry ¢ yKa3aHUEM YIOJTHOMOUYEHHBIX
OpraHoB, MPOBOJAMBIINX WHCIIEKIUH, 1aT MPOBEACHUS, pe3yIbTAaTOB (HE3aBUCUMO OT HAJIUYUS
JIOKYMEHTOB, YKa3aHHbIX B myHKTe 1.8.2.1 Hacrosmux TpedoBanuii). [Ipu HeoOXxoaumocTu
YIIOJTHOMOYEHHbBIE OpraHbl (3KCIEPTHBIE OPraHU3AIMHU) TOCYIapCTB-UYJIEHOB CAMOCTOSITENBHO
3alpalivBalOT y COOTBETCTBYIOIIMX PETYJIATOPHBIX OPraHOB pe3yJibTaThl MPOBEACHUS
yKa3aHHBIX WHCIIEKIHI. B pamMkax mporieaypsl MpruBeIeHNUS B COOTBETCTBHUE ¢ TPEOOBAHUSIMU
Coro3a npeicTaBiieHUEe CBEJICHUIN HE SBIsIETCS 00s13aTENbHBIM. ";

a03al1l TpeTUil U3J10KUTh B CIEAYIOIIEH peIaKIIUU:

"B ciydyae eciM KIMHUYECKOE HCCIEJOBAaHUE MOJIHOCTHIO MPOBEIECHO B
HCCIIEOBATEIbCKUX I[EHTpPaX TPEThUX CTpPaH, B TNEpPEeUeHb HEOOXOAUMO BKIIOUYHUTH
pe3ynbrarel GCP-uHCHIEKINH, TPOBEICHHBIX B UCCIEA0BATENBCKUX IIEHTPAaX, BKIFOYMBIINX B
HCCIIeIOBaHUsl JJAHHOTO JICKAPCTBEHHOI'O IMpenapaTa MaKCUMAaJIbHOE YMCIIO MalueHTOB. B
ATOT TEPEYEHb BHOCSATCA TAaKXKe YKa3aHUs 00 WHCIEKIUSX, MPOBEACHHBIX IO IPYTUM
KJIMHAYECKUM MCCJIEIOBAaHUSIM B TaKOM HCCIIEIOBATEILCKOM IIEHTpe (B TOM YHCIE B
OTHOIIEHWHM JIPYroro JEKapCTBEHHOrO Mpernapara, BiaJeibllaMUd PETrUCTPAIMOHHOTO
yIOCTOBEPEHUSI Ha KOTOPBIH 3asiBUTEb U (WJIM) 3asBJICHHBIN JepKaTeab PErucTpaliuoOHHOTO
YIOCTOBEpEHUSI HE SIBIAIOTCS). B 3TOM ciydae ynmoJHOMOYEHHBIE OpraHbl (3KCIEpPTHbIE
OpraHM3allii) TOCYJApPCTB-UJICHOB CaMOCTOSITEIbHO 3alpalivBalOT OTYETHl O TaKHUX
MHCHEKIHAX Yy COOTBETCTBYIOUIUX YIOJHOMOUYEHHBIX OpPraHOB TPEThUX CTpaH (mpu
OTCYTCTBUU JOKYMEHTOB, yKa3aHHbIX B myHkTe 1.8.2.1 nacrosmux TpeOGoBanuit (eciu
MPUMEHUMO)).";

T) nyHKTHI 1.8.2.3 1 1.8.2.4 npu3HaTh yTpaTUBIINMU CUITY;

y) myHKTHI 1.8.2.5 1 1.8.2.6 U310XXUTH B CIAEAYIOIIEH peaaKIINu:

"1.8.2.5. Pe3tome i 3asBJICHUSI HA PETUCTPALIUIO JIEKAPCTBEHHOTO Mpernapara ¢ XOpoIo
U3YYEHHBIM MEIULMHCKUM MpHUMEHEHHWEM. B pamkax mnpoueaypbl NpUBEICHUS B



COOTBCTCTBHUC C Tpe6OBaHI/IHMI/I Coroza IMpcaACTaBJICHUC CBe,Z[eHI/If/'I HE SBJISIETCS 003aTEIbHBIM

1.8.2.6. Pe3tome 1151 3asiBIICHUS HA PETUCTPAINIO0 BOCIIPOU3BEIEHHBIX, THOPUIHBIX HIINA
OnoaHanoruyHeiXx (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpemnaparoB (eciu npumMeHumo). B
paMKax Npoueaypbl IPUBEIEHUS B COOTBETCTBHE C TpeOoBaHusMU Coro3a MpeICTaBICHUE
CBEJICHUY HE SIBJISIETCS 00s3aTENIbHBIM. "

¢) nynktsl 1.8.2.8 — 1.8.3 U3JI0KUTH B CIIEIYIONIEH pelaKIuu:

"1.8.2.8. Pe3tome miis 3asBJI€HUS HA PETUCTPALIMIO B UCKIIOUUTENIBHBIX Clydasx (eciu
npuMeHruMo). B pamkax nporeaypsl NpuUBeACHUS B COOTBETCTBUE ¢ TpeboBaHusiMu Coro3a
NpEeJICTaBICHNUE CBEJACHUI HE SIBISETCS 00s13aTENIbHBIM.

