EBPA3ZUICKAS DKOHOMUYECKAS KOMUCCHS
COBET

PEIMIEHHUE
«20» oxTs6ps 2023 . Ne 114 r. Mocksa

O Brecennu usmenenuii B [IpaBuia perucrpanuu M 3KCnepTH3bI
JIEKAPCTBEHHBIX CPeJICTB /I MeJHINHCKOr0 NPHUMEeHeHHsl

B cootBerctBuu co cratbed 7 CorvalleHuss O eIUHBIX MPUHIHAMAX
M MpaBuUiiax oOpallleHusl JEKapCTBEHHBIX CPEICTB B pamkax EBpasmiickoro
HSKOHOMHUYECKOro coro3a oT 23 naekabps 2014 roma um myHkroMm 84
npuwioxenuss Ne 1 k Persiamenty pabotsl EBpazuiickoil 3KOHOMHYECKOM
KOMUCCHH,  yTBep:KIeHHOMY  Pemenuem  Bricmiero — EBpasuiickoro
3KOHOMHUYECKOro coBera oT 23 aexabps 2014 r. Ne 98, Coser EBpasmiickoii
9KOHOMUYECKOW KOMHCCHUH P € I U JI:

1.Buectu B llpaBuia peructpalu U SKCIEPTH3LI JIEKAPCTBEHHBIX
CPEICTB JUIsl MEIMLIMHCKOTO IpUMEHEHU S, yTBepkAeHHbIe Pemnenuem CoBera
EBpasuiickoli 5KOHOMHMYECKOH komuccun oT 3 HosiOps 2016 r. No 78,
U3MEHEHUS COTIACHO MPUJIOKEHHUIO.

2.Hactosmee Pemenne BeTymaeT B CWIYy 1O HCTEYEHHH

180 xaneHmapHbIX AHEH ¢ AAThl €r0 OQHUIHATBHOTO OMYOIMKOBaHHS.




ITPHUIIOKEHUE

k Pemennio CoBera
EBpazuiickoll 53KOHOMUYECKOUW KOMUCCHN
ot 20 oxTs10pst 2023 . Ne 114

U3MEHEHMNA,
BHOcHMBIe B IIpaBuia perncrpanum U SKCIepPTH3LI
JIeKaAPCTBEHHBIX CPEACTB /I MeJHIIUHCKOT0 NPUMeHeHHUs

1. IToamyHKT «@» IyHKTa | U3JI0KUTH B CIIEIYIOIIEH pelaKkiiu:

«a) NPUBEJIEHUE PErUCTPAMOHHOIO JOChE JICKAPCTBEHHOTO TIperapara,
3apErMCTPUPOBAHHOTO 110 HAIMOHAJLHOM IpOLEeNype B TocylapcTBax —
uneHax Coro3a (mamee — rocyaapcTBa-djieHbI), B  COOTBETCTBHE
¢ Hacrosmumu llpaBunamu (majiee — TpUBEIEHHE B COOTBETCTBHE C
TpeboBaHusMH Co103a);».

2. B nynkre 18:

a) ab3a1bl TPETUH U YeTBEePTHIN H3II0KUTE B CIEAYIONIEH pelakuu:

« st JIEKaApCTBEHHOTO npernapara, 3apEruCTPUPOBAHHOIO
B COOTBETCTBUH C 3aKOHOJATEIBCTBOM IOCYyJapcTBa-d4iieHa HA MPOTSKEHUN
5 yler 1 Oosee, BbLAAETCS OECCPOUHOE PErHCTPAlOHHOE YIOCTOBEPEHUE
B ClTy4yae, eC/Id JIEKApCTBEHHLIHN [IpernapaT NpearnoJiaraeTcst K oOpalieHuio Ha
PBIHKE TOJIBKO 3TOr0 rocyiapcTBa-uieHa.

PerucrpanmonHoe  yIOCTOBEPEHUE  JIEKAPCTBEHHOTO  IIperapara,
3apETUCTPUPOBAHHOIO B COOTBETCTBMU C 3aKOHOJATENBCTBOM T'OCYAapCTB-
YJIEHOB, YKa3aHHBIX B 3ad4BIICHUM HA TIPUBEAEHHE B COOTBETCTBHUE
¢ TpeboBanusimu Coro3a, U 3apPETUCTPUPOBAHHOIO HA IPOTSHKEHHH 5 JIeT

U Ooslee Ha pblHKE pe(epeHTHOro IoCyJapcTBa, BHIAETCS  HA
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HEOTPaHUYEHHBIA CPOK B paMKax IPOLEYpPbl TPHUBEACHUS B COOTBETCTBUE
¢ TpeboBanusamu Corosa coriacHo pasnenry XII vacrosmx [pasui.»;

0) NOMOIHUTE ad3aleM CIIE/YIOIETO COMePIKAHMS:

«Ilpu arom B ciydasx, yKasaHHBIX B a03alax TPETbEM U YE€TBEPTOM
HACTOSIIIETO IIYHKTa, B paMKax IpoOLEeAyphl TPHBEACHHS B COOTBETCTBUE
¢ TpeboBanusamu Coro3a  YIOIHOMOYEHHBIM OpPraHoM  (3KCIEpTHOM
opraHusanuei) pe)epeHTHOro rocyapcrBa MOI'YT YCTAHABIMBATHLCS OJHO
WIH  HECKOJIbKO  JIOTIOJHUTENBHBIX TpeOOBaHMM B COOTBETICTBHH C
nynkrom 116  macrosmux IlpaBunm w B TakoM ciyuae BblJaeTcs
pErucTpallHOHHOE YJOCTOBEPEHHUE CO CPOKOM JACHCTBHS 5 JIET.».

3. ToanmyHkT «B» myHKTa 127 HOMOIHUTE MPEUTOKEHHEM CIIE/IYIOLIEro
cojepxanus: «B  cimydae eciiu  NpeACTaBISIETCS  3asBIICHHE — HA
MOJITBEPIK/ICHHE PETUCTPAIlAH JIEKAPCTBEHHOIO IIpernapaTa 10 JIOKYMeHTaM
PETUCTPAIMOHHOIO JOCHE, IIPUBEJEHHOTO B COOTBETCTBHE C TPeOOBAHUIMHU
Coroza m wmMeromero o0s3arTenbcTBa MOCTPETHCTPAIIMOHHOIO TIEPUOJIA,
npepycMoTpeHtHbie  pasgenoMm  VII wacrosumx  IlpaBun, mno 3ampocy
YIOJIHOMOYEHHOTO  OpraHa  (DKCIEepTHOH  OpraHu3alWM)  3asiBATENIEM
JOTOJIHUTENIBHO MOTYT IIPEICTAaBIATECS HE IIPEICTAaBICHHBIE paHee
B PErHCTPAallHOHHOM JIOChe JOKYMEHTBHI MoayJjed 1 um 3, a Ttaxxke
Monyneit 4 u 5 (pu HeOOXOJUMOCTH ;).

4. Ilynkt 152 nomonHUTE ab3ameM CIEAYIOIEero CoAEPIKAHMS:

«B meisix akryanusanui HHQOPMALUK O JISKAPCTBEHHOM TIperiapaTe 1o
pe3ynpraraM  3KcIepTusel  u3MeHeHud Il Tuma, BHOCHMEBIX B
pEeTUCTpaliMOHHOE  JOCBE  JIEKAPCTBEHHOrO  IIpemapara, MHpHBEAeHHOE
B cooTBeTcTBUE ¢ TpeboBanusMu Coro3a, HKCIEPTHOW OpraHu3amnueil
pedepeHTHOr0 rocyiapcTBa B 3aKIIOYHTEILHOM SKCIIEPTHOM OTYETE I10

OIEHKE JICKApCTBCHHOI'O IIpellapaTa MOI'YT YCTaHaBJIMBATLCS OJAHO WIIHA



HECKOJIBKO JIOIOJHHUTEILHBIX TpeOOBAaHUH B COOTBETCTBUH C IMYHKTOM 116
HacTosmux [IpaBui.».

5. ITynkT 169 U310XUTH B clienyroIei peaaKinm:

«169.B  nepuoy  JIeHCTBUS  PErHCTPALMOHHOTO  YJIOCTOBEPEHHS
JIEKapCTBEHHOT'O  IpenapaTa, BBLIJAHHOTO Ha HEOIPAHMYEHHBIH  CpPOK,
OCYIIECTBIISICTCS TIEPUOJIMYECKAs OIIEHKA COOTHOILEHHMSI «II0JIb3a — PUCK» HA
OCHOBaHMM (DapMaKOHaJ30pa, a TaKXKe ISl aKTyalM3aluyd HH(GOpMAluu O
JIEKapCTBEHHOM IIpenapaTe (C y4eToM 3aKIFOYeHHH M0 pe3yiibraTam OlEeHKH
M pEKOMEHIANKK YIIOIIHOMOYEHHOIO OpraHa (3KCIepTHOH OpraHu3aiun)
rocyJlapcTBa-ujieHa Wik DKCIEPTHOIO KOMUTETA).».

6. Ab3ar BTopoii mynkra 171:

a) IIOCJIE  CJIOBA  «3APETUCTPUPOBAHHOIO»  JOIOJIHMTH  CIOBaMHU
«B rocyJapcrBax-4ieHax (rocyapcTBe-ujieHe)y;

0) IONONHUTHL cllOBaMH «, B BuIe HokyMmeHra «K cBenenuto
OKCIEPTOB», MpeAycMOTpeHHOro myHKTOM 1.0 npunoxenus Ne 1 «k
HacTosMM lIpaBumamy.

7. 1ynkr 172 nocne absana nepBoro AONOTHUTEH ad3ameM CieIyromero
COePIKaHUSL:

«IlepeueHp W3MEHEHUH, KOTOpPHIE B COOTBETCTBUM C HACTOSIIUM
[IYHKTOM MOTYT BHOCHMTLCS 3asBHUTEJIEM OJHOBPEMEHHO C IIPUBEIEHUEM
B cooTBeTcTBUE C TpeboBanusmu Coroza, ykazaH B jonojHeHun VI k
npunoxenuro  Ne 19 x  macrosmum  [lpaBumam  u COJICPKHUT
Heknaccuuuupyemsle n3menenusi [B tumna. IIpw 3ToM yIoJHOMOYEHHBIH
opraH (SKcmepTHas OpraHus3alusi) pedepeHTHOro TrocyJapcTBa  BIpaBe
paccMaTpuBaTh ~ BHOCHMBIE — OJHOBPEMEHHO  M3MEHEHUSI B  CPOKH,
IPEeJIYyCMOTPEHHbIE JUIsl  TPOLEAYphl TPHUBEJEHUS B COOTBETCTBUE C

TpeboBanusiMu Coroza..
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8. Ilyuxkret 175 1 175" u3noxuts B cieyromeit peakiyu:

«175. Jlnst npuBeieHnss PETHCTPALMOHHOTO JIOChE JIEKAPCTBEHHOTO
nperapara B COOTBETCTBHE ¢ TpeboBaHusaMu (Coro3a M NPOJIOIDKEHHS
oOpaienus JIeKapCTBEHHOIO IIpenapaTa Ha TEPPHTOPHSIX TOCYAapCTB-
4JIEHOB, B KOTOPBIX OH 3aperHCTPUPOBAH, 3asSBUTEIL I10JAeT B
YIOJHOMOYEHHBIH  OpraH (DKCIEPTHYI0 OpraHU3aluio) pedepeHTHOro
rocyapcTBa, B KOTOPOM 3apEruCTPUPOBaH JIEKApCTBEHHBIN TIperapar:

3asBJIEHHE Ha OyMa)XHOM HOCHUTeNle WM B BHJE 3IIEKTPOHHOIO
HOKyMEHTa,  IIOJIUCAHHOTO  3JIEKTPOHHOW  HOJNMCBIO, 110  (opme
B COOTBETCTBHH ¢ Ipuitoxkenrem Ne 2 k Hacrosimum [Ipasuiam;

TMOKYMEHTBI, IOATBEPKAaroIe omiary cbopa (MOIUIHMHEI) 34
IPUBEJICHHE B COOTBETCTBME ¢ TpeboBaHusimu Coro3a B clydae U MOPSJIKE,
KOTOPBIC YCTAHOBJIEHBI B COOTBETCTBHU C 3aKOHOJATEIhCTBOM TOCY/ApPCTB
NPU3HAHMS, HA OYMaXXHOM HOCHTEJIC WIIN B BUJIE SIEKTPOHHOTO JOKYMEHTA;

Moy 1 — 3 perueTpalmoHHOro J10cke JIeKapCTBEHHOr o Ipernapara Ha
DIIEKTPOHHOM HOCHTENe M (WIM) B BHIAE OJEKTPOHHBIX JIOKYMEHTOB
B COOTBETCTBUH C NpuaoxeHusamMu Ne 1 — 5 k HacTosimum I IpaBuiam.

