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Cratbsaa 1

Brectu B ®epnepanbHbiii 3aKoH OoT 12 amnpens 2010 roga Ne 61-®3 "O6
oOpaieHum 1eKapCTBeHHBIX cpeAacTB" (CoOpaHue 3aKOHOOATEIbCTBA
Poccutickou ®epgeparmu, 2010, Ne 16, cT. 1815; Ne 31, cT. 4161; Ne 42,
cT. 5293; Ne 49, cT. 6409; 2011, Ne 50, cT. 7351; 2012, Ne 26, cT. 3446;
2013, Ne 27, cT. 3477; Ne 48, cT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT.
5797; Ne 52, ct. 7540; 2015, Ne 27, cT. 3951; Ne 29, cT. 4367, 4388; Ne
51, ct. 7245; 2016, Ne 23, cT. 3287; Ne 27, cT. 4194, 4238; 2017, Ne 31,
cT. 4791, 4827; 2018, Ne 1, cT. 9; Ne 24, cT. 3407; Ne 49, cT. 7521;
2019, Ne 23, ct1. 2917; Ne 30, ct1. 4142; Ne 31, ct. 4456; Ne 52, ct. 7780,
7793, 7796, 7799; 2020, Ne 13, cT. 1856; Ne 14, cT. 2028, 2035; Ne 29,
cT. 4516; Ne 50, cT. 8074; Ne 52, cT. 8590; 2021, Ne 24, cT. 4188; Ne 27,
cT. 5145; 2022, Ne 1, cT. 32; Ne 11, cT. 1596; Ne 13, cT. 1953; Ne 29, crT.
5278; Ne 43, ct. 7268; Ne 50, cT. 8796; Ne 52, cT. 9349; 2023, Ne 18, cr.
3248; Ne 31, ct. 5767; Ne 32, cT. 6160, 6198, 6206; Ne 43, cT. 7602)
cinepgyiome u3MeHeHusa: 1) 4yacte 1 ctatbu 1 mocnie cioB
"ToCyZapCTBEHHOU perucrpanuen” qOmOJIHUTE CJI0BaMU "B
COOTBETCTBUM C HacToAwuM DPenepanbHEIM 3aKOHOM (Harnee -
roCcygapCTBEHHAas PETUCTpalys) UIU perucTpalueid B COOTBETCTBUHU C
MeXOyHapOOHBIMHM OOTOBOPaAMU U aKTaMH, COCTABJIAIOIINMU IIPaBo



EBpa3uiickoro sSKOHOMHUYECKOT0 COI03a (ganee - perucrtpanus)"; 2)
4acTb 4 cTaThu 3 U3JIOXKHUTH B ClIeaylollen pegakuuu: "4. Eciu
MeXOyHapOOHBIM OoroBopoMm Poccuiickou ®Pemepanuu,
MeXIOYHapOOHBIMU OOTOBOpPaMHU U aKTaMM, COCTaBIISIOIIMMU IIPaBO
EBpa3uiiCKoro sKOHOMHUYECKOT0 COI03a (fasee - aKThl, COCTaBIAIOIINAE
npaBo Coro3a), yCTaHOBIEHBI UHBIE IIPaBUJjia, Y€M T€, KOTOPHIE
penyCcMOTpeHbl HacToAluM PeneparbHBIM 3aKOHOM, IPUMEHSAITCS
IpaBula MeXXOYHaApPOOHOTO OOTr0OBOPa, IIpaBuUila, CogepzKallliecs B
aKTax, cocTaBngromux npaso Corw3a."; 3) B ctaThe 4: a) OyHKT 61
IIOCJIe CJIOB "[OJIsi MMAarHOCTUKU" OOIIOJIHUTH CJIOBOM ",
3TUONATOTeHEeTUYEeCKOro"; 0) MOTMOIHUTDL IYHKTOM 63 CIeayioIlero
comepzKaHUA: "63) BLICOKOTEXHOJIOTUYHEIM JIeKapCTBEHHEIN IIperapaTt
- TeHOTepaleBTUYECKUY JTeKapCTBEHHBIM pelapaT O
MEeOUIIMHCKOT O IPUMEHEHNS, NI JIeKapCTBEHHBIU ITperapaT Ha
OCHOBE COMaTHU4YEeCKHUX KJIETOK AJIsI MEOULIMHCKOTO IIPUMEHEHU s, UIN
TKaHEeWH>KEeHEePHLIU JTeKapCTBEHHBIN IIpemapar (IpenapaT TKaHEBOU
WHXKeHepuun);"; B) MyHKT 18 mocye cioB "neKapCTBEHHOTO
PaCTUTENILHOI'O CHIPhA," OOIIOIHUTE CJIOBaMU "BCIIOMOTraTeJIbHBIX
BeIIeCTB,"; T') IyHKT 19 OOmOIHUTE CI0BaMu ", I€eKapCTBEHHOI 0
PaCTUTENIBHOTO CBHIPBbSI, BCIIOMOTaTEIbHEIX BEIIeCTB"; ) MyHKT 26
HU3JIOKUTH B CIEOYyIOIIeN peJakuuu: "26) perucTpaluoHHOe
yOOCTOBEpPEHME JIEKapCTBEHHOT O IIpernapara - 3allucCh B
roCyJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPENCTB,
MMOATBepIKaaloilas (akKT rocyJapCTBEHHOU perucrpalumn
JIeKapCTBEHHOTO IIpenaparTa, u (1an) JOKYMEHT, TOATBEPKAAOIINN
(pakT rocymapCTBEeHHOU perucTpalnuu (perucTpanun) 1eKapCTBEHHOT O
nmpernapara;"; €) OyHKT 27 OOIIOJTHUTDL CJIOBaAMU "WIU PerucTpalun’;
K) OYHKT 28 mocJjie CJIOB "rocygapCTBeHHAas perucrpanusa” OOIIOJIHUTH
CJIOBaMU "UIIU perucrpauusa’; 3) nyHKT 44 1mocre CJI0B
"TocymapCTBEHHOU perucTpanuu’ OONOJIHUTh CJI0OBaMU "UJHN
perucTtpanuu”; 1) B nyHKTe 49 cnoBa "B nmucbMeHHOU popme”
3aMEeHUTh CJI0BaMU "B (pOpMe 3JIEKTPOHHOTO JOKYMEHTa,
MOANNCAHHOTO NallMeHTOM (ero 3aKOHHBIM IpPeACTaBUTEJIEM) C
HCIIONIb30BaHMEM YCUJIEHHOM KBaTHPUIIMPOBAHHOU 3JIEKTPOHHOU
MMOONYVCHU UIIU IIPOCTOM 3JIEKTPOHHOU MOMOIINCU ITOCPEICTBOM
MIPUMEHEHUSI eQUHON CUCTEMEI UOAeHTU(DUKAIIUYA U ayTeHTU(DUKALINH,
U 110 KeJIaHUIO IallieHTa B IMCbMeHHOU ¢popMme"; 4) B cTaThe 5: a) B
IIYHKTE 5 CJI0OBa "HPU I'OCyHapCTBEHHOM perucTpauuun" UCKIIOUYUTh; 0)
OOIIOJTHUTH IyHKTaMu 71 - 73 cnepymoliiero cogepxanus: "71)
perucTpalus, IOATBEPXKAEHNEe perucTpanuu (mepeperucrpanus),
BHECEHUE U3MEHEHUN B PETUCTPaLlMOHHOE JOChe, a TaKXkKe
MIPOBEeAEHNE IIPOLEeaypP, CBSI3aHHBIX C PerucTpalrei, B COOTBETCTBUU
C YTBEPXKOEHHBIMU EBPa3uiiCKOM 95KOHOMUYECKOU KOMUCCUEN
MIpaBUJIaMU PETUCTPALMU U 3KCIIEPTU3LI JIEKAPCTBEHHBIX CPEACTB 1
MEOUILIMHCKOTO IIPUMEHEHUS U IIpaBUiaMU PEryInpPOBaHU
oOpallleH1sI BeTepHUHaPHBIX TEKAaPCTBEHHBIX CPEACTB Ha TaMOXKEHHOMU
TeppuTopuu EBpa3uiiCKOro S KOHOMHUYECKOTO COI03a; 72)
ImpencTaBleHne HHPpOpPMAaIlMM 0 PETUCTPAIINY, TOOTBEPKOEHUN
peructpanuu (mepeperucTpalyi), BHECEHUU U3MEHEHUU B
perucTpanuoHHOe J0Che, a TaKXKe O IIPoliefypax, CBI3aHHBIX C
peructpanueyt, B EBpasuiiCKyr0 SKOHOMUYECKYIO KOMUCCHUIO C
HCIIOJIb30BaHUEM MHTETPUPOBAaHHON MH(POPMAIIMOHHON CHUCTEMEI



EBpa3uiiCKOro SKOHOMHUYECKOT O COI03a B COOTBETCTBUU C
YyTBEPXKOEHHBIMU EBpa3uiiCKOM 3KOHOMUYECKOU KOMUCCUEN
MOpsiOKOM (POPMUPOBAHUS M BeOEeHHUS eONHOT0 peecTpa
3apEeruCTPUPOBAHHEIX JIEKaPCTBEHHBIX CpeacTB EBpa3uiickoro
9KOHOMMYECKOTO COI03a U ITpaBUJIaMU PeryIupoBaHus oOpallleHus
BETEPHUHAPHHIX JIeKapCTBEHHBIX CPEACTB Ha TaMOXKEHHOM TEPPUTOPUH
EBpa3uiiCcKoro SKOHOMHUYECKOTO COI03a; 73) yTBepXKAeHUe IIopsaKa
IIPHOCTAaHOBIIEHUS IEWCTBUS PETUCTPALIMOHHOTO YOIOCTOBEPEHUS
JIeKapCTBEHHOTO MIpenapaTa Uil OTPaHUYeHUs IPUMEeHEeHU ST
JIeKapCTBEHHOTO IIpenapaTa AJisi MEeJULIMHCKOTO IPUMEHEHUS B
clly4dasx, IpeayCMOTPEHHBIX YTBEPXKAEHHBIMU EBpa3uiicKou
5KOHOMUYECKOU KOMHCCHEN MMpaBUIaMU PETUCTPAILIMU U 3KCIIEPTU3EI
JIeKapCTBEHHBIX CPEICTB OJIS MEOUIIMHCKOTO IPUMEHEHUS, U
BO300OHOBJIEHUS [IEUCTBUS PETUCTPALIMOHHOTO YOOCTOBEPEHUS
JIeKapCTBEHHOTO IIpenapaTa UjiM CHITUSA OTPaHUYEHUS IPUMEHEHUT
JIeKapCTBEHHOT O IIpenapara OJjisi MeOUIIMHCKOr 0 IpUMeHeHHUs;"; B)
MIYHKT 8 U3JI0KUTH B CIEOYyIOMIeN pegakuuu: "8) opranu3anusa u (1im)
ITpoBeeHre NHCIIeKTUPOBaHUS CYOBEKTOB OOpalleHus
JIeKapCTBEHHBIX CPEICTB Ha COOTBETCTBUE YTBEPXKOEHHBIM
EBpa3uiicKoil 5KOHOMHUYECKON KOMHCCHEN ITpaBUIaM Haajlexalleu
abopaTOpPHOM MPAaKTHUKM, IPaBUJIaM Hamjlexallen KIMHUYeCKOM
MTPAKTUKY, IIpaBUjIaM HaJjaexallel quCTPUObIOTOPCKOM MPAKTUKH,
IIpaBUJIaM HafgJlexXKallled MpakKTUKM (papMaKOHaA30pa, a TakKXke
YTBEPKIOEHHBIM YIIOJTHOMOYEHHBIMHU (hefepalbHBIMU OpraHaMu
WCIOJIHUTEJIbHOM BJIaCTH IIPaBUIaM HagJieKallled allTedYHOM
MIPaKTUKHU, IIpaBUjIaM XpPaHEHUS JI€eKapPCTBEHHLIX CPEACTB;"; I') IIyHKT
18 u3m0KuTh B cieaymoonien pegakuuu: "18) yrBepxKaoeHre IpaBuil
Hajjiexkalllell aiTeYHO! NMPaKTUKHU, ITPAaBUJI XPaHEHU S
JIeKapCTBEHHBIX CPENCTB;"; O) NYHKT 19 mocie cioB "JIeKapCTBEHHBIN
npernapar" OOIIOJIHUTh CJIOBaMU "[Jid BETEPUHAPHOTI'O IIPUMEHEHUA";
e) nyHKTH 20 u 21 npu3HaTh YTPATUBIIUMHU CUITY; K) B IYHKTE 23
cioBa "K MHCTPYKIIUU 10 MEOUIIMHCKOMY IIPUMEHEHUIO
JIeKapCTBEHHBIX ITpenapaToB 1" UCKIIIOYNTh; D) B CTaThe 9: a) IIyHKT 3
qacTtu 2 nocie nudp "521" momonHUTh udpamu ', 522"; 0)
OOIIOJIHUTE YacThio 21 crenymomiero cogepxauus: "21. B nenax
obecreyeHus rOCyIapCTBEHHOI 0 KOHTPOJIA (Hag3opa) B chepe
oOpallleHus JIeKapCTBEHHBIX CPenCcTB dhenepabHBIN OpraH
HUCIIOJTHUTEJIbHOM BJIACTH, OCYILECTBISIOIINN ITOCyIdapCTBEHHYIO
perucTpanuio JeKapCTBEHHBIX IIpeapaToB, IPegoCTaBIsieT
benepanbHOMYy OpraHy UCIOJIHUTEILHOU BJIACTH, OCYIIECTBISAIOILIEMY
(GyHKIMY IO KOHTPOJIIO U Haf30py B chepe 3apaBOOXpPaHEHU s, II0 eT0
3aIIpoCy B paMKaX MeXKBEeJIOMCTBEHHOT0O HH(POPMAIIOHHOI' O
B3aMMOJIEMCTBHUS B MOPSAOKE, YCTAHOBIIEHHOM YKa3aHHBIMU
(emepanbHBIMU OpraHaM¥ UCIOIHUTEIBHOU BJIACTH, CIEOYIOIINE
CBeeHUS O JIeKapCTBEHHBIX CPECTBaX, B TOM 4YHCJie B ClIy4ae, eCiu
TaKHe CBeJIeHUs COCTaBJISIOT KOMMEPUYECKYI0 TaliHy: 1) cBegeHUus O
dapmanieBTHYECKOM CyOCTAHIIMU: a) HAUMEHOBAHUE
dapmanieBTHYECKOM CyOCTAHIINU, €e CTPYKTypa, 00IIue CBOMCTBa; 0)
HauMeHOBaHUe U afpec IPOU3BOOUTEJIS; B) CBOMCTBA U CTPYKTypa
OEeNCTBYIOIINX BEIlleCTB; I') XapaKTePUCTHUKA IIPpUMeCce; )
cuenudukanmusa Ha papMalleBTUYeCKy0 CyOCTaHIIUIO U ee
000CHOBaHUE; €) aHAJIUTUYECKNe MEeTOIUKU, NCIOJIb3yeMble ITPHU



OCYyIIEeCTBJIEHNH KOHTPOJIA KadyecTBa (papMalleBTUYEeCKOUn
cyOCTaHITUY; K) pe3yJIbTaThl aHAIU30B cepud hapMalleBTUUYeCKOM
cyOcTaHIIUY; 3) IepedYeHb CTaHOAPTHRIX 00pPa31l0B MU BEIMIECTB,
HCIIOIb3YEMBIX IIPU OCYIIEeCTBJIEHNM KOHTPOJIA KaueCcTBa
(apmanieBTHYECKOM CyOCTAHIIUU; 1) ONNUCAHNEe XapaKTEPUCTUK U
CBOMCTB yIaKOBOYHBIX MaTepPHaoB U YKYIIOPOYHLIX CPECTB; K)
OaHHBIE O CTAOMIILHOCTU (hapMalleBTUYECKOM CyOCTaHIINY; JI) CPOK
TOOHOCTH; 2) CBeJeHUs O JIeKapCTBEHHOM Ipenapare OiIs
MEOUIIMHCKOTO IIPUMEHEHUS: a) OIIMCaHWe U COCTaB JIEKAPCTBEHHOTO
rpernapara [AJisi MeJUIIMHCKOTO IIpUMeHeHus ; 0) omucaHue
dapmarnieBTUecKoM pa3padboTku (060CHOBaHKEe BEIOOpa COCTaBa,
IIEePBUYHOU YIIaKOBKM); B) HAMMEHOBaHUE U aJpec MecTa
OCYIIEeCTBJIEHHUS ITPOU3BOACTBA IEKapCTBEHHOTO IIpeliapaTa OJjis
MEeOUIIMHCKOTO TPUMeHEeHH S (B Cllydae HaJIUu4dus HECKOJIbKUX
y4aCTHUKOB IIpoliecca ITPOM3BOCTBa HEOOXOOUMO yKa3aTh
HaMMeHOBaHUeE M afpec KaXKIoro U3 HUX); I') MUKPOOUOJIOTUYECKHE
XapaKTEePUCTUKHY; II) ONNCaHNe XapaKTEePUCTUK U CBOMCTB
YIIaKOBOYHLIX MaTePHasioB ¥ YKYIIOPOYHBIX CPEJICTB; ) TpeOoBaHUS K
Ka4eCTBY BCIIOMOTaTEIbHBIX BEIIECTB; K) aHaJIMTUYECKUEe METOOUKH,
HUCIIONIb3yeMbIe TIPU OCYUIIECTBII€HUN KOHTPOJISI KadecTBa
BCIIOMOT'aTE/IbHBIX BEIIIECTB; 3) CBeleHUsI 00 MCII0JIb30BaHUU
BCIIOMOTaTEIbHEIX BEIIECTB YeJIOBEYECKOT0 M JKMBOTHOT'O
ITPOUCXOKIEHUS; 1) CBeeHUsI 00 MCIIOIb30BaHUU HOBBIX
BCIIOMOT'aTEIbHBIX BEILIECTB; K) TpeOOBaHUS K Ka4eCTBY
JIeKapCTBEHHOTO TIpenapara a5 MeOUIIMHCKOTO IPUMEeHEeHUST
(cepTudukart, cienuduKanysa Ha JeKapCTBEHHLIN IIpenapaT U ux
000CHOBaHME); JI) aHAJITUTUYECKNE METOOUKH, UCII0JIb3yeMbIe TIPU
OCYIIEeCTBJIEHNH KOHTPOJIS KadyecTBa JIEKapPCTBEHHOT O ITpernapaTa Oiis
MEeOUIIMHCKOTO IPUMEHEHNSI; M) pe3yIbTaThl aHaJIu30B CEPUM
JIeKapCTBEHHOTO TIpenapara OjJasi MeOUIIMHCKOTO IPUMEHEHNS; H)
XapaKTepPHUCTHUKA ITPUMECEH; 0) ITIepedeHb CTaHOapTHLIX 00pas3lioB,
HCIIOJIb3YEMEBIX IIPU OCYIIECTBJIEHNN KOHTPOJISI KadecTBa
JIeKapCTBEHHOTO MpenapaTa Ajisi MEOUILIMHCKOTO IIPUMEHEHUS; II)
OaHHBIE O CTAOMIILHOCTHU JIEKapCTBEHHOTO IIpenapara ais
MEOUITMHCKOTO IPUMEHEHUS; 3) OTYETHl O MOKIUHUYECKUX
HCCIIeJOBaHuAX; 4) OTYETH O KIMHUYECKUX UCCIJIEJOBAHUSIX; D)
MacTep-dain cucteMnbl (papMaKoHaA30pa; 6) mIaH ylIpaBIeHUs
pucKaMu."; B) B 4acTHu 7: B ab3alle IepPBOM CJIOBa "BLIOOPOYHOTO
KOHTPOJISI KadecTBa" 3aMeHUTh CcJIoBaMu "demepanbHOT0
roCcyIapCTBEHHOTI 0 KOHTPOJIA (Hag3opa) B cpepe obpalieHus
JIEKapCTBEHHBIX CPENCTB"; JOIOJIHUTh IYHKTOM 4 CJIeayILIero
cogepkaHus: "4) 0 CHATUU JIEKaPCTBEHHOTO CPeACTBa C IOCEPUUHOTO
BLIOOPOYHOTO KOHTPOJISI KaYeCTBa JIeKapCTBEHHBIX CPEJICTB Ha
OCHOBAHUMU II0JIOKUTEJIbHBIX 3KCIIEPTHRIX 3aK/II0OUEeHNUM, BEITaHHBIX
(emepanbHBIM roCcyJapCTBEHHBIM OIOMXKETHBIM yUpPEKIEHUEM,
IMOABEOOMCTBEHHLIM (pefeparlbHOMY OPTraHy UCIIOJTHUTEIbHOM BJIACTH,
OCYyLIeCTBISAIOMIEMY PYHKIIUU 10 KOHTPOJIIO U HAA30py B chepe
30paBOOXpPaHEeHNUsI, UK pegepalbHOMY OPraHy UCIOIHUTEIbHOMU
BJIaCTH, OCYIIIECTBISAIONIEMY (PYHKIIMU 10 KOHTPOJIIO ¥ HaO30py B
chepe oOpallleHUs TeKapCTBEHHBIX CPEACTB [JI BETePUHAPHOTO
MPpUMEHEeHM I, Ha OCHOBAaHUU IIPOTOKOJIa UCIIBITaHUM JIEKAPCTBEHHOT O
Cpe[cTBa, IIPOBEOEHHBIX 10 BCEM ITOKa3aTeJIIM YyTBEPKOAEHHOU’