1.8.2.9. Pe3rome nus 3adBIEHUS Ha PETUCTPALMUIO C YCTAHOBJICHUEM
MOCTPETUCTPALMOHHBIX MEP WM PE3IOME /IS 3asBJICHUS HA YCIOBHYIO PETHCTPALUIO (€CIu
npuMeHuMo). B pamkax mpouenypsl NpuBeieHUs] B COOTBETCTBUE ¢ TpeboBanusimu Coro3a
MIPE/ICTABIICHUE CBEJICHUI HE SIBIISIETCSA 00513aTEIbHBIM.

1.8.3. Tabnuna ¢ nepeyHeM KIMHUYECKUX UCCIIENOBaHUM (eciii mpuMeHumo). B pamkax
MPOIIEAYphl MPUBEACHUS B COOTBETCTBUE ¢ TpeOboBaHusiMu Coro3a MpeiCTaBIeHUE CBEACHUN
HE SABJIAETCS 00sI3aTENILHBIM.";

X) MyHKT 1.8.4 mpuU3HaTh yTPATUBIIUM CUITY;
1) JTOMOJHUTH noapazzaeiaoMm 11.1 cienyroriero coaepxaHus:

"11.1. TpeGoBaHus K COCTaBy PETUCTPAIIMOHHOTO JIOChE, MPEICTABIIEMOTO B paMKax
MpOLIETypbl IPUBEACHHS B COOTBETCTBHE ¢ TpeOoBaHusIMHU Coro3a

B pamkax nporeaypsl npuBeieHNs] B COOTBETCTBHE ¢ TpeOoBaHusaMU Coro3a 3asBUTEIb B
cocTaBe MOIyJsl | perucTpalMOHHOrO JI0ChE MPEACTABISET JOKYMEHTBHI, yKa3aHHbIE B
paznenax u nynkrax 1.0, 1.1, 1.2.1, 1.2.2, 1.3, 1.3.1, 1.3.2, 1.5.3, 1.54, 1.5.7, 1.6.1, 1.6.2,
1.6.7,1.6.9,1.6.11, 1.10, 1.10.1 u 1.10.2 nactosimux TpeGoBanmii.

[Tpu HEOOXOIMMOCTH TaK)Ke€ MPEJCTABISIIOTCS TOKYMEHTBI, IEPEUHCIEHHbBIE B TyHKTaX
1.3.4,1.5.5,1.5.6,1.8.2.6,1.9.1, 1.10.3 u 1.10.4 nacrosiuux TpeboBanwuii.

Moaysib 2 perucTpalMoOHHOTO JOChE MPEICTABIISIETCS B BUAE OO30pHBIX YacTed C
aKkTyaiauzanueil usMeHeHui (B ¢hopme MPHIOKEHUS) WK MPEJICTABIACTCS MO MHULIMATUBE
3asIBUTEINS B TIOJTHOM OOBEME.

B pamkax npoBeneHus mpoienypsl MpUBEIEHUSI B COOTBETCTBUE ¢ TpeboBanusimu Corosza
B COCTaBe MOy 3 pPErucTPallMOHHOTO JOChE MPEACTABICHUE HOKYMEHTOB, YKAa3aHHBIX B
nyHkrax 3.2.5.2.3 -3.2.5.2.6,3.2.5.4.3,3.2.8.4.5,3.2.8.7.2,3.2.P.2.2.3,3.2.P.23 -3.2.P.2.6
3.2.P4.3,3.2.P.4.6,3.2.A,3.2.A.2,3.2.A.3,3.2.A.3.3 u 3.2.A.3.7 nacrosiuux TpeOoBaHui,
HE SIBJISIETCSI 00s13aTeNbHBIM (32 MCKJIIOUEHHEM PETUCTPAIIMIOHHOTO J10Che OMOJIOrHYECKHX
JIEKapCTBEHHBIX IMpenaparoB). B ciaydyae uX HempejcTaBleHUs B paMKaxX yKa3aHHOU
MPOLEYPbl TOKYMEHTBI HEOOXOAUMO MPEACTAaBUTh B paMKaxX MOATBEPKICHUS PErUCTpaluu

bl

HJIN IIPpU BHCCCHUN W3MEHECHUM B PETUCTPALIMOHHOC TOCHC.



JlaHHbBIE TOKJIMHUYECKUX U KIIMHUYECKUX UCCIIEIOBaHH, BBITIOJIHEHHBIX B COOTBETCTBUH
¢ TpeOOBaHUSIMHU 3aKOHOJATENbCTBA IOCYIaPCTB-WICHOB, PEICTABIIAIOTCS B MOAYJIAX 4 U 5
PETUCTPAIIMOHHOTO JIOChE JIEKAPCTBEHHOTO Tperapara B BUJE OTYETOB 0e3 00s3aTeNbHOU
npoLeaypbl IPUBEACHUS B COOTBETCTBUE ¢ TpeboBaHusiMu Coro3a U MpUIIaraloTcs K OT4eTaM
0 JOKJIMHUYECKUX (HEKIMHUYECKUX) MCCICTOBAHUSAX M KIMHUYECKUX HCCIEAOBAHUAX (
UCIBITAHUSIX ) JISKAPCTBEHHOTO Mpernapara.