ITpu  sroM MOZyns 2  PErucTpaliMOHHOTO JIOCBE  JIOHYCKAaeTcs
IpEJICTaBIATh B BHAE OO30pHBIX YacTel ¢ HEOOXOMUMON aKkTyanu3alueil
M3MeHEeHMH (B (popMe IIPUIIOKEHHH) B COOTBETCTBYIONIUX pasjenax 2.3 — 2.5
MOZYJISL 2 PErUCTPALlMOHHOTO JOCKE.

Ilpy mamuyuy OTIMYMN PEruCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO
mpemapaTta, Ha ~ OCHOBaHMHM  KOTOPOIO  JIGKAPCTBEHHBIM  IIpenapar
3aPETUCTPUPOBAH B pPa3HBIX TIOCYAApCTBaX-wieHaX, B JIO3MPOBKAX,
IPOU3BO/ICTBEHHBIX IUIOINAJKAX 3asBUTENIb B MOIyJie 1 perucTpalnuoHHOro
JIOChE TIPENCTaBIISIET aKTyaJIM3UPOBAHHYIO HHPOPMAIUI0O 00 HMEIOIIUXCS

OTJIMUMSIX M UX 0O0OCHOBAHUAX B BHUJAC JOKYMEHTA «K CBCIACHHIO 3KCIIEPTOBY,



npegyeMorpeHHoro nysHktoM 1.0 mpuinoxkenust Ne 1k pacrosmmm
[IpaBuiiam.

B cinyvae Hamuums  pasHBIX  NMPOW3BOJCTBEHHBIX  IUIOLIAIOK
HEOOXOAMMO IPEJCTABIATE B YIOJIHOMOYCHHBIH Oprad (9KCIEPTHYIO
OpraHu3allMl0)  rocyJapcTBa-uiieHa  CPaBHHUTEIBHBIE  COIOCTABUMEIE
UCCIIeIOBAHUSI.

IIpy HamwYuy OTIIMYMH B IOKA3aHUSIX K IPUMEHEHUIO, JO3MPOBKAX 1
Iy TSAX BBEICHHs JICKAPCTBEHHOIO Ipenapara B pa3HbIX rocy1apcTBax-uienax
3asBUTE/b B paszjgenax 2.4 u 2.5 Moayns 2 perucTpardoHHOIO J0ChE
JIEKapCTBEHHOTO nperapara [pe/ICTaBIISIET aKTyalu31upPOBAHHYIO
nHGOopManuio 00 HMMEIUXCs  OTAHYMAX M HUX  0DOCHOBAHWUSX,
a B Moayysix 4 W (MiM) 5 PErucTpalUdOHHOIO JIOChe JIEKAPCTBEHHOIO
pernapara — 0T4EThl O IPOBEIEHUN COOTBETCTBYIOIINX MCCIIETOBAHMIA.

B coorBercTBuu ¢ TpeOOBaHUSAMH 3aKOHOJATENBCTBA T'OCYIApCTBA-
YJICHA TMpeJICTaBIeHHe JOKyMEHTOB, yKasaHHbIX B ab3amax BTOPOM —
YETBEPTOM HACTOSILIErO MyHKTA, MOKET OCYIIECTBIISATHLCS ¢ UCIOIL30BAHUEM
CHCTEMBI  DJIEKTPOHHOIO  JOKyMeHToobopora  0e3  IpeacTaBieHus
COOTBETCTBYIOIIMX JOKYMEHTOB W CBEJEHUNW HA OYMa)XXKHOM HOCUTENe,
IIOJINMCAHHBIX U (WK ) 3aBEPEHHBIX DJIEKTPOHHOM IMOIIIHCEHIO 3asiBUTEIISL.

Januple  NOKIIMHHUYECKMX W KIHHHYECKHX  HMCCIeNOBaHul,
[IPOBEJCHHBIX B COOTBETCTBHH C TpeOOBaHMUSIMH 3aKOHOIATEILCTBA
rOCYIapCTB-4ICHOB, NPEACTABIIAOTCI B MOAYISIX 4 M 5 PEerucTpardoHHOro
JOChe JIEKapCTBEHHOrO npenapara (6e3 00s13aTelIbHOTr0 PUBEIEHHs OTYETOB
O JIOKIIMHUYECKHX (HEKIMHUYECKUX) HCCICAOBAHMIX M KIMHHYECKUX
UCCIIEIOBAHUAX (MCIIBITAHMSX) JIEKAPCTBEHHOTO MpernapaTa B COOTBETCTBUE C
npaBuiaMu 0QOpMIIEHHs TaKUX OTUETOB, YCTAHOBIICHHBIMH aKTAMHU OPraHOB

Cotro3a) B BU/IE COOTBETCTBYIOIIHX OTYETOB.
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3asBUTENL BIpaBe OTO3BATH CBOE 3asBIEHHME B JIIOOOE BpeMs 0
OKOHYaHMs TPOLEIYPhl IPHUBEIACHUsS B COOTBETCTBHE C TPeOOBAHMIAMU
Coroza, THMCBPMEHHO YBEJOMUB 00 3TOM YIOIHOMOYEHHBIH Opram
rocyJ1apcTBa-ujieHa, B KOTOPOM paccMaTpuBaeTcs 3asiBIeHHE.

B ciyyae oT3bIBa 3asBileHMs YIIOJHOMOUEHHBIH OpraH rocyjapcrBa-
uJeHa, B KOTOPOM pacCMaTpuBacTCs 3asiBICHUE, IIPEKpAIlaeT pacCMOTPEHUE
3aBJICHHS 10  CYLIECTBY M BO3BpalllaeT  3asBUTENIO  OPHIUHAJIbI
IPEJCTABJICHHBIX BMECTE C 3asBJIEHUEM JOKYMEHTOB U (MJH) CBEIEHUIA.

VYTOJIHOMOYEHHBIN Opral (dKCIIEPTHAS OpraHu3aIyst) pedepeHTHOro
rocyaapcTBa IIPU I[POBEACHUM DBKCIEPTU3BI  PErMCTPAIMOHHOIO  JIOChE
JeKapCTBEHHOr0 — Ipernapara B paMKax  OPOUEAYPHl  IIPUBEICHUS
B cooTBeTcTBUE C TpeboBanusMu (Coro3a IpPH OTCYTCTBUM HEOOXOUMBIX
JaHHBIX B MOAyJsX 4 M 5 PErHCTPALlMOHHOTO JIOChE JIEKApPCTBEHHOTO
npernapata MO0 IIpH HaIM4YMKM HOBOM aKTyalbHOH HHGOOpMAIMH IO
Oe30macHOCTH MaHHOIO JIEKapCTBEHHOTO INperapara 1Mo WTOI'aM IPOBEIEHHUs
DKCIIEPTHU3bl  BIIPABE YCTAHABIMBATL JIONOJHHUTENBHEIE  0Os3aTEIhCTRA
JCpKATENIss  PErMCTPAallMOHHOIO  YJOCTOBEPEHHS,  IIPEJIYCMOTPEHHBIE
pazgenom VII macrosmux Ilpasun (BKIouas OrpaHUYeHHBIH (CPOYHLIN)
CPOK JEHCTBHUSA PETUCTPALMOHHOTO YIOCTOBEPEHHS).

175'. B ciyuae eciu JeKapCTBEHHEIH Ipenapar 3apErucTpUpOBaH
B OJIHOM T'OCyJapCcTBe-uIeHe U NpeAHa3HaueH it 0OpalieHus TOJLKO Ha ero
TEPPUTOPHHM, 3asBUTENIb BIIPaBE IPEICTaBUThL HA TOCYJAPCTBEHHOM SI3bIKE
(rocyapcTBEHHBIX SI3bIKAX) TOTO IOCYAapCTBa-ujleHa WM HAa HHOM SI3BIKE
(ecad 5TO NPEeAyCMOTPEHO 3aKOHOJATENbCTBOM TOCYIapcTBa-ujieHa) 0e3
IIepeBO/ia Ha PYCCKUH SI3BIK (B Cly4yae eCld PYCCKHM SI3bIK He SBIISETCS

TOCYJapCTBEHHEIM SI35IKOM 3TOr0 IOCyNapcTBa-wieHa) TOJBKO Moayau 1 — 3
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PErUCTPAMOHHOIO JIOChE JIEKAPCTBEHHOIO Mpenapara (B 2JIEKTPOHHOM BHIE
B COOTBETCTBHHU ¢ NPpUIOKeHHIMH Ne 1 — 5 k HacTosium [Ipasusam).

Mojyne 2 perMcTpalMOHHOIO JIOChE JIEKApPCTBEHHOTO IIperapaTa
IpeIcTaBIsIeTCs B BHJe 0030poB (pasmensl 2.3 — 2.5) ¢ axkTyanmsanueif
U3MCHCHHH B BHJE  IPUIOXKEHHS K  HCXOAHBIM  JIOKyMEHTaMm
PErucTpaliMOHHOTO 10CKE.

Ilpy HaMMYUK JOKYMEHTOB MOJYJIEeH 4 W 5 perucTparmoHHOIO J[0Che
JIEKapCTBEHHOr'O IIpenapara 3asBUTENb BIIpaBEe NMPEJCTABUTHL HX B COCTaBe
PErucTpPalMOHHOTO J0Che JIEKapCTBEHHOro Ipenapara 0e3 IpejcTaBiIeHus
pazmenoB 2.4 m 2.5 MOAyJs 2 PErucTpallioOHHOTO JOChE JIEKAPCTBEHHOTO
mpernapara. YTOJHOMOYEHHbBIH OpraH (dKCIEpTHAs OpraHu3al(ds) BIpaBe
HCTPeOOBaTh JOKYMEHTBl MOJyJed 4 u 5 perucTpalHOHHOrO J0Che Ha
OCHOBaHUH 3aIpOCca..