HOPMaTHBHOM OOKYMeHTaluu (HOPMATUBHOIO JOKYMEHTAa) B
OTHOIIEHWM TPEX CEePHUH JIEKapCTBEHHOT' O CpeAcTBa."; 6) mognyHKT "a"
IIyHKTa 2 4yacTu 6 ctaTbd 91 DOMOJIHUTE CJI0BaMU ", 3a UCKJIIOYEHUEM
Cepuy UJI¥ NapTUU JIEKapCTBEHHBIX IpenapaToB, YKa3aHHBIX B 4aCTU
4 ctateu 521 1 yacTu 6 ctaThu 522 HacTosIlero ®egepaabHOTO
3akoHa"; 7) B ctaTthbe 11: a) B yacTu 2 cinoBa "yInOJTHOMOYEHHEIM
demeparbHLEIM OPraHOM HCIIOJIHUTEILHOM BIACTH" 3aMEeHUTh CJIOBaMU
"EBpa3uiicKOM 3KOHOMUYECKOM KoMuccuei"; 6) 4acTh 3 U3TIOKUTH B
cienymooumen pegakuuu: "3. [ opraHu3alyy U IPOBeOeHUS
OOKJIMHUYECKOI'0 UCCJIeHOBaHUs JIEKapCTBEHHOI'O CpencTBa AJis
MEeIOUITMHCKOTO IPUMEeHEeHUs pa3paboTUYuKY JIeKapCTBEHHBIX CPEJICTB
BITpaBe IIPUBJIEKATh Hay4YHble OpraHu3anuu, oopa3oBaTeIbHBIE
OpTraHMU3alluM BBICIIEr0 00pa30BaHUs ¥ MHBLIE OpTraHU3alluH,
“Melole HeoO0X0OUMYI0 MaTepHUalbHO-TEXHUYECKYI0 6a3y u
KBaIU(PUIIMPOBaHHBIX CIIEIIHAIMCTOB B COOTBETCTBYIOIIEN 00/1acTU
HCCJIefOoBaHuA."; B) B 4aCTU 6 CJIOBO "TOCyHapCTBEHHOUN" UCKIIOYUTH;
8) HamMeHOBaHMe TJIaBH 6 IOCJIEe CJIOB "TOCyOapCTBEHHOU
perucTpauuu" OOMOJIHUTE CJIOBOM ", peructpauuu”; 9) B cratbe 13: a)
HaMMeHOBaHMe I1ocJie cjIoB "['ocymapCcTBeHHas perucrpanua'
OOIIOJTHUTL CJIOBOM ", perucrtpanus'; 6) B yactu 1 cJI0BO
"U3roToBJIeHNE," ¥ CJIOBO ", yHUUYTOXKEHUE" UCKIIIOYUTH, CJI0Ba
"COOTBETCTBYIOIINM yIIOJTHOMOYEHHBIM (pefepaabHbIM OPraHOM
WCIOJIHUTEJIbHOM BJIaCTU" 3aMEHUTD CJIOBaMU "YIIOJTHOMOYEHHBIM
(bemepanbHBIM OpPraHOM MCIIOJTHUTEJILHOM BIaCTHU B COOTBETCTBUU C
HacTosauuM PegepaibHBIM 3aKOHOM JTM00 B COOTBETCTBUHU C aKTaMH,
cocTaBngomuMu npaBo Corw3a"; B) 4aCcTh 3 U3JI0KUTH B CIIEOYIOIIEN
pemakuuu: "3. 'ocygapCTBeHHas perucrpalus J1eKapCTBEHHEIX
pemnapaToB OCYILECTBJISIETCS 10 pe3yJibTaTaM 3KCIIEPTU3EI
JIeKapCTBEHHBIX CPEACTB."; I') B 4aCTu 4 B IePBOM IIPEOIOKEeHUN
CJI0Ba "COOTBETCTBYIOLIEr0 3asBJIEHUS O TOCyHapCTBEHHOU
perucTpanuy JIeKapCTBEHHOI' O IperapaTa” 3aMeHUTh CJI0BaMU
"3a5BJIEHUS O TOCYIAapCTBEHHOU perucTpalum jIeKapCTBEHHOT O
npemnapara Ajisgd MeOUILIMHCKOr 0 IIPUMEHEHUs, U B CPOK, He
ITPEBBIIIAIONINY CTa OBaAllaTy paboyuXx JHEU CO OHS MPUHSITUS
3asBJI€HUSA O TOCYyOapCTBEHHOU perucTpalnuu JeKapCTBEHHOT O
rnpemnapara O BeTePUHapHOro IPUMEHEeHUa"; 0) 4acTh 5 OOMOIHUTD
IIYHKTOM 8 CJIedyIoliero comepxkanus: "8) 6MoTeXHOJIOoTUYeCKue
JIeKapCTBEHHBIE IIpernapaThl, IpedHa3HaYeHHbIe OJI IPUMEHEHUS B
COOTBETCTBUU C MHOWBUAYAJIbHBIM MEOUIIMHCKUM Ha3HaAYEHUEM U
CIleliajibHO U3TrOTOBJIEHHBIE [JI KOHKPETHOTrO ITallieHTa
HEIOCPEeACTBEHHO B MEAUILIMHCKON OpraHu3alii, B KOTOPOU
MIPUMEHSEeTCSI TaKOM OMOTEXHOIOTUYECKUY JIEKaPCTBEHHBIN
rnpemnapar, UMeIolie B CBOEM COCTaBe COeIUHEHUS,
CUHTE3UPOBAHHELIE 110 pe3yibTaTaM '€eHeTUYECKUX UCCIIeIOBaHUN
MaTepuasa, IOJIy4eHHOI 0 OT IIallieHTa, AJIsI KOTOPOr0 U3TrOTOBJIEH
TaKOM OMOTEeXHOJIOTUYEeCKHUH JIeKapCTBEeHHBIN npenapart. [lepeueHs
MEeOUIIMHCKUX OpraHu3aliii, UMeIOIIUX [IPpaBo U3rO0TaBIUBaTh U
IIPUMEHSTh TaKue OMOTEeXHOJIOTHYEeCKHe JIeKapCTBEeHHBIE ITpelapaThl,
yTBepxkpaeTcs [IpaButenscTBOoM Poccurickou Oemepainuu.
PaspenieHre Ha IpUMeHeHUEe TaKUX OMOTEXHOJIOTUYECKUX
JIEKapCTBEHHBIX IIpenapaToB BhIAAETCS YIIOJTHOMOYEHHBIM
bemepanbHBIM OPTraHOM MCHOIHUTENIBHOM BIaCTU B IIOPSOKE,



yctaHaBnuBaeMoM [IpaBurtensctBoM Poccuiickou ®emepalivu.
[Topsimok oOpalieHusT TaKuX OMOTEXHOJIOTUUECKUX JIeKapCTBEHHBIX
IIperapaToB, BKIII0Yasa MOPSAA0K UX U3TOTOBJIEHUS, IIPOBEIEHUS
9KCIIEPTU3BI, OCYIIIECTBIEHUSI KOHTPOJII KadeCTBa TaKUX
OMOTEXHOJIOTUYECKUX JIeKapCTBEHHBIX ITPEIlapaToB, IIPUMEHEHUS,
XpaHEeHUsI, TPAHCIIOPTUPOBKY U YTUIU3AllUU TaKUX
OMOTEXHOJIOTUYECKUX JIeKapCTBEHHEBIX IIpeIapaToB, a TaKXkKe
TpeOOBaHUA K TAKUM OMOTEXHOJIOTUYECKUM JIeKapCTBEHHBIM
nmpermapaTaM ¥ MEOUIIMHCKUM OpraHu3aliisaM, UX U3T0TaBJINBaIOIIUM
U IPUMEHSIIOIINM, YCTaHaBIuBaloTcs [IpaBuTebcTBOM Poccuiickon
depepanuu.”; €) monomHUTE Yactamu 51 - 53 crnenyromiero
comepxkaHugd: "5l. 3asgBIeHNe 0 perucTpalyy BOCIIPOU3BEOEHHOI O
JIeKapCTBEHHOTO IIpenapara Ojisi MeOUIIUHCKOTO IPUMEHEHUST MOXKET
OBITh ITOJAHO B YIIOJTHOMOYEHHBIN (hefepasibHBIN OpraH
HUCIIOJTHUTEJIbHOM BJIACTH, OCYILIECTBIISIONINN IrOCYyJapCTBEHHYIO
perucTpanuio IeKapCTBEHHEBIX IIpenapaTos, II0 UCTEYEHUN YeThIpex
JIeT C JaThl TOCyOapCTBEHHOU PETUCTPaluy UJIM PEeTUCTPaluu
pedepeHTHOr 0 IeKapCTBEHHOT O IIpenapara ajis MeOUIIUHCKOT O
npuMeHeHus B Poccutickou ®enmepaliuu.

52. 3asiBjIeHHe 0 perucTpaluu 6moaHaaoroBoro (6uomogoOHOTr0)
JIeKapCTBEHHOT O IpenapaTa (0moaHasora) Ojisi MeOUIIMHCKOTO
MIPUMEHEHUS MOXKET OBITh MOJIaHO B YIIOTHOMOYEHHBIN pemepanbHbIN
OpraH KUCIIOJTHUTEJIbHOU BJIAaCTH, OCYILIECTBIAIOUINN TOCydapCTBEHHYIO
PETUCTPAIUIO JIEKapCTBEHHBIX ITPENapaToB [JIsT MEIUIIMHCKOTO
MIPUMEHEHUS, TI0 UCTEYEHUU TPeX JIET C JaThl TOCydapCTBEHHOMN
perucTpanuu uiau peructpalum peepeHTHOTr0 J1eKapCTBEHHOT 0
npenaparta B Poccuiickou ®enepanuu

53. He momyckaeTcs UCIIOJIb30BaHME B KOMMEPUYECKUX LIeJIsax
“HOpPMAalLMM O pe3yabTaTaX JOKJIMHUYECKUX UCCIIeJOBaHUU
JIeKapCTBEHHBIX CPELOCTB M KIMHUYECKUX UCCIIeJOBaHUU
JIeKapCTBEHHLBIX IIpenapaToB OJIsi MeOUIIMHCKOTO IIPUMEeHEHUS,
MIpenCcTaBI€eHHOU 3asiBUTEJIEM [JIs1 TOCYLapCTBEHHOU perucTpanuu
WU PEeTUCTpalluy JIEKAapPCTBEHHOrO IIpemnaparTa, 6e3 ero cornacus B
TedeHHe IIeCTH JIET C JaThl TOCYJapCTBEHHON PETUCTPALiuU UJIU
perucrpanuu peepeHTHOT0 JIeKapCTBEHHOI'O IIperaparTa B
Poccuiickou ®enmepanuu.”; K) B 4acTu 7 cioBa "(B 3JIEKTPOHHOU
dopme unu Ha OyMaxkHOM HOCHUTese)" 3aMeHUTHb CJIOBaMu "B
3JIeKTPOHHOU hopme";

41. 3asgBuTenb 00513aH HAaIPaBUTh B JTUYHBIN KaOUHET 3KCIIEPTHOTO
y4peXkKaeHUsI B eQUHOUM CUCTeMe MMOATIMCaHHBIN YCUIIEHHOU
KBaIU(UIIMPOBAHHOM 3JI€EKTPOHHOM IOAMNCHI0 OTBET Ha 3aIlpocC
9KCIIEPTHOT0 YYpPEeXKOeHUS B CPOK, He IIPEBHIIIAIINY JeBIHOCTA
paboumux OHEHW CO OHSA MOJIYYeHHUS 9KCIIEPTHBRIM yUpeXaeHueM
3JIEKTPOHHOI'0 YBeOMJIEHUS O II0JIy4YeHUU 3asgBUTeJIeM 3alpoca.
Bpewms co OHs HanpaBJieHUS 9KCIEPTHBIM yUYpeXKAeHNeM B JINYHBIN
KaOuHeT 3asBUTEJISI B €INHOU CUCTEeMe 3aIpoca O IpeACTaBIeHuNu
OOIIOJIHUTEJIPHEIX MaTepHasoB OO0 OHS HallpaBIeHUs 3asiBUTEJIEM B
JINYHBIM KaOMHET 9KCIIEPTHOTO YYPEXKAEHUS B €IUHON CUCTEME



OTBE€Ta Ha 3alIPOC HE YYUTHIBAETCHA ITPU NCHUCIIEHNHN CPOKa
IIPpOBEOEHHNA IKCIIEPTUI3HI JIEKAPCTBEHHOI'O CpeacCTBa

42. Ecnu 3asiBUTEIEM B COOTBETCTBUU C 4acThio 11 cTtathu 30 unm
4acThio 2 cTaThu 34 HacTosAmero ®emepaabHOT0 3aKOHA
IMpeacTaBlIieHa KOIIHS PeIleHUs YIIOJTHOMOYeHHOT0 demepaabHOTO
opraHa MCIOJIHUTENIbHOM BIaCTU O TPOBeAeHUU hapMalleBTUUEeCKOU
WHCHOEKIINY IPOU3BOLOCTBA JIEKaPCTBEHHEBIX CPEICTB I
MEeIUIIMHCKOTO IIPUMEeHEeHUsT Ha COOTBETCTBHE TPeOOBaHUSIM IPaBUII
HajJjiexallleld IPOKU3BOACTBEHHOU IIPaKTUKU EBpa3uuCKOro
9KOHOMUYECKOI0 COI03a, 3KCIIEPTY OO 0POPMIIEHUS Pe3yIbTaTOB
9KCIIEPTHU3LI IEKaPCTBEHHOT O CPEACTBa IIPEACTaBIISIeTCs KOIUI
3aKJII0YEHUSI O COOTBETCTBUHU MPOU3BOOUTENS JI€KapPCTBEHHBIX
cpencTB TpebOBaHUSM ITPaBUII HaJjIexkKalllel ITPOu3BOICTBEHHOMU
MMPaKTUKU, BEIDAHHOTO YIIOJTHOMOYEHHLIM (peeparlbHBEIM OPraHOM
HUCIIOJTHUTEJIbHOM BJIAaCTH, UIU KOMUSA cepTUdUKaTa COOTBETCTBUS
MIPOU3BOAUTEJIS JIEKAPCTBEHHBIX CPEACTB OIS MEOUILIMHCKOT O
MMpuMeHeHus1 TpeOOBaHUSIM MPaBUII HafJjiexkalllel IPou3BOACTBEHHOM
NpakTUKU EBpa3uiiCcKOro 3KOHOMUYECKOI'0 COI3a

43. 3asiBUTEeJIb 00513aH HAIIPABUTD B JINUHBLIN KaOWHET 9KCIIEPTHOTO
y4YpeXKOEeHUS B €IUHOU CUCTEME KOMUIO 3aKJTI0UEeHUS UITH KOIIHUIO
cepTudurKaTa, yKa3aHHBIX B 4acTH 42 HACTOSIIEN CTaThH, B CPOK, HE
ITPEBBIIIAIONIUY CTa BOCBMUOECSITU Paboumux HHEelN CO OHS MOIy4YeHUs
9KCIIEPTHHIM yYpeXKOeHNEM 3JIEKTPOHHOTO YBEOOMIIEHUS O
MMOJIy4YEeHUM 3asiBUTEJIEM IIOAIIMCAHHOTO PYKOBOOUTEJIEM
(YIIOTHOMOYEHHBIM JIMIIOM) 3KCIIEPTHOTO YYPEXKAEHUS C
HCIIOJIb30BaHUEM yCHUJIEHHOU KBalIU(PUIIUPOBAHHON 3JIEKTPOHHOU
IIOJIIMCY 3alpoca O IPenoCTaBJIeHUU OOKyMeHTa. BpeMs co gHA
HallpaBJIEeHUS 3KCIEPTHLIM yUYpeXXOAeHNEeM 3alpoca B TNYHBIN
KaOMHEeT 3asBUTENS B €AMHON CUCTEME [0 OHS HallpaBJIeHUS]
3asBUTEJIEM B IMYHBIN KaOWMHET 3KCIEPTHOTO YUYPEKIEHUSI B €eIUHOMU
CHUCTeMe KONMM 3aK/II0YEeHUS UIU KONUM cepTudruKaTa, yKa3aHHBIX B
4acTtu 42 HaCTOsALeUd CTaTbl, He YUYUTHIBAETCS IIPU UCUUCJIEHUU
CpOKa IIPOBeeHUs 9KCIEePTU3HL JIEKapCTBEHHOI'0 CpencTsa.”;

3. B cny4dae BHISIBIEHUS OTCYTCTBHUS MJIU HEJTOCTOBEPHOCTHU
nHOpMalMM, COOepKallleics B IpeACTaBIeHHBIX 3asIBUTEIEM
OOKyMeHTaX, YIIOJTHOMOYEHHEIN (pegepalbHBI OpraH
HCIIOJIHUTEJILHOU BJIAaCTU HAIlpaBJIsgeT 3aBUTEIII0 IOCPEICTBOM
eQUHOTO IopTaJjla UJIM B eT0 JINYHLIM KaOMHET B eUHOU CUCTEME
3anpoc 00 yTOUHEeHUHU 9TOM MHopMaIuu, MOANUCaHHBIN YCUIEeHHON
KBaJIU(PUIIMPOBAaHHOU 3JIEKTPOHHOU MOAIMCHIO (Jajee - 3amIpoc
YIIOJIHOMOY€EHHOT 0 (heiepaJbHOr0 OpraHa UCIIOJIHUTEILHOU BIIaCTH)

4. 3asaBuTenb 0053aH HalPaBUTh IOCPEOCTBOM €IMHOT0 IIopTasia B
YIIOJTHOMOYEHHBIN (pefepasibHBIM OpTraH UCIIOJTHUTENIbHOM BIaCTU UJIN
B JINYHBIM KaOMHET YIIOTHOMOYEHHOT0 pefepaibHOTO OpraHa
HWCIIOJIHUTEJIBHOU BJIaCTU B €AUHOU CUCTEME IIOANIUCaHHBIN
YCUIIEHHOU KBaIN(PUIIMPOBAHHOM 3JI€EKTPOHHOM MOANNCHIO OTBET Ha
3aIIpoC YIOITHOMOYEHHOTO (peepanbHOro opraHa UCIIOJTHUTETbHON
BJIaCTU B CPOK, HE IIPEBHIIIAIOIINYN AeBIHOCTa pabouyux JHEU CO OHSI



MMOJIy4EeHU S YIIOJTHOMOYEHHELIM (pefeparibHBEIM OPraHOM
HCIIOJTHUTEJIbHOM BJIACTHU 3JIEKTPOHHOTO YBEIOMIIEHUS O IIOJIyYeHUN
3asgBUTEJIEM OAaHHOI'O 3anpoca. CpoK, yKa3aHHBIU B 4acTu 1
HaCTOSIEeN CTaThU, IIPUOCTAHABJIMBAETCS CO OHSI HalpaBJIeHUS
ITOCPEJICTBOM €IWHOTO0 IopTajia UJIM B IUYHBINM KaOMHET 3asIBUTEIS B
eOVWHOM CUCTEeMe 3aIlpoca YIIOJIHOMOYEHHOro (hefepaJbHOr0 OpraHa
HUCIIOJTHUTEJIbHOM BJIAaCTHU OO OHS HallpaBJIEHUS 3asiBUTEIEM
ITOCPEACTBOM €INHOT0 MopTaJjla UJIu B TMYHEIN KaOUHET
YIIOJTHOMOYEHHOTO0 (heiepalbHOT0 OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eIHNHOHN CUCTeMe OTBeTa."; B) B 4aCTH 6 cj1oBa "IIHCHEMEHHOI'O
3aIpoca, HallpaBJIEHHOTO B YIIOJTHOMOYEHHEBIN (pefepaibHbBIA OpraH
WCIIOJIHUTEJIPHOU BJIaCTH" 3aMEHHUTh CJIOBAMM "3aIlpoca,
MMOAIIMCAHHOTO YCUIEHHOUW KBaMTU(PUIIUPOBAaHHOMN 3JIEKTPOHHOU
MMOAIIMCHIO ¥ HAIIPaBIEHHOI0 IIOCPEICTBOM €OUHOTO IIopTaja B
YIIOJTHOMOYEHHBIU (hefepalbHbIN OpraH UCIIOJTHUTEIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEHHOT0 (pegepaibHOTO OpraHa
HWCIOJIHUTEJIbHOU BJIaCTU B €UHOU CUCTEME,";

2. B cinyyae HeJOCTaTOYHOCTU IIPEeACTaBI€eHHBIX MaTePHasioB B LIEIAX
IIPOBEOEHUS SKCIIEPTU3HI OJIs1 OIpefesIeHUs BO3MOXKHOCTHU
paccMaTpuBaTh JIEKapCTBEHHBIY IIpemapaT OjI1 MEeOUIIMHCKOTO
MIPpUMEHEHUS B KaueCcTBe ophaHHOT0 JeKapCTBEHHOI O ITpelapaTa
9KCIIEPTHOE yUpeXOeHUe HallpaBJIIeT B TUUYHBLINM KaOUMHET 3aIBUTENA
B €IMHOM CUCTEeMe 3alpocC O IIPECTaBIEeHNN HEOOXOOUMBIX
MaTepuayoB, IOONNCAaHHBIU PyKOBOAUTEJIEM (YIIOJTHOMOYEHHBIM
JIUIIOM) SKCIIEPTHOTO YYPEXKAEeHHUS C UCIIOIb30BaHUEM yCUIIE€HHOU
KBaITU(PUIIMPOBAaHHOM 3JIEKTPOHHOM MOAINKCH. 3asiBUTENb 00513aH
HaITPaBUTh B JINYHBIM KaOWHET 3KCIIEPTHOTO YUYPEXKAEHUS B €QUHOU
CHUCTeMe MOANUCaHHBIA YCUIEHHON KBaIu(UIMPOBAHHOU
3JIEKTPOHHOU MOONKCHI0 OTBET Ha 3aIlIPOC B CPOK, HE IIPEBHIIAIINNI
IIeCTUOECSATH PabouYnx MHEM CO OHS ITOJIyYeHHUS 9KCIEePTHLIM
y4dpexkaeHueM 3JIEKTPOHHOTO YBEJOMJIEHUS O MOJIy4YeHU !N
3agBuTeneM 3amnpoca. Cpok, yKa3aHHBEIM B 4acTu 1 HacToslen
CTaThy, IPUOCTAHABIUBAETCS CO OHS HAIlpaBJIE€HUS 3asBUTEJII0 B €T0
JIMYHLIN KaOMHET B eqUHOM CHCTeMe 3aIlpoca 3KCIIePTHOI'O
y4YpexkaeHus [0 OHS HalpaBJIeHUs 3asBUTENIeM B JIUYHBIN KaOUHEeT
SKCIEPTHOI0 YYPEXOEeHUs B eqUHON CUCTEMe OTBETa Ha 3aIlpoC U He
YYUTHIBAETCS IIPU UCUYUCIEHUM CPOKa IIPOBEAEHUS SKCIIEPTU3HI
OOKYMEHTOB, IIPEICTaBJIEHHBIX OJIS OIIpeneieHUsI BO3MOXKHOCTHI
paccMaTpUBaTh JIEKapCTBEHHBIY IIpemnapaT OjI1 MEeOUIIMHCKOTO
IIpUMEHEHUS B KaueCTBe ophaHHOT0 JIeKapCTBEHHOI O ITpelapaTa

3. B cpoK, He IIPEeBLIMAIONINHT IITH pabouyux THEeM co mHS
HaIlpaBJIeHUS B JIUYHBIN KaOWHET YIIOJITHOMOYEHHOT 0 heiepaIbHOTO
opraHa MCIOJIHUTEIbHOU BJIAaCTU B €UHOU CHUCTEME 3aKJIIOUEHUS,
YKa3aHHOTO B 4acTu 1 HacTosAIlen CTaTb¥, YIIOJTHOMOYEHHBIN
(pemepanbHBIY OpraH UCHOJIHUTEIBHOU BJIACTU OCYIIECTBISET OLIEHKY
3aKJIIOYEHUS [OJIs OIpefeieHrus ero COOTBETCTBUSA 3aJaHUI0 Ha
IIPOBeNeHue SKCIIEPTU3HI U HAalpaBIsIeT B JINYHBIM KaOUHET
3asIBUTEISI B €AWHOM CUCTEME IOANUCAaHHOE YCUJIEHHOU
KBaIN(PUILIMPOBAHHOU 3JIEKTPOHHOU ITOANMNCHIO YBELOMJIEHHE O
pe3yibTaTax IPOBEIEHHOU SKCIIEPTU3EL C IPUIOKEHUEM KOIIUU



SKCIEPTHOTO 3aKJII0UeHUs (C cOXpaHeHHeM KOHPUAEHIIMaIbHOCTHA
HH(pOpPMaI1 0 COCTaBe KOMUCCHU 3KCIIEPTOB) ¥ BO3MOXKHOCTH WA
HEBO3MOXKHOCTH pacCcMaTpUBaTh JIEKapCTBEHHEIN ITperaparT ajis
MEOUIIMHCKOTO IIPUMEeHEHUS B Ka4yeCcTBe Op(paHHOTO JIEKAPCTBEHHOTO
npermnapara.”;

4. YKa3aHHBIM B YaCTHU 2 HACTOSIIEN CTaThbU CPOK OIS
IMpeacTaBIeHUs 3asgBUTEeJIeM 00pa3IloB JIEKapPCTBEHHOTO IIpernaparTa 1
(apmalnieBTHYECKOM CyOCTaHIIMU HE BKJIIOYAETCS B CPOK IIPOBEEHUST
9KCIEPTHU3, IPEeAyCMOTPEHHBIX 4aCThi0 1 HacTOAIIe cTaThu."; T)
4acCThb 5 IIPU3HATh YTPATUBIIEN CUILY;

4. YKa3aHHBIM B 4aCTU 2 HACTOSIIEN CTaTbM CPOK OJIs
IIpencTaBIeHUs 3asiBUTeIeM 00pa31l0B IeKapCTBEHHOI'O IIperaparTa 1
bapmanieBTHYECKOM CyOCTAHIIMU HEe BKJIIOYAETCS B CPOK IIPOBEIEHUST
S9KCIEPTHU3, IPEeayCMOTPEHHBIX 4aCThi0 1 HacTosALed cTaThu."; I)
4acTh D NPU3HATh YTPATUBIIEH CUILY;