TpeboBaHus K JOKYMEHTaM PETUCTPALIMOHHOTO J0ChE IS OTJEIbHBIX TPYIII MPErnapaToB
, IpUBEIEHHBIM B MoayJisix 4 m 5, mpenycmotpensl paznenamu Il — IV Hacrosmux
TpebGoBaHui.

B pamkax mponenypbl NmpuUBEIEHHS B COOTBETCTBUE ¢ TpeOoBanusimu Corosa
YIIOJTHOMOYEHHBIA OpraH (dKCHEpTHAs OpraHu3alus) TrocyJapcTBa-djieHa BIIpaBe
ucTpeOOBaTh HMMEIONINECS Yy 3asABHUTENS CBEACHHS IO 3ampocy B XOJ€ MPOBEICHUS
AKCIIEPTU3BI PETUCTPAIIMOHHOTO JJOChE JIEKAPCTBEHHOIO Mpenapara (pu HeoOX0IMMOCTH).".

15. B npunoxennn Ne 4 x ykazanasiM [IpaBunam:
a) B mo3unuu 1.2.3 cioBa "(3aBepeHHasi B yCTAaHOBJICHHOM Topsiake)" u "(3aBepeHHBIN B
YCTaHOBJICHHOM MOPSJIKE)" UCKITIOUUTB;

0) mo3uruio 1.2.4 MOMOJHUTH MPEASIOKEHUEM CIEAYIONIero cojepxkanus: "B pamkax
NpOUEayphl TNPUBEIECHUS PETrUCTPALIMOHHOTIO JIOChe JIEKAapCTBEHHOrO IIpernapara,
3aperUCTPUPOBAHHOTO M0 HAIMOHAJIBHOW TpPOLEAYpE B TOCYyIapCcTBax — UIEHax
EBpa3niickoro 3KOHOMHYECKOTO COK03a, B COOTBETCTBUE € [IpaBWiiamMu perucrpauviv u
AKCHEPTU3bI JIEKAPCTBEHHOIO TIpenapara s MEIUIMHCKOTO IPUMEHEHHUSI, YTBEPKACHHBIMU
Pemennem Coseta EBpasmiickoii s3xoHOMUYeckor komuccuu ot 3 Hosiops 2016 1. Ne 78 (
najee — MpUBEJEHUE B COOTBETCTBUE ¢ TpeboBaHus MU Cor03a), MpeICTaBICHUE CBEJICHUI HE
SIBJISIETCS 00s13aTEIbHBIM.";

B) O3UIMIO 1.3.3 M3JIOKUTH B CIEAYIONICH pelaKInu:

pe3yIbTaThl MOIH30BATENHCKOIO TECTUPOBAHUS MaKeTa
UMII (B ciy4asx, yCTaHOBICHHBIX IpuUioxkeHnemM Ne 12
K TpeOOBaHHWSIM K HMHCTPYKLUMH IO MEAMLIUHCKOMY
MIPUMEHEHNIO JIEKAPCTBEHHOTO IIperapara u oOriel
XapaKTepUCTUKE JIEKaPCTBEHHOTO TIperapaTa JUis
MEIWIUHCKOTO TPUMEHEHHUS, yTBEPKICHHBIM
Pemerniem CoeTta EBpasuiickoii SKOHOMHYECKOM
KoMECCHH OT 3 HOs10pst 2016 1. Ne 88)";

"1.3.3.

r) B mo3unuu 1.5.2 cioBa (Komus MUChMa C MOJMKUCHIO YIIOJHOMOYEHHOTO JIMI[A T10
KaueCTBY C MEPEBOJIOM, 3aBEpPEHHAsT HOTAPUAIBLHO WM JIEKTPOHHOUN MUGPOBOM MOIIUCHIO
nepkatesns mactep-daiisna akTUBHON (papmarieBTUUeckoit cyocTanIum)" 3aMeHUTh ciioBaMu "(
MepeBo;] MUChMa JepiKarens Mactep-(daiiia akTUBHON (hapManeBTHIECKON CyOCTaHITNHU C
NOANKUCHID OTBETCTBEHHOIO JIMIA, 3aBEPEHHBIA JIEPKATEIEM PETrHUCTPALMOHHOTO
YAOCTOBEPEHUS WM 3aBEPEHHBI HOTAPHAJIBHO)";

1) no3unuu 1.6.1 — 1.6.3 U3710KUTH B CIAEAYIOMIEH PEIaAKIIIU:



"1.6.1.

1.6.2.