9. Ilynkr 177 nmocine ab3ana 11epBoro JOMOIHUTE a03aIeM CIIEIyIOIIero
COJICPIKAHUSI:

«ITociie mepsoro 3ampoca IOCHIEAYIONIME 3ampoChl  JIONYCKAOTCS
TOJIBKO B CiIy4ae BO3BHHUKHOBEHUS JIOIOJHUTENHHBIX BOIIPOCOB, KACAKOIIUXCS
CBCIICHWH, MNpPEJCTaBICHHLIX 3asBHUTEIIEM B OTBET Ha IPEIIECTBYIOIIMIA
sanipoc. OOmME Cpok OTBeTa HA 3almpOCBl HE JIOJDKEH IIPEBBIIIATH
180 paboumx nHeit.».

10. Abzan nepseiii nynkra 178 nocine ciosa «IIpaBumam» HOMOTHHUTD
CIIOBAMM «HA OCHOBAHMHM OKCIEPTU3Bl IPEJCTABICHHBIX 3asBUTEIEM
JDOKYMEHTOB  PErMCTPAllMOHHOIO  JIOChe  JIEKAPCTBEHHOTO  Ipenapara
B COOTBETCTBUM ¢ myHKTamu 175 u 175" nacrosmmux IIpasuim.

11. Ab3an BTOpo# IMyHKTa 180 M3IOKHUTE B CIEAYIONIEH PeIaKIIH:

«lIpp npusenenuu B cooTBeTcTBHE ¢ TpeboBanmsmu Coroza IS

JICKApCTBECHHOI'O IIpeliapaTra, 3aperucTpHpOBaHHOI'O B COOTBETCTBUH C



3aKOHOJIATE/ILCTBOM TOCyJapcTBa-ujieHa Ha TNPOTHKEHHH 5 yier u Oolee,
BbIIaeTCs OECCPOUHOe PErucTPalMoOHHOE Y/IOCTOBEpPEHHE B Cilyuyae, ecilH
JIEKapCTBEHHBIN IIperapar IpeanoaraeTesl K oOpaileHHio Ha PhIHKE TOJIBKO
ATOr0  rocyaapcTBa-dieHa. Ilo  wmrToram  mpoueaypsl  IpuBejEHUS
B coorBeTcTBHE ¢ TpebopanuaMu Coroza perucTparoHHOE YI0CTOBEPEHHE
JIEKapCTBEHHOI'0  IIpelapara, 3aperMcTPUPOBAHHOIO B COOTBETCTBUHU
C 3aKOHOZATEJIbCTBOM TI'OCYJAapCTB-WIEHOB, YKa3aHHBIX B  3asBJICHUU
O  mOpuBedeHHWHM B cooTBeTcTBHE ¢ TpeboBanmsmu  Corosa,
M 3aperuCTPUPOBAHHOIO HA IMPOTHKEHUM 5 JIeT U 0Oollee Ha pHIHKE
pe)epeHTHOro rocynapeTBa, BbIAETCS Ha HEOIPAHHYCHHBIN CPOK B pamMKax
IPOLENYPEl IPUBEJIEHHSA B COOTBETCTBUE ¢ TpeboaHusMu Coro3a COrjiacHo
pasgenty XIII macrosimx IIpasui. B ciyuae ecnu ¢ MOMEHTa perucrpaiyu
JIEKapCTBEHHOIO IIpenapara B pe(pepeHTHOM TOCYNapCTBE IPOILIO MeHee
5 JIeT, YIOJHOMOYEHHBIH oOpran pedepeHTHOro IoCyJapcerBa MO WTOraM
IpoLEeyphl NPHUBEAEHUS B COOTBETCTBHE C TpeboBaHusmMu (Coro3a BBLIAET
3asBUTEIII0 PErMCTPAIMOHHOE YIOCTOBEPEHUE CO CPOKOM JEHCTBHA 5 JieT,
perucrpanuio (mepeperucTparuio) JeKapeTBEHHOrO IpernapaTa HeoOXo uMo
Oyser MOJTBepAUTH IO OKOHYAHMM CPOKa JEWCTBHS PErMCTPaI[MOHHOIO
yJocToBepeHus.. B 5ToM cilydae ynmONHOMOYEHHBIC OpraHbl T'OCYIApCTB-
YWICHOB, B KOTOpLIE IIOJAHO 3asBIEHUE O IIPUBEJCHUU B COOTBETCTBUE C
TpeboBanusgmu  Corosza,  BBIIAIOT  3aMBUTENI0  PETHMCTPALHOHHOE
YyIOOCTOBEPEHUE CO CPOKOM JIEHCTBUS, YCTAHOBIIEHHBIM pedepeHTHBIM
TOCYIapCTBOM.».

12. Nonosauts myaktoM 180" cieyromiero coaepkanus:

«180'. C menpio rapmoHmzanuu TpeGOBAHMH, NPEABIBISEMBIX K
JOKyMEHTaM  PEruCTPallMOHHOrO  JO0ChE JIGKAPCTBEHHOTO  IIperiapara,

3apETUCTPUPOBAHHOIO B pPasHBIX rocyAapcTBax-wieHax (MpU HaIU4UN
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OTJIMYUHA B CBEACHUAX PErMCTPAIIMOHHOTO JIOCHE JIEKapCTBEHHOTO Mperapara,
3apETUCTPUPOBAHHOIO B COOTBETCTBUM € 3aKOHOJATENILCTBOM T'OCYHapCTB-
4JICHOB), B paMKax IPOBEJEHUS IPOIEeNyphl IIPUBEJICHUSI B COOTBETCTBHE C
TpeboBanusmu Coro3a J0MYyCKaeTCsi BHECEHHUE CYIIECTBEHHBIX W3MEHEHU B
PETHUCTPALHOHHOE JIOChE JIEKAPCTBEHHOIO Ipernapara B pedepeHTHoM
rocyaapcTBe B COOTBETCTBHM C JOIOJHEHUEeM V K Npuiokenuio Ne 19 k
HacrosiiuM  IlpaBumam B cilydae, eclii B PErvcTPAlHOHHOM  JIOChE
JIEKapCTBEHHOI0 IIpernapara, 3aperdcTPUpPOBAHHOTO B  COOTBETCTBHU C
3aKOHOJATENECTBOM I'OCY IapCTB-UJIEHOB, COJIEPIKATCS JIOKYMECHTEI U JJAHHBIE,
B KOTOpble HEOOXOJMMO BHECTH M3MEHeHus. B 3TomM  ciyyae
YIOJIHOMOYEHHBIE OPIaHBl (DKCIIEPTHBIE OPraHU3aIUN) TOCYAAapPCTB-UIEHOB,
B KOTOPBIX [aHHBIM IlIpenapar 3aperiCTpUpOBaH M B KOTOPHIE IIOJAHO
3asgBI€HHE O IIPUBEICHUM B COOTBETCTBUE C TpeboBanmsmu Corosa,
OPUHHUMAIOT — pelleHHe O  IPUBEAEHHUH  PErUCTPAIMOHHOTO  JIOCKE
JEKapCTBEHHOIO IIpenapara B COOTBeTCTBHE ¢ TpeboBaHusMu Coroza Ha
OCHOBaHMH OIIEHKH HOKYMEHTOB, YKa3aHHBIX B IIYHKTEe 69 HACTOSIIUX
IIpaBui, B coorBercrBun ¢ nyHkToM 180 mHacrosimux IlpaBui. B Taxom
Clly4ae 3asBHTENb IPEJACTABISET B YIOJIHOMOYEHHBIM opraH (dKCIEepTHYIO
OpraHuM3alnlo) peQepeHTHOr0 TIoCyJapcTBa PErducTPAIllOHHOE  JIOChE
JIEKApCTBEHHOIr0 Impenapara # uHGOpMaIuio 00 HMEONUXCS OTIHYUIX
pPErucTpalioOHHOTO J0CBE JIEKapCTBEHHOTO penapara,
3apETUCTPUPOBAHHOIO B COOTBETCTBMHM C 3aKOHOAATEIHCTBOM TI'OCYJAPCTB-
YJIEHOB, M UX 00OCHOBAHUAX B BUJE JOKyMeHTa «K CBEIEHHIO DKCIIEPTOBY,
npegycMmorpennoro nyHkrom 1.0 mpunoxenus Ne 1 K HacTOsAmMM

[IpaBunam.».
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13.B nynkre 181:

a)cmoBa  «go  Berymuenus  CornamieHus B CMILy MM
no 31 pmexabpst 2020 r.» 3aMEHHTH CIIOBAMH «B COOTBETCTBHU
C 3aKOHOJaTEIbCTBOM IOCYIAPCTB-YWIEHOB,»;

0) JOIOIHUTE CJI0BaMU «B pe)epeHTHOM IOCYAapCTBEY.

14. B npunoxennn Ne 1 x ykazauubim [IpaBunam:

a) pasjien I mocne ab3ana nepBoro MOMOJHUATE ab3alamMu CIeIyIOLIero
COJIEPIKAHUSI:

«B  pamxax mponedypbl pPUBEIEHHS PEIMCTPALMOHHOIO JIOCHEe
JIEKapCTBEHHOI'0 IIperapara, 3aperuCTPUPOBAHHOTO 110  HAI[MOHAJILHOM
IIPOILEAYPE B rocyAapcTBax — ujieHax ERpasuiickoro sKOHOMHUYECKOTO COr03a
(Hanee COOTBETCTBEHHO — rocyjnapcrBa-uienbl, Coro3), B COOTBETCTBHE C
IIpaBunaMu pervcTpalMu W OKCIEPTU3HI JIEKApCTBEHHOrO Iperapara Jjis
MEIMIIMHCKOIO  IIPUMEHEHUs, yTBepxKIeHHbIMH  Pemenuem  Comera
EBpasuiickoii skoHOMHUYeCcKOH Komuccuu ot 3 HosiOpst 2016 . Ne 78 (nanee —
NpUBE/ICHHE B COOTBETCTBHE ¢ TpeboBaHusiMH (Cor03a), YIOIHOMOYCHHBIE
Oprasbl (3KCIIEPTHBIE OPraHU3aIMK) TOCYJapCTB-YIEHOB MCXOS U3 aHAIM3a
pPUCKOB BIpaBe JOMOJHUTEIBHO HCTpeOOBaTh y 3aSBHUTENS JOKYMEHTEL
ykasannele B nojgpasiene 1.1 macrosmmx TpebGopanuil, 1is nposemenus
IIPOLIEYPBI PEFUCTPALIMM C IIOMETKOUN «ITPU HEOOXO0IUMOCTIY.