7. 3asgBUTENDb 00513aH HAIIPABUTh IIOCPEACTBOM €OUHOT0 MopTaja B
YIIOJTHOMOYEHHBIU (hefepalbHbIN OpraH UCIIOJTHUTEJIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEHHOT 0 (pegepaibHOTO OpraHa
WCIOJIHUTEJIbHOM BJIaCTU B €AUHOU CHUCTEME ITOANUCaHHBIN
YCUIIeHHOU KBaINu(UIIMPOBAHHOM 3JI€EKTPOHHOM MOANMNCHIO OTBET Ha
3ampoc YIOITHOMOYEHHOTO efepabHOTO OpraHa UCIIOJIHUTEIbHOMN
BJIaCTH, YKa3aHHOT'O B 4YaCTU 6 HACTOSIEeN CTaTby, B CPOK, HE
ITPEBBIIIAIONIUN TEeBSIHOCTA Pabodyux OHEM CO OHS MOIyYeHUs
YIIOJTHOMOYEHHBIM (pefepalbHbBIM OPraHOM HCIIOJTHUTEIbHOMN BIIACTH
9JIEKTPOHHOTO YBEOOMJIEHHUS O IOJIyYeHUU 3asABUTEJIEM TaKOT0
3amnpoca. Cpok, yKa3aHHBIM B YaCTU 5 HACTOSIEN CTaThH,
MIPHUOCTaHaBIMBAETCs CO OHSA HallpaBIE€HUS 3asBUTEIII0 IOCPEICTBOM
eOUHOTO MopTajla UJIu B IUYHBLIN KaOUHET 3asiBUTEJISA B eQUHOU
CHCTEeME TaKOro0 3allpoca [0 OHS HalpaBlIeHUS 3asBUTEJIEM
ITOCPEICTBOM €OUHOTO ITOpTajia B YIIOJTHOMOYEHHBIN (emepaabHbIN
OpTaH UCIIOJIHUTENIbHOM BIaCTH UJIM TUYHBIA KaOUHET
YIIOJTHOMOYEHHOT O (pejepaibHOr0 OpraHa UCIIOJIHUTEIbHOM BJIaCTH B
eOVNHOM CUCTEeMe OTBeTa Ha TaKOM 3aIllpoC U He YYUTHIBAETCS IIPU
HCYHCIIEHNHN CPOKa MOATBEPKAEHUS rOCydapCTBEHHON PerucTpanun
JIeKapCTBEHHOT O IMpenapara.”;

11. 3asBuTENb 00513aH HAaIPaBUTh B TUYHBIN KaOMHET 3KCIIEPTHOTO
y4YpeXIOEeHUS B €IVHOU CUCTEMEe MOANINCAaHHBIN YCUJIEeHHOU
KBaInu(pULIMPOBAaHHOMN 3JIEKTPOHHOU ITOANKCHI0O OTBET Ha 3aIllpoC
9KCIIEPTHOT'0 YYPEXKOEeHUS B CPOK, He IIPEBHIIIAIIIVYI INECTULECATH
paboumux OHEU CO OHSA MOJIYYeHHUS 3KCIIEPTHBHIM yUpeXaeHUueM
3JIEKTPOHHOI'0 YBEIOMJIEHUS O IIOJIYYEeHUU 3asIBUTEJIEM YKa3aHHOI'O
3anpoca. BpeMs co gHS HampaBlIeHUS B IMYHBLINM KaOWHET 3asABUTEJIA
B €IMHOU CUCTEME 3alpoca 3KCIEePTHOI'0 YUYPEeXKIEeHUA 0 OHA
HaIlpaBJIeHUs 3asBUTEJIEM B JINYHBIN KaOMHET 9KCIIEPTHOTO
yYpeXIeHUs B €eIVHOU CUCTEME OTBeTa Ha YKa3aHHBIU 3alIpoC He
YYUTEIBAETCSA IIPU UCUYUCIIEHUU CPOKa IIPOBENEHUSs S9KCIEePTU3EL
OTHOLIEHUSA OXUOAeMOU MOJIb3EI K BO3MOXKHOMY PUCKY IPUMEHEHUS
JIeKapCTBEHHOT0 IIpeliapaTa Ha OCHOBAHUU JOKYMEHTa, ComepzKalllero



pe3ynbTaThl MOHUTOPUHTA 3PPeKTUBHOCTU 1 6€30MaCHOCTH
JIeKapCTBEHHOTI'O IIpenapaTa.”; K) B 4acTu 12: B aG3alle IIepBOM CJIOBa
"mecsiTu paboymx JHEM CO OHS MOJIy4eHUsd" 3aMeHUTDb CJIOBaMU "MSITU
pabouunx mHel CO OHS HalpaBJIeHUS B IUYHBINA KaOWMHET
YIIOJTHOMOYEHHOT O (pefepaibHOr0 OpraHa UCIIOJIHUTEIbHOM BJIaCTH B
eOVHOU cucTteMe"; IYHKT 3 OOIOJIHUTH CJIOBaMHU "'TIOCPENCTBOM
HaITpaBIeHUs Yepe3 eqUHBIN MOPTasl U JTUYHBINA KaOuHeT
3asiBUTEJISI B eUHOM CHUCTEME BBIIMUCKU M3 IT'OCYyJdapCTBEHHOI O
peecTpa JIeKapCTBEHHBIX CPELCTB, IOAIINCAHHON YCUJIEHHOU
KBanMUPUIIMPOBAHHOM 3JIEKTPOHHOU HNOONMNCHIO";

12. Ilpu He0OXOOUMOCTH BHECEHHUS B MOKYMEHTHI, COflepzKallliecs B
pPEerucTpanroHHOM JOChe Ha 3aperuCTPUPOBaHHEBIM JIEKapCTBEHHBIN
nmpenapar [Ajid MeOUIIMHCKOrO IPUMEeHEHUsI, U3MEHEeHU!
OTHOCHUTEJIbHO II0Ka3aTeJjied KauyeCTBa JIEKapCTBEHHOI' O IIpelapara
OJIs1 MEOUIIMHCKOTO IIPUMEHEHUS U (1JIM) METOOOB KOHTPOJIS
KadeCTBa JIEKapCTBEHHOT 0 IIpenapara OjId MeOUIIMHCKOI 0
MIpUMEHEHU S, TPeOYyIIINX ITPOBENEHUS 3KCIIEPTU3hl KauyecTBa
JIEKapCTBEHHBIX CPELCTB, 3adBUTEJIb NOIOJIHUTEJIbHO HallpaBIsieT
IMOCPEACTBOM €OWHOTO0 ITopTajla B YIIOJTHOMOYEHHBIN (hemepaabHbIN
OpTaH MCIIOJITHUTENIbHOM BIIAaCTHU UJIM JTUYHBIN KaOUHEeT
YIIOJTHOMOY€EHHOT0 (hefiepalbHOr0 OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eIHuHOUN cucreMe

42, 3asBuTenb 00513aH HAITPABUTh B JIUYHBIM KaOUHET
YIIOJTHOMOY€EHHOTO0 (hefiepalbHOTrO OpraHa UCIIOJTHUTEJIbHOU BJIaCTH B
eOUHOU CUCTeMe IIOAIIMCAaHHBIN YCUIEHHOU KBalTUu(PUIIMPOBaHHOMN
3JIEKTPOHHOU MOAIUCHI0 OTBET Ha 3alpPOC YIIOJITHOMOYEHHOT O
(demepanbHOro OpraHa UCIIOJIHUTEIBHOUN BIIACTU B CPOK, HE
ITPEBBIIIAIONIUN IeBIHOCTA Pa00YUX OHEHN CO OHS MOJTydYeHUs
YIIOJTHOMOY€EHHBIM (pefepaibHBIM OPTaHOM HMCIOTHUTEIbHOU BJIAaCTHU
3JIEKTPOHHOT0 YBEOOMJIEHHUS O IIOJIyYeHUHU 3asiBUTEJIEM JAaHHOTO
3anpoca. Cpok, yKa3aHHBIU B 4aCcTU 4 HACTOSIEU CTaThH,
ITPUOCTAHABIMBAETCS CO [HS HAIlPaBJIEHUS B TUYHBLIM KaOUMHET
3asBUTEJIS B €QUHOU CUCTeMe 3alpoca yIIOJIHOMOYEHHOT O
demepanbHOro opraHa UCIOMHUTEJIBHOM BJIaCTU OO OHS HallpaBJIEeHUS
B JINYHBIM KaOMHET YIIOJTHOMOYEHHOT0 (pegepaibHOTO OpraHa
WCIIOJIHUTEJIbHOU BJIaCTH B €JUHOM CHUCTEMEe OTBeTa Ha JaHHBIU
3aIlpoC U He YYUTHIBAETCS IIPU UCYUCIEHUMN CPOKa MPUHATUSA
pelleHns: 0 BHECEHUU U3MEHEHU B OKYMEHTHI, COgepKalluecs B
PEerucTparuoHHOM OOChe Ha 3apPeruCTPUPOBaHHLIM JIeKapPCTBEHHBIN
Impernapar [OJisd MeOuIIMHCKOro IPpUMeHeHHts."; K) B 4acTu 7: B ab3alle
IIePBOM CJIOBa "OecsTU pabouux OHEM CO OHS IIOJIy4YeHUs" 3aMEeHUTh
croBaMu "msTH paboyux OHEeM CO OHS HaIlpaBJIeHUS IIOCPEICTBOM
eQUHOT0 IopTajla B yIIOJTHOMOYEHHBIU (hefepaibHbIU OpraH
HUCIIOJTHUTEJIbHOU BIIACTY UIU JTUYHBINA KaOWHET YIIOJTHOMOYEHHOT O
demepanbHOro opraHa MCIOJIHUTEILHOM BIIaCTH B €MUHON CUCTEME
MMOAIIMCAHHBIX YCUJIEHHBIMU KBaIU(PUIINPOBAHHBIMU 3J1€KTPOHHBIMU
NOONUCSAMU"; B IYHKTE 2 CJIOBa "M BO3BpalllaeT UX 3asABUTEI0"
HUCKJIIOUMNTh; IYHKT 3 AOIOJIHUTHL CIIOBaMU ", IIyTeM HallpaBIeHUS
3asIBUTEIII0 IIOCPEACTBOM €IUHOI0 IIopTajia UK B JINYHLIN KaOUHEeT
3asBUTENS B €QUHOU CHCTEME BBIIIMCKU M3 IOCYJapCTBEHHOT O



peecTpa JIeKapCTBEHHBIX CPEICTB, MOAIINCAaHHON YCUTIEHHOU
KBaNTU(PUIINPOBAHHOM 3JIEKTPOHHOUN MOONNCHIO";

42, 3asBuUTesNb 00513aH HAIIPABUThL IIOCPEICTBOM €IMHOI0 IMopTasia B
YIIOJTHOMOYEHHBIU (heJepaabHbIM OpraH UCIIOTHUTEJIbHON BJIaCTHU
MOONVCAHHBIN YCUJIEHHOU KBAJIU(PUIMPOBAHHOMN 3JI€EKTPOHHOU
MMOOMNMCHIO OTBET Ha 3allpoC yIIOJIHOMOYEHHOTO (pefiepaIbHOr0 OpraHa
HCIIOJTHUTEJILHOU BJIaCTU B CPOK, HEe IPEBHIIIAIOIINN AEeBIHOCTA
pabouux mHeM CcOo OHS IMOJIyYeHUs YIIOJTHOMOYEHHBIM pemepanbHbIM
OpraHOM HCIOJIHUTEJIbHOU BJIaCTU 3JIEKTPOHHOI'O YBELOMJIEHUS O
MIOJIy4YEeHUU 3asiBUTEJIEM NAaHHOI'o 3anpoca. CpoKY, yKa3aHHEIE B
yactu 11 HacTosleu cTaThy, IIPUOCTAaHABIMBAIOTCS CO OHS
HampaBJIeHUs MOCPEACTBOM €QUHOT0 IIopTajla 3asgBUTEJIIO 3alpoca
YIIOJIHOMOYEHHOT 0 (hefepalbHOr0 OpraHa UCIOJIHUTEJIbHOU BJIaCTH
IO OHS HAllpaBJIeHUS IIOCPELNCTBOM €IVHOI0 IopTajia B
YIIOJTHOMOYEHHEIN (hefepasibHBIN OpraH UCIIOJIHUTEILHOM BlIaCTU
OTBeTa Ha JaHHBIM 3aIllpOC U He YYUTHIBAIOTCS IIPU UCUYUCIIEHUUN CpPOKa
NPUHATUSA PELIeHUs O BHECEHUU U3MEHEHUU B JOKYMEHTHI,
copepIKalluecs B PETUCTPAMOHHOM [OChEe Ha 3apETUCTPUPOBAHHBIN
JIeKapCTBEHHBIU IIpenapar AJisi BEeTEePUHAPHOTO IPUMEHEHHUs."; K) B
vyacTu 61: B abG3alie mepBOM CJIOBO "IONIYYEeHUS" 3aMEeHUTh CJIOBaMU
"HampaBlIeHUs IOCPEeOCTBOM €qQUHOTO IIopTaja B YIIOJTHOMOYEHHBIN
demepanbHBIN OpraH UCIIOJIHUTEILHOM BIACTH HOANNCAHHOTO
YCHUIJIEHHOM KBaIU(PUIIMPOBAHHOU 3JIEKTPOHHOU IMOAMNUCHI0"; B IYHKTE
2 cioBa "u BO3BpalllaeT 3TU JOKYMEHTHI 3aIBUTEJII0" UCKIIIOYUTE;

42, 3asBUTEesNb 00513aH HAIIPABUThL IIOCPEICTBOM €IMHOIr0 IMopTasia B
YIIOJTHOMOYEHHBIU (heJepalbHbIN OpraH UCIIOTHUTEJIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEeHHOT 0 (hegepaibHOT0 OpraHa
HUCIIOJTHUTEJIbHOM BJIACTH B €QUHOMN CHCTEME MOANNCAHHBIN
yCUJIEHHOM KBalTU(PUIIMPOBAaHHOU 3JIEKTPOHHOM MOAIIMCHIO OTBET Ha
3aIpoC YIOJIHOMOYEHHOT 0 (peiepanbHOr0 OpraHa UCIOJIHUTEIbHON
BJIaCTU B CPOK, He IIPEBLIIIAIONINY IeBIHOCTa paboyux OHEM CO OHS
MMOTy4YEeHUS YIIOJTHOMOYEHHELIM (pefieparlbHBIM OpraHOM
HCIIOJTHUTEJIbHOU BJIaCTHU 3JIEKTPOHHOTO YBEAOMJIEHUS O IIOJIy4YeHUN
3asgBUTENIEM OJaHHOTO 3anpoca. Cpok, yKa3aHHBIU B 4acTu 4
HACTOSAIIEN CTaThH, IIPUOCTAHAaBJIMBAETCS CO OHS HalpaBJIeHUS
3asIBUTEII0 TTIOCPEICTBOM €UHOI0 II0OpTajla UIU B TUYHBIN KaOUHET
3asBUTENS B eQUHOM CHCTEME 3alpoca YIOITHOMOYEHHOTO
dbemepanbHOTro OpraHa HCIIOJIHUTEIBRHOMN BJIACTH OO OHS HAIpaBJIEHUS
3asgBUTEJIEM IIOCPENCTBOM €OWHOI0 MopTajia B YIIOJTHOMOYEHHBIU
denmepanbHLIM OpraH UCIOJIHUTEIPHON BIIACTH UJIN JINYHBLIM KaOUHET
YIIOJTHOMOYEHHOT 0 (pefepabHOr0 OpraHa UCIIOJIHUTEILHON BJIaCTH B
eOVHON CUCTEME OTBETa Ha JaHHBIM 3aIllpOC U He YYUTHIBAETCS IIPHU
MCYHCJIEHNY CPOKa 3KCIIepTU3kl KauecTBa (hapMalleBTUUYEeCKOU
cyOCcTaHIIUU, TPOU3BENEeHHOU /I peanu3aluu."; €) B 4acTu 6 BTOpoe
IpenjIoKeHne U3JI0KUTh B CIeAyIoIen pegakiuu: "OKCIepTHOe
yuypexkeHue TP IoJIydYeHun o0pa31ioB YKa3aHHOM B YacTu 1
HACTOSIIeN CTaThu hapMalleBTUYECKOM CyOCTaHIIUM B TOT K€ OeHb
HaMpaBJIsSeT B IUYHLIN KaOUHET 3asBUTEJISI B €OUHOMU CUCTEME
yBeIOMJIEHME, IIOATBEPKIAloIllee MMOoJIydeHre 3TUX 00pa31oB."; XK)
4acTh 7 IPU3HATh YTPATUBIIEN CHUIy; 3) B 4acTu 8: B ab3alle mepBOM



CJIOBO "NOJIyYeHUsA" 3aMeHUTh CJIOBaMU "HallpaBJIeHUS II0CPENCTBOM
eOUHOTO ITopTaja B YIIOJTHOMOYEHHHBIN (pefepanbHbI OpraH
HUCIIOJTHUTEJIbHOM BJIACTH WU JIUYHBINM KaOUHET YIIOJTHOMOYEHHOI O
denmepanbHOro opraHa UCIOJHUTEIBHOM BIIACTH B €IMHOM CHUCTEME";
B IMyHKTe 3 cJioBa "yBemoMisieT 00 3TOM B 9JIEKTPOHHOU WU
MUCbMEHHOU (popMe 3asiBUTENA" 3aMEHUTh CJIOBaMHU "HalpaBiisieT
3asIBUTEJII0 TTIOCPEICTBOM €UHOI0 II0OpTajla UIh B JTUYHBINM KaOUHET
3asIBUTENS B €QUHOUN CHCTEME BBIITHCKY U3 T'OCYdapCTBEHHOTO
peecTpa IeKapCTBEHHBIX CPEOCcTB"; ) 4acTh 12 U3JI0KUTH B
cnenylouleu pemakiuu: "12. [TomyckaeTcs obpallieHue
dapmanieBTHYECKOM CYyOCTAHIIUU 10 UCTEUYEHUSI CPOKA I'OHOCTH,
MMPOU3BEOEHHOU [OJI peann3alliy B TeYeHNe CTa BOCbMUOECITH JHEN
TOCJIe OaTH IIPUHSATHUS YIIOITHOMOYEHHBIM efgepalbHbIM OPraHoOM
WCIIOJTHUTEJILHOM BJIAaCTHU PEIleHUsI 0 BHECEHUU U3MEHEHUU B
OOKYMEHTHI Ha papMalleBTUUECKYI0 CYyOCTaHIIUIO, B COOTBETCTBUMU C
nHpopMalmen, cogepkKalleucs B JOKyMeHTax Ha (papMaleBTUIECKYI0
CyOCTaAHITUIO 10 IAThI IIPUHSATHUS TAKOTO PEIleHus."; K) MyHKT 2 YacTu
13 U3/0XUTE B ClIeOyOlleld pegakuuu: "2) HallpaBjIeHUs
pa3paboTYUKOM JIEKapCTBEHHOTO CPeNCTBa UJIM IIPOU3BOOUTEIIEM
JIEKapCTBEHHOTO CPelCcTBa JTM00 YIIOTHOMOYEHHBIM UMU OPYTUM
IOPUANYECKUM JIUIIOM ITOCPEACTBOM €QUHOTr0 ITopTaja B
YIIOJTHOMOYEHHBIU (heJepalbHbIM OpraH UCIIOTHUTEJIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEeHHOT 0 (hegepaibHOTO opraHa
KWCIIOJITHUTEJILHOU BJIaCTU B €QUHOUN CUCTEME IMOANNCaHHOI O
YCHUJIEHHOM KBaIu(PUIIMPOBAHHOU 3JIEKTPOHHOU IMOANMNCHIO 3asBJI€HUS
00 MCKII0OYEeHUHU U3 IOCYyJapCTBEHHOTO peecTpa JTeKapCTBEHHBIX
cpencTB ¢papMalleBTUYECKOM CyOCTaHIINY, ITPOU3BEIEHHOMN IJIsI
peanu3anuu;";

42, 3asBuTesb 00s13aH HAalPaBUTh B TUYHLIM KaOUHET COBETa 10
9THUKE B €OWHOU CHCTEMEe MOOIIMCaHHBIU YCUJIEHHOU
KBaIu(UIIMPOBAHHOM 3JI€EKTPOHHOM ITOAMNNCHI0 OTBET Ha 3aIlpocC O
IIpeacTaBlIeHUHU He0OXOOUMBIX MaTePHUAJIOB COBETY I10 3TUKE B CPOK,
He TIPEeBLINIAIONINYN IeBIHOCTa pabouuX MHEN CO OHS MOITy4YeHUs
COBETOM II0 3THUKE 3JIEKTPOHHOI'O YBEIOMJIEHHUS O IIOJIY4YEeHUU
3asiBUTEJIEM YKa3aHHOTr0 3anpoca. BpeMs co oHs HallpaBJIeHUS
COBETOM IIO 9TUKE B IMYHBIN KaOMHET 3asIBUTEJIS B €QUHON CUCTEeMe
3aIpoca O MpefcTaBIeHUN HeO0OXOOUMEIX MaTepPHasioB 0 OHS
HaNpaBJIeHUS 3asBUTEJIEM B IUYHBIM KaOMHET coBeTa 110 3TUKE B
€OVHOUN CUCTEMe OTBeTa Ha yKa3aHHBIM 3allpOC He YYUTHIBAETCS IIPHU
WCYUCIIEHUHU CPOKa NPOBEeOeHUs 3TUYECKOU SKCIEPTUIHL.";

42. He TpeOyeTcs IIpeacTaBleHre IPOTOKOJIa UCIIBITAHUM,
yKa3aHHOTO B YyacTu 4 unu 41 HacTosIlled CTaTby, B OTHOILIEHUHU
opdaHHBIX JIEKAPCTBEHHBIX IPENapaToB, BEICOKOTEXHOJIOTUYHBIX
JIeKapCTBEHHBIX IIPENapaToB, ITOMTYYEHHBIX U3 OMOTIOTUYECKOTO
MaTepuasia OllpelesIeHHOI'0 YejloBeKa U IpefgHa3Ha4YeHHBIX I
IPUMEHEHUS 3TOMY XK€ 4eJIOBEKY

43. B oTHOLIIEHUU OOHOM CEPUU UM OOHOU MapTUU
BBICOKOTEXHOJIOTUYHOTO JIEKAPCTBEHHOTO IIpenapara (3a
HCKII0OYEeHNEM BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IIPEIapaToB,