CBEJICHHUS O JaTe MPEJCTABICHHUS U PETUCTPAIIIOHHOM
HOMEpPE B COOTBETCTBYIOIEM PEECTPE rocynapcTBa —
uneHa EBpa3suiickoro 5KOHOMHYECKOTO COI03a WIIH
KOTIMS JIEHCTBYIOIIEr0 JOKYMEHTA, TIOATBEPKIAIOIIETO
COOTBETCTBHE IPOU3BOAUTENS (TIPON3BOACTBEHHOMN
TUTONIA/IKU, OCYIIECTBIISIONIEH MPOU3BOACTBO TOTOBOM
JIEKapCTBEHHOW (OPMBI M BBIMYCKAONINA KOHTPOJIb
KayecTBa) 3asABJIEHHOT0 HAa  PErUCTPaIUI0
JeKapCTBEHHOTO Tpenaparta TpeboBanusM [IpaBun
HaJule)kamiell  MpPOW3BOACTBEHHOM  MPaKTHUKH
EBpazuiickoro 3KOHOMHU4ECKOTO CO103a, YTBEPKIACHHBIX
Pemennem CoBera EBpa3smiickoil 3KOHOMHYECKON
KoMmuccuu oT 3 Hosi0pst 2016 1. Ne 77 (manee — IpaBuia
HajJexalei Npon3BoACcTBeHHON npakTuku Coro3a), u
BBIIAaHHOTO YTIOJTHOMOYEHHBIM OPraHOM TOCYyAapCcTBa —
yieHa EBpasuiickoro 5KOHOMHYECKOTO CO103a (€Cin 3TO
NPUMEHUMO B COOTBETCTBUM € NMyHKTOM 29 IlpaBui
pETHCTPALMN ¥ SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB
JJIsT MCIOUIIMHCKOT O HpI/IMeHeHI/IH), a TaKXC KOIINnu
ﬂeﬁCTByIOLHHX JOKYMECHTOB, MOATBCPIKAAOIIUX
COOTBETCTBME  MPOU3BOACTBEHHONH  IJIOIIAIKHU
Mpou3BOAMTENS  TpeOOBaHMAM  HaJIEeKalIeH
MPOU3BOJCTBEHHON TPAKTHUKM W  BBIJAHHBIX
YIOOTHOMOYEHHBIMA OpraHaMu CTpaHbl (CTpaH), B
KOTOpPOH pPacIioyio’KeHa MPOU3BOACTBEHHAS TUIOMAAKa (
MPOM3BOJICTBEHHBIE IUIOMIAIKH), OCYIIECTBIIAIONMIAN
IPOM3BOJICTBO TOTOBOW JIEKAPCTBEHHOH (GOPMBI |
BBIITYCKAIOIINH KOHTPOJIb KadecTBa, W (WJIN) HWHBIM
YIIOJIHOMOYEHHBIM OPTaHOM, M ajpec caiTa peecTpa
BBIJITAaHHBIX YTIOJTHOMOYEHHBIM OpPTaHOM CepTH(HKATOB
COOTBETCTBHsSI ~ TpeOOBaHWAM  HaJexamen
NPOU3BOJICTBEHHO! NpakTHkH (Harnpumep, EudraGMP)
B HMH(OPMALMOHHO-TEJIEKOMMYHHKallMOHHOW ceTH "
WntepHer" (npu Hamuuuu) (eciaw 3TO NMPUMEHUMO B
COOTBETCTBHHM ¢ IMyHKTOM 29 IlpaBun peructpanuu u
9KCHEPTHU3bl  JIEGKAPCTBEHHBIX  CPEINCTB  JIA
MEIUIMHCKOTO TPUMECHEHHS)

KOIIUU JICHCTBYIONIETO pa3pemieHus (JIMIEH3UK) Ha
MPOU3BOJCTBO  JEKApPCTBCHHBIX  CpeAcTB  (C
MPUWIOKEHUSAMH), BBIJAHHOTO YIIOTHOMOYCHHBIM
OpPTaHOM CTpPaHBI, B KOTOPOW pacCIOJOXKeHa
MIPOM3BOJICTBEHHAS IUTOMAAKA (TIPOU3BOICTBEHHBIC
TJIOMIA/IKH ), OCYIIIECTBISIONIAs MPOU3BOICTBO TOTOBOM
JICKaPCTBCHHON (DOPMBI M BBIMYCKAIOMIUI KOHTPOJIb
kadyectBa. /JJis NPOU3BOJACTBEHHBIX IUIOMIANIOK,
PAacIoIOKEHHBIX Ha TEPPUTOPUSIX TOCYAAPCTB — WICHOB
EBpa3uiickoro 3KOHOMHYECKOTO COl033a, BMECTO
YKa3aHHBIX JOKYMEHTOB MOTYT OBITH IIPEICTaBICHEI
CBEJICHUS O JlaTe MPEJCTaBICHUS M PErUCTPallnOHHOM
HOMEpE JHIEH3UU (pa3penieHus) Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPECTB, BHIJAHHON YIIOJTHOMOYEHHBIM
OpraHoM TrocyjaapcTBa — ujieHa EBpasuiickoro
SKOHOMHYECKOTO COI03a B COOTBETCTBYIOIIEM PEECTpe



1.6.3.