B cimywae  eciM  yIOIHOMOUGHHBIM  OpraHoM  (3KCIIEpTHOMH
OpraHu3aluei) rocygapcrBa-uieHa JIOKYMEHT, yKasaHHbId B Mogayne |
PErUCTPAIMOHHOIO JOChE JIEKAPCTBEHHOIO Iperapara, BBIJAETCS TOJILKO B
JJICKTPOHHOM BH/IE, 3asBUTENIb YKa3blBa€T B COOTBETCTBYIOIIEM pasfelie
PErHCTPAlMOHHOIO  JIOChe  JIEKAPCTBEHHOIO  Mpemapara  pPeKBU3UTHI

SJICKTPOHHOI'O NOKYMEHTA, HGO6XO,Z[HMBI€ AT IIPOBEPKU €I'0 IMOIJIMHHOCTH
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Ha OQUUUAIBHOM caiiTe BBIOABIICIO JAHHBIM JOKYMEHT Oprada B
MH(POPMALMOHHO-TEIeKOMMYHHKAIHOHHOU ceTh «MHTepHeT» »;

0) ab3ar BTOpo#i mynkra 1.0 JHOTIOMHUTE IPEIOKEHHEM CJIEJTYIOIIETO
comeprkanust: «B pamkax Bepcum (nocnegosarensHoct) 0000 251eKTpOHHOTO
PEruCcTPanMoOHHOro JI0Che IPYU MHULUUPOBAHUN TIPOLEAYPHI PUBEAEHUS B
COOTBETCTBHE ¢ TpeboBaHusIMU Coro3a 3asBUTENh B ToKyMeHTe «K cBenenuio
OKCIEPTOB» IIPEJACTAB/ISAET TIapaHTHUHHOE 00s3aTelIbcTBO (B IMHCHMEHHOM
BHJIE), YTO JOKYMEHTBI M JIaHHBIE, COJAEPXKAIIMEecs B IPEACTABIEHHOM
OOHOBIICHHOM PErMCTPAIMOHHOM JIOChE JICKAPCTBEHHOTO IIpenapara B
(popmare OOIIEr0 TEXHUYECKOIO JOKYMEHTa, COOTBETCTBYIOT IO CBOEMY
COMEPIKAHUIO JAHHBIM PErHCTPAMOHHOIO JIOChE 3aPEerHCTPUPOBAHHOTO
JICKApCTBEHHOrO Ipenapara M He colepar W3MeHEHUH, BIHSIOLMX Ha
OezomacHOCTh, 9((EKTUBHOCTE W KAYECTBO WIIM COOTHOIIEHUE «II0Jb3a —
PHUCK» JIEKAPCTBEHHOTO TIperapara.y;

B) B myHkre [.2.2 cloBa «rocygapctBa — wWieHa EBpasuiickoro
SKOHOMMYECKOr0 COK03a (Jjajiee — rocy/lapcrBa-4ieHbl)» 3aMEHUTh CIIOBAMH
«rocyJ1apcTBa-ujeHay,

r) B nyHkre 1.2.3:

B ab3alle NEPBOM clloBa «3aBepeHHas B YCTAHOBJIEHHOM IIOPSIIKE
KOIIMSD» 3aMEHUTH cJIOBOM «Kormusy;

B ab3alie BTOPOM CJIOBa «(3aBEPeHHBIN B YCTAHOBJIEHHOM IOPSIKE)»
MCKJIFOUHTE;

n) B myHkre 1.2.4:

CJIOBA «3aBEPEHHAs B YCTAHOBIEHHOM IOPSIIKE)» UCKIIOYHUTE;

JOTIOJTHUTE TIPEUIOKEHHEM CJISYIOIero cojepxkanus: «B pamkax
NpONEeNypEl IpHBEHEHWs B cooTBeTcTBHE ¢ TpeboBanusavu Corosa

[MPEACTABIIEHME HE 00s3aTeIILHO. ».,
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e) ab3al nepBblid myHKTa 1.3.3 U3IOKUTE B CIleyIOMIeN pelakiiu;

«1.3.3. PesysbTaTel MOIB30BATEILCKOIO TECTHpOBaHUS Maxkera MMII
(B cilydasx, yCTaHOBIIGHHBIX mpmioxkeHueM Ne 12 Kk TpeOoBaHMSIM K
MHCTPYKIIMU 110 METUIIMHCKOMY IIPMMEHEHHUIO JIEKAPCTBEHHOTO Ipenapara u
obmiel XapakTepHCTHKE JICKApCTBEHHOI'O Ipernapara Uil MEAUIHHCKOTO
IpuMeHeHus,  yrBepkzaeHuoiM  Pemennem  Cosera  Espaswmiickoii
HKOHOMUYECKOH KOMHCCHH OT 3 HOs10pst 2016 1. No 88).»;

K)B nyHkTe 1.5.2 cnoBa  «(KOIHSL IMCbMA C  TIOJINUCKHEO
YIIOTHOMOYEHHOI'O  JIMLla II0 KadecTBY C IIEPEeBOJIOM, 3aBepeHHas
HOTapHaIbHO WJIM SJIEKTPOHHON HU(PPOBOH MOAMHUCHIO JepKaress] MacTep-
Qaiina akTUBHOH (apManeBTHYeCKOH CyOCTAHIMK)» 3aMEHHTH CIIOBAMH
«(mepeBoJ| IMEChMa Jiep>Karellst MacTep-(haiina akTHBHON (hapManeBTHIeCKOM
CyOCTaHIMU C HOJANMCHIO OTBETCTBEHHOTO JIMIA, 3aBEPEHHbIN JepiKaTeneM
PETUCTPAIMOHHOTO YI0CTOBEPEHH S UIIU 3aBEPEHHBIH HOTAPHAIIBHO)»;

3) myHKTHI 1.6.1 — 1.6.3 H3II0XKUTE B ClIC/yIOIIEN peJaKIiu;

«l1.6.1. Ceienst o jare  BoImaun  (MPUHSATHUSL  pELICHUS
YIOTHOMOYEHHBIM ~ OpPraHoM) M PErMCTpalliOHHOM  HOMEpe B
COOTBETCTBYIOILICM pEeCTpe rocyaapcTBa-ujieHa WM KOMHUS JIEeHCTBYIOIETO
JOKYMEHTA, [IO/ITBEPIKAAIOIIETO COOTBETCTBHUE IIPOU3BOAUTEIIS
(IpPOU3BOJICTBEHHON IUIOMIAAKH, OCYIIECTBISIONIEN IPOU3BOJCTBO TOTOBOMH
JIEKAPCTBEHHOW (DOPMBI M BBHIITYCKAIOIMIAN KOHTPOJIL KAYeCTBA) 3asBICHHOIO
Ha PpEerucTpamyio JeKapcTBeHHOro npenapatra IlpaBuiam Hamexaiei
IPOU3BOJICTBEHHON IpPakTHMKUM EBpa3suMiickoro 5SKOHOMHYECKOTO COHO3a,
yrBepxaeHneiM Pemenunem CoBeta EBpazuiickoil 9KOHOMHYECKOH KOMUCCHT
oT 3 nostOpst 2016 r. Ne 77, m BBIIAHHOTO YHONHOMOYEHHBIM OpPraHOM

rocyjapcTBa-ujaena (ecid 3T0 IPUMEHUMO B COOTBETCTBHH C IYHKTOM 29
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IIpaBun pervcrpaumu M OKCHEPTH3Bl JIEKAPCTBEHHBIX IIpErmapaToB s
MEJULIMHCKOrO IIPUMEHEHUSI).

Konun JeiCTBYIOIUX TOKYMEHTOB, MOJTBEPK/IAOIIMX COOTBETCTBHE
IIPOU3BOJACTBEHHON IIJIOIAAKNA IIPOU3BOAUTENST TPeOOBAHUAM HaJIekKalleh
IPOU3BOJACTBEHHON  npaktuku  (mamee — GMP) w©  BegaHHbIX
YHOJHOMOYEHHBIMA ~ OpraHaMH  CTpaHbl, B  KOTOPOH  pacIojoxKeHa
N POU3BOJICTBEHHAS TN IENNE (MpOM3BOICTBEHHBIC IUTOIIAJTIKH,
OCYIIECTRIISIONIAE  IIPOM3BOACTBO T'OTOBOM JEKapCTBEHHOW (GOpMBI M
BBIITYCKAIOIIM KOHTPOJIbL KauecTBa), M (WJIM) HHBIM YIOJHOMOYEHHLIM
OpraHoM, ajapec B  HH(MOPMAIMOHHO-TEJIEKOMMYHHKAIIMOHHON  CETH
«MuTepHeT» caliTa peecTpa BbIIAHHBIX  YIOJTHOMOYEHHBIM OPraHoM
ceprudpukaroB coorserctBusi GMP (mampumep, EudraGMP) (ecnm 310
MPUMEHUMO B COOTBETCTBHM ¢ IyHKTOM 29 IlpaBun peructpamuu wu
OKCIEPTU3LI JIEKAPCTBEHHBIX CPEJICTB IS MEJIULUHCKOTO TIPUMEHEHS ).

1.6.2. Konus JEUCTBYIOIIETO pas3perieHust (TUTIEH3HH ) Ha
MMPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB (C MPUJIOKEHUSIMH), BBIJAHHOIO
YIIOJIHOMOYEHHBIM ~ OPraHOM  CTpaHbl, B  KOTOPOW  PAaCIIONIOKEHa
IIPOU3BOACTBEHHAS naonanka (MpOU3BOACTBEHHBIE TUIOLLE/KH ),
OCYLICCTBJISIOIIAs  TIPOM3BOJACTBO T'OTOBOM JIeKapcTBEHHOW (opMbl U
BBIITYCKAOIIMH KOHTPOJIb Ka4eCcTBAa JIEKAPCTBEHHOTO TIperapara.

JI71s1 TPOM3BOJICTBEHHBIX IIOWAI0K, PACTIONOKEHHBIX Ha TEPPUTOPHSIX
rocyJIapCTB-4JIEHOB, BMECTO JOKyMEHTa, YKa3aHHOTO B al3ale NnepBoM
HACTOSINEro IyHKTa, 3asBUTEIIb BIPABE NPEICTaBUTh B COOTBETCTBYIOLIEM
pazfenie  pEerucTpalMoOHHOIO  JIOChE  JIEKAPCTBEHHOIO  Iperapara
coJiepaKalIlMecss B COOTBETCTBYIOIIEM peecTpe rocy/1apcTBa-ujeHa CBEeIeHUs

0 Jarc€ BblJd49HM M PErucTPaliiOHHOM HOMEPE JTHICH3HUH (paBPGIHCHI/IH) Ha
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IIPOU3BOJICTBO  JIEKAPCTBEHHBIX CPEJCTB, BBIJAHHOW  YIOJHOMOYEHHLIM
OpraHoM rocyapcTBa-uieHa.

1.6.3. Konuss oTdera 00 MHCHIEKIWH MPOWU3BOJICTBEHHON ILIOLIAIKH
(ITpOX3BOJICTBEHHBIX IJIONA/I0K, OCYIIECTBIISIFOIIUX [POU3BOJICTBO IOTOBOIA
JIEKapCTBEHHOM  (OpMBI M BBITYCKAIOUMI KOHTPOJIb KavecTBa) Ha
coorserctBe GMP, IpoBejeHHOH YIOJIHOMOUYEHHBIM OpPIraHOM CTpaHbI-
IPOM3BOJMTENS HMJIM  YIOJHOMOYEHHBIM OpraHoOM TocyHapcTBa-ujieHa
B TEYECHHE IIOCHECAHUX 3 JeT, a TakkKe TUIAH U OTYET O IIPOBEJEHUH
KOppeKTUpyromMx 1 npeaynpexpaomux  peicrsuit  (CAPA)  mocne
MHCIEKIMK (IIpH HAJIWYKMK), a B CIy4asX, MpelyCMOTPEHHBIX IyHKTOM 30
IIpaBun  perucrpanmm M SKCHEPTU3Bl  JIGKAPCTBEHHBIX  CPEJICTB  JIJIST
MEJMIUHCKOTO NIPUMEHEHHUS, — CChIIKA Ha CalT yIIOJIHOMOYEHHOTO OpraHa B
MH()OPMAaLMOHHO-TEIEKOMMYHHUKAIIMOHHOM cetu «MHTepHeTy, coepKaiiuii
cBefieHus u3  HMH(pOpManMoHHOW 0azel  GMP-mHcmekimit  (Hampumep,
EudraGMP). Ilpu npencraBieHu# NOKYMEHTOB, YKa3aHHBIX B myHKTe 1.6.1
nacrosmux TpeOoBaHM, a TakXke B paMKax IIPOIEIypbl INPUBEIEHUS B
coorBercTBUe c TpeboBanusiMu (Coro3a TpejCcTaBlieHHE CBeJeHHH He
SIBJISIETCS 00S3aTENHHBIM.