TMOJIyYEeHHBIX U3 OMOJIOTUYECKOT0 MaTepuasa olpeaeleHHOTro
4eJiOBeKa M ITpedHa3HaYeHHBIX OJIS IIPUMEHEHUS 3TOMY XKe
4eJI0BEeKY), BIIepBhie ITPOU3BEedeHHOr0 B Poccurickou ®enepanuu Ujiu
BIIEPBBIE BBO3UMOTO B Poccuiickyio Pepnepaliniio, IpeacTaBiasieTCs
MIPOTOKOJI UCIIBITaHUM, IPOBEOEHHBIX C UCIIOIb30BaHUEM CPENCTB
OVUCTaHIIMOHHOIO B3aUMOOENCTBUS B TeYEHUE IEPBBIX TPEX JIET MOCIIE
BBO@a TAKOTO MpeIlapaTa B IpaXgaHCKuM 000poT."; 1) 4acTh 5
U3JIOKUTH B clenymoolie pegakuuu: "5. ExxerogHo He no3gHee 1
arrpesis IIPOU3BOAUTENN JT€eKaPCTBEHHBIX CPEICTB UJIM OpraHu3alli,
OCYIIECTBJISAIOIINE BBO3 JIEKaPCTBEHHEBIX IIpernapaToB B PoccuiicKyro
demepalinio, IPeOCTaBASAIOT B ¢hemepanbHbIl OpraH UCIOTHUTEIbHOMU
BJIACTH, OCYILECTBISIOIINY QYHKIIUK 10 KOHTPOJIIO U HAaA30py B chepe
30PaBOOXpPaHEeHH’sI, IPOTOKOJI UCIBITAHUN MOCTYIINUBIIIETO B TeUEHNE
MIpeAIIeCTBYIOLIEro KaJeHOapHoro roga B rpaXxaaHCKuil 000poT
JIEKapCTBEHHOT O IIpefapaTa COrIaCHO perucTpaiuoOHHOMY
YOOCTOBEPEHMIO (Ha OOHY CEPHUI0 TOPTOBOTO HAaUMEHOBAHUS C Y4E€TOM
JIeKapCTBEHHOM (POPMEI OITHOM MO3UPOBKU), IPOBOIUMEBIX
aKKpeIOuTOBAaHHBIMH B COOTBETCTBUM C 3aKOHOOATEJILCTBOM
Poccuiickoit ®epepannm 00 akKpeauTaluyd B HallMOHAJILHOM CUCTEME
aKKpeauTalluyu UCIBITaTeJIbHBIMU TabopaTopusMu (LieHTpaMu).
[IpencTtaBneHue MIPOTOKOJIa UCIBITAHUM, IPEAYCMOTPEHHOTO
HaCTOSAIIeN YacThlO, B OTHOIIIEHUH JIEKaPCTBEHHBIX IPenapaTos,
YKa3aHHBIX B 4acTU 42 HACTOSIIEN CTaThU, JOIIYCKAaeTCs OOUH pPa3 B
TPU Tofa IIPU YCIIOBUHU UX BBOIA B rpaXkgaHCKuM 000poT. [1pu
MIpeacTaBI€HUH IIPOTOKOJIa UCMIBITaHUM, IPEOYCMOTPEHHOT0 YaCTAMU
4 u 41 HacTosIIeNd cTaThi, B pefepanbHbIi OPTaH UCIIOJTHUTETBHON
BJIACTH, OCYIIECTBISIOIINY PYHKIIUH 10 KOHTPOJIIO U HAaA30py B chepe
30PaBOOXPaHEHHsI, IPOTOKOJI UCHBITAHUM, IPEOYCMOTPEHHBIN
HaCTOSIEeN YacThlO, B YKa3aHHBIM OpraH He IIpefcTaBsieTcs."; K)
OOIIOJIHUTE YacThio D1 crienyromiero cogepxauus: "51.
[TpousBomuTENN TE€KapCTBEHHBIX CPEACTB UM OpPraHU3alluH,
oCylIeCTBisAIIUe BBO3 B Poccunickyro Penepaliuio
BBEICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHEBIX ITperapaToB, BMECTO
IIPOTOKOJIa UCHBITAHUHU, IIPEOYCMOTPEHHOI'0 YaCThI0 5 HAaCTOALIEen
CTaThH, BIIPaBe NPENCTaBUTh B pedepasbHbIM OpraH UCIIOIHUTEIbHOMN
BJIACTH, OCYILECTBISIOIINY PYHKIIUK 10 KOHTPOJIIO U HAaA30py B chepe
30paBOOXpPaHEHNsI, CBeIeHHUs O JaTe U PerucTpaiuoHHOM HOMeEpe
3aKJII0OYEHUS O COOTBETCTBUU MIPOU3BOOUTEJIS JIEKapPCTBEHHBIX
cpencTB TpebOBaHUSIM ITPAaBUII HajjeXkKalllel ITPOu3BOACTBEHHOU
MIPaKTUKU UIU cepTUUKaTa COOTBETCTBUS IIPOU3BOACTBA
JIeKapCTBEHHBIX CPEMICTB TPeOOBaHUSIM ITPABUII HaIexallekn
IIPOU3BOLCTBEHHOU IPAKTUKU EBPa3uiiCKOro 9KOHOMUYECKOT 0
COI03a, BBIIAaHHOTO YIIOJTHOMOYEHHBEIM OPraHOM I'OCyJapCTBa - 4JjieHa
EBpa3uiiCcKoro 3KOHOMHUYECKOT0 COI03a, OJIsi IPOU3BOACTBEHHOU
IJIOLIAOKU (ITPOM3BOACTBEHHEIX IIJIOIIAA0K), OCYIIIEeCTBIISIOIIEN
IIPOU3BOLOCTBO T'OTOBOM JIEKAPCTBEHHOU (DOPMEI U BHIITYCKAIOIINMI
KOHTPOJIb Ka4YeCTBa JIEKapCTBEHHOI' 0 IIpelaparta.”; JI) 4acThb 6 mocie
CJI0B "yBemOMIISIIOT 00 3TOM" OOMOJIHUTD CJIOBaMU "B 9JIEKTPOHHOU
¢dopme"; M) momONMHUTE YacThio 71 crnemyioiiero cogepxanus: "71.
dopMa ¥ IIOPSAOOK NPOBEEeHUSA UCIBITAHNM, YKa3aHHBIX B YacTX 4,
41, 43 u 5 HacCTOAILIEeN CTaTby, B TOM YUCJIE C UCIIOJIb30BaHHUEM
CPeOCTB OUCTAHIIMOHHOIO B3aUMOOENCTBUS, YCTaHABINBAIOTCS



[TpaBuTtenscTtBOM Poccuiickou ®emepanuu.”; H) B 4aCTU 8 CJIOBa
"yactamu 1, 2, 4, 5 u 6 HacTosAIIeH CTaThu" 3aMEHUTh CJIIOBAMHU
"vyactamu 1, 2, 4, 41, 43, 5, 51 u 6 HacTos1el ctatbu"; 0) B 4actu 10
cjioBa "yacTtamu 1, 2 U 4 HaCTOsIIen CTaTbU'" 3aMEeHUTh CJIOBAMU
"vactamu 1, 2, 4, 41, 43, 5 u 51 HacTosIleu cTraTbu'";

53. B yactu 2 cTathu 14:

53. cTtaTthio 15 nocre CioB "rocynapCTBEHHOU perucrpauum”
OOIIOJIHUTH CJIOBOM "(perucrpauun)”

53. yactu 4 - 43 cTaThu 16 U3IOXKUTE B ClleOyrOlleld pegakuuum: "4.
[Ipu npoBeOeHUU IKCIIEePTUILI JIEKAPCTBEHHBIX CPELNCTB He
OomycKaeTcs uctpeboBaHKe SKCIIEPTOM Y 3aABUTENS TNU00 UHBIX JIUIT
MaTepuasaoB, He0OOXOOUMEBIX I IPOBEOEeHUs 3KCIepTUu3nl. B ciydae
HeIOCTAaTOYHOCTHU IIPeNCTaBJIeHHEIX 3KCIIEPTYy MaTepuasloB B TUYHEIN
KaOWHeT 3asBUTEJISA B €OUHOU roCyZapCTBEHHON NH(GOPMalMOHHOU
cucrteMe B chepe 30paBOOXpaHeHUs (Oasee - eguHas CUCTeMa)
9KCIIEPTHHIM YUYpeXAEeHUEM HallpaBJIgeTCs 3alpocC O IIpencTaBlIeHun
He0oOXOOUMBIX MaTepHasioB, IOAINCAHHBIY PYKOBOOUTEIEM
(YIIOTHOMOYEHHBIM JIMIIOM) SKCIIEPTHOTO YYPEXKOEeHUs C
KUCIIOJIb30BaHUEM YCUJIEHHOM KBaJIU(PUIIMPOBAHHOU 3JIEKTPOHHOU
MIOAIINCHU

53. B nyHKTe 1 cioBa "IpU OCYILECTBJIEHUU I'OCydapCTBEHHOU
perucTpanumn’ UCKIIYUTH

53. B yHKTe 2 CcJjI0Ba "KayeCTBa JIEKapCTBEHHOI'O CpefacTBa u"
3aMeHUTh CJIOBaMU "KadeCTBa JIEKapCTBEHHOTO CpencTBa u (uiu)"

43. yacTts 1 craTteu 17 U3510XKUTH B clenywollen pegakouu: "1. Insa
rOCyZapCTBEHHOU perucTpaluu JIeKapCTBEHHOI0 Ipenapara ajis
BETEPUHAPHOT0 IPUMEHEHUS pa3paboTUYUK TaKOTo JIEKAPCTBEHHOTO
IIpernapaTa HUId YIOJIHOMOYEHHOE UM OPYyroe IPUAUIeCcKOe JIUI0
(mamee B HaCTOsIEN CTAaThe - 3asIBUTEJIb) HAllpaBJIsIeT IOCPEeaCTBOM
(denmepanbHOU rocygapCTBEHHOM MHMOPMAIIUOHHON CUCTEMEI
"EQUHBIY IOPTaJl TOCYySAapCTBEHHBIX U MYHUIUIIATIBHBIX YCIIYT
(byukuuin)" (manee - eOMHBIN IIOPTaI) B YIIOTHOMOYEHHBIN
(enmepanbHBIN OpraH UCIOJIHUTEIbHOU BJIACTU 3asBJIEHUE O
rOCyZapCTBEHHOU perucTpaluy JIeKapCTBEeHHOI 0 IIpenapara o
BETEPUHAPHOI'0 IIPUMEHEHUsI, IOANUCaHHOE YCUIIEHHOU
KBaJIU(PUIIMPOBAHHOU 3JIEKTPOHHOU MOAIMCHIO, @ TaKXKe JOKYMEHTHI,
13 KOTOPHIX (OPMUPYETCS PETUCTPALIMOHHOE JOChe Ha
JIeKapCTBEHHEIN IIpenapar OjIsi BeTepUHapHOIr o IpuMeHeHud."

43. ctaTteio 18 npusHaTh yTpaTUBILEU CUILY
43. B cTatse 19:

43. B yactu 1: ab3all mepBHIH IOCIIE CJIOB "perucrpauuu
JIeKapPCTBEHHOT O IMpenapaTa” JOIIOIHUTh CJIOBAMU "W 3asABIIEHUSA O
MIPU3HaAHWU JIEKapCTBEHHOT O IpenapaTa OppaHHBIM JIeKapCTBEHHBIM
npenapaTtoM"; B IyHKTe 1 cjioBa "IIpu OCYIEeCTBII€HUU



rOCyHapCTBEHHOM perucTpanuu” UCKIIOYNTh; MYHKTH 2 U 3 IIPU3HATh
YTPaTUBILIKUMU CUITY

43. yacTu 2 - 4 U37I0KUTH B CIEOyIOIIen pegakuu: "2.
YnonaoMoueHHBIN hemepanbHbI OPTalH UCIOJIHUTEIbHON BJIaCTH
HAITPaBIseT B IMYHBIN KaOWHET 9KCIEPTHOTO YUYPEXKOEHUS B €IUHON
CHCTeMe MOANNCaHHOE YCUIIEHHON KBalu(UIINPOBAaHHOMN
9JIEKTPOHHOU MOANMNCHIO 3aJjaHNe Ha IPOBeeHne SKCIIEPTU3,
MIPEeNyCMOTPEHHBIX YaCcThI0 1 HAaCTOSIIEW CTaTbU, B IMYHBIM KaOUHET
3asiBUTEJISI B eIUHOU CUCTEMe - IOAIIMCaHHOE YCUJIEHHOU
KBaJIU(PUIIMPOBAaHHOU 3JIEKTPOHHOU MOANNCHI0 YBEIOMJIEHUE O
MIPUHSATOM PEILIeHUHU O Bhifaue 3aJaHUs Ha IPOBedeHue SKCIIEPTU3,
NpenyCMOTPEHHBIX YacThi0 1 HaCTOsIIeN CTaThby, U B Clly4ae
He0oOXOIMMOCTH O BhIJlaue pa3pellleHus Ha BBO3 B POCCHUICKYIO
depepallii0 KOHKPETHOU ITapTHUU, CEPUU 3aPETUCTPUPOBAHHEIX U
(nnu) He3aperuCTPUPOBAHHLIX JIEKAPCTBEHHBIX CPEMICTB UITH 00
OTKa3e B IPOBEIEeHUM TaKUX 3KCIEePTU3 C YKa3aHUEeM NPUYMH OTKa3a

4. ctatbro 20 U3JI0XKUTH B cienyouien pegakuuu: "Cratesa 20.
DKCIepTHU3a JOKYMEHTOB, IPEACTABIEHHBIX IJI5 OIIPeOeIeHus
BO3MOZKHOCTH paccMaTpuBaTh JIeKapCTBEHHEIN IIpemapar ajis
MEOULIMHCKOTO IIPUMEHEHU B Ka4yeCTBe Op(PpaHHOTO JIEKapCTBEHHOT O
npenaparta 1. [Iponenypa onpeneneHrss BO3MOXKHOCTHU
paccMaTpuBaTh JIEKapPCTBEHHBIN IpenapaT OJisd MeOUIIMHCKOT O
MMPUMEeHEeHUS B KauecTBe Op(aHHOTO JIeKapCTBEHHOT O ITpelapaTa
MOZKEeT IIPOBOAUTHCS KaK B OTHOIIIEHUU JIEKaPCTBEHHOT O IIpernapara,
3aperuCTPUPOBAHHOTO B COOTBETCTBUHU C HacToAIIuUM DPegepalibHbBIM
3aKOHOM 00 B COOTBETCTBUU C aKTaMH, COCTABJISIOIINMU IIPaBO
Co103a, TaK U B OTHOLIEHUM HEe3aperuCTPUPOBaHHOTO
JIeKapCTBEHHOT O MIpenapaTa. JKCIiepTru3a JOKYMEHTOB,
peacTaBI€HHBIX OIS ONpenesieHus: BO3MOXKHOCTH paccMaTpuBaTh
JIeKapCTBEHHBIU IIpenapar AJisi MEeJULIMHCKOTO IPUMEHEHUS B
KadecTBe OphaHHOTO JIEKaPCTBEHHOT'O IIpemapaTa, COCTaBIeHHUe
KOMUCCHEN 3KCIIEPTOB 3aKJII0UYEHUSI 0 BO3MOXKHOCTHU UITU
HEBO3MOXKHOCTH PacCMaTpPUBaTh JIEKapPCTBEHHEIN ITperaparT Oy
MEOULIMHCKOTO IIPUMEHEHUs B Ka4yeCTBEe OP(PaHHOTO JIEKapPCTBEHHOT O
IperapaTa ¥ HallpaBlleHWe B TUYHBLIM KaOMHET yIIOJITHOMOYEHHOT'O
demepanbHOro OopraHa MCIOJIHUTEILHOM BIIaCTH B €IUHON CUCTEME
OAHHOTO 3aKJII0YeHUs B popMe 3JIEKTPOHHOTI 0 IOKYMEHTa,
MMOONMCAaHHOTO YCUJIEHHON KBaIU(PUIIMPOBAaHHOU 3JIEKTPOHHOU
MOAIIKMCHIO, OCYILECTBIISIOTCS B CPOK, HE IIPEBHIIIALINN TPUALAaTA
pabouux mHeM CcOo OHS HallpaBIEeHUS B JIMYHBIM KaOMHET 3KCIEPTHOT O
y4YpeXkOeHHUSI B eIUHOU CUCTEME 3aJaHus YIIOJTHOMOYEHHOT O
(demepanbHOro OpraHa HCIIOJIHUTEIBPHON BIIACTH U CIIEOYIOIINX
OOKYMEHTOB U CBEIE€HUIM:

4. 3aaBJIeHVE O IPU3HAHUM JIEKAPCTBEHHOT 0 IpenapaTa OoppaHHBIM
JIeKapCTBEHHBIM IIpPeapaToM, COCTaBJIEHHOE 110 opMe,
YTBEPKIOEHHOUN YIIOJTHOMOYEHHBIM (hpefiepalbHbBIM OPraHOM
HUCIIOJTHUTEJIbHOM BJIaCTH, IOANHCaHHOE YCUIIEHHOU
KBaIU(PUIIMPOBAHHOU 3JI€EKTPOHHOU IOANMNCHIO YIIOJTHOMOYEHHOT O
MIPenCcTaBUTENIS IOPUONYECKOT O JINIA, JeMCTBYIONIEr0 B COOCTBEHHBIX



HWHTepeCaxX UJIN YIIOJTHOMOYEHHOTI O IIPEeNCTaBJIATE HHTEPECHI OIPyroro
IOPUONUYECKOI'O JINIla

4. xonus NOKyMeHTa Ha PYCCKOM SI3BIKe, 3aBEPEHHOI0 B
YCTAHOBJIEHHOM ITOPSIKE U ITOATBEPKIAl0Iero IPaBOMOYHOCTD
3asIBUTEJS IT0JlaBaTh 3asiBIIeHUE O ITPU3HAHUU JIEKapCTBEHHOTO
rmpemnapaTta ophaHHbIM JIEKapCTBEHHBIM IITperapaToMm (IIpu
HeoOXOOUMOCTH)

4. o6ocHoBaHue oppaHHOCTU 3a60IeBaHUsI, HE OTHECEHHOTO B
cooTBeTcTBUU C PemepanbHBIM 3aKOHOM OT 21 HOs10psa 2011 roma Ne
323-®3 "O0 ocHOBaxX OXpaHHBI 3HOPOBLS I'PaxkaaH B Poccuiickou
depepanun" K pegkuM (opdhaHHBIM) 3a00I€BaHUSIM, B TOM YUCJIIE
nmonpoOHas nHGopMaIus O AUAarHOCTHUKe, TPOPUIaKTUKE UITH
JIe4eHUHU TaKoro 3abomeBaHuUs

4. yTBepXKAeHHass MHCTPYKIHUS 10 MEOUIIMHCKOMY IIPUMEHEHUIO
JIeKapCTBEHHOTO IIpenapara, 3aperuCTpuPOBaHHOTO B COOTBETCTBUU C
HacToamuM OengepaibHBEIM 3aKOHOM, UJIM 00I1asi XapaKTepuCTHUKa
JIeKapCTBEHHOTO Iperapara, 3aperucCTpupoOBaHHOTO B COOTBETCTBUU C
aKTaMH{, COCTABIAIOMIUMHU ITpaBo Coio3a (Ipu HATUYNH)

4. UHCTPYKIIUS 10 MEOUIIMHCKOMY ITPUMEHEHMIO UIU KpaTKas
XapakKTepHUCTHKa JIeKapCTBEHHOTO IIpellapaTa, yTBePXKAeHHBIE B
CTpaHe NPOU3BOAUTENS (IIPU HAJIUUUN)

4. KOIIUY OJOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IIOPSAIKE U
MOATBEepPXKOAINX (haKT perucTpaluu JIeKapCTBEHHOT O IIpenapara B
MHOCTPaHHHBIX TOCyAapCTBax B KadyeCcTBe Op(paHHOTO JIEKapCTBEHHOT O
npemnapara (IIpy HaJIUu4uu)

4. MPOEeKT XapaKTEePUCTUKU He3apeTruCTPUPOBAHHOT O
JIEKAPCTBEHHOTO ITpenapaTa, CofepKallero Cilenyoline
MUHUMAaJIbHBIE CBEIEHUS 0 HE3aPETUCTPUPOBAHHOM JIeKapCTBEHHOM
Impenapare ([IoIIycKaeTCs IIpeaCcTaBIeHtue IIPOeKTa XapaKTePUCTUKHU
He3aperuCTPUPOBAHHOTO JIeKapCTBEHHOTO IIperapara,
COCTaBJIEHHOT'O B COOTBETCTBUHU C MOCTYIHBIMH JAHHLIMU 110
ITPOBENEeHHLIM KJIMHUYECKUM HUCCJIeJOBAHUSIM JIEKapCTBEHHOTO
IpenapaTa ¥ JOKJIMHUYEeCKUM HUCCJIeJOBAaHUSM JIEKAaPCTBEHHOT'O
CpencTBa Ha MOMEHT MOOAaYy 3asBJIEHUS O TPU3HAHUU
JIeEKapCTBEHHOTO IpernapaTa oppaHHBEIM TeKapCTBEHHLIM
mpernapaToM):

4. cBeieHUs O TEKYyIIeM cTaTyce pa3paboTKu
HEe3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'O IIpernapara, a TakxkKe IJiaH
ero pa3paboTkKu

4. 0630PH JOKJIIMHUYECKHUX UCCIIeIOBAHUN JIEKAPCTBEHHEIX CPEMICTB U
KITHHUYECKUX UCCIIeOBAaHUN He3aperuCTPHUPOBAHHOT O
JIEKapCTBEHHOI'0 MIpernaparTa, JOCTYIHbLIE Ha JeHb ITOfayYy 3asBIeHUS



4. OTYETHI O IPOBEOEHHBIX JOKINHUYECKUX HCCIIeOBAHUSIX
JIEKapCTBEHHOT'0 CPEMICTBA U KIMHUYECKHUX MCCIIeOOBAHUIX
HEe3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'0 mpenapaTa (IIpyu HaJIuduiu)

4. PEKBHUI3UTEI JOKYMEHTA, IIOATBEPKIOAIOIIET0 YIIIIaTy
FOCYHapCTBeHHOﬂ IIOIIJINHBI

4. HauMeHOBaHUe JIeKapCTBEHHOT O IIpenapaTa (MeXayHapogHoe
HellaTeHTOBaHHOe, UJIU I'PYNIIUPOBOYHOE, UJITU XUMUYECKOe U
TOProBOe HauMEHOBaHU )

4. nekapCTBeHHas (popMa C yKa3zaHMEM HauMEHOBaHUU U
KOJINYECTBEHHOI'O COCTaBa OEeMCTBYIOIINX BEIIeCTB U Ka4YEeCTBEHHOT O
COCTaBa BCIIOMOTATEJIbHBIX BEIECTB (ITPU HEOOXOIUMOCTH
KOJINYECTBEHHOI'O COCTaBa BCIIOMOTaTEIbHEIX BEILIECTB)

4. papMakoguHaMUKa U papMaKOKHHETHUKA
4. mokalaHus O IPUMEHEHUS
4. TpOTUBOIIOKA3aHUS OJIsI TPUMEHEHU

4. BO3MOKHBIE TTOO0OYHEIE OEeNCTBUS M HexKeJlaTeJIbHbIE PeaKnuu 1Ipu
IIPUMEHEHHNHU JIEKAPCTBEHHOT' O IIpeIllapaTa OJId MeOUITMHCKOI'O
IIPUMEHEHUA

4. HaMEeHOBaHUS U ajpeca IIPpOnu3BOAOCTBEHHEIX IIJIOITAadO0K
IIPOU3BOOUTEIIA JIEKAPCTBEHHOT O IIpeliapaTa

4. cBegeHUus o pa3pa6OTqHKe JIEKAapPCTBEHHOT'O CpeacCTBa (I[ep}KaTeJ'Ie
PETUCTPAIITMOHHOI'O YJIOCTOBepeHI/ISI)

3. cTtaTeio 21 mpu3HAaTh YTPaTUBLIEU CUITY
3. B cTaTtbe 23:

3. B yactu 1 cioBa "HampaBjieHUE 3TUX 3aK/IIOYEHUU B
YIIOJTHOMOYEHHBIU (pefgepalbHbIi OpraH UCIIOJTHUTEIbHOM BiIaCTH"
3aMEHHUTH CJIOBaMU "HalpaBlIEHHWE 3TUX 3aK/IIOYEHUU, NOOINCAaHHBIX
YCUII€eHHBIMHU KBaTU(UIIMPOBAaHHEIMU 3JIEKTPOHHBIMHU MOOIIKUCSIMH, B
JIMYHBIN KaOMHET YIIOJTHOMOYEHHOT0 pefepaibHOTO OpraHa
HUCIIOJTHUTEJIbHOU BJIaCTHU B €QUHOMN CHUCTeMe", CJIOBa "MOIy4YeHUs
S9KCIIEPTHHIM yYpeXgeHUeM" 3aMeHUTh CJI0OBaMU "HallpaBJIEHUS B
JIMYHBIM KaOWHET 3KCIIEPTHOTO YUYpPexXKaIeHUs B eUHOM cucTteMe",
cioBa "B 3JIEKTPOHHOM ¢opMe Ui Ha OyMaXKHBIX HOCUTENSIX"
HUCKJIIOYUTH