Komusi oTdyera (KOMHM OTYETOB) OO WHCIEKIIHH
MIPOU3BOJICTBEHHON TUIOIIAAKH (TIPOM3BOACTBEHHBIX
IJIOMIA0K, OCYIIECTBIISIFOIUX MTPOU3BOACTBO TOTOBOM
JEKapCTBEHHOW (OPMBI M BBITYyCKAIONMA KOHTPOJIb
KadectBa) Ha coorBerctBue GMP, mpoBemeHHOU
YIOJIHOMOUYEHHBIM OpPTaHOM CTPaHBI-IIPOU3BOAUTENS
WIA WHBIM YIOJHOMOYEHHBIM OpPraHOM B TEUEHHE
MOCJIEAHUX 3 JIEeT, a TaKKe IUIaH U OTYET O NMPOBEICHUN
KOPPEKTHPYIOIINX ¥ NpPeAyHpeXJaromux neicTBuil (
CAPA) nocne nHcniekuu (Ipy HaJM4YUH), a TAKXKE B
CiIy4asix, TpexycMOTpeHHBIX myHkToM 30 IlpaBun
pETHCTPALMN ¥ SKCIEPTU3bI JIEKAPCTBECHHBIX CPEICTB
U MEIWLIMHCKOTO TIPUMEHEHHs, ajapec caifta
YHOJTHOMOYEHHOTO oprasHa B
NH(POPMAIMOHHO-TEJICKOMMYHUKAIIMOHHOW ~ ceTH "
WnTepHeT", coaepkamero  CBEIEHHS  HU3
nHpopManoHHOH 0a3et GMP-nHCHeKMiA (HampuMep,
EudraGMP). [Ipm mpexncraBieHUH IOKYMEHTOB B
COOTBETCTBUHM ¢ TyHKTOM 1.6.1 HacTosmux
TpebGoBanuii, a Takke B paMKax MpOIEAYPHI
MIPUBEACHUS B COOTBETCTBUE C TpeboBaHmsiMu Coro3a
TIpeICTaBJICHNE CBEICHUH HE SIBIIsIeTCS 00s3aTeNbHBIM "

e) no3unuu 1.6.4 u 1.6.5 npu3HaTh yTpaTUBIINMU CUITY;

Mpe/ICTaBICHUH JOKYMEHTOB B COOTBETCTBUH ¢ MyHKTOM 1.6.1 HacTtosmmux TpeboBanuii u B
pamMKax IpouLeAyphl PUBEIEHUS B COOTBETCTBUE ¢ TpeboBaHUsIMU Coro3a Ipe/CcTaBICHUE
CBCICHUI HE SBIISCTCS 00I3aTCIbLHBIM.";

MPEJICTABIICHUH IOKYMEHTOB B COOTBETCTBUM C MYHKTOM 1.6.1 HacTosimux TpeboBaHuii u B
paMKax IpoIeayphl IPUBEICHHUS B COOTBETCTBUE ¢ TpeOboBaHusmMu Coro3a MpelcTaBiICHUE
CBEJICHUH HE SBJISETCS 003aTEIILHBIM. "

K) mo3uruio 1.6.6 IOMOJHUTH NpEAoXKEeHHEM cieayrolero coaepxxanus: "[lpu

3) mo3uIuo 1.6.8 MOMONMHUTH MpEeIoKeHUuEeM cleayromero coaepxxanus: "l[lpu

n) no3unuio 1.6.10 npu3HaTh yTpaTUBILIEH CUILY;
K) mo3uruu 1.7.1 — 1.7.3 U3N0KUTH B CIEAYIOIICH pEeIaKIIUN:

"1.7.1.

1.7.2.

1.7.3.

nH(OpMaIHs O CrIeIHaNKCTe, IIOArOTOBUBIIEM PE3IOMe
0 KavecTBY (MpH Hamuumu). B paMkax mporemayps
NpPUBE/ICHHUS B COOTBETCTBUE ¢ TpeboBaHusMu Coro3a
Npe/ICTaBJICHUE CBEJICHUI He SIBIISIETCS 0053aTeIbHBIM

WH(POPMAIIHS O CHICHUATUCTE, TOrOTOBUBIIEM PE3oMe
JOKIMHUYECKUX HWCCIeAoBaHMN (mpu Hamuuum). B
paMKax MpoUeayphl MPHUBEACHUS B COOTBETCTBHE C
TpeOoBanusMu Cor03a TPEJCTABICHUE CBEICHHUI HE
SBJIIETCSA 00513aTeNILHBIM

nH(pOpPMAIHA O CIICIHANNCTE, TOATOTOBHUBIIEM pe3loMe
KIMHAYECKUX UCCIeNoBaHuH (pu HaIM4IuM). B pamkax
NpoLEenypsl IPUBENEHHUSA B COOTBETCTBUE C
TpeOoBanusaME Cor03a TpPEJCTaBICHUE CBEICHHUIA HE
SIBJISIETCS 00sI3aTEIIBHBIM"

1) no3unuio 1.8.1 u3m0XuUTh B Cleayromen peaakium:



"1.8.1.