1) MyHKTH 1.6.4 1 1.6.5 npu3HATh yTPATUBIIUMU CHITY,

K) IYHKT 1.6.6 IOIOJIHUTE IPE/UIOKEHUEM CIISTYIOIET0 COAEPIKAHUS:
«IIpy npencraBieHUMd TOKYMEHTOB, YKa3aHHBIX B NyHKTe 1.6.1 HacTosmmx
TpeboBanuii, a Takke B paMKax MpOIEeyphl IPUBEIEHHS B COOTBETCTBUE C
tpeboBanusmu  Coroza  mpejcTaBiIeHHEe  CBEICHHH  He  sBlsgeTcs
00s13aTENTLHBIM. »;

JT) MyHKT 1.6.8 MONOIHUTE HPEIIOKEHUEM CIIEJIYIOINEero COMepKaHus:
«llpu mpencraBiieHUM JOKYMEHTOB, yKa3aHHBIX B IyHKTe 1.6.1 HacTOsImx

TpeboBanmii, a Taxke B paMKax INPOIEAypbl PUBEJEHUS B COOTBETCTBUE C
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tpeboBanusiMu  Coro3a  mpejcTaBieHHe  CBEJEHUIl  He  SIBJISETCS
00s13aTe/ILHBIM. »;

M) myHKT 1.6.10 mpu3HaTh yTPATUBIIUM CHILY;

H) myHKTE! 1.7.1 1 1.7.2 U3M0XNTH B ClAeLyIOmEl peakium:

«1.7.1. UapopManyis 0 crenuanucre, IOATOTOBUBIIEM DE3FOME IO
KauecTBy (IIpH HAIUYUK). B paMkax mporeaypsl IpuBeIeHUs B COOTBETCTBIE
¢ TpeboBanusmu  Coroza TpejiCTaBieHHE CBEINEHUN HE  SBJISETCS
00s13aTeILHbIM.

1.7.2. Undopmartuss 0  cHenuanmucre, I[1OAIOTOBHUBIIEM pe3rome
JOKIMHUYIECKUX MCCIIeNoBanuii (mpu Hamuumu). B pamkax mpomemyps
NpUBEIEeHUsT B COOTBeTCTBHE ¢ TpeboBanusiMu (Coro3a mpejcraBieHue
CBEJCHUM HE SIBJISIETCS 00sI3aTeNIbHBIM. )

0) absarl mepBLId MyHKTa 1.7.3 N3I0XKUTE B CIIEAYIONIEH peqakiiny:

«1.7.3. Uadopmans 0 CHenuanucre, I[OJTOTOBUBIIEM pE3FOME
KIIMHUYECKUX HCclefioBanuii (npw Hamuuuu). B paMkax npomnemypsl
IPUBEICHUS B COOTBETCTBHE ¢ TpeboBaHMsIMH (Coro3a TIpejicTaBiIeHue
CBEJCHUI He SIBIISIETCS] 00SI3aTEIbHBIM. )

1) myHKT 1.8.1 IOIONHUTE NPEATOKEHUEM CIIEYIOMIETO COJIEPIKAHI:
«B pamkax mpouesypsl IpUBEAEHHSI B COOTBETCTBHE ¢ TpeboBanusivu Coroza
IPE/ICTaBIIEHHEe CBEACHMI HE SIBIISIETCS. 00s13aTeNbHBIM. »;

p) nyHKT 1.8.2.1 U3MOXKUTE B ClIeAYIOMEN pelaKIUu:

«1.8.2.1. Paspelienne yrnoJHOMOYEHHOTO OpraHa Ha IIPOBEICHHE
KJIIMHAYECKOI'0 HCCIIEJIOBAHUsl B TIOCYJapCTBaX-ujeHaxX, B TOM 4YHUCIE Ha
BHECEHHME IONPAaBOK (NP  HAIMYMH) B  [POTOKON  KIMHUYECKOTO
ucciiesioBaius. B paMkax mporenypbl NPHBEJEHHST B COOTBETCTBHE C
TpeboBanmsamu  Coroza  TIpelcraBiieHMe — CBENEHUH ~ He  sIBJIseTcs

00s13aTeTbHBIM. »;



16

¢) B nyHkre 1.8.2.2:

a03all IepBBId U3JI0KUTH B CIIEIYIOMIEN PEIAKLMK:

«1.8.2.2. IlepeyeHb TPOBENEHHBIX MHCHEKIUA HA COOTBETCTBUE
IlpaBumam  Hajgyexameld — KIMHUYECKOM — NpakTHKu  EBpasuiickoro
OKOHOMMYECKOI0 CO103a, yrBepxKaeHHbIM Perenuem CoBera EBpaswmiickoii
SKOHOMHUYECKOH KoMHuccuu oT 3 Hosopsa 2016 r. Ne 79, no 3asBiieHHOMY Ha
PEruCTpalyio JIeKapCTBEHHOMY IIperapaTry ¢ yKa3aHHeM YIIOJIHOMOYEHHBIX
OpPraHoB, IPOBOJUBIIMX WHCHEKIMM, JaT IPOBEHEHHS, pPe3yIhTaTOB
(He3aBHCUMO OT HallM4usi JIOKYMEHTOB, YyKa3aHHBIX B myHkre 1.8.2.1
Hacrosmux Tpebosanuit). Ilpn HEOOXOJUMOCTH YHOITHOMOUEHHBIE OpPraHbl
(3KCcTepTHBIE OpraHu3aLnn) roCy1apCTB-WICHOB CaMOCTOSITEJIBHO
3alpalldBalOT Yy COOTBETCTBYIOIIMX PETYJISTOPHBEIX OPraHOB pPe3yJbLTaThl
IIPOBEJICHMS YKa3aHHBIX MHCIEKIMA. B paMkax mpouenypbl NpUBEIEHHS B
coorBercTBHe ¢ TpeboBaHusMu (oro3a IpeACTaBICHHE CBENEHHH He
SIBIISIETCSI 00S13aTETbHBIM. ),

a03all TpeTHi U3IOKUTH B CIIEIYIOIIEeH pelaKivu:

«B ciydae eciii KJIMHUYECKOE MCCIIEI0BAHUE TIOJHOCTBIO TIPOBEIEHO B
HCCIIEIOBATENIECKUX LEHTpax TPEeTbHUX CTPaH, B IepedeHb HeoOXOIMMO
BKJIIOUUTH PEe3yJIbTATHI GCP-uHcnIeKmii, TIPOBEICHHBIX B
MCCIIENOBATENIbCKUX I[EHTPaX, BKJIKOUYUBIIMX B MCCIEHOBAHMS JIAHHOIO
JEKapCTBEHHOI0 Ipenapara MaKCHMalbHOE YHCIIO IalfMeHTOB. B sroT
nepeyeHb BHOCATCS TaKXKe yKa3aHWsl 00 HWHCIEKIHSX, IIPOBEACHHBLIX II0
OPYTUM KIHHHYECKUM MCCJIC/IOBAHUSAM B TAKOM HCCIIEIOBATEIIBCKOM I[EHTPE
(B TOM wuMclae B OTHOIIEHMM JAPYroro JIEKapCTBEHHOI'O IIperapara,
BJIQ/ICNIbIIAMH PETUCTPAIMOHHOIO YIOCTOBEPEHHUSI HA KOTOPHIM 3asdBHUTE/IL W
(Mu) 3adBIEHHBIA JepiKarellb PEruCTPAIMOHHOTO YIAOCTOBEPEHMS He

ABIIAOTCSA). B 2TOM cIydae yIOJHOMOYEHHBIE OpraHbl (9KCIEPTHBIE
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OpraHu3aliy) rocy1apcTB-UIeHOB CAMOCTOSTENILHO 3allpaIlliBAIOT OTYETHI O
TAKUX MHCIIEKIHMAX Y COOTBETCTBYIOIUX YIIOJHOMOYEHHBIX OPraHOB TPETHUX
crpaH (IpM OTCYTCTBMM JOKYMEHTOB, yKa3aHHbIX B myHkre 1.8.2.1
nHactosux TpeboBanuil (eciu MPUMEHHMO)).»;

T) myHKTe! 1.8.2.3 u 1.8.2.4 npu3HaTh yTpaTUBIINMHU CHITY;

y) myHKThI 1.8.2.5 1 1.8.2.6 U3110HUTE B Clie/IyOel pelakiyu:

«1.8.2.5. Pe3toMe Juid 3asBlIeHUS HAa PErHCTPAIMIO JIEKAPCTBEHHOIO
mpermapaTa ¢ XOpOIIO M3YYEHHBIM MEJUIMHCKUM IpUMeHeHnueM. B pamkax
IpPOLENYpbl IpUBEJEHUsT B COOTBeTcTBUE ¢ Tpeboanusmu Corosza
IIpEeCTaBIEHNE CBEIEHUN HE SIBIJIsIeTCSl 00513aTeTbHBIM.

1.8.2.6. Pe3rome Juist 3asiBIIeHUS] HA PETUCTPAIUIO BOCIPOU3BEIEHHEBIX,
TUOpUIHBIX ~ MIM  OMOAHANOTWYHBIX  (OHOMOJOOHBIX)  JIEKAPCTBEHHBIX
npenaparoB (ecau IpUMEHMMO). B pamkax mnponeaypesl NpUBENEHHS B
coorBeTcTBHE ¢ TpeboBaHusMu (Coro3a mpeJCcTaBleHHe CBeJeHUN He
SABJISIETCS] 00SI3aTENIbHBIM. ),

¢) mynkrs! 1.8.2.8 — 1.8.3 U3IOKUTH B CIIEAYIONIEH peqaKIVH:

«1.8.2.8. Pestome nuisl 3asiBIE€HUSI HA PETUCTPAIMIO B UCKITFOUHTEIBLHBIX
ciydasx (ecid IHpuUMeHHMMO). B pamkax mporeaypbl NpHBEACHUS B
cooTBeTcTBUE C TpeboBaHusiMu (Coro3a TNpeACTaBiIeHHE CBEACHUM He
SIBJISIETCS] 00SI3aTEIIBHEIM.,

1.8.2.9. Pestome 11 3asiBIEHHUS HA PETHCTPAIMIO C YCTAHOBJIEHHEM
TOCTPETUCTPALMOHHEIX MEp WM pPe3loMe JUIA 3asBIICHUS Ha YCIOBHYIO
perucTpanuio (eciam IpuMEeHMMO). B pamkax mporuenypbl NpUBEIEHHs B
coorBeTcTBHE C TpeboBanusMu (Coroza mpejCTaBlIeHHe CBEIeHUH He
SIBJISIETCS 00S13aTeIHHBIM.