3. B 4acTu 2 CjI0Ba "peIlleH’s YyIIOJTHOMOYEeHHOTO0 demeparbHOTO
opraHa UCHOJIHUTENIbHOM BJIaCTU" 3aMEHUTH CJIOBAMU
"YIIOTHOMOYEHHBIM (pefepabHbBIM OPraHOM HCIIOJIHUTEIbHOM BIIaCTH
YyBEOMIJIEHUS B 3JIEKTPOHHOU POpMe O MOIyYeHUHU 3asIBUTETIEM
peleHusa", rmocsje CiIoB "KOHTPOJIA KayeCTBa JIEKapCTBEHHOI' O
CpencTBa IyTeM CPaBHEHHUS C HUMU HUCCIIEAYyeMOT0 JIeKapCTBEHHOT O



CpencTBa," OONOJHUTH CJIOBaMM "clieudUUeCKre peareHTHI,
HeoOXoguMbIe IOJis IPOBEeAeHUS UCTIBITaHUM 00pa31l0B TeKapCTBEHHBIX
mpenaparos,”

3. yactu 3 u 4 U3JI0KUTH B clienywuien pegakuuu: "3. [Ipu
MoJTy4eHUM 00pa3lloB JeKapCTBEHHOT O IpelapaTa U
dapmanieBTHYECKOM CYyOCTAHIIMY 9KCIEPTHOE YUpPeKIeHHe
HalTpaBIseT B IMYHBIN KaOWMHET 3asIBUTENIS B eQUHOU CUCTEME
yBeIOMJIEHUE, IIOOTBEPKIAIOIlee ITOJIydeHe YKa3aHHBIX 00pa3110B

4. B cTaThe 24:

4. yacTthb 1 mocrse cnoB "TaKuX 3aKJII0UYEeHUN" OOMOJHUTD CJIOBaMU "B
39IEeKTPOHHOU (opMe", TTocsie CI0B "3KCIEPTHHIM yuYpexkaeHneM"
OOIOJHUTD CJIOBaMH "B 3JIEKTPOHHOU dopme”

4. B 4aCTH 2 C/IOBa "pellleHus YIOTHOMOYEHHOTO0 (heaeparbHOT0
opraHa UCHOJIHUTENIbHOM BJIaCcTU" 3aMEHUTH CJIOBAMU
"YIIOTHOMOYEHHBIM (peflepalbHbBIM OPraHOM HCIIOJTHUTEIbHOUN BIIaCTH
yBEIOMJIEHUS B 3JIEKTPOHHOU (pOpMe O IIOJIy4YeHUU 3asiBUTEIEM
pelreHus"

4. yactu 3 ¥ 4 U3IOXKUTH B clenywoineu pegakuuu: "3. [Ipu
MoJTy4eHUM 00pa3lloB JeKapCTBEHHOTO IpelapaTra U
bapmanieBTHYECKOM CYyOCTAHIIMY SKCIEPTHOE yUpexKaeH!e B IeHb
MoJiydeHus: o0pa310B HalpaBisaeT B 9JIEKTPOHHOU popMe 3asiBUTEITIO
yBeIOMJIEHME, IIOOTBEPKaAaIoIlee ITOoJIydeHe YKa3aHHBIX 00pa3110B

4. 4acTb 2 cTaThy 25 MOCJIEe CJIOB "NONIy4YeHUs 3KCIIePTHHIM
y4ypexkpaeHrueM" OOTOIHUTL CIIOBaMU "B TUYHOM KaOUHETEe B eIUHOMU
cucteMe", OOIOJIHUTE CJI0BaMU ", IOANINUCAHHOI'O0 YCUJIEHHOU
KBaJIU(PUIIMPOBAHHOU 3JIEKTPOHHOU MOAIIMNCHIO"

4, B cTaThe 26:
4. Byactu 1 crtatbu 27:

4. yacTthb 3 cTtaThu 271 U37I0KUTE B ClIeAyiollen pegakuuu: "3. bes
He0oOXOIUMOCTH JOKa3aTelbCTBa OMO3KBUBAJIEHTHOCTHU
OCYIILIECTBJISIETCS OIIpefiesIeHre B3auM0O3aMeHIeMOCTHU
BOCIIPOU3BEOEHHLIX IEKaPCTBEHHLIX IIPelapaToB, KOTOPHIE:

4. pegHa3Ha4YeHHI OIS TapeHTeparbHOro (IIOOKOXKHOTO,
BHYTPUMBIIIEYHOTO, BHYyTPUBEHHOT' 0, BHYTPUTJIA3HOTO,
BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOT' 0, BHYTPUKOPOHAPHOTO)
BBeOEHUS U ITPEeOCTaBIsIOT COO0M BOOHBLIE PACTBOPHI

4. nmpencTaBasioT coO00M pacTBOPHI AJIS IIEPOPaIbHOTO IPUMEHEHUS

4. nmpou3BefeHbl B (opMe ITOPOIIKOB UJIN TUOMUIU3AaTOB OJI
IIPUTOTOBJIEHUST PACTBOPOB

4., 9BIIAIOTCS ra3aMu



4. SBISIIOTCS YITHBIMHY WUJIM TJIA3HBIMU JIEKAQPCTBEHHBIMU
ImperapaTaMu, IIPOM3BEeIeHHBIMHU B (pOpMe BOOHBLIX PaCTBOPOB

4. mpemHa3HAYEHEH [JIsT MECTHOTO U (MJIM) HAapPy2KHOTO IIPUMEHEeHUS U
IIPUTOTOBJIEHHI B (pOpMe BOOHBEIX PAaCTBOPOB

4. nmpencTaBasioT coOO00M BOOHBIE PACTBOPHI OJISI UCIIOIL30BAHUS B
(opMe mHTanALMMi C TOMOIIbI0 HeOylali3epa UIA B Ka4yeCcTBe
Ha3aJIbHBLIX CITPEEB, IPUMEHSIEMBIX C IIOMOIIbI0 CXOOHBIX (IIOX0XKUX,
aHaJIOTUYHBIX) YCTPOUCTB (IpuOOPOB, ammapaTon).”

4acTh 4 cTaTh¥ 28 IpuU3HaTh YTPaTUBIIEU CUITY

B cTaThe 29:

4.

4.

4. 9yacTtb 31 npu3HaATH YTPATUBIIEN CUITLY

4. B yactu 4 uudps “17 - 20" 3amenuTts nuppamu ‘17, 19, 20"
4.

OYyHKT 1 U3JI0KUTH B CIeAyoIIen pegakuuu: "1) oCcylecTBiasieT
OLIEHKY 3aK/JII0YEHUU KOMUCCUU IKCIIEPTOB I OLpefeIeHUus
COOTBETCTBHUS 3aJaHUIO Ha IPOBEIEHUE 3TUX IKCIEePTuU3;"

4. B nyHKTe 3 cioBa ", popmMa KOTOPOro yTBEPKAAETCSA
YIIOJTHOMOYEHHBIM (pefepalbHBIM OPraHOM HCIIOJTHUTEIbHOM BiIaCTH"
3aMEeHUTH CJIOBaMU "IIyTEM HallpaBJIEeHUS 3asIBUTEJII0 II0OCPENCTBOM
eQUHOTO opTaJla UJIN B TUYHBIN KaOUHET 3asiBUTEIS B €IUHOMN
CHUCTEeMe BBIIIMCKU M3 TOCYyJapCTBEHHOI'0 peecTpa JIeKapCTBEHHEIX
CpPencCTB, MOANNCaHHOW YCUIIEHHON KBalInu(UIIMPOBAaHHON
S5JIEKTPOHHOU IIOAIIKCHIO, (opMa KOTOPOU yTBEPKOAETCA
YIIOJTHOMOYEHHEIM (peflepaIbHEIM OPraHOM HMCIIOJIHUTEIBHOU BIacTu",
cIoBa "yBemoMJISIeT B IUCbMEHHOU (popMe 3asiBUTENA" 3aMEHUTH
CJIOBaMU "HallpaBiseT 3asgBUTEJII0 IOCPEACTBOM €qUHOT0 IIopTajia
WUJIN B IUYHBIM KaOUHET 3asiBUTEJIS B €IUHOM CUCTEME yBemoMieHue"

4. B yacTtu 1 cnoBa "mectupecaTd pabo4yux OHEN CO OHS MOJIy4YeHHUus
COOTBETCTBYIOILIUM YIIOJTHOMOYEHHLIM (pefeparibHBIM OPraHOM
WUCIIOJIHUTEJILHOU BJIACTHU 3asIBJIEHUS O IOATBEPXKOEHUU
rOCyZapCTBEHHOU perucTpaluu JIeKapCTBEHHOIo Ipenapara’
3aMEeHUTh CJIOBaMH "COpoKa pabouyux gHEeW CO OHS HallpaBJIEHUS
IMOCPEACTBOM €OUHOT0 MopTajia B yIIOJTHOMOYEHHBIN (hefeparibHBIN
OpTaH MCIIOJITHUTENIbHOM BIAaCTH UJIM TUYHBIN KaOUHET
YIIOJITHOMOYEHHOT 0 (pefepabHOr0 OpraHa UCIOJHUTEIbHOU BJIaCTH B
eOUHOU CUCTeMe 3asIBJIEHUSA O NOOTBEPXKOEHUU IroCynapCTBEHHOU
perucTpanuu JJeKapCTBEHHOI'0 Ipenapara, HIOAIUCaHHOI'O YCUJIEeHHON
KBaMIU(UIIMPOBAHHOM 3JIEKTPOHHOM IMOANMNCHI0", CII0Ba "B OTHOIIIEHUHU
JIEKapPCTBEHHOTO IIpemnaparTa" 3aMeHUTh CJI0OBaMH "B OTHOIIIEHUH
JIEKapCTBEHHOI' O IIpenapara [Jisi BeTepPUHapHOIO IPUMEeHEHU "

4. 9yacTh 2 U3JIOKUTH B CJIEAYIOIIeN pedakuu: "2. 3asgBIeHUE O
MMOATBEPKIOEHUU TOCyJapCTBEHHOM PEruCcTpalluy JIeKapCTBEHHOTO
Ipemnapara HalpaBiIsIeTCcs IIOCPEedCTBOM eOUHOI0 IMopTasa B
YIIOJTHOMOYEHHBIN (heJepalbHBIM OpraH UCIIOTHUTEIbHON BJIaCTU UJTH



JINYHBIN KaOWHET YIIOJTHOMOYEHHOT0 (pegepaibHOTO OpraHa
WCIOJIHUTEJIbHOM BJIaCTU B €UHOM CUCTEMEe He paHee 4yeM 3a CTO
BOCEMBJIECST OHEUM OO0 UCTEUEHUS CPOKa JAeMCTBUS PETUCTPAILIMOHHOTO
yIOOCTOBEPEHUS JIEKAPCTBEHHOTO IIpelapaTa U He Io30Hee
OKOHYaHUS CpOKa ero neuctBus."

4. yacTb 21 npu3HaTh yTPATUBILIEN CUITY

4. B yacTu 4: B IIyHKTe 2 CJIOBa "CpencTB uiIn" 3aMeHUTh CJIOBaMU
"cpencTB, unu", mocie CiI0B "IIPOU3BOACTBEHHOM IPAKTUKY,"
OOMOJIHUTH CJIOBaMM "UJIM KONUS cepTUudrKaTa COOTBETCTBUSI
IIPOU3BOOUTENS JIEKAPCTBEHHBIX CPEACTB AJI MEOULIMHCKOIO
pUMeHeHUus TpeOOBaHUAM IpaBUJI HajjiexKalllell IpPOU3BOACTBEHHOU
NpakKTUKU EBPa3uiicKOro 3KOHOMUYECKOI'0 CO103a,"; IIYHKT 3
W3JIOKUTH B CIIEOYIOLIeN peaakKluu: "3) KOs IpegoCcTaBIeHHOU
YIIOJIHOMOYEHHEIM OPTaHOM CTPaHBI IPOU3BOOUTEIIA JINIIEH3UU Ha
IIPOU3BOICTBO JIEKAPCTBEHHOI'O IIpernaparTa Ojisi MeqUIIMHCKOI O
IIPUMEHEHUS U ee IIePeBOol Ha PYCCKUU SA3LIK, 3aBepPEeHHEIE B
YCTAHOBJIEHHOM IIOPSAOKE, a TaKXKe KOIIUSA 3aKJII0YEeHU O
COOTBETCTBUM IIPOU3BOOUTEIS JIEKAPCTBEHHBIX CPENCTB TPeOOBaHUSAM
IIpaBUJI HaJjleXxallel IPOU3BOACTBEHHOU IPAKTUKU, UJIN KONIUA
cepTudUKaTa COOTBETCTBUS IPOU3BOOUTEIIA JIEKAPCTBEHHBIX CPELNCTB
OJIS MEOULIMHCKOTO MpUMeHeHus1 TpeOOBaHUSIM IIpaBUJl HagJjiexKalllen
IIPOU3BOLCTBEHHOU IPaKTUKU EBPa3niiCKOro 9KOHOMUYECKOI O
COI03a, BHIHAHHBIX YIIOJTHOMOYEHHBIM (hefeparlbHbBIM OPraHOM
KCIIOJIHUTEJIbHOU BJIACTU B OTHOILEHUU IIPOU3BOACTBEHHOU IIJIOIIaaKU
JIeKapCTBEHHOTO IIpenapara Ojis MEeOUIIUHCKOTrO IPUMEeHEeHNUs,
rocymapCTBEHHas perucTpanuus KOTOPOro NOATBePXKOaeTC s, UIU
KOIIMS pelIeHus YIIOJTHOMOYEHHOT0 hefeparbHOTr0 OpraHa
HCIIOJTHUTEJIbHOU BJIaCTH O IPOBedeHuU (apMalleBTUIeCKOU
WHCIIEKLIMU ITPOU3BOLCTBA JIEKaPCTBEHHBIX CPENCTB [JI
MEeOUIIMHCKOT O IIPUMEeHEeHMNs Ha COOTBETCTBHE TPeOOBaHUAM IpPaBUJI
HajJjiexallled IPOU3BOACTBEHHOU IIPaKTUKU EBpa3uuCcKOro
5KOHOMUYECKOI'0 COI03a B Cllydae, eC/Id IIPOU3BOOCTBO
JIeKapCTBEHHOTI'O IIpenapaTa AJIsi MEeOULIMHCKOTO IIPUMEHEHU
OCYyILIECTBISAETCS 3a npepgenamMu Poccurickou Oemepanmn."

4. B yacTu 43 CI0BO "KONUI" 3aMEHUTH CJIOBOM "DEKBU3UTHL"

4. B yacTu 5: B ab3alle mepBOM CJioBa "gecAaTy pabouyux OHeU co OHS
MPUHATUSA" 3aMEeHUTh CJIOBaMHU "IMISITU Ppaboumux OHEeN CO IHS
HalpaBJIeHUs IOCPEACTBOM €OUHOTO IIopTaja B YIIOJTHOMOYEHHBIN
dbenmepanbHBIM OpraH UCIOJIHUTEIPHON BIIACTU UJIN JINYHBIM KaOWHET
YIIOJIHOMOYEHHOT 0 (pefepalbHOrO OpraHa UCIOJHUTEIbHOU BJIaCTH B
eOVHOU CUCTeMe"; MYHKT 3 U3JIOKUTH B CJIeAYIOIlel pemakiuu: "3)
HaAITPaBIseT B IMYHBIM KaOWHET 9KCIEPTHOTO YUYPEXKOEHUS B €IUHON
CHCTeMe TIOANNKHCaHHOe YCUJIEHHON KBalu(pUuIMpoBaHHOMN
5JIEKTPOHHOM IIOAIIMCHIO 3afaHie Ha IIPOBeOeHNe 3KCIIEPTU3HI,
[IPpeayCMOTPEHHOU IIYHKTOM 2 HaCTOALleU YacTH, a TaKXKe
HalpaBJsieT 3asiBUTEJII0 II0OCPELCTBOM €IVHOI0 IopTajla Uil B
JTUYHBIM KaOWHET 3asIBUTEJISI B €IUHON CUCTeMe IMOAIIHCaHHOoe
YCUJIEHHOM KBalMUPUIIMPOBAaHHOU 3JIEKTPOHHOM IMOAIHNCHIO



yBedOMJIEHNE O IIPUHSATOM PEIIeHUM O Bhijaue 3aJjaHus Ha
IIpoBeeHNe YKa3aHHOM 9KCIIePTU3kl Tu00 00 OTKa3e B IPOBeOeHUN
yKa3aHHOU 9KCIEPTU3Hl C YyKa3aHWeM IIPUYUH OTKa3a."

4. yacTu 6 U 7 U3IOXKUTH B ClIeOyIolled pegakuuu: "6. B ciydae
BBHISIBJIEHHUSI HEIOCTOBEPHOCTHU U (MJIM) HEOOCTAaTOYHOCTU
nHOpMalMM, CoOgepKallleics B IpeACTaBIeHHBIX 3asBUTEIIEM
OOKyMeHTaX, YIIOTHOMOYEHHBIN pemepanbHbI OpraH
HCIIOJTHUTEJIbHOM BJIaCTU HalpaBiisieT 3asiBUTEIIO IIOCPEOCTBOM
eQUHOTO0 IopTaJla UJIu B JTUYHBIN KaOUHET 3asIBUTEIISI B €TUHON
cucrteMe 3anpoc 00 YyTOUHEHUU yKa3aHHOU WHGpOopMaluy,
MMOONMCAaHHBIN YCUJIEHHOU KBaIU(PUIIMPOBAHHOMN 3JI€EKTPOHHOMN
MMOAIIKCHIO

7. B 4acTu 9 cioBa "copoka pabouux mHeun" 3aMeHUTDb CII0BaMU
"TpugnaTtu pabouyux mHeun"

7.4actu 10 u 11 u3noxkuTh B cuenymoiie pegakuuu: "10. B cnyuyae
HEeOOCTaTOYHOCTH IIPEACTaBI€HHBIX 9KCIIEPTY MaTepuasoB OJid Jadu
3aKJII0OYEHUS B TUYHBIYM KaOWHET 3aBUTENS B €IUHON CUCTEME
HaIlpaBJIsieTCs 3alpoC O IIPEeACTaBIeHNN He0OXOOUMBIX MaTEPHUaoB,
MMOAIIMCAaHHBIN PYKOBOAUTENEM (YIIOITHOMOYEHHBIM JIUIIOM)
9KCIEPTHOTO YUYPEXKAEHUS C UCIIOIb30BaHNEM YCUIIEHHOU’
KBaTU(PUIIMPOBAaHHOU 3JIEKTPOHHOU MOAIINCHA

11. B cTaTre 30:

11. cBegeHus 0 maTe MPeOoCTaBIE€HUS U PETUCTPAIIMOHHOM HOMEPEe
JTHUIIEH3UHN Ha IIPOU3BOACTBO JI€EKapPCTBEHHEBIX CPEACTB, a TaK¥Ke KOIIHUIO
3aKJII0OYEHUS O COOTBETCTBUU IIPOU3BOOUTEJISI IEKapPCTBEHHBIX
CPEeOCTB OJIs1 MEOUIIMHCKOTO ITPUMeHeHusT TpeOOBaHUSM IPaBUII
Hajjexalllel MPOU3BOOCTBEHHON NPAKTUKU, UJIM KOIIHUIO
cepTuduKaTa COOTBETCTBUS IIPON3BOOUTEIIS JIEKAPCTBEHHBIX CPECTB
IJIsI MEOUITMHCKOTO ITPUMeHeHusT TpeOOBaHUSIM ITPaBUII Haexalekn
ITPOM3BONCTBEHHON NPaAKTUKU EBPa3nuiiCKOro 9KOHOMUYECKOTO
COI03a, BEIHAHHBIX YIIOJTHOMOYEHHEIM (peeparibHbIM OPraHoM
HUCIIOJIHUTEJILHOM BJIACTU B OTHOIIIEHUYN U3MEHEHHOHN U (HUJIN)
OOIIOJIHEHHOM NPONU3BOACTBEHHOH MJIOIAAKK JIEKAPCTBEHHOI O
Impernapara OJjis MEOUIIMHCKOTO IPUMEHEHUsI, UJIU KOIHIO PEeIleHUs
YIIOJTHOMOYEHHOTO0 (hefepalbHOr0 OpraHa UCIOTHUTEIbHOU BJIACTH O
npoBegeHUU papMalleBTUYECKOM MHCIIEKIIUU ITPOU3BOACTBA
JI€eKapCTBEHHEIX CPEICTB OJII MEOUIIMHCKOTO ITPUMEHEHUS Ha
COOTBETCTBHE TPeOOBaHMUSIM MIPaBUJI HafJiexKallel IPonu3BOACTBEHHOMN
MpaKTUKU EBPa3nuiicKOoro 9KOHOMHYECKOTO COI03a B OTHOIIEHUU
W3MEHEHHOU U (MJIX) OOIIOIHEHHON NPOU3BOACTBEHHONU MIOIaOKu
JIeKapCTBEHHOT 0 ITpenapara Ojisd MeOUIIMHCKOro IPUMEHEHUS B
cilyd4ae, eCJiu IIPOM3BOACTBO JIEKaPCTBEHHOTO IIpelapaTa
ocyiecTBisgeTcsa B Poccuiickou ®enepanuu

11. Komuio MpeaoCTaBIeHHON YIIOJTHOMOYEHHLIM OPraHOM CTPaHbI
ITPOU3BOUTENS TUIIEH3UM Ha ITPOU3BOICTBO JIEKAPCTBEHHOT'O
Imperapara OJjisd MegUIIMHCKOT O IIPUMEHEHUS U ee IepeBoj Ha
PYCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM ITOPSIAKE, a TaKXKe



KOIHUIO 3aKJII0YEHUS O COOTBETCTBUHU MPOU3BOOUTEISA JIEKAaPCTBEHHBIX
cpeacTB TPpeOOBAaHUSIM ITPABUII HajjIexkalllel IIPOM3BOOCTBEHHOM!
MMPaKTUKU, UM KOIINIO CepTU(UKaTa COOTBETCTBUS IIPOU3BOOUTENIS
JI€eKapCTBEHHLIX CPENCTB OIS MEOUIIMHCKOT 0O IIPUMEHEHU ST
TpeOOoBaHUSIM ITPABUJI HaJJIexKalllel IMPOU3BOACTBEHHON MTPAKTHUKHN
EBpa3uiiCcKoro 3KOHOMHUYECKOI'0 COI03a, BHIJaHHBIX YIIOJITHOMOYEHHBIM
demepanbHLEIM OPraHOM HCIIOJIHUTEIBHOM BIACTH B OTHOIIIEHUU
M3MEHEHHOH! U (M) OOIIOJITHEHHOM ITPOU3BOACTBEHHON IIJIOIAOKNA
JIEKapCTBEHHOTI'O IIpenapaTa, Uik KOIUI0 PEIIeHUs YIIOJTHOMOYEHHOI 0
demepanbHOro opraHa HUCIOIHUTEILHOM BIIaCTH O IPOBEIEeHUU
¢dapMaleBTHYEeCKOM MHCIEKIINY ITPON3BOACTBA JIEKapPCTBEHHEIX
CPEeOCTB OIS MEOUIIMHCKOT O IIPUMEHEHUS Ha COOTBETCTBUE
TpeOoBaHUSAM IIPaBUJI HaAJiexKallled MPOu3BOACTBEHHON ITPAKTUKU
EBpa3uiiCKoro sSKOHOMHYECKOT0O COI3a B Cilly4ae, eCJIu IIPOU3BOACTBO
JIeKapCTBEHHOT O IIpenapaTa OCyIIEeCTBIIAETCA 3a IIpeaeiaMu
Poccunickou ®epgepanuu