MMUCHMO JICPIKATEINS PETUCTPAIIMOHHOTO YIOCTOBEPCHUS,
coJieprKalee CBEACHUS O JOMOTHUTEIFHOM TOPTOBOM
HaMEHOBAaHUM JIEKAPCTBEHHOTO TIpemapara (eciu
TIPUMEHUMO).

B pamkax mporenypsl IpUBEACHUS B COOTBETCTBUE C
TpeboBanusimMu Coro3a MpeACTaBICHUE CBEICHUNA HE
SIBJISIETCS 00s13aTEIbHBIM "

M) o3unuu 1.8.2.1 u 1.8.2.2 u3n0XuTh B caeayronen peaakim:

"1.8.2.1.

1.8.2.2.

paspelieHre YIoJHOMOYCHHOTO OpraHa Ha MPOBEICHUE
KJIMHUYECKOTO UCCIICAOBAHMS B TOCYaPCTBAX — WICHAX
EBpa3uiickoro 3kOHOMHYECKOT'O COK03a, B TOM YHCIIC Ha
BHECCHHC M3MCHEHHUH B PETUCTPAIMOHHOE JOChe (TpH
HaJIMY1N).

B pamkax mporeaypsl MPUBEIACHUS B COOTBETCTBUE C
TpeboBanmsaME Cor03a TpEICTaBICHHE CBEICHHUA HE
SIBIISIETCS 00s3aTEIBHBIM

nepevyeHb MPOBEJCHHBIX WHCIEKINI Ha COOTBETCTBUE
IIpaBunam Haanexamend KIMHUYECKON NPAKTUKHU
EBpa3uiickoro »KOHOMHYECKOTO COr03a (B paMKax
MpOUEnypsl TNPHUBEACHHS B COOTBETCTBHE C

TpeboBanusimMu Coro3a MpeACTaBICHUE CBEICHUNA HE
ABJIIETCA 00S3aTENBHBIM)";

H) no3utmu 1.8.2.3 u 1.8.2.4 npu3HaTh yTpaTUBIIUMHU CUITY;

0) no3unuu 1.8.2.5 u 1.8.2.6 U3JI0KUTH B CIEIYIONIEH pelaKIUu:

"1.8.2.5.

1.8.2.6.

pe3oMe IS 3asBICHHUS HA  PETHCTPALHIO
JICKApCTBEHHOTO TIperapara ¢ XOPOUIO H3y4YeHHBIM
MEIUIUHCKUM NpUMEHEHHEM (B paMKaX MpOLeLypbl
TIpUBEZIEHUSI B COOTBETCTBHE ¢ TpeboBanusMu Coroza
NPe/ICTaBJICHUE CBEIICHUI HE SIBISIETCS 0053aTEIbHBIM)

pe3oMe IS 3aABICHHUS Ha  PETHCTPALHIO
BOCIIPOM3BEICHHBIX, THOPUAHBIX M OMOaHAIOTHIHBIX
(6romo00HBIX) JEKAapCTBEHHBIX IIpEnaparoB (eciu
OpUMEHHMO). B paMkax mporieaypbl NMPUBEACHHUS B
cooTBeTcTBUE ¢ TpeOoBanusaMu Coro3a TpeICTaBICHHE
CBEJICHUI He ABIAETCS 00sM3aTeIbHBIM",

n) no3uuuu 1.8.2.8 — 1.8.3 U310KUTH B CIEAYIONIEH pelaKIU:

"1.8.2.8.

1.8.2.9.

1.8.3.

pe3loMe s 3asBICHHUS Ha PETruCTpanuio B
HCKJIIOUHTENBHBIX CllydasX (ecinu NpuMeHuMo) (B
paMKax TpoLenyphl MPUBEACHHS B COOTBETCTBHE C
TpeboBanmsaME Coi03a TpPEICTaBICHHE CBEICHUHA HE
SIBJIIETCST 0053aTEITLHBIM )

pe3loMe s 3aABJICHUS Ha PETHCTPALUI0 C
YCTaHOBJIGHHEM MOCTPETHUCTPAIMOHHBIX MEp HWIH
pe3foMe Aiisl 3asSBICHHUS Ha YCIOBHYIO PETHUCTPAIUIO (
€CJIM IPUMEHHUMO) (B paMKax MPOIEeAyphl IPUBEICHUS B
cooTBeTcTBUE C TpeboBaHusMu Coro3a mpeacTaBiecHue
CBE/ICHUII He SBJIAETCS 0043aTeNbHBIM)