1.8.3. Tabmuma ¢ mnepeyHeM KIMHUYECKUX HCCIEIOBaHWHi (ecim

IpUMeHUMO). B  pamkax mnpoueaypel TIpUBEJEHHST B COOTBETCTBUE C
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TpeboBanmsivu  Coro3a  [pejcTaBicHHE  CBEAEHMH  He  sBISIeTCS
00s3aTENTBHBIM. »;

X) IyHKT 1.8.4 IpU3HATh yTPATUBIIMM CHILY;

I1) ZOIOJIHMTE 1oApaszaeioM 11.1 cienyromero coaepKanus:

«11.1. TpeboBanusi K cOCTaBY PerHCTPAIIOHHOTO JI0ChE,
[IPEACTABIISIEMOI0 B paMKax MpOoIeayphl ITPHBEICHHUS
B COOTBETCTBUE C TpeboBaHusMu Coro3a

B pamkax mpouenypsl IpUBEICHHs] B COOTBETCTBUE C TPeOOBAHHMSAMM
Coroza 3asBUTENs B cOCTaBe MOAYJisE | PErvcTpamMoOHHOTO — JIOChE
IpeACTaBIIsIeT JOKYMEHTRI, yKa3aHHble B paszjenax u nynkrax 1.0, 1.1, 1.2.1,
L22; 1.3; 1.3.1; 132, 153, 154, 157, 1.6.1, 1.2, 1.67, 1.69, 1.6.11,
1.10, 1.10.1 u 1.10.2 mactosmmux TpeboBanmii.

ITpy  HeoOXOAMMOCTH  TaKXKe  MNPEACTABISIOTCS  JOKYMEHTHI,
nepevuciieHuble B nynkrax 1.3.4, 1.5.5, 1.5.6, 1.8.2.6, 1.9.1, 1.10.3 u 1.10.4
Hactosmux TpedoBaHuUi.

Mopyiib 2 perncTpanMOHHOTO JOChE HPEICTABISETCS B BHIE 0030PHbIX
yacTed ¢ akTyajausandedl wusMeHeHMH (B GopmMe TPHIIOKCHHUS) WM
IIpEeACTABIISIETCS 110 HHULUATHUBE 3asiBUTEIIS B TIOJIHOM 00BeMeE.

B pamkax npoBeneHust mpolenypsl IpHBEAEHHUS B COOTBETCTBHUE C
TpeboBanusiMu  Coro3a B COCTaBE MOIYJSI 3 PETrUCTPALMOHHOIO JOChEe
IpeJICTaBIeHHe JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3.2.S.2.3 — 3.2.5.2.6,
3.2.5.4.3, 3.2.84.5, 3.2.8.7.2, 3.2P.2.2.3, 32.P23 — 3.2.P.2.6, 3.2.P4.3,
3.2.P46, 32.A, 32.A2, 32.A3, 32.A33 n 3.2.A3.7 nHacrosmmx
TpeboBanuii, He  sBmseTcss  o0sBaTeNbHBIM (32  HCKIIOYEHHUEM
PETUCTPALIMOHHOIO JIOChEe OMOJIOTMYECKMX JIEKAPCTBEHHBIX IIPEraparoB).
B ciyyae ux HenpecraBieHus B paMKax yKa3aHHOW MPOLEAYPhl JOKYMEHTEI
HEOOXOAMMO NPEACTABUTL B PaMKax IOJTBEPKACHUSI PETHCTPAIIAH WK [IPU

BHECCHUM M3MCHEHUU B PETHUCTPAITMOHHOE JOCLE.
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Jlaugble  NOKIMHHYECKMX M KJIWHWYECKHX  HCCIIe0BaHHUMN,
BBLITIOJTHEHHBIX B COOTBETCTBUM € TpeOOBaHHSIMH 3aKOHOJATENbCTBA
rOCYIapCTB-YICHOB, PEJICTABISIOTCS B MOAYNAX 4 M 5 perucTpardoHHOro
JIOChE JIEKApCTBEHHOI'O IIperapara B BHJIE OTYETOB 0e3 00s3aTelbHOM
Ipouenypsl IMpUBENEHUS B COOTBETCTBHE C TpedoBanusamu Corosa U
IpujgaralOTcs K = oT4eTaM O  JOKIMHHYECKUX  (HEKJIMHHYECKHX)
MCCIICIOBAHMAX M KIMHMYECKMX  HCCIICJOBAHMSIX  (MCIBITAHHSX)
JIEKapCTBEHHOIO Tpernapara.

TpeboBanus K JOKyMEHTaM PErHCTPAIIMOHHOTO 0CHE ISl OTHEIbHBIX
TPYNIl [PernapaToB, IPUBEJEHHBIM B MOAYISX 4 W 5, NPeaycMOTPEHbI
paznenamu 11 — IV Hacrosimux Tpebopanuid.

B pamkax npouenypsl IPUBEJEHUS B COOTBETCTBHE C TpeOOBAHUSAMM
Coroza ymonHOMOYEHHBIH OpraH (9KCIEpTHAsi OpraHU3allus) rocyapceTBa-
ujieHa BIIpaBe UCTPeOOBATh UMEIOIUECS Y 3asBUTEISI CBEICHHS 110 3ampocy
B XOJ€ MPOBEIEHUS DKCIEPTU3Bl PETUCTPAIMOHHOTO JOChE JICKAPCTBEHHOT'O
npemnaparta (Mpu HeOOXOTUMOCTH ). ».

15. B npunoxennn Ne 4 x ykazanueim | [papumam:

a) B mosuuuy 1.2.3 cioBa «(3aBepeHHast B YCTAHOBICHHOM IOPSIKE)»
1 «(3aBEpEHHBIN B yCTAHOBJICHHOM TTOPSIIKE )» HCKIFOUYMTE;

0) MO3UIHIO 1.2.4  [ONONHHUTE  HpeIOKEHUEM  CIEIYIOLIEro
cojepxanus: «B paMKkax mporeyphl IPUBEIEHUSI PETUCTPAIIMOHHOIO J0ChHE
JIEKapCTBEHHOIO  Ipenapara, 3aperMCTPUPOBAHHOrO TI0  HALUKMOHAILHON
nporeaype B TOCYyJapcTBax — wieHax EBpa3uiickoro SKOHOMHYECKOTO
coro3a, B coorBercTBUEe ¢ IlpaBunamMu perucTpaldd W IKCIEPTH3EH
JIEKapCTBEHHOI'O npemnapara Uil MEIULMHCKOIO IPUMEHEHUSI,
yrBepxkaeHHbiMu - Pemennem  Coera  EBpasmiickoit  sxoHOMHYECKOMR

KoMuccHu 0T 3 Hos10pst 2016 1. No 78 (nmanmee — puBeieHHE B COOTBETCTBUE C
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tpeboBanusmu  Coro3a), IpejicCTaBIeHWe  CBEACHHI  He  SBISETCS
00513aTeNBHBIM. »;
B) 103ULIMIO 1.3.3 M3JI0KHUTE B CIENYIOIIEN peIaKiiu:

«1.3.3. pe3ynbTarbl I0JB30BATENLCKOTO TECTHPOBaHus Makera WMII
(B ciy4asx, yCTaHOBIIEHHBIX npuiokeHreM Ne 12 k TpeGoBaHHAM K
HHCTPYKIMKM 110 MEJUIHMHCKOMY IIPUMEHEHHMIO JIEKapCTBEHHOI'O
nperapara ¥ o0LIel XapaKTepPUCTHKE JIEKApCTBEHHOTO IMIperapara
JUIE  MEJIMIMHCKOrO IPUMEHEHHUs, YTBEPXKJICHHBIM Pernenuem

Cosera EBpasuiickodl 5>KOHOMHYECKOH KOMHMCCHH OT 3 HOsOpS
2016 1. No 88)»;

r)B  mosunmuu  1.5.2 croBa (Komms THMCHEMAa € [OJIHUCHIO
YIOJIHOMOYEHHOIO  JiIMa 110 KauyecTBY C IEepeBOJIOM, 3aBepeHHas
HOTapHAIBHO MJIHM DJICKTPOHHON ITM(POBOH IOAIUCHIO JiepKaTells Macrep-
(aiina akTHBHOW (apmaleBTHUECKOH CyOCTaHIMU)» 3aMEHHTH CIIOBAMH
«(1mepeBoJ| MUChbMa JiepXKaTens MacTep-Qaiiiia akTUBHOM (hapMaLeBTHIECKOM
cyOCTaHIIMM ¢ TOANMCHIO OTBETCTBEHHOTO JIMIIA, 3aBEPEHHEIN JepikaTeneM
PErUCTPAIMOHHOIO YIOCTOBEPEHUS MIIM 3aBEPEHHBIN HOTAPUAIIBLHO)Y,

A) nozuuuu 1.6.1 — 1.6.3 U3110KUTE B CIICAYIONIER peaaKI[uu:

«1.6.1. ceemeHMs O Jare IPEJCTABICHHS M PETUCTPAIIOHHOM HOMEpPE
B COOTBETCTBYIOIIIEM peecTpe rocyjaapcrBa — uneHa EBpaszuiickoro
5KOHOMHYECKOI'0 COI03a WM KOIHWs JNEeWCTBYIOLIEro JMOKYMEHTa,
[IOATBEPIKIAIOIIET0 COOTBETCTBHUE [IPOU3BOIUTEIIS
(IIPOM3BOJICTBEHHOM IIIOINANKH, OCYIIECTBIISIONIEH TTPOU3BOJCTBO
FOTOBOM JICKAPCTBEHHOM (OPMBI U BBIIYCKAIOIINH KOHTPOIIb
KauyecTBa)  3asBICHHOTO HA  PErdCTPAIMI0  JICKApPCTBEHHOI'O
npenapara tpeboBanusM [IpaBun Hamiexamed npous3BoACTBEHHON
NpakTHKK EBPasuiiCKOr0 AKOHOMUYECKOTO COH03a, YTBEPIKIAECHHBIX
Pemennem CoBera EBpasuifckoii 5KOHOMHUECKOM KOMHCCHH
or 3 Hos0pa 2016 r. Ne 77 (manee — IlpaBmma wamnexamiei
IIPOU3BOICTBEHHOM PAKTUKH Coroza), 5 BBIJIAHHOTO
YIOJTHOMOYCHHBIM OpraHOM TOCyJapcTBa — wieHa EBpasuiickoro
OKOHOMHYECKOI'0 cOr03a (€CIu 3TO IMPHMEHHUMO B COOTBETCTBUU
¢ mynkrom 29 IlpaBun perucrpany ¥ 5KCHEPTU3bI JIEKAPCTBEHHBIX
CPEACTB U1 MEIMUMHCKOrO TPUMEHEHMSs), a Takke KOIUH
JEHCTBYIOIIMX  JOKYMEHTOB, TOJTBEPNKIAIOIIAX COOTBETCTBUE



L62.