11. B yactu 1 cnoBa "npencTaBiisgeT B YIOJTHOMOYEHHBIU
(enepanbHBIM OpraH UCIOJTHUTEIBPHOM BIacTU" 3aMEeHUTh CJIOBAMHU
"HarpaBiisieT IOCPEeACTBOM €OWHOTO IIopTajla B YIIOJTHOMOYEHHBIU
demepanbHBIM OpraH UCIOIHUTEIBHOMN BIIACTH UJIN B JIMYHBIN
KaOMHET yIIOJITHOMOYEHHOT 0 (pemepanbHOT0 OpraHa UCIOTHUTEIbHON
BJIaCTH B €OUHOU CUCTEeMe MOANUCaHHOEe YCUIIEHHOU
KBaIM(PUILMPOBAHHOU 3JIEKTPOHHOU MOAIUCHIO"

11. yactu 11 u 12 u3noxuthk B cinenywmen pegakuuu: "11. Ilpu
He0oOXOIUMOCTHY BHECEHUS B MOKYMEHTHI, COmepKallluecs B
pPEerucTparroHHOM JOChe Ha 3aperuCTPUPOBaHHLBIN JIEKapPCTBEHHBIN
Impernapar OJid MeOUIIMHCKOr0 IPUMEeHEHUs, U3MeHEeHU !
OTHOCHUTEJIbHO MeCTa IPOU3BOLACTBa JIEKapCTBEHHOTO IIpenapara O
MEeOUIIMHCKOTO IPUMeHeHHUs, TPeOyIOIINX IPOBeOeHus 9KCIIePTU3HI
KadeCTBa JIeKapCTBEHHLIX CPEICTB, 3asIBUTENb JOIOIHUTEIHHO
HalpasJsgeT IOCPEeNCTBOM €OUHOTI0 IopTajia B YIIOJTHOMOYEHHBIU
(benmepanbHBIN OpPraH UCHOJIHUTEIBHOM BJIACTH WU JIMYHBIN KaOUHET
YIIOJTHOMOYEHHOT0 (hefiepalbHOr0 OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eIHuHOHN CUcCTeMe:

12. cBegeHUs O JaTe MPEenoCTaBIeHUS U PETUCTPAIIMOHHOM HOMEPEe
JIMILIEH3UU Ha IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB UJIU CBEIEHUS O
maTe IpenoCTaBJIEHUS U PEeruCcTpaliOHHOM HOMepe 3aKJII0UeHUs O
COOTBETCTBUU ITPOU3BOOUTENISI T€KAPCTBEHHBIX CPEACTB TPeOOBaAHUSIM
IIpaBUJI HaJjiexallle! IPOU3BOLCTBEHHOU IPAKTUKU UJIU KOIIUIO
cepTudrKaTa COOTBETCTBUS ITPOU3BOOUTEIS JI€KAPCTBEHHLIX CPEICTB
U1 MEOUIIMHCKOT O MpUMeHeHUsI TpeOOBaHUSIM IIpaBUII HaJjexXallekn
MIPON3BOACTBEHHOMN NPAaKTUKU EBPa3uiicCKOro 3KOHOMMHYECKOT' O
COI03a, BEIDAHHLIX (IIPpegoCTaBI€HHBIX) YIIOTHOMOYEHHBIM
demepanbHBIM OPTaHOM HCHOIHUTENBHOM BIaCTU B OTHOIIEHUU
ITPOM3BONCTBEHHOH MJIOMIAAKM JIEKapPCTBEHHOTO IIpeliapara, B CiIydae,
€CJIM IIPOU3BOLCTBO JIEKaPCTBEHHOTO IIpelapaTa OCYyIIeCTBISETCS B
Poccutickou ®egepaniuu



12. KONUI0 IpegoCTaBJIE€HHON YIIOJITHOMOYEHHLIM OPraHOM CTPaHbI
MIPOU3BOOUTENSA JIULIEH3UU Ha IIPOKU3BOACTBO JIEKaAPCTBEHHOTO
Ipernapara OJjisi MeJUILIMHCKOTO IIPUMEHEHUS U ee IepeBOod Ha
PYCCKUU A3HIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM MOPSAOKE, a TaKXKe
CBEEeHHUS O JaTe IIPemoCTaBIeHUs U PETUCTPAllMOHHOM HOMEDPE
3aKJIIOYEHUS O COOTBETCTBUM IIPOU3BOOUTEJNIS JT€KapPCTBEHHBIX
cpencTB TpebOBaHUSIM ITPAaBUII HafexkKalllel ITPOU3BOICTBEHHOU
MIPaKTUKHU, WU KOIINIO CepTU(UKaTa COOTBETCTBUS IIPOU3BOOUTENIS
JIEKapCTBEHHBIX CPEHOCTB OJI1 MEOUIIMHCKOTO IPUMEHEHU T
TpeOOBaHUSAM MpaBUJI HafJjlexKalllell TPOU3BOACTBEHHON ITPAaKTUKU
EBpa3uiiCcKoro 3KOHOMHYECKOT 0 COI03a, BRIHAHHBIX YIIOJTHOMOYEHHBIM
denepanbHBIM OPTraHOM UCIOJIHUTENIBHOU BJIaCTU B OTHOLIEHUU
MIPOU3BOACTBEHHOU NJIOLIAAKY JIEKAPCTBEHHOI O IIpelnapaTa, Ui
CBEEeHUS O JaTe IPenoCTaBIeHUs U PETUCTPAllMOHHOM HOMEDPEe
pellleHust yIIOJITHOMOYEeHHOTO (peeparbHOTO OpraHa UCIOTHUTEIbHON
BJIaCTHU O IIPOBEIeHUH (papMalleBTUYEeCKOM MHCIEKINHU IIPONU3BOLOCTBa
JIeKapCTBEHHBIX CPELCTB OJId MEOULIMHCKOTO IPUMEHEHHUS Ha
COOTBETCTBUE TPeOOBaAHUSM ITPAaBUJI HafjieXale Mponu3BOACTBEHHO!
NpakKTUKHU EBpa3uiicKOro 3KOHOMHUYECKOI'O COI03a, €CIIN
IIPOU3BOLCTBO JIEKAPCTBEHHOTO IIpeliapaTa OCYyILIeCTBIIAETCS 3a
npenenamu Poccuiickou ®enepamnun.”;

12. B yactu 13 cioBa "meBssHOCTa pabouux mHel" 3aMeHUTh CJIOBAMU
"maTUOEecCSATH pabounux mHeH", cioBa "TpunaiaTy padboyux gHEW CO mHS
MIPUHATUS YIIOJTHOMOYEHHBIM (pemepanlbHBIM OpPraHoM
KUCIIOJTHUTEJILHOM BJIACTH" 3aMEHUTh CJIOBaMH "mecsaTu pabouyux mHeu
CO OHS HallpaBJIEHHUS IIOCPEACTBOM eOUHOI0 IIopTajia B
YIIOJTHOMOYEHHBIU (hegepalbHBIM OpraH UCIIOTHUTEIbHON BJIaCTU UJIU
JTMYHBIN KaOWHET YIIOJTHOMOYEeHHOT 0 (hegeparbHOT0 opraHa
UCIHOJIHUTENILHOMN BJIAaCTH B €JUHOU cucTteMe"

12. B yacTtu 14 cnoBa "yBemomiisieT 00 3TOM B 3JIEKTPOHHOM (popme
WU TIMChbMEHHOU ¢opMe (Ha OyMazKHOM HOCHUTeJIe) mepKaTensa U
BJIafle/iblla PETUCTPALMOHHOI0 YOIOCTOBEPEHUS JI€KapCTBEHHOT 0
nmpemnapara (1M yImoJIHOMOYEHHOEe UM Apyroe IopugnydecKoe IUI0), a
TakKXKe JgepzKaTejied UM BilafdeliblieB PEruCcTPaliOHHBIX
YOOCTOBEPEHUH JI€eKapCTBEHHBIX ITpenapaToB (UIU YIIOJTHOMOYEHHBIX
WMU OPYTUX IOPUOUYECKUX JIUIL), KOTOPHIE SIBIISIOTCS
B3aMMO3aMeHseMbIMHU" 3aMEHUTh CJIOBaMU "HalpaBiisieT
MMOAIIMCaHHOE YCUJIEHHOU KBaIu(UIIMPOBAHHOU 3JIEKTPOHHOU
TMOMOMNMCHIO YBeIOMJIEHUE B IMYHLIM KaOUHET 3asiBUTEJIS B €QUHOM
CHUCTeMe, a TaKXKe B JTUYHbLIe KaOMHETH 3asIBUTENIel B eIUHOM
CUCTeMe, ABJISIOIINXCS AepxKaTeJIaMU UM BiagelbllaMi
PErucTPaluOHHBIX YOOCTOBEPEHUU B3aMO3aMeH IE€MbIX
JIeKapCTBEHHBIX IpenapaToB (UJIX YIIOJTHOMOYEHHBIX UMH OPYTHUX
IOPUOUYECKUX JINIT)"

12. B yactu 15 cioBa "npencraBUTh B YIIOJTHOMOYEHHBIU
(bemepanbHBIM OpraH UCHOJIHUTEIBPHOU BJIaCTU" 3aMEHUTH CII0BaMU
"HaIllpaBUTh B JINYHBLIN KaOWHET YIIOJTHOMOYEHHOTO deiepaibHOTO
opraHa MCIOJIHUTEJIbHOU BIaCTU NOAIINCAHHbIE YCUJIEHHBIMU
KBaIM(pULIMPOBAHHBIMU 3JIEKTPOHHBIMY IIOANUCAMU", CJI0Ba



"pa3MelnieHus YIIOJITHOMOYEHHBIM peneparibHBIM OPraHOM
WUCIIOJIHUTEJILHOU BJIaCTU" 3aMEHUTH CJI0BaMU "IIOJIy4YeHUs
YIIOJTHOMO4Y€EHHHBIM (pefepabHBIM OPTaHOM HMCIOJTHUTEIbHOU BJIaCTU
3JIEKTPOHHOI'0 YBEIOMJIEHUS O IIOJIyYEeHUU OepxkKaTesieM UIU
BJIafesiblieM PerucTpPaluOHHOI0 YOOCTOBEPEHUS JIEKapCTBEHHOT O
npemnapara (MId yIOJIHOMOYEHHBIM UM OPYTUM IOPUONYECKUM
nuioMm)"

12. yacTh 2 U30XKUTH B CIeAyollen pegakuuu: "2. Pemerue o
MIPOBEIEHUN 3KCIEPTHU3hl KaUueCTBa JIEKaPCTBEHHBIX CPEOCTB U (MIIH)
S9KCIIEPTHU3LI OTHOILIEHUS OXKHUOAaeMOU I10JIb3LI K BO3MOXKHOMY PUCKY
NIPUMEHEHUS JIeKapCTBEHHOT 0 IMpellapaTa ajid MeOUIIMHCKOTO
NpUMEHEHUS IPUHUMAaETCSI B COOTBETCTBUU C YTBEPKIOEHHOU
YIIOJTHOMOYEHHBIM (efepalbHbBIM OPraHOM HMCIIOJTHUTEIbHOU BIIaCTH
KlaccupuKkanuen U3MeHeHN, BHOCUMBIX B TOKYMEHTHI,
cofjepKallecs B peTUCTPaLMOHHOM [JOChe Ha 3aperuCTPUPOBaHHBIU
JIeKapCTBEHHBIU IIpenapar.”

12. B yactu 3 CjI0BO "KOIIMU" 3aMEHUTH CJIOBOM "DPEKBU3UTHL"

12. B yacTu 4: B ab3alie I1epBOM CJIO0Ba "mecsaTu pabouux mHemn"
3aMEeHUTh CJIOBaMU "NATH pabouyux OHeU"; B IyHKTe 3 CJIOBa
"YBeOOMIISIET B 3JIEKTPOHHOM UM IMMHChMEHHOU (hopMe 3asaBUTEIS"
3aMEeHUTh CJIOBaMH "HaIlpaBJIIeT B IUYHBLIM KaOUHET 3asIBUTEJIS B
€OUHOHU CUCTEeMe IIOAIIMCAaHHOEe YCUJIEHHOU KBaIu(pUuIIUPOBaHHOU
3JIEKTPOHHOU IOANMUCHIO0 YBeOOMIIeHue"

12. yactu 41 u 42 U3M0XKUTH B claenywiien pegakuuu: "41. B cioygae
BHISIBJIEHHUSI HEJOCTOBEPHOCTH CBEeOEHUM, COOEePKaIINXCS B
MMpeacTaBI€HHBIX 3asIBUTETIEM MaTepuaiax, YIIOTHOMOYEeHHBIN
demepanbHBIM OpraH UCIOJIHUTENBHON BIIACTH HAMIPABJISIET B JINYHBINA
KaOWHEeT 3asBUTENS B €IUHOM CUCTeMe 3anpoc 00 yTOUHEHUH
yKa3aHHBIX CBEIEeHUM, MOANUCaHHbIA YCUIIEHHON
KBaIU(PUIIMPOBAHHOU 3JI€EKTPOHHOU ITOAIUCHIO

42. B ctaThe 31:

42. B ab3a1le mepBoM YacTu 1 cjioBa "IpenCcTaBIiseT B
YIIOJTHOMOYEHHBIN (hefepasibHbIN OpraH UCIIOJIHUTEJIbHOM BIacTu"
3aMEeHUTH CJIOBaMM "HaIlpaBiIsieT IIOCPEeACTBOM €OUHOI0 IIopTasa B
YIIOJTHOMOYEHHBIU (heJepalbHbIN OpraH UCIIOTHUTEJIbHOM BJIaCTHU
MOANNCAaHHOE YCUIEHHOU KBaIu(pUIIUPOBAaHHON 3JIEKTPOHHOUI
MIOOIUCKI0", CJII0Ba "OOIOJIHUTENIFHO IIPENCTaBIIsAET B
YIIOJTHOMOYEHHBIN (hefepasibHbIN OpraH UCIIOJIHUTEJIbHOM BIacTu"
3aMEeHUTH CJIOBaMM "HOMOJIHUTEIBHO HAIlpaBisgeT IOCPEACTBOM
eOWHOTO IMopTaja B YIIOJTHOMOYEHHEBIN (pefepanbHbIA OpraH
KUCIIOJIHUTEJILHOU BJIacTU"

42. B 4yactu 11 croBa "OPUHATHSA YIIOJTHOMOYEHHBIM (peeparbHbIM
OpraHOM MCIOJIHUTEIbHOU BjIaCTU" 3aMeHUTH CJIOBaMU "HallpaBJIeHUS
IMOCPEACTBOM €OUHOT0 opTajia B yIIOJTHOMOYEHHBIN (heaeparbHBIN
OpraH HUCIIOJTHUTEIbHOU BIacTu"



42, B yactu 12 croBa "IpencTaBiIsATCS B YIOJTHOMOYEHHBIU
(bemepanbHBIN OpraH UCIOJIHUTEIbHOU BIaCTU" 3aMEHUTH CJIOBaMU
"HanpaBIAI0TCA IOCPEACTBOM €IMHOTO IIOpTasia B YIOJIHOMOYEHHBIN
demepanbHBIN OpPraH UCIIOJIHUTEILHOU BIACTH"

42. B 4aCcTu 3 CJIOBO "KONUHK" 3aMEHUTH CJIOBOM "DPEKBU3UTHI", CJIOBO
"Komui" 3aMEeHUTH CJIOBOM "DPEKBU3UTHL"

42. B nyHKTe 3 4acTu 4 cioBa "yBeOoMJiieT B IUCbMEHHOU popme
3asiBUTEJIs" 3aMEeHUTh CJI0BaMM "HallpaBiisgieT IOCPEeNCTBOM €OUHOT 0
ImopTasa 3asgBUTEJII0 NOANUCaHHOE YCUIIEHHON KBalnu(UIMPOBaHHOMN
3JIEKTPOHHOU IIOAIIUCHIO yBeoMIieHue"

42, yactu 41 u 42 U3N0XKUTH B clenymwolineud pegakuuu: "41. B cinyyae
BBISIBJIEHUSI HEJOCTOBEPHOCTHU U (M/IM) HEJOCTAaTOYHOCTU CBENEHUH,
ComepzKallluxCs B IPEeOCTaBJIEHHLIX 3asBUTEJIEM MaTepuasax,
YIIOJTHOMOYEHHBIU (hefepalbHbIN OpraH UCIIOJTHUTEJIbHOU BJIaCTHU
HaIlpaBiIsgeT IIOCPEeACTBOM €IMHOr0 IIopTaJjia 3asBUTEJII0 3aIpoc 00
YTOYHEHUY YKa3aHHBIX CBeleHUY, [IOANUCaHHbIU YCUIIEHHOU
KBaJIU(PUIIMPOBAHHOU 3JIEKTPOHHOU MO CHIO

42, IyHKT 2 cTaThby 32 OOMIOJIHUTH CJIOBaAMU ", HOOIUCAHHOTO
YCUII€HHOUN KBaIu(UIIMPOBAHHOU 3JIEKTPOHHOM IMOAMNMNCHIO, IIyTEM €r0
HalpaBJIeHUs IOCPEOCTBOM €OUHOTO IIopTajla B YIIOJTHOMOYEHHBIN
denmepanbHBIM OpraH UCIOJIHUTEIBPHON BIIACTY UJIN JINYHBLIA KaOWHET
YIIOJTHOMOYEHHOT O (pejepabHOr0 OpraHa UCIIOJIHUTEIbHOM BJIaCTH B
eouHou cucreme"

42, B cTaThe 33:
42, B cTaThe 34:

42, B4actu 1: B nyHKTe 1: HOOIyHKT "X" 11OCJie CJIOB
"JIeKapCTBEHHOTIO IIpernapaTa" gOIOJIHUTE CJIOBaMU "IJisd
BETEPUHAPHOTO IPUMEHEHUA"; OOIOJIHUTE IOAIIYHKTOM "I1"
CIedyIoLIero cogepxkanus: ") UHpopMalus O TOM, ABISAETCS JIU
OaHHBIM JIEKapPCTBEHHLIN IpernapaT opdaHHBIM JIeKapCTBEHHBEIM
IIpermapaToM, UMMYHOOMOIOTUYECKUM JIEKapCTBEHHBIM ITPEeIapaToM,
panuodapmalleBTUYECKUM JI€eKapCTBEHHEIM ITpeIapaTomM,
roMeoIaTHYeCKNM JIEKapCTBEHHBEIM IpenapaToM, OMOIOTUYEeCKUM
JIeKapPCTBEHHBIM IIpelapaToM, BEICOKOTEXHOJIOTUYHBIM
JIeKapPCTBEHHBIM IIpellapaToOM, BIIEPBEIE 3aPEruCTPHUPOBAHHLIM B
Poccutickou ®enepaliiy B COOTBETCTBUU C HacToAuM deneparibHBIM
3aKOHOM MJIM aKTaMH, COCTABIAILUIUMU IIpaBo Co103a;"; B IYHKTE 2:
MOAIIYHKT "a" OOIIOJIHUTH CJIoBaMu ", popMa BEHIIIyCKa (C yKa3aHUEM
OO3UPOBKHU (IIpU Hanmuuuu), pacoBKU U yIIaKOBKHU)"; MOAIIYHKT "0"
OOIIOJTHUTL CJIOBaMHU "([OJI POCCUNCKUX IOPUONYECKUX JIUI -
UOeHTU(PUKAIIMOHHLIN HOMep HanmoromnaTtensinuka (MHH), onsa
WMHOCTPAHHBIX IOPUOUYECKUX JIUI] - CTPaHa perucTpalui,
HauMeHOBaHUE PETUCTPHUPYIOIIEro OpraHa, perucTpauoOHHBIA HOMED,
KOl HaJIOTOIlJIaTeNbIINKa B CTPaHe perucrpanuu (MHKOPIOPaIum)
HUJIM ero aHajor)"



42, nyHKT 1 yacTu 2 OOIIOTHUTL cjioBaMu ", ¢opMa BHIITyCKa (C
yKa3aHueM OO3UPOBKHU (IpU Hamuuuu), pacoBKM U yIIaKOBKHU)"

42, B yacTu 2: ab3all mepBLIM U3JIOKUTH B CIIeAyIOIIel pegakiuu: "2,
DKCcIepTHU3a KayecTBa YKa3aHHOU B 4aCTU 1 HacCTOSIIEed cTaTbu
(apmalnieBTHYECKOM CyOCTaHIIMU, COCTaBJIeHe KOMUCCHUEN 3KCIIEPTOB
3aKJIIOYEHUU 110 pe3yabTaTaM 3TOM SKCIEPTU3H, IOAIINCaHUue UX
YCUII€eHHBIMHU KBaJIMPUIIMPOBAaHHBIMHU 3JIEKTPOHHBIMU MOONUCSIMHU,
HalTpaBIeHWe MaHHBIX 3aK/II0UEeHUHN B JINYHBIN KaOUHET
YIIOJTHOMOY€EHHOTO0 (hefiepalbHOr0 OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
€OUHOU CUCTEME OCYLIECTBJISIOTCS B CPOK, HE IIPEBHIIIAOIINT
TPUAIIAaTU paboumux HHEN CO OHS HalpaBJIeHUS B TUYHBLIM KaOUHET
9KCIEPTHOTO YUYPEXKAEHUS B eUHON CHUCTEME COOTBETCTBYIOIIETO
3aJaHus YIIOJTHOMOYEHHOT0 hedepalIbHOTr0 OpraHa UCIIOTHUTEIbHOU
BJIaCTHU, TIOAMMKMCAHHOT 0 YCUIEHHOU KBaNIu(UIINPOBaHHOU
3JIEKTPOHHOMU IIOAIIMCHIO, U CIEAYIOLIUX JOKYMEHTOB (CBegeHuu):"; B
IIyHKTEe 2 CJIOBa "KONIUS PELIeHUs YIOJIHOMOYEHHOT0 (hegeparbHOro
opraHa MCHOJIHUTENIbHOM BIaCTU O MPOBEAEHUN NHCIEKTUPOBAHUA
ITPOM3BOOUTENS JIEKAPCTBEHHOI'O CPEeOCcTBa" 3aMeHUTh CJIOBAMU
"KOIus pellleHus YIIOJTHOMOYEeHHOT0 hegeparbHOTO OpraHa
WCIOJIHUTEJIbHOM BJIaCTU O IPOBedeHNHN apMalleBTUUYEeCKOMu
WHCIIEKIINY ITPOU3BOACTBA JIeKapCTBEHHBIX CPEACTB O
MEeIOUITMHCKOTO IPUMEHEeH!sI Ha COOTBETCTBUE TPeOOBAaHUSIM IIPaBUJI
HaJjiexkalllel MPOu3BOACTBEHHON NPaKTHUKU EBpa3uiicKoro
95KOHOMHYECKOI'0o COor3a"