Tabnuma c mepeyHeM KIMHUYECKUX HCCIEHOBAHHH (
€CITH TPUMEHNMO) (B paMKax IPOLETypHI IIPUBEICHUS B



cooTBeTcTBUE ¢ TpeOoBanusaMu Coro3a MpeJICTaBICHHE
CBEJICHUH HE SABISCTCS 00s3aTeBHEIM)";

p) no3uuuio 1.8.4 mpu3HaTh yTpaTUBILEH CUILY;

c¢) mo3uruu 3.2.5.2.3 — 3.2.5.2.6 10n0JTHUTH TEKCTOM CJEAYIOLEro coAaepxanus: "(B
paMKax Mpoueaypbl NPUBEICHHUS B COOTBETCTBUE ¢ TpeOoBaHUsMU Cor03a MpE/ICTaBICHUE
CBEJICHUN HE SABJISIETCS 00s3aTeNIbHBIM (32 MCKIIOYEHHEM OMOJIOTMUYECKUX JEKapCTBEHHBIX
npenaparos)). B pamkax npoueaypsl NpuUBEIEHHS B COOTBETCTBHE ¢ TpeOoBaHusMu Coro3a
yKa3aHHbIE CBEJICHUS MPEACTABIISIOTCS M0 3aMpOCy YIOIHOMOUYEHHOIO opraHa (3KCIepTHON
OpraHM3alli) TrocyJapcTBa — ujeHa EBpa3uiickoro 3KOHOMHYECKOI'O COI03a B XOJI€
MIPOBEICHUSI SKCIIEPTHBIX padboT";

T) mo3unuio 3.2.S.4.3 u3M0KUTh B CIEAYIONIEH peaKIuu:

"3.2.5.4.3.

Banupanus aHaIMTHYECKMX METOAMK (B paMKax
npouenypbl NpPHBEACHUS B COOTBETCTBHE C
TpeboBanusmMu Coro3a HpEeACTAaBICHUE CBEACHUN He
SBISIETCSL  00s3aTEeNBHBIM (32  HMCKJIIOUEHHEM
OHMOJIOTHYECKUX JICKApCTBEHHBIX IpenapaToB))";

y) no3unuio 3.2.S.7.2 U310KUTh B CIEAYIOIIEN peIaKIIUN:

"3.2.5.7.2.

[IporpamMMa MOCTPErHCTPAIIMOHHBIX WCCIICIOBAHUN
CTAa0UIBHOCTH M 0053aTEhCTBA OTHOCUTEIHHO
CTaOUIBHOCTH

(B paMKax TpoIeIypHl MIPUBEIEHUSI B COOTBETCTBHE C
TpeboBanmsMu Cor03a TPEICTABICHHUE CBEICHHUH HE
SABIAETCS  00s3aTeNbHBIM (32 HMCKIIOYCHUEM
OMOJIOTMYECKHUX JIEKAPCTBEHHBIX IperapaToB))™**";

¢) nozunmio 3.2.P.2.2.3 U310KUTH B CIAEAYIONIEH PeIAKIIUN:

"3.2.P.2.2.3.

DuU3NKO-XUMHUYECKHE B OHOJOTHYecKrue CBoOWcTBa (B
paMKax Mpolexypbl NPUBEACHUS B COOTBETCTBUE C
TpeboBaHusiMu CoOl03a INpEJCTAaBICHNE CBEACHUI HE
SBISIETCS.  00s3aTeNbHBIM (32  HMCKIIOUEHHEM
OHMOJIOTHYEeCKHX JICKApCTBEHHBIX IpenapaToB))";

x) no3uniuu 3.2.P.2.3 — 3.2.P.2.6 U310XUTH B CICAYIOIICH PEeIaKIIUN:

"3.2.P.2.3.

3.2.P.24.

PaspaboTka  TpPOM3BOACTBEHHOrO  IpoIEcca.
Jlomyckaercst He IPEACTaBIATh B CIydae, €CIM BO BCEX
rocygapcTBax —  wieHax  EBpasuiickoro
SKOHOMHUYECKOI'0 CO03a, YKa3aHHBIX B 3asBICHUM Ha
NpUBEIEHHE B COOTBETCTBHE ¢ TpeboBaHusaMHU Coro3a,
3apEerUCTPUPOBAH JICKAPCTBEHHBIN Npenapar, KOTOPhIA
MIPOU3BOAMIICS Ha OJHHUX U T€X K€ MPOU3BOACTBEHHBIX
mIonaakax (3a HMCKIOYCHHEM OHOJIOTHYECKUX
JIEKapCTBEHHBIX MPETapaToB)

Cucrema ynakoBku (ykymopkwu). [omyckaercs He
MIPENICTABIIATE B CIIyYae, €CIIA BO BCEX TOCYNapCTBax —
wieHaX EBpa3suiickoro 3KOHOMHYECKOTO COI03a,
yKa3aHHBIX B 3asBJICHUM HAa MPUBEICHHE B
cooTBeTcTBHE ¢ TpeboBaHMsAMHU Co0r03a, MCIIONB3YyeTCs



OJIMHAKOBasi CUCTeMa YMaKoBKH (yKynopku) (3a
UCKJIFOYCHHEM OHOJIOTHYECKHX  JIEKapPCTBEHHBIX
MIPETIapaToB)