1.6.3.

ol

IPOU3BOACTBEHHOM  IJIONAAKK  IPOU3BOAUTENS  TpeboBaHUsIM
Ha/UIeKAICH — IPOM3BOJICTBEHHOM  MPaKTHKH W BBIJAHHBIX
YIOJIHOMOYCHHBIMA ~ OpraHaMM  CTpaHbl  (CTpaH), B  KOTOPOI
pacrojio’keHa IPOM3BOJICTBEHHAs IUIOMAIKa (TIPOM3BOACTBEHHBIE
IJIOLLAJIKH ), OCYIIECTBIISAIOIIAS IPOU3BOJICTBO rOTOBOM
JIEKAPCTBEHHONM (OPMBI M BBHIMYCKAION[MHA KOHTPOJIb KauecTBa,
¥ (MJIM) UHBIM YHOJHOMOYEHHBIM OpraHOM, W ajipec caiita peecrpa
BbIJJAHHBIX YIOITHOMOYEHHBIM OpraHom cepTuduKaTon
COOTBETCTBHA  TpeOOBaHMSAM  HaJyIekKalield  IPOU3BOJCTBEHHON
npaktuku  (Hanpumep,  EudraGMP) B umudopmaimonHo-
TEJIEKOMMYHHUKAIIMOHHON  cetn  «MHTepHer» (mpm  Hammumm)
(ecmM 5TO NPHMMEHHMMO B COOTBETCTBHH ¢ myHKTOM 29 IlpaBun
pPEeTHCTpAIli W OKCIEPTU3bl  JIEKAPCTBEHHBIX  CPENCTB IS
MEIUILIMHCKOTO TTPUMEHCHHS)

KOTIMH JICWCTBYIOIIEr0 paspelicHus (JUIEH3MH) Ha IPOU3BOJICTBO
JIEKAPCTBEHHBIX  CPeACTB (¢ MPUIIOKEHHSIMU),  BBIJAHHOI'O
YIOJIHOMOYEHHBIM OpPIraHOM CTpaHBI, B KOTOPOW pacrojioikKeHa
MPOM3BOJICTBEHHAS IIOWA/KA (TPOU3BOACTBEHHBIC TUIOIIAIKH),
OCYIIECTBIIAIONIAs [TPOM3BOJACTBO T'OTOBOM JIEKAPCTBEHHOH (HOpPMEI
M BBIIYCKAIOIIMK KOHTPONb KadecTBa. J[si TpOM3BOICTBEHHBIX
TUIOIIAaI0K, PACIIONIOXKEHHBIX Ha TEPPUTOPUSIX IOCYAAPCTB — YJIEHOB
EBpasuiickoro  5KOHOMHYECKOTO COI0338, BMECTO  YKA3aHHBIX
JIOKYMEHTOB MOTYT OBITh TpPEJCTAaBICHBl CBEACHHS O Jare
MPeJICTABICHHsT M PErMCTPAllMOHHOM  HOMEpe  JIHIEH3UU
(paspellieHusi) Ha  TIPOM3BOACTBO  JICKAPCTBEHHBIX  CPEJCTB,
BEIIAHHOH  YIIOJJHOMOYEHHBIM OpraHoM TOCyJIapcTBa — 4JjleHa
EBpasuiicKOro 5KOHOMHMYECKOTO COI03a B COOTBETCTBYIOILEM
peectpe

KOIKs OTYeTa (KOIMHM OTYETOB) 00 WHCIEKIHUH IIPOU3BOICTBEHHOI
IUIOAAKH  (TIPOM3BOJACTBEHHBIX IUIOMIAM0K, OCYLIECTBIISIOIINX
IIPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOM (DOPMBI M BBIIYCKATOIIMH
KOHTpPOJIb ~ KadecTBa) Ha coorBerctBue GMP, mnposenennoi
YIOITHOMOYEHHBIM OPIraHOM CTPaHbI-MIPOU3BOJUTEIISI MM  HHBIM
YIOJIHOMOYEHHBIM OPIaHOM B TE€UEHHE TOCIEIHMX 3 JIET, a TAKKE
TUIaH 15} oTYeT 0 IIPOBEACHUU KOPPEKTUPYIOLTUX
%} IIPELyIPERKAAROIIUX TEedCTBUN (CAPA) nocuie
MHCICKIUH (IPH HAJIMYKH), @ TAKXKE B CIydasX, IPeayCMOTPEHHbIX
myHkToM 30 IlpaBun permcrpanuu M 5KCIEPTHU3BI JICKAPCTBEHHBIX
CpeicTB  JUIT  MEOHWIMHCKOrO  NpUMEHEeHMs, ajipec  caiira
YIIOJIHOMOYCHHOTO oprasa B MH(OPMAIHOHHO-
TEJICKOMMYHHMKAIIMOHHOA ~ cetu  «MHTepHeT»,  copepikaliero
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cBefleHUss M3 uHpopmanmoHHo#t  Oasel  GMP-mucnekumii
(Hanpumep, EudraGMP). TIlpu mnpejicraBieHHH  JTOKYMEHTOB
B COOTBETCTBUHM € IMyHKTOM 1.6.1 Hacrosiuiux Tpeboranwmii, a Takxke
B paMKax IPOIENyphbl IPUBEJCHUSI B COOTBETCTBHE ¢ TPeOOBAHUIMHU
Coro3a npezcTaBieHne CBEJICHUN He SBISIETCS 005S3aTebHBIMY,;

¢) nosunuu 1.6.4 1 1.6.5 npusHATL yTPATUBIIUMU CHIIY;

K) nosunuoo  1.6.6  IONONHUTL — NPEJJIONKEHUEM  CIIENYIOIIEIO
cojgepxkanus:  «lIpy mpencraBieHun  JJOKYMEHTOB B COOTBETCTBUH
¢ myHkroMm 1.6.1 macroamux TpeboBanuii W B pamMKax POLEAYPHI
NpUBEJEHUS B COOTBETCTBHME ¢ TpeOoBaHusMu (Coro3a MpejicTaBieHue
CBEJICHUH He SBJISIETCS 00sI3aTEIIbHBIM.»;

3) TMO3UITHIIO 1.6.8  [IOHNOJHUTH  NPEIOKEHHUEM  CIIEYIOLIEro
comepxkanust: «llpu npencraBineHMHM  TOKYMEHTOB B COOTBETCTBUHU
¢ mynkrom 1.6.1 wnacrosmmx TpeOoBanmii M B pamkKax TpPONETYPHI
IpUBEACHU B CcoOoTBeTCcTBUE ¢ TpeboBanusiMu (Coro3a TpejacTaBieHue
CBELIEHUH He sIBJIsIeTCSs] 00s13aTEITHHBIM. Y

1) nosuiuio 1.6.10 npusHaTh yTpaTusiiei cuiy;

K) nosunuu 1.7.1 — 1.7.3 u310KUTh B ClieIyIomel peiakiuu:

«1.7.1. urdpopmanus o crenuagrcTe, MOArOTOBHBIIEM pe3roMe 10 KauecTBY

(mpu HAJIUYUH). B paMKax IPOLIETYPHI TIPUBEICHUS
B COOTBETCTBHE ¢ TpeboBauusiMu Coro3a INpejcTaBIeHNe CBEACHUMI
He SIBISIETCS 00s13aTeILHBIM

1.7.2. wndopmaimus o CIICLIHAJINCTE, MOATOTOBHUBILIEM  pe3toMe
JTOKIIMHUYECKHUX  MCCleoBaHui (mpu  Hammumu). B pamkax
IpoLEeaypsl IPUBEACHUS B COOTBETCTBHE ¢ Tpebomanusmu Corosa
IIpeCTaBJICHUE CBEICHUI He SIBJIseTCs 0053aTeIbHBIM

1.7.3. undpopmaius 0 CITCIIHAJINCTE, MOATOTOBUBIIIEM pe3rome
KIMHAYECKUX UCCIIeJI0BaHuH (IpH Hanuuun). B pamkax mpoienyps
IpUBEJIEHUss B COOTBETCTBHE ¢  TpedoBanusimu  Corosa
IIpeJ/ICTABJIEHUE CBEICHUI HEe SBJIACTCS 00s3aTEeIIbHBIMY;

1) no3unuto 1.8.1 U3N0XUTE B CHEIYIONICH PEeIaKIUu:

«1.8.1. mmcemo Jepxaresst PETUCTPALMOHHOTO YAOCTOBEPEHUS,
coJiepaKaree CBEJICHUS O  JOIOJHHUTEIBHOM  TOPrOBOM
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HaMMEHOBAHUH JIEKaPCTBEHHOIO Ipenaparta (ecau TPHUMEHHMO).
B pamkax mporenypsl IpUBEACHUS B COOTBETCTBUE C TPeOOBaHUSIMU
Coroza nipe/icTaBIeHUE CBEJICHUI HE SIBISICTCS 00sI3aTEILHLIMY;

M) mozunuu 1.8.2.1 1 1.8.2.2 u3n0XuTh B CIEAYIONIEH pelaKIuu:

«1.8.2.1.

L8 22,

paspemienyde  YIOJIHOMOYEHHOrO  opraHa Ha  IPOBeJIEHUE
KJIMHUYECKOIO0  HMCCIICJIOBaHMsI B TOCyJapcTBax —  ujeHax
EBpa3uiicKoro sKOHOMHUYECKOTO COI03a, B TOM YKCIIC HA BHECEHHUE
U3MEHEHMIH B PErMCTpalliOHHOE  Joche (MpU  HATHYHHK).
B pamkax nponeaypel INpHUBEACHHS B  COOTBETCTBHE C
tpeboBanusiMu  Coro3a TIpefCTaBieHUE CBEACHWNA HE SBISIETCS
00s13aTeIbHBIM

nmepevyeHb MPOBENCHHLIX MHCIEKIMM Ha cooTBercTBUe [IpaBuiam
HaJIesKanei KJIMHHUYECKOI MPaKTHKH EBpasuiickoro
DKOHOMMYECKOI0 COr03a (B paMKax INpOUEAyphl TNMPHUBEIEHUS B
cooTBeTcTBUE ¢ TpeboBanusMu (Coro3a INpejcTaBieHre CBEACHUN
He SIBJISIETCS 00s3aTeIbLHBIM)Y;

H) nosuuuu 1.8.2.3 u 1.8.2.4 npusnare yrpaTuBIINMHU CHITY;

0) mozuiuu 1.8.2.5 1 1.8.2.6 U3I0XKHUTE B CIEAYIOIEN peTaKI[iu:

zl. 825

1.8.2.6.

pestoMe ISl 3asBJIEHHS HA PErUCTPAIMIO  JIEKAPCTBEHHOIO
npenapara ¢ XOpOIIO W3YYEHHBIM METUIIMHCKAM [pUMEHEHHEM
(B pamMKax [poLEeAyphl TpPHUBEACHUS B  COOTBETCTBHE C
TpeboBanusiMu (Coro3a TpejcTaBlicHUEe CBEICHHM He sBIISETCS
00s13aTeTHHBIM)

pe3roMe I 3asgBJIICHHS Ha PETHCTPAIMIO BOCIPOH3BEECHHBIX,
THOPUTHEBIX WK OMOAHATIOrMIHBIX (bronomoOHBIX)
JEKapCTBEHHBIX IIPENaparoB (eciud MpUMeHuMo). B  pamkax
IIPOLCLyPhl IIPUBE/IEHUs] B COOTBETCTBHE ¢ Tpeboanusmu Corosa
[IPEJCTaBICHUE CBEJICHUH HE SBIISIETCS 0053aTCIbHBIMY;

1) nozunuu 1.8.2.8 — 1.8.3 M3T0XKHUTE B CIIEAYIOIIEH pelaKIin;

«1.8.2.8.