42. B yactu 3: B ab3alie IIepBOM CJIOBa "IPeICcTaBiIsieT B
YIIOJTHOMOYEHHBIN (hefepasibHbIN OpraH UCIIOJIHUTEJIbHOM BIacTu"
3aMEeHUTHh CJIOBaMM "HallpaBiIieT IIOCPEACTBOM €OUHOI0 IMopTasa B
YIIOJTHOMOYEHHBIU (hefepalbHbIN OpraH UCIIOTHUTEJIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEHHOT0 (hegeparbHOT0 OpraHa
WCIOJIHUTEJIbHOM BJIaCTU B €AUHOU cucTeMe"; MyHKT 1 HONOJTHUTD
cioBaMu ", IOONMCaHHOE YCUIEHHOUW KBalu(pUIIUPOBAHHOMN
3JIEKTPOHHOU IIOAIIHKCHIO"; B IIYHKTE 2 CJIOBO "KONUSA" 3aMEHUTh
CJIOBOM "peKBU3UTHL", CJI0Ba "B ciliy4ae ero HelpencTraBlIleHUA
3aBUTEJIEM YIIOJIHOMOYEHHEIN" 3aMEeHUTh CJI0BOM
"YnomHOMOUYEHHBIU", CJI0Ba "NIPEeACTaBI€HHOU 3asiBUTEIEM KOIUN"
3aMEeHUTH CJI0OBaMU '"TIpeCTaBJIEeHHBIX 3asiBUTEJIEM PEKBU3UTOB"

42. B yactu 31 cnoBa "mOKYMEHTOB, IIOOTBEPXKOAIOIINUX YIIJIATy
rOCyHapCTBEHHOU IMOLIJIMHEL ¥ YKa3aHHBIX B IyHKTE 2 4acTu 3
HACTOSIIIIEeN CTAaTbH, a TaKXKe'" UCKIIIOYUTH

42. B yactu 4: B ab3alle IIepBOM CJIOBa "mecsaTu pabouyux mHen"
3aMeHUTh CJIoOBaMU "IISATH pabodyux mHeu'"; B MyHKTe 3 CJIoBa
"yBegOMIsIeT B 3JIEKTPOHHOU MIN MHCbMEHHOU (hopMe 3asaBUTENS"
3aMEeHUTh CJIOBAaMH "HAIlPaBJISIeT B IUYHLIM KaOUHET 3asiBUTEJIS B
eOVUHON CUCTEME IIOAIIMCAaHHOE YCUJIEHHON KBaTUu(PUIIMPOBaHHOU
3JIEKTPOHHOU MOANUCHI0 YBegOMIIeHne"

42, yactu 41 u 42 U3N0XKUTH B cleaymwoileud pegakuuu: "41. B cnygae
BBHISIBJIEHHUSI HEIOCTOBEPHOCTHU M (MJIM) HEJOCTATOYHOCTU CBEOEHUH,



comepzKalluxCs B IPEeACTaBIE€HHLIX 3asgBUTEJIEM MaTepHraax,
YIIOJTHOMOYEHHBIU (heJepalbHbIM OpraH UCIIOTHUTEJIbHON BJIaCTHU
HamOpaBJseT 3asiBUTENIO IIOCPEOCTBOM €IMHOI0 mopTajia Ui B
JINYHBIN KaOMHET 3asABUTEIS B €OUHOUN CUCTeMe 3anpoc 00 yTOUHEHUH
yKa3aHHBIX CBeOEeHUM, MOANNCaHHbIA YCUIIEHHON
KBaIN(PUILIMPOBAHHOU 3JI€EKTPOHHOU ITOAIUCHIO

42. B cTaThe 37:
42, B cTaThe 38:
42. B cTaTthe 39:

42. npruHUMaeT pellleHne 00 0TKa3e B Bhilaye pal3pelleHus Ha
IIPOBeOeHNEe KIIMHUYECKOT0 UCCIIeqOBaHUs JIEKaPCTBEHHOT O
mpernapara OJjid MeJUIIMHCKOTO IPUMEHEHUS U HalpaBisaeT
IIOCPENCTBOM €QUHOTO MOpTasia 3asIBUTEIIO WU B JINYHBLIN KaOUHET
3asgBUTENS B €QUHOUN CUCTEMe JaHHOe pellleHue, OO CaHHoe
YCHUJIEHHOM KBaIN(PUILIMPOBAHHOU 3JI€EKTPOHHOU ITOAMNUCKHIO, C
yKa3aHUueM [IpUYUH OTKa3a."

42, ctatbio 391 goronHUTE YactaMu 41 u 42 crnenyroiiero
copepxkanud: "41. [Ipu npoBegeHUN STUYECKOU IKCIIEPTU3LI HE
OomycKaeTcs ucTpeboBaHre S9KCIEPTOM V 3asIBUTENIS TNO0 UHBIX JIUIT
MaTepHuayoB, HEOOXOOUMBIX IJIsl ITPOBEIEeHUsI 9TUYECKON 9KCIIEPTU3HI.
B cny4yae HeOJOCTaTOYHOCTH IIPEACTaBI€HHBIX 9KCIIEPTY MaTepHUasioB
B JINYHBIM KaOMHET 3asIBUTEIISI B €OUHON CUCTEME YIIOTHOMOYEHHBIM
JIUIIOM COBETa I10 3THUKE HallpaBJIsieTCs 3allpoC O IpeacTaBlIeHUU
He0oOXOIUMBIX MaTepPHaJsIOB, MOAIINCAHHBIN PYKOBOOUTEIEM
(yYMONMHOMOYEHHBIM JIMIIOM) COBETA I10 3THUKE C UCIIOIb30BaHUEM
yCUJIEHHOM KBaTUPUIIMPOBAaHHOU 3JIEKTPOHHOU IMOAIINCH, a TaK¥kKe
HaITpaBIseTCs yBemoMJieHrue 00 YKa3aHHOM 3alpoCce B JTUYHBIN
KaOMHeT YyIIOJITHOMOYEeHHOT 0 pemepanbHOT0 OpraHa UCIIOTHUTEIbHOMN
BJIaCTU B €UHOU CUCTEME

42, HaMeHOBaHMe I10CJie CJIOB "ToCygapCTBEHHOU perucrpanuun’”
OOIIOJIHUTE CJIOBaMHU "HJIM perucrpanuu”

42, yacTb 1 nocie cio0B "rocynapCTBEHHOU perucTpauuu” OOIOJTHUTD
CJIOBaMu "WJIHU perucrpauuu’

42. B a63ai1le mepBoM YacTu 1 cjioBa "B COOTBETCTBUU C IIPaBUIaMU
HapJjiexallled KJIMHUYECKOU ITPaKTUKU, YTBEPXKOEHHBIMU
YIIOJTHOMOYEHHBIM (efepalbHEIM OPraHOM HCIIOJTHUTEIbHOM BIIACTH,
COOTBETCTBEHHO" UCKJIIOUUTh

42, 0onoMHUTH YacThio 11 crenyromiero cogepxkauus: "11.
KnuHnyeckue ncciIeqoBaHus JTeKapCTBEHHEIX ITPeIlapaToB I
MEeOUIIMHCKOTO IPUMEHEHUS IIPOBOASTCS B COOTBETCTBUM C
IIpaBUJIaMU HafgJieXKallled KJIMHUYEeCKOU IPaKTUKH, YTBEPXKIECHHBIMU
EBpa3uiiCKo 5KOHOMHUYECKON KOMUCCHUEN."



42, B 4acCcTHu 2 CJIOBa "YIIOJTHOMOYEHHEIM (pefieparlbHEIM OPraHOM
WCIIOJIHUTEJIBHOM BJIaCTHU" 3aMEHUTH CJIOBAaMU "aKTaMH,
cocTaBngwinumu npaso Corwo3za"

42, B myHKTe 3 4acTu 3 CJIIOBO "Hay4HO-UCCJIefoBaTeJIbCKue"
3aMEeHUTH CJIOBOM "Hay4HEBIE"

42, yacTb 7 IpuU3HaTh YTPaTUBIIEU CUITY

42, B yacTu 8 CJi0Ba "MMEIIUX IpaBO IPOBOOUTEL" 3aMEHUTH CJIOBOM
"mpoBogAInux"

42, B yacTu 2: B ab3alie IepBOM CJIOBa "IIperCcTaBiIsieT B
YIIOJTHOMOYEHHBIN (hegepaabHbIi OpraH UCIIOTHUTEIbHON BiIaCTH"
3aMEeHUTH CJI0BaMM "HallpaBiisieT IIOCPEeACTBOM €OUHOI0 IIopTasa B
YIIOJTHOMOYEHHBIU (hefepalbHbIN OpraH UCIIOJTHUTEIbHOM BJIaCTU UJIU
JIMYHBIN KaOWHET YIIOJTHOMOYEHHOT0 (begepaibHOTO OpraHa
HWCIOJIHUTEJIbHOM BJIaCTU B €AUHOU CUCTeMe"; MYHKT 1 HOIOJTHUTD
cIoBaMu ", IOONUCAaHHOE YCUJIEHHOUW KBalu(pUIIMPOBAHHOMN
5JIEKTPOHHOU ITOAIIMCHIO"; MYHKT 2 NIPU3HATh YTPATUBILIUM CUJLY;
NYHKT 4 OOIIOJTHUTH CJI0OBaMHU "([AJid 3aperuCTPUPOBAHHOT O
JIeEKapCTBEHHOTO IIpenapara OOIIyCTUMO 3aMeHUTh 0JI00pEeHHOM
o0111elt XxapaKTePHUCTUKOM JIEKapCTBEHHOTO IIperapaTa, eClid TaKok
JIeKapCTBEHHBIN IIpemnapaT 3aperucTpupoBaH B COOTBETCTBUU C
aKTaMH, COCTaBIAIMUMHU ITpaBo Coi03a, ¥ ero IpUuMeHEeHHE B
KJIMHUYECKOM MCCJIeJOBaHUU HE TIPOTUBOPEYUT OH0OpPEHHOM 00Iel
XapaKTEePUCTHUKE JIeKapCTBEHHOTO IIpenapara AjId MeOULIMHCKOI 0
MIPUMEHEHU)"; IYHKTH 7 U 8 MPU3HATh YTPAaTUBILIUMU CUITY; IIYHKT
10 gommonMHUTE ciIoBaMu "(3a UCKIIIOUYEeHUEeM OMOJIOTUYEeCKUX
JIeKapCTBEHHBIX IpenapaToB)"”; NyHKT 11 OOmonIHUTH ciioBaMu "(3a
HUCKJIIOUeHrEeM OMOJIOTUYECKUX JTeKapCTBEHHBIX ITperapaToB)”;
OOIIONTHUTL ITyHKTOM 111 cnepytomiero cogepxkanus: "111)
OOKYMEHTHI U CBeIEeHUSs, MPeOdyCMOTPEHHEIE ITPaBUIaMU IPOBEOEHU A
HMCCJIeIOBAaHUM OMOJIOTHYECKUX JIEKapPCTBEHHBIX CPECTB
EBpa3uiiCKoro sSKOHOMHUYECKOTO COI03a, YTBEPXKAECHHBIMU
EBpa3uiiCKol 3KOHOMHUYECKOM KOMUCCHEN;"; IyHKT 12 mocie CIoB
"Poccuiickou ®enepanuu, uian" OJOIOJIHUTHL CJIOBAMHU "IOKYMEHT,
comepxKauuin"

42, yactb 21 U3M0XKUTH B clenymolned pegakuuu: "21. CBegeHus,
moATBepzKaarolnre GakT yIjlaThl TOCYyAapPCTBEHHOM MOIIINHEL 3a
MIPOBeOEHNE STUUECKOU SKCIIEPTU3HI, IKCIIEPTU3bl JOKYMEHTOB Ha
JIeKapCTBEHHBIU IIpenapar AJisd IIOJIy4eHUs pa3pelleHnus Ha
MIPOBeJeHNe KIIMHUYECKOT 0 UCCIIefOBaHUs JIEKaPCTBEHHOT O
rnpemnapara ajisd MeOULIMHCKOI 0 IIPUMEHEHU S, 3a Bbigadyy pa3pelieHus
Ha MIpOBefeHNe KIIMHNYECKOr0 UCCJIeJOBaHus JIEKAaPCTBEHHOT' 0
npemnapara Ojisgd MeOUIIMHCKOro IIPUMEHEeHU s, 3a IPOBeAeHNEe
S9KCIEPTHU3LI JOKYMEHTOB Ha JIEKapPCTBEHHBIU IIpemnaparT oI
[IOJIy4YeHUus pa3pelleHus Ha IIPOBeeHNe MeXIYHapOOHOT O
MHOTOLIEHTPOBOI'0 KJIMHNYECKOI'0 UCCJIefOBaHUs JIEKapCTBEHHOI' O
rnpemnapara Ajisd MeOUILIMHCKOI 0 IIPUMEHEHU S, 3a Bbidady pa3pelieHus
Ha IIpOBefeHNEe MEeXOYHapOOHOI'0O MHOT'OLIEHTPOBOI'O KJIIMHUYECKOT 0



HUCCJIe[OBaHus JIEKapCTBEHHOIO IIpelapara OJjisi MeOUIInHCKOI 0
IIpUMEeHeHNs, 3a IPOBEeIeHUe 3TUYECKOU 3KCIIEePTU3EI, SKCIIEPTU3EI
OOKYMEHTOB Ha JIEKapCTBEHHBIU IIpenapaT OJis II0JIy4YeHUs
pa3pelleHus Ha IPOBegeHNe NOCTPEruCTPAlMOHHOTI O KIIMHUYECKOT 0
HCCIIeOBaHUA JIEKapCTBEHHOTI'O IIpenapara ajIs MEOUIIUHCKOT O
IIpUMEeHEeHNs, 3a BEa4yy pa3pelleHus Ha [IpoBeneHue
IIOCTPEruCTParOHHOI 0 KJIIMHUYECKOI'0 UCCIIeJ0OBaHUA
JIeKapCTBEHHOI'O IIpenapaTa AJisi MeOUIIMHCKOTO IIPUMEHEHUs, a
TaKJKe CBeIEeHUs O BblJaBaeMHbIX (IIpefoCTaBIsAE€MBbIX)
YIIOJIHOMOYEHHEIMU (efeparibHEIMU OpraHaMU UCIIOJTHUTEIBHON
BJIaCTU OOKYMEHTaxX (CBeIEeHUAX), YKa3aHHBIX B IyHKTe 12 yacTtu 2
HaCTOSAIEeN CTaThH, YIIOJTHOMOYEHHHIN pemepanbHbI OpraH
KUCIIOJIHUTEJILHOU BJIaCTU 3allpallliBaeT B IIOPsSOKe
MEeZKBEJOMCTBEHHOT0O 3JIEKTPOHHOI'0 B3aUMOLOEUCTBUSA."

42. B yactu 3: B ab3alle IepBOM C/I0OBa "MATH pabouyux OHEU CO OHS
MIPUHATHSA" 3aMeHUTh CJIOBaMHU "Tpex padouyux JHeM CO THS
HalTpaBIeHUS B JINYHBIM KaOMHET YIIOTHOMOYEHHOTO hegepabHOTO
OopraHa MCIOJIHUTEIbHOU BJIAaCTU B €UHOU CUCTEMe"; B IYHKTE 3
cIoBa "yBemoMIJISIET B 3JIEKTPOHHOM (popMe unu Ha OyMazkKHOM
HOCUTeEJIe 3asABUTEJI" 3aMEeHUTH CJI0BaMU "HallpaBJisieT 3adBUTEIII0
ITOCPECTBOM €OUHOTO0 ITOpTaja UJId B TUYHBINM KaOMHET 3asIBUTENIS B
€OUHOU CUCTeMe IIOAIIMCAaHHOE YCUJIEHHOU KBalu(puIIUPOBaHHOU
3JIEKTPOHHOU NOMIKCHI0 YBEOOMJIEeHUEe"; MYHKT 4 M3JI0OKUTH B
crenyloiiey pemakiuu: "4) HaopaBisieT B INYHBIN KaOUHET
9KCIIEPTHOTO YUYPEeXKIeHUs B eQUHOM CUCTeMe U JIMYHBIN KaOuHeT
COBeTa II0 3THKE 3aJlaHWs Ha IIPOBefeHNe COOTBETCTBYIOIINX
S9KCIEePTHU3, NOANNCaHHbIE YCUIEHHBIMU KBaIU(PUIIUPOBaHHBIMU
3JIEKTPOHHBIMU ITOAIIUCSIMUA. "

42, yacTb 4 U3I0KUTH B ClleOyloller pegakuuu: "4. B cnyyae
BBISIBJIEHHUSI HETIOJTHOTHI M (MJIM) HEIOCTOBEPHOCTH MH(MOPMAIIUH,
comepzKalllelcs B IIpeACTaBJIEeHHLIX 3asBUTENIEM JOKYMEHTaX,
YIIOJTHOMOYEHHBIU (hegepaabHBIM OpraH UCIIOTHUTEIbHON BJIaCTHU
HaITpaBIseT B IMYHLIM KaOWHET 3asiBUTEJISI B eUHOM CHUCTeMe 3aITpocC
00 YTOYHEHUU YKa3aHHOU MH(OpMaliy, MOATIMCAaHHBIN YCUIIEHHOU
KBaIUu(PUIIMPOBAaHHOM 3JIEKTPOHHOM MOAINCHI0. 3asIBUTENb 00513aH
HAITPABUTh B JINYHBIN KaOWHET YIIOTHOMOYEHHOT0 pemepanbHOTO
opraHa UCHOJIHUTEJIbHOM BJIaCTU B €UHOU CUCTEME MOONINCaHHbIN
yCUJIEHHOM KBalTU(PUIIMPOBAaHHOU 3JIEKTPOHHOMU MOAIIMCHIO OTBET Ha
3aIpocC YIOJIHOMOYEHHOT 0O (peeparbHOr0 OpralHa UCIOJIHUTEIbHON
BJIaCTU B CPOK, HE IIPEBLIIIAIOIINYN IeBIHOCTa pabouyux OHEU CO OHS
MMOJTy4YEeHU S YIIOJTHOMOYEHHEIM (peeparlbHBIM OPraHoOM
HUCIIOJTHUTEJIbHOM BJIACTHU 3JIEKTPOHHOTO YBEIOMIIEHUS O IIONTyYeHUN
3asgBuTeieM 3amnpoca. Cpok, yKka3aHHBIM B 4aCTU 3 HACTOSAIIEN
CTaThH, IPUOCTaHaABIMBAETCS CO OHA HallpaBI€HUS B IMYHBIN
KaO1WHeT 3asBUTENS B €INHOMN CUCTEMe 3alpoca YIIOJTHOMOYEHHOTO
demepanbHOro OpraHa UCIIOJTHUTEIBPHOUN BJIACTH OO0 OHS HAIIpaBJIEHUS
B JINYHBIM KaOWHET YIIOJTHOMOYEHHOT0 (hegepaibHOTO OpraHa
HMCIIOJTHUTEJIbHOM BJIACTHU B €OUHOMN CHCTEME OTBETa Ha 3allpoC U He
YYUTHEIBAETCS IIPU UCUYUCIIEHUN CPOKa IPUHATUS YIIOJTHOMOYEHHBIM
bemepanbHBIM OPraHOM MCIHOJIHUTEIBHOU BIaCTU PEIIEHUS O



IPOBEOEHUU IKCIEePTU3LI HOKYMEHTOB [JI IIOJIy4YEeHUA pa3pelleHus
Ha IpoBefeHUue KJIIMHUYECKOI'0 UCCIIeqOBaHus JIEKapCTBEHHOI' 0
pernapara ojids MeOUIIMHCKOIO IIpuMeHeHud."

42. B yacTu 5 cioBa "uH@opMaum, moaTBepxKOaInen pakrt"
3aMEeHUTH CJI0BaMU "CBeeHUH, KOTOPHE B JaJlbHEUIleM
MMOATBEPKIAIOTCS IIOCPEOCTBOM MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aMMOMeuCcTBUs, 0 pakTe"

42. yacThb 6 U3JIOKUTH B CIIeAyIollen pegakuuu: "6. [IpoBegeHue
9KCIIEPTU3LI JOKYMEHTOB [JIs [I0JIYYeHUA pa3pelleHus Ha
IIpOBefeHNEe KJIIMHNYECKOI0 UCCJIeJOBaHUs JIEKAPpCTBEHHOI' 0
rnpemnapara ajisd MeOULIMHCKOI0 IIPUMEHEHUSA U STUYECKOU
9KCIIEPTHU3BI, COCTaBJIEHUE KOMUCCHUEN SKCIIEPTOB XU COBETOM II0
9THUKE 3aK/II04YEHUU O BOSMOXKHOCTHU UJIM HEBO3MOXKHOCTHU
IIPOBENEHUS TaKOTO KIIMHUYECKOT O UCCIIeNOBaHUs, IIOAIUCaHNue
3aK/II0YEHUN YCUJIEHHBIMU KBaIU(PUIINPOBAaHHBIMU 3JI€KTPOHHBIMU
MMOOMMUCSIMU 1 HalTpaBlIeHUWe MaHHBIX 3aK/II0UeHUHN B JINYHBIN KaOUHET
YIIOJTHOMOYEHHOT 0 (ejepalbHOr0o opraHa UCIIOJIHUTEIbHON BJIaCTH B
€OUHOUN CUCTEME OCYUIECTBISAIOTCS B CPOK, HE ITPEBHIIIAIOIINNT
OBafllaTU OATH pabouyuX OHEU CO OHS HaIlpaBJIeHUS B TMYHBIA
KaOHWHEeT 3KCIIEPTHOTO YUYpPeXKIeH!Us B eQUHOU CUCTeME 3alaHus
YIIOJTHOMOYEHHOT O (ejepabHOr0 OpraHa UCIIOJIHUTEIbHOMN BJIACTH C
MIPUJIOKEHNEM OOKYMEHTOB, YKa3aHHBIX B MyHKTax 3, 4, 10, 11 u 111
YaCTH 2 HACTOSINEN CTaThH, M HAIlPaBJIEHUS B TUYHBLIM KaOWHET
COBeTa I10 3TUKEe B €QUHOUN CUCTeMe 3aJaHus YIIOJTHOMOYEHHOI' O
(enepanbHOro OpraHa UCIOJIHUTEIBHOM BIACTHU C IIPUIOKEHUEM
OIOKYMEHTOB, YKa3aHHEIX B ITYHKTaX 3 - 6 U 9 yacTu 2 HacCTosAllen
craTpu."