MukKpoOHOJIOTUYECKUE XapaKTEPUCTUKH (B paMKax
NpOUEenypsl TMPHUBEACHHUS B COOTBETCTBUE C
TpeOoBanmsaME Cor03a TPEJCTABICHUE CBEICHUA HE
3.2P2.5. SIBJIIETCSA 0053aTeIbHBIM

(3a HCKIIOYEHHEM OHMOJIOTUYECKHUX JICKAPCTBEHHBIX

MIperaparoB))

CoBMeCTHMOCTH (B paMKax MpOLEAypbl IPUBEICHHS B
cooTBeTcTBUE ¢ TpeboBaHusiMu Col03a MpeJcTaBIeHHe

3.2.p.2.6. CBEJIIGHHH He sBIsAeTcs 00s3aTeJbHBIM (32
WCKIIIOYCHHEM OHMOJOTMYECKHX JIEKapCTBEHHBIX
mpemnaparos))";

1) no3unuu 3.2.P.4.3 u 3.2.P.4.6 nomonHuTh cioBamu "(B paMKax MpOLEAYpPHI
MIPUBEJICHUS] B COOTBETCTBUE C TpeOoBaHusiMu Coro3a MpeICTaBICHUE CBEICHUN HE SIBISETCA
00s3aTeNIbHBIM (32 UCKIIFOUEHHEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX MperapaTon))";

4) no3uuio 3.2.A.2 U3N0KUTh B CIEAYIOEH peaaKInu:

OneHka 0€30I1aCHOCTH JICKApCTBEHHBIX IpeNapaToB
OTHOCHUTENIBHO HaJH4Yus TOCTOPOHHHMX areHToB (B
paMKax MpoLeaypbl NPUBEACHHUS B COOTBETCTBUE C
TpeboBanmsiMu Col03a TNpEJCTAaBICHNE CBEACHUI HE
SBISICTCS  00sA3aTeNBbHBIM (32  HMCKIIOYCHHEM

"3.2.A.2.

OHMOJIOTHYECKHX JICKapCTBEHHBIX IpenapaToB))";

m) no3unuu 3.2.A.3.3 u 3.2.A.3.7 nonosHuTh cioBamu "(B paMKax MHPOIETYpPHI
MIPUBEJEHUS B COOTBETCTBUE ¢ TpeOoBaHUsAMU Cor03a MpEeACTaBICHUE CBEACHUIN HE SBIIAETCA
00s3aTeNIbHBIM (32 UCKIIIOUEHHEM OMOJIOTMYECKUX JIEKAPCTBEHHBIX Mpenaparon))".

16. B nononnennu 1 k npunoxennro Ne 10 k ykazanasiM [IpaBunam:
a) B Tabmure 1:
no3unuu 3.2.5.2.3 — 3.2.5.2.6 U3J0KUTh B CIECAYIOUIEH PEIAKIIUN:

"3.2.8.2.3 KoHTpoabs MCXOMHBIX MaTEpHAIOB

32824 KoHTponbs KpuUTHYECKHX CTaguil M HMPOMEKYTOUHOU
D HPOIYKIMH

32825 Banunamnus npou3BOACTBEHHOTO Tpoliecca U (MITK) ero
A OlIEHKA

3.28.2.6 Pa3paboTka mpou3BOACTBEHHOTO TIpoIiecca';

no3uluio 3.2.S.7.2 u30KUTh B CIEIYIONIEH pelaKIUu:

[IporpaMMa TOCTPErUCTPAL[MOHHBIX HCCIIEI0BAHUMN
"3.2.8.7.2 CTaOMJIIBHOCTH M 00s3aTeNbCTBA OTHOCHTEIHLHO
crabmipHOCTH",

0) B Tabnuiie 2:
no3unuu 3.2.5.2.3 — 3.2.S.2.5 u310KUTh B CIEAYIOLIEN PEAAKIINN:
"3.2.8.2.3 KoHTposb HCXOIHBIX MaTepHaIOB

KonTtponb KpUTHUECKUX CTaguid UM IPOMEKYTOUHOM
TIPOLYKIUH
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32.S.25 Banuaanus npon3BoICTBEHHOTO TIpoliecca U (M) ero
OIlcHKA";

B no3unuu 3.2.5.2.6 cioBa "mpoliecca MNpoU3BOJACTBA" 3aMEHUTh CJIOBaMH

"

MPOM3BOJICTBEHHOTO TIpo1ecca’;

no3utuio 3.2.S.7.2 u30KUTh B CIEIYIONIEH pelaKIuu:

IIporpamMMa MNOCTPErUCTPALIMOHHBIX MCCIIEI0BaHUIMA
"3.2.8.7.2 CTa0OMJIIBHOCTH H 00s3aTeNbCTBA OTHOCHUTEIHLHO
crabmipHOCTH".

17. B pazgene 1 npunoxenus Ne 27 x ykazanasiM [IpaBunam cinoBa "noanyHkTom "B"

3aMEHUTH CJIOBaMH "ab3areM 4eTBepThIiM'.
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