1.8.2.9,

pesroMe I 3asdBIIEHUS HA PErHCTPAUI0 B HCKIIOYHTEIbHBIX
cloydasx (ecid NPUMEHMMO) (B pamKax TPOIEAypPHl IPUBEIEHHS
B cooTBeTCTBHE ¢ TpeboBaHusiMu Coro3a MpecTaBIeHUE CBe/IeHUH
HE sIBJISIETCs 00sI3aTelIbHbIM)

pesioMe JUIsl 3asdBIEHMS Ha PErucTpalyio ¢ yCTAaHOBIEHHEM
NOCTPErMCTPAllMOHHEIX Mep WIM pe3toMe JUlsl 3asBIIeHHs Ha
YCIOBHYIO  perucrpanuio (ecim mnpumMeHuMo) (B pamkax
IPOLEAYpPLl IPUBEJIEHUs B COOTBETCTBUE ¢ TpeboBanusmu Corosza
NpeJCcTaB/ieHUe CBEIEHUI He SBIIsIeTCs 0053aTeIbHBIM )
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1.8.3. Tabnuma ¢ mepedyHeM KIMHUYECKMX HCCIeAoBaHuil  (ecnu
IPUMEHNMO) (B paMKax IPOLEe/yPhl IPUBEACHHS B COOTBETCTBUE C
tpeboBanmsivu  Coro3a IpejcTaBieHue CBEJIEHHH He sBIsIeTCS
00513aTeIIHLHBIM )»;

p) nozunuio 1.8.4 npusHaTH YTpaTHBINCH CHILY;

c) mosunuu 3.2.8.2.3 — 3.2.S.2.6 ONOJHHUTH TEKCTOM CJIEYIOLIEro
colep:KaHus: «(B paMKax MpOleAyphl IIPUBEJCHHS B COOTBETCTBHE C
TpeboBanusaMu Coro3a MpecTaBlIeHIe CBEICHUI He SIBIISIETCs 00s3aTeIIbHBIM
(3a MCKIOYeHeM OMOJIOTHUECKUX JIEKApPCTBEHHBIX Tpernmaparos)). B pamkax
IPOIEYPhl IPUBEIEHUS B COOTBETCTBHE ¢ TpeboBanmsMu Coro3a yKazaHHbIE
CBEJICHUS IPEACTABJIAIOTCS IO  3allpocy  YIOJHOMOYEHHOI'O —opraHa
(OKCIIepTHOM  OpraHm3allMM) —TrocyjgapctBa —  wieHa — EBpasumiickoro
HKOHOMMYECKOI'O COK3a B X0/ IPOBE/ICHUSI SKCTIEPTHEIX padboTy;

T) nO3uNHKIO 3.2.S.4.3 U3JI0XKUTH B CIEIYIONIEH pelaKiuu:

«3.2.5.4.3. Bamupanus aHaIATHYECKUX METOAMK (B pamKax MpOLELyphI
IpUBEJECHU B  COOTBeTCTBUE ¢ TpeboBanusmu Corosa
IpeJICTaBjIeHie  CBEIEHHH He  sBIseTCS  00S3aTeNbHBIM
(3a WCKJTIOYEHUEM OMOJIOTUYECKUX JIEKapCTBEHHBIX
IIPErapaTosB))y»;

y) Ho3uLuo 3.2.5.7.2 U3N0XKUTh B CIEIYIOIIEH pelaKIIuu:

«3.2.5.7.2. Tlporpamma IIOCTPErUCTPALMOHHBIX HCCIIEJOBAHUI
CTaOMIBHOCTH M 0053aTelIbCTBA OTHOCHTENLHO CTAOMIBHOCTH
(B paMKax IpoOLEAYpHl TpPHUBEACHHS B COOTBETCTBHE C
TpeboBanusimu Coroza TpejcTaBIeHHEe CBEICHHUN He sABIISeTCS
00s13aTeIbHBIM (3a HCKITFOYEHHEM OMOJIOTMYECKUX
JIEKAPCTBEHHBIX IIpenapaToB))™**y;

¢) nozunmio 3.2.P.2.2.3 U3T0KUTE B ClIEAYIOMIEN pelaKIiH:

«3.2.P.2.2.3. OU3NKO-XUMHUYECKHE 51 OHMOJIOTHUECKHE CBOMCTBA
(B pamMKax IpoUeAypbl TPUBEIEHHS B  COOTBETCTBHUE
c TpeboBanmusivu  Coro3a IpelcTaBieHHe CBENESHUH He
ABJISIETCS 00s3aTeNIbHBIM (32 HMCKJIIOYeHHEM OMOJIOTMYECKUX
JIEKAPCTBEHHBIX MPENapaToB))y;
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x) mosunuu 3.2.P.2.3 —3.2.P.2.6 U3N0KUTH B CIEAYIOWIEH pelaKIhH:

a2 P23,

3.2P.24.

3.2.P.2.5,

3l B,

Pazpaborka HpoOM3BOACTBEHHOTO Tipolecca. Jlomyckaercss He
IPEJCTaB/IsATh B CIy4yae, eClIM BO BCeX I'OCyJIapCTBax — djleHax
EBpasuiickoro 3KOHOMHUYECKOT0 COI03a, YKA3aHHbBIX B 3asBIICHUU
Ha IIpUBEACHHE B COOTBeTCTBHE ¢ TpeboBanusmu Corosa,
3apEeruCTPpUPOBaH  JIGKAPCTBEHHBIM  Iperapar,  KOTOPLIH
IPOU3BOJMIICA HAa OJHUX M TeX K€ IIPOU3BOJICTBEHHBIX
IIOIAKaX (32 MCKIIIOYEHWEM OMOJIOTHYECKUX JIEKAPCTBEHHBIX
[penaparon)

Cucrema ynakoBku (yKynopku). Jlonyckaercs He IpencTaBlsiTh
B Cllydae, eclli BO BCEX rocyjlapcTBax — uieHax EBpasuiickoro
SKOHOMHYECKOTO  CO03da, YKa3aHHBIX B  3asBICHUM Ha
IpuBeIeHNe B COOTBETCTBUE g TpeOOBAHUSIMH
Coroza, wHcCHonb3yeTcss OAMHAKOBAasT CHCTeMa  YIIAKOBKH
(YKynopkHu) (3a HCKIIOYEHHEM OMOJIOTHUECKUX JIEKAPCTBEHHBIX
TIpernapaTon)

Muxkpobuosioruyeckye XapakTepuCTUKH (B paMKax IPOIenyphl
IpUBEICHUST B  COOTBeTCTBHe ¢ TpeboBanusMu Coroza
IIPEJICTAaBIICHUE  CBEJEHUN He  sBIsieTcs  00s3aTebHbIM
(3a UCKIIIOYEHHEM OHnonornyecKkux JIeKapCTBEHHBIX
IIpEernaparoB))

CoBMecTuMOCTE (B paMKax [pOIEAYypbl IIPHBEACHWUS B
cooTBeTCTBME ¢  TpebopaHusiMu  Coro3a  mpeJicTaBIeHHe

CBeIeHUM HE SIBIISIETCSI 00s3aTeTbHBIM
(3a UCKJIIOUEHHEM OMOIOTHYeCcKuX JIEKAPCTBEHHBIX
[IPEIApaToB))»;

) nosuuun 3.2.P.4.3 u 3.2.P.4.6 monmomHuTh cioBamMu «(B paMKax

IIPOLEAYPbI

NnpuBEeHusA B COOTBETCTBHC C Tpe6OBaHHHMH Coroza

IMpeacTaBJICHUC CBG,}IGHHFI HE SsBJIsIeTCsl 00s13aTelIbHBIM (321 HCKIIIOYEHHEM

OMOIOTMUECKUX JICKAPCTBEHHLIX IIPEmapaToB))»;

4) no3uIMIO 3.2.A.2 U3NOKUTE B CISAYIOLIEH pelaKkIim:

«3.2.A.2.

Ornenka Oe30macHOCTH JIEKapCTBEHHBIX [IpEernapaTon
OTHOCHTEJIBHO HAaJMYMs TIOCTOPOHHHX areHToB (B paMKax
IPOUEAYPBl IIPUBEJEHUST B COOTBETCTBHE C TpeOOBaHUIMHU
Coro3a mpescTaBieHUe CBEICHUH He SBIISETCS 00s3aTeIbHbIM
(3a UCKJTIOUCHHUEM OMOJIOTHYECKUX JIEKapCTBEHHBIX
[IpEerapaToB))»;
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ur) nosuuuu 3.2.A.3.3 m 3.2.A.3.7 pononHuTh ciioBaMH «(B pamkax
IpOLEIypbl IpUBeJIeHUs B coorBercTBUe ¢ TpeboBanusamu Corosa
[peJICTaBJIEHUE CBEIEHUN He sBIsAeTCs 00s3aTelbHBIM (32 HMCKIIOUYEHUEM
OMOIOTrHYECKUX JIEKAPCTBEHHBIX IIPEIIAPaTOB))».

16. B nononnennn 1 x npunoxxkenuio Ne 10 k ykazanubsiM IlpaBuiam:

a) B Tabnure 1:

no3uuy 3.2.5.2.3 — 3.2.5.2.6 U3J10XKUTh B CIENYIOMIEH pe/laKIiiu:

«3.2.5.2.3  KOHTpOJIb HCXOJHBIX MATEPHAITIOR
3.2.5.2.4 KoHTpoJIb KPUTUYECKUX CTaIUI U IPOMEKYTOUHOU POAYKIUK
3.2.5.2.5 Bamupanus 0pou3BOACTBEHHOTO Ipoliecca U (UJIK) ero oleHKa
3.2.5.2.6 Pa3paboTka IpOM3BOACTBEHHOTO MPOIIECCa,

no3ULHIo 3.2.5.7.2 U3N0XKUTE B CIEAYIOIIEH peaKI[iu:

«3.2.8.7.2  Tlporpamma [IOCTPErUCTPALIMOHHBIX MCCIIeI0OBAHMH
CTaOUIBHOCTH U 00513aTEILCTBA OTHOCUTENBHO CTA0OMUILHOCTH Y,

0) B Tabmue 2:
no3uuuu 3.2.5.2.3 — 3.2.5.2.5 U3N0KUTE B CIEAYIONIEH peaaKIiu:

«3.2.5.2.3  KOHTpOJIb UCXOAHBIX MAaTEPUATOB
3.2.8.2.4 KoHTpojb KPUTHYECKUX CTAMH U MPOMEIKYTOYHOMN IPOAYKIHH
3.2.5.2.5 Banmuanus Ipou3BOJICTBEHHOTO MIpoliecca ¥ (WiIM) ero OLEeHKay,

B nosunuu 3.2.5.2.6 cioBa «mpoliecca TMPOU3BOJCTBA» 3aMEHUTH
CJIOBaMU «IIPOU3BOJICTBEHHOTO IIpOLeccay;
TIO3ULIHIO 3.2.5.7.2 U3JI0KUTh B CIEAYIOIIeH pelaKIiu:

«3.2.8.7.2 llporpamma MTOCTPETUCTPALIMOHHBIX HACCIIeTOBAHNA
CTaOMIILHOCTH M 00513aTEIbCTBA OTHOCUTEIBHO CTAOMITLHOCTIY.

17.B pasnene 1 npunoxenust Ne 27 k ykazanueiM llpaBuiam ciosa