42. B yactu 7: B ab3alle 1IepBOM CJI0Ba "IATH pabouyux gHEMN co OHS
MOJIy4eHus" 3aMeHUTh CJIoOBaMM "Tpex pabouux mHel co OHSA
HaAITPaBIEHUS B JINYHBIM KaOWHET YIIOJTHOMOYEHHOT0 (hemepatbHOTO
opraHa UCIOJHUTEJIbHOU BJIaCTHU B €eQUHOM CUCTeMe"; MyHKTHI 2 U 3
HU3JIOKUTH B CIEOYyIOIIEeN peJakuuu: "2) IpuHUMaeT pelieHue o
BhIJJaue pa3pelleHns Ha IPOBeJeHNne KIIMHUYEeCKOTr 0 UCCIIeqOBaHUs
JIeKapCTBEHHOI O IpenapaTa oI MeJUIIMHCKOT O ITPUMEHEHU A, BHOCUT
B PEECTpP BBIJAaHHBIX pa3peIleHnll Ha ITPOBedeHNe KIINHNYEeCKUX
HCCJIeqOBaHUM JIEKapCTBEHHOI'O IIperapaTa COOTBETCTBYIOIIYIO
“H(pOpMaLMIo U HallpaBIsAeT IOCPEeACTBOM eQUHOTO IIopTaja
3asIBUTEIII0 UJIU B TUYHBINM KaOWHET 3asiBUTENS B €IUHON CUCTEME
BBHIIIMCKY M3 pPeecTpa BhIOHAHHLIX pa3pellleHu Ha IpPoBedeHne
KINHUYECKUX MCCJIeJOBaHUM JIEKAPCTBEHHOIO IIpemapara,
MMOOMNMCAaHHYI0 YCUJIEHHOU KBaIU(PUIMPOBAHHOMN 3JI€KTPOHHOU
MMOAIIHUCHIO

42. B cTtaThe 40:

42, (ITyskT uckmiogdeH - PegepanbHbii 3aKOH OT 28.12.2025 Ne 504-
®3) 37) B ctaThbe 45:

42. B oTHOIIEHUU (hapMalleBTUYECKOM CyOCTaHIIUN UIU
dbapmaneBTHUEeCKUX CyOCTAHIIUM, BXOOSIIIUX B COCTAB



JIEKapCTBEHHOTO IIpenapara (3a UCKIIIoUeHreM (papMalneBTUYeCKUX
cyOCTaHITUM, BKIIIOYEHHBIX B TOCYIapCTBEHHBIN PEECTP
JIEKapCTBEHHBIX CPELCTB B COOTBETCTBUU CO CTaTheu 34 HACTOSIIETO
depnepasbHOrO 3aKOHA):

42, B oTHOIIeHUHU (papMalleBTUYECKUX CYOCTAHITUM, BXOOSIIUX B
COCTaB JIEKapPCTBEHHOI O IIpelapaTa ¥ BKIIOUYEHHBIX B
rOCy#apCTBEHHBIM PEeeCTp JIEKapPCTBEHHBIX CPELNCTB B COOTBETCTBUU
co cTtaTthed 34 HacTosmniero ®emepanabHOTO 3aKOHAa:

42. B OTHOIIIEHUU JIEKAapPCTBEHHOT' O IIpeIllapaTa OJId MeOUITMHCKOI'O
IIPUMEHEHUA:

42, abG3a1] nepBil 4acTtu 1 ctaThu 46 mocine cioB "JIeKapCTBEHHbBIE
penaparsl," OOMOJIHUTE CJIOBAaMHU "IIPOLIEeIIne IOCygapCTBEHHYIO
PEerucTpauio B COOTBETCTBUM C TpeOOBaHMSIMHU HACTOSIIET O
depepasibHOTO 3aKOHA,"

42, B ctaTee 47:
42. B cTaTse 48:
42, B yactu 1 crathu 49:
42. B ctatse 50:
42, B cTaThe 51:

42. B yacTu 5 cjoBa "TpuaiiaTy pabouux gHeN" 3aMeHUTh CJIOBaMU
"mBaAIIaT BOCBMH pabouyux mHel", mocie CJI0B "BO BHECEHUU TaKUX
W3MEeHeHUuN" OOIOJIHUTE CJI0BaMu ", IIOAIIMCAaHHOE YCUJIEHHOU
KBaIU(UIIMPOBAHHOM 3JIEKTPOHHOU IMOAMNMNCHIO, IIOCPEACTBOM
HaITpaBI€HUsI COOTBETCTBYIOIETO PEIIeHUs B IMYHBIN KaOuHET
3asIBUTEJISI B €qUHOMN cucTteMe'", MOIIOJIHUTE CJIoBaMu "u (MJIK)
9KCIIEPTHI SKCIIEPTHOI'0 y4YpexXaeHus"

42, DOTOJIHUTE YacThI0 82 clenyrolero cogepxauus: "82. Ilpu
MMPOBeAeHUU KIMHUYECKOT0 UCCIIeJOBaHUs JIEKapPCTBEHHOTO
Impernapara [Jis MEeJUILIMHCKOTO IPUMEHEHUS B Clilydae YTOYHEHUS
(n3MeHeHUs) JaHHBIX, COAepPKAaIlNXCSA B pa3pelleHnn Ha IPOBedeHNe
OAHHOT0 KJIMHUYECKOT0 HCCIeqOBaHts, Ha OCHOBaHUU
HaITPaBI€HHOTO B JIUYHBIYM KaOWHET YIIOJITHOMOYEHHOT O (pemepanbHOT0
opraHa MCIOJIHUTEIbHOU BJIACTU B €UHOU CcUCTeMe oOpallleHus
3asBUTENS, MOANNUCAaHHOTO YCUJIEHHON KBaIu(UIINPOBAaHHOU
3JIEKTPOHHOM IIOAIHNCHIO, C IPUJIOKEHNEM MOTUBUPOBAHHOT O
000CHOBaHUS U TOKYMEHTOB, ITOATBEPKOAIONIUX HE0OXOOUMOCTD
YTOYHEHHUS JaHHBIX, YIIOTHOMOYEHHBIN (pemepanbHbIll OpraH
HUCIIOJTHUTEJIbHOU BJIAaCTU B CPOK, HE IIPEBHIIIAIONINY OBaAllaTU
BOCbMM pabouuX OHEU CO OHS IIOCTYIIJIEHUS TaKOro oOpalleHus,
BHOCUT M3MEHEHUS B pa3pellleHre Ha MPOBedeHNe KITMHUIYECKOT O
HCCIIeOBaHMS JIEKapCTBEHHOTO IIpenapaTa A MEOUIIMHCKOTO
MIPUMEHEHUS U PeeCTpP BhIJaHHBIX pa3pelleHul Ha IIPOBEefieHre
KJIMHUYECKUX UCCIIeIOBaHUM JT€eKapCTBEHHBIX IIpeIapaToB, a TakKke



HaITpaBIseT B IMYHBIN KaOWHET 3asIBUTENISI B eQUHOU CUCTEME
BHIIMCKY M3 peecTpa BhIOAHHLIX pa3pellleHui Ha IpPoBedeHue
KINHUYECKUX MCCJIeJOBaHUM JI€eKapPCTBEHHLIX IIPEMapaToB,
MMOONMCAaHHYI0 YCUJIEHHOU KBaIU(PUIMPOBAHHOMN 3JI€KTPOHHOU
MMOJIINCHIO, THU0OO0 MPUHUMAET pellleHre 00 0TKa3e BO BHECEHUU
W3MEHEHUU B pa3pellleHre Ha IPOBedeHNe KIIMHUIYECKOT O
HCCIIeqOBaHUs JIeKapCTBEHHOTO IIpellapaTa OJIgd MEeOUIIMHCKOT O
MIPUMEHEHUS U HalpaBJIsieT B JIMYHBINM KaOUHET 3asIBUTES B €IUHON
CUCTEME 3TO pellleHue, MOANMKUCaHHOe YCUJIEHHOU
KBaIM(PUILIMPOBAHHOU 3JIEKTPOHHOU ITOANUCHIO, C YKa3aHUEM IIPUYUH
oTKa3za."

42, B cTaThe 521:

42. Byactu 11 cioBa "Ha OCHOBAHUMU 3aKIIOUYEHUU MEeOUIIMHCKUX
opraHmu3allui, IIPOBOOUBIINX 3TO UCCJIedOBaHue," UCKIIIOUUTh, CII0OBa
"Tpex MecslieB" 3aMEeHUTh CJIOBaMU "OBeHaOlaTu MecsieB"”

42, yacTp 21 U3T0XKUTH B CleAyloller pegakuuu: "21. [nsa neneun
JIVIIEH3WPOBAHUSA IPOU3BOACTBA JIEKAPCTBEHHEIX CPENCTB OJIsd
MEeOUIIMHCKOT O IPUMEHEHUS U NHCIIEKTUPOBaHUSA CyOBEKTOB
oOpalleHus JIeKapCTBEHHBIX CPEICTB Ha COOTBETCTBUE TPeOOBaHUSIM
IIpaBUJI HajjieXxalllel MPOU3BOACTBEHHOU IPaKTUKM (pemepanbHbII
OpraH UCIOJIHUTENIbHOU BJIaCTH, OCYIIECTBISAIOIUNU FOCYyHapCTBEHHYIO
pPETUCTpaLUIo JIeKapCTBEHHEBIX IIPpenapaToB OJIs1 MEOUIIUHCKOT O
MIpUMEHEHUs, IpefocTaBnseT ¢hegeparbHOMY OpPraHy
HUCIIOJTHUTEJIbHOU BJIACTH, OCYILIECTBAI0MEMY (henepaabHBIN
roCyIapCTBEHHBIU JTUIIEH3UOHHBIN KOHTPOIb OeATEeJIbHOCTHU 10
IIPOU3BOLCTBY JIEKaPCTBEHHBIX CPENCTB [OJ11 MEOUIIMHCKOT O
IIPUMEHEHNS, 10 ero 3allpoCy B paMKaX MeXBEeIOMCTBEHHOI'O
MHOPMAIMOHHOTO B3aUMOEUCTBUS B MOPAOKE, YyCTAHOBIEHHOM
(pemepanbHBIM OPraHOM HCIIOJTHUTEJILHOM BIACTHU, OCYIIECTBISIONIUM
JIMIIeH3WPOBaHME IIPONU3BOACTBA JIEKAaPCTBEHHBIX CPEACTB A
MeOUIIMHCKOT O IIPUMeHeHUs, U (pemeparbHbIM OPTraHOM
KCIIOJIHUTEJIBHOU BJIACTH, OCYIIECTBIIAIOIINM IOCYyJapCTBEHHYIO
pETUCTPanuIo JIeKapCTBEHHEBIX ITPenapaToB OJIs1 MEOUIIUHCKOT O
MIPUMEHEHU S, CIeAYIOIUe CBeIeHNs O IeKapCTBEHHHBIX CpefCcTBax (B
TOM YHUCJIE B ClIy4dae, eCJIi TaKue CBeIeHUS COCTaBISAIOT
KOMMEPYECKYI0 TalHy):

42, HauMeHOBaHue papMalleBTUUYECKON CyOCTaHIIUU, ee CTPYKTYpa,
o01111e CBOMCTBA

42. HaMeHOBaHMEe U agpec IIPOU3BOOUTENA

42. TeXHOJIOTHUS IIPOU3BOACTBA C OIIMCAHUEM CTagul MPOU3BOIOCTBA U
METOLNOB KOHTPOJIS Ha BCEeX CTaOusaX MPOU3BOACTBA

42. onrcaHue pa3paboTKH Impoliecca IPou3BOACTBaA

42, ontcaHue KOHTPOJIS KPUTUYECKUX CTagUuul IIPOU3BOACTBA U
MIPOMEKYTOYHON NPOJYKIIUNA



42. 1OKyMeHTallbHOEe MOATBEPXKAEHNE (Baluoalusi) IPolieCCOB U
(mnu) ux oleHKa

42, cCBOUCTBA U CTPYKTypa OEUCTBYIOIIUX BelleCTB
42, XxapaKTepUCTHUKa IpuMecen

42, cnenudpukanysa Ha papMalleBTUYECKYIO0 CyOCTaHIIUIO U ee
ob60oCHOBaHUE

42. aHaIUTUYECKNE METOOUKHU, UCIIOJIb3yeMbIe IIPU OCYIIIeCTBIEHUN
KOHTPOJIS KauecTBa (papMalieBTUYEeCKOM CyOCTaHIINU; JT)
OOKYMEeHTaJIbHOEe MOATBEPXKAEeHME (BaluOaliis) aHaTUTUUYeCKUX
METOOUK, UCIIOIb3yEMBIX ITPU OCYIIIECTBIIEHUU KOHTPOJISI KaueCcTBa
(papmalnieBTHYECKOM CyOCTaHIIMU; M) pe3yabTaThl aHa/ll3a Cepuu
¢dapmanieBTHYECKOM CyOCTaHIINU; H) TepedyeHb CTaHdapTHHIX
00pa3110B WU BEUIECTB, UCIIOIb3YEMBIX IPU OCYIIEeCTBIIEHUHN
KOHTPOJIA Ka4YeCTBa; 0) ONMCaHue XapaKTePUCTUK U CBOUCTB
YIIaKOBOYHLIX MaTepPHaJiOB M YKYIIOPOYHEIX CPECTB; ITI) HJaHHLIE O
cTaOMIbHOCTHU (papMalleBTUUYECKOM CyOCTaHIIUN; P) CPOK TOOHOCTH

42, HauMeHOBaHue papMalleBTUUYECKON CyOCTaHIIUU, ee CTPYKTYpa,
o01111e CBOMCTBA

42, HauMeHOBaHUeE U aJpec IPOU3BOLUTEIIA
42. pe3ynbTaThl aHaNIM3a cepuil hapMalleBTUYeCKOoM CyOCTaHIIUMU
42. CPOK TOOHOCTH

42, onucaHue U COCTaB JIEKapPCTBEHHOTI' O ITpeliapaTa OJId
MEIUITMHCKOT' O IIPMMEHEHUA

42, onucaHue dpapMalleBTUYECKOM pa3padoTku (000CHOBaHMEe BEIOOPA
COCTaBa, IIEPBUYHOU YIIaKOBKM)

42, TeEXHOJIOTUS IIPOM3BOAOCTBaA C OITHCaHNEM cTagum IIPOM3BOAOCTBaA U
METOO0B KOHTPOJISA Ha BCeX CTaIuAX ITPOMU3BOOCTBaA

42, onicaHWe KOHTPOJISI KPUTUYECKUX CTaguM IIpolecca
IIPOU3BOACTBA U MPOMEKYTOYHOU MTPOOYKINHT

42. HauMeHOBaHMeE U aIpeCc MeCTa OCYIIeCTBIeHUs ITPOU3BOICTBA
JIeKapCTBEHHOTO IIpenaparTa s MeIUIIMHCKOT0 IPUMeHeHUs (B
cly4yae HaJIu4us HEeCKOJIbKUX yYaCTHUKOB IIpoliecca IIPOu3BOOCTBa
yKa3bIBAeTCS KaXKIbIi U3 HUX)

42. hapMmalieBTUUYECKasi COBMECTUMOCThD
42, MUKPOOHOJIOTUYECKHNE XapaKTEePUCTUKHU

42. maTepHaabHLINM OaslaHC AJI IPOU3BOMACTBA CEPUU T'OTOBOTO
MPOAyKTa



42, onicaHUe XapaKTEPUCTUK M CBOMCTB YIIaKOBOUYHBLIX MaTEPUAJIOB U
YKYIIOPOYHBIX CPEACTB

42. 1OKyMeHTaJIbHOE MOATBEPXKAEHME (Baluaaliysi) IPOoleCCoB
IIPOM3BOJCTBa U (M/IU) UX OIl€HKAa; 1) TpeOoBaHUS K Ka4eCTBY
BCIIOMOT'ATEJIbHBIX BEIIEeCTB; M) aHAJINTUYECKHUEe METOOUKH,
HCIIOJIb3YEeMEIE ITPU OCYIIIEeCTBIIEHUU KOHTPOJISI KaueCTBa
BCIIOMOTaTENIbHEIX BEIIECTB; H) JOKYMEHTaJIbHOE MOATBEPXKAEHNE
(Bammpamusi) aHaIUTUYECKUX METOOUK, UCIIOJIb3yEMbBIX IIPU
OCYILIECTBJIEHMM KOHTPOJISI Ka¥yeCcTBa BCIIOMOTAaTEeJIbHBIX BEIIECTB; 0)
nHopmaIrsa 00 UCIIOIb30BaHNUHN BCIIOMOTaTEIbHEIX BEIIIECTB
YeJIOBEeYEeCKOT0 U JKMBOTHOI'O IPOMCXOXKAEeHUSs; 1) nHpopmaIus oo
HMCIIOJTh30BAaHNUHM HOBBLIX BCIIOMOTaTEIbHBIX BEIleCTB; P) TpeOoBaHUs K
Ka4veCTBY JIEKapCTBEHHOTO penapaTa Ojisi MEOUIIMHCKOTO
npuMeHeHus (cepTudukat, crieluduKalsa Ha JTeKapCTBEHHBIN
ImpernapaT u uXx 000CHOBaHME); C) aHAJIMTUYECKNe MEeTOIUKH,
HCIIOJIb3YEeMEBIE ITPU OCYIIECTBIIEHUU KOHTPOJISI KaueCcTBa
JIeKapCTBEHHOT O IpenapaTa Ajisi MEOULIMHCKOTO IIPUMEHEHUS; T)
OOKYMEeHTaJIbHOEe MOATBEPXKOeHNE (Balumalirsa) aHaTuTUYeCKUX
METOOUK, UCIIOJIb3YEMBIX IIPU OCYIIIECTBIEHUU KOHTPOJISI KadyecTBa
JIeKapCTBEHHOTO IIpenapara a5 MeOUIIMHCKOTO IPUMEeHEHUS; V)
pe3ynbTaThl aHaIu30B CEPUM JIEKapCTBEHHOTO IIpellapaTa AJjis
MEOUIIUHCKOTO IPUMEHEHUS; () XapaKTepUCTUKA IPUMECEH; X)
repedYyeHb CTaHOAPTHEIX 00Pa310B, UCIIOIL3YEMbIX IIPHU
OCYILIECTBJIEHMM KOHTPOJISI KaUyeCcTBa JIeKapCTBEHHOT O IIpernapara Ay
MEOUIIMHCKOTO IIPUMEHEeHUS; 1) JaHHbIe 0 CTaOUIbHOCTH
JIEKapCTBEHHOI' 0 IIpenapara OJjisi MeOUILIMHCKOr o IpUMeHeHUus. "

42, B IyHKTe 4 4acTu 8 CJIOBO "Hay4YHO-UCCJIeg0BaTeJIbCKUM"
3aMEeHUTH CJIOBOM "Hay4HEIM"

42. B yactu 1 cioBa "B COOTBETCTBUHU C TaMOXKEHHBIM
3aKOHOOATeJIbCTBOM TaMOXKEHHOro col3a B paMKax EBpA33C (manee
- TaMO2XKeHHBIN COI03) U (MJIM) 3aKOHOATEeJILCTBOM PoccuiicKoi
Qepepaluu 0 TaMOXKEHHOM Jiejie" 3aMeHUTh CJIOBaMu "B
COOTBETCTBUU C aKTaMH, COCTaBasAmmMMU npaBo Cowo3a, U (UIn)
3aKOHOOaTenbCTBOM Poccuiickou ®egepaliid O TaMOXKEHHOM
peryaupoBaHun"

42. 4acTb 2 OOMOIHUTD CJIOBAaMHU ", UIM €IUHOM PEECTpe
3aperuCTPUPOBAHHLIX JIEKAPCTBEHHBIX CpeacTB EBpa3uiicKoro
9KOHOMHYECKOTO COI03a, UJIM eOUHOM PeecTpe 3aperuCTPUPOBaHHEIX
BEeTEPHUHAPHHIX JTI€eKapPCTBEHHEIX IIpeapaToB EBpa3nuiickKoro
9KOHOMMYECKOI'0O COI03a"

42, yacTs 3 110CJIe CJIOB "IpefHa3Ha4YeHHBIX OJIs" OOIIOJIHUTEL CJIOBaAMU
"pa3paboTKU JIEKapCTBEHHBIX CPEJICTB, IPOBEIEHUST HAYYHBIX U MHBIX
HCCJIeqOBaHuy,", IIOCJie CJIOB "TOCyOapCTBEHHOU perucrpanuun”
OOMIOJIHUTH CJI0OBaAMHU "UJIK perucrpanuu”

42, DOTOJHUTE YacThi0 33 CIIeOyIollero cogepxkauus: "33.
IonyckaioTcst BBO3 B Poccutickyio ®enepanuio u obpalieHue B



Poccurickoit Pemepanum ¢ y9eTOM 0COOEHHOCTEM, YCTAHOBIIEHHBIX
[IpaBuTtenscTBOM Poccuuickou ®epepaivu, 3aperuCTpUPOBaHHBIX
OPUTHHAIBHBIX OP(PaHHBIX JIEKAPCTBEHHBIX IPenapaToB U (MIIN)
BBICOKOTEXHOJIOTUYHBIX JIEKapPCTBEHHEIX IIpenapaToB OIS
MEOUILIMHCKOTO IPUMEHEHUS B TeYeHNEe OBEeHaallaTu MeCSILEB I1OCIie
maTel UX peructpauuu B Poccuiickou Pepgepanuu B yIiaKOBKax,
IMpegHa3HaYeHHBIX OJI oOpallleHusI B MHOCTPAHHBIX I'OCYydapCTBaXx,
IIPU YCJIOBUM COOTBETCTBHUS BBO3UMEIX JIEKAPCTBEHHLIX IIperapaToB
OJIsI MEOQULIMHCKOTO MMPUMEHEHUS TPeOOBaHUSIM, YCTAHOBIIEHHBIM IIPU
WX PEerucTpalluy, 3a UCKIII0UYeHneM TpeOOBaHUM K IIePBUYHOM
yIIaKOBKe, BTOPUYHOM (IIOTPeOUTEesIbCKOM) yIIaKOBKe, 1 ITPU HaTU4YUHU
Ha BTOPUYHOU (ITOTPeOUTENbCKOM) YIIaKOBKE JIEKAPCTBEHHBIX
rnpemnapaToB O/ MEOUIIMHCKOT 0 IIPUMEHEeHU I, HaXOOAIINXCS B
oOpallleHnH, CaMOKJIESIIEeNCcsl 9TUKEeTKH, comepKalie nHopMaIinio
0 JIEKapCTBEHHOM IIpeliapaTe [OJid MeOUILMHCKOrO IpUMEeHEeHHUs Ha
PYCCKOM si3bIKe. B OTHOILIIEHMY [JaHHBIX JIEKaPCTBEHHEBIX IIpeIiapaToB
He IPUMEHSIOTCS IIOJIOKEeHUA YacTu 7 cTaThM 9 u yacteu 1 u 2
ctathu 521 HacTosamero ®emepanbHOro 3akoHa."

42, B yactu 4 cnoBa "dpapMaKONeNHBIX cTaTel 1160 B Cllydyae ux
OTCYTCTBUS HOPMATHUBHOUN OOKYMEHTAIIUU UJIM HOPMaTUBHOI' O
OOKYMEeHTa" 3aMEeHUTh CJI0OBaMU ", yCTAHOBJIEHHBIM IIPU UX
perucTpanyuy uiu IpoBegeHNN IIPOLeAyP, CBI3aHHBIX C
perucTtpanuein”

42. B yacTu 7 cjioBa "B COOTBETCTBUHU C TAMOXKEHHBIM
3aKOHOOATeJIbCTBOM TaMOZKEeHHOI'0 coro3a u (Mjin)
3aKOHOOaTeNnbCTBOM Poccuiickou demepaliuy 0 TaMOXKEHHOM feie"
3aMEeHHUTh CJIOBAMHU "B COOTBETCTBUHU C 3aKOHOOATEILCTBOM
Poccurickou ®enepauuun"

42. yacTb 8 U3JI0KUTH B ClIeQyIollen pegakuuu: "8. BeIBO3
JIeKapCTBEHHBIX CPencTB U3 Poccuiickou denepalum OCYILeCTBIISIETCS
B COOTBETCTBUU C aKTaMHU, COCTaBJIAOIIUMU ITpaBo Coro3a, U (UIn)
3aKoHOmaTenbCTBOM Poccuiickou ®emepanyy 0 TOCygapCTBEHHOM
peryJjvupoBaHUU BHEIIHETOPIOBOU AesTEJIbHOCTH. "

42. TyHKT 2 1mocie cJioB "pa3paboTyrKa TeKapCTBEHHOTO CpeACcTBa
OJs1" MOIMOJIHUTH CJIOBaMH "pa3paboTKM JIeKapCTBEHHBIX CPEACTB,
IIPOBEEeHUs HAYYHBIX U UHBIX UCCJIeJOBAHUY,", I10CJIe CJIOB
"ToCyZapCTBEHHOU perucTpanuu’ OOonoJIHUTh CJI0BaMU "UJu
peructpamum”

42. B IyHKTe 4 CJI0BO "Hay4YHO-HUCCJIegoBaTeJIbCKUe" 3aMeHUTh
CJIOBOM "HayyHEIE"

42, IOTIOJTHUTH IIyHKTOM 7 CJIEOYIOIIEero comepXkaHus: "7)
MIPOU3BOOUTEIN MEOULIMHCKUX U3LOEJINN OJis LieJjiey IIPOU3BOACTBa
MEeOUIIMHCKUX U3JeIni."

42, B ab63alle IepBOM CJIOBa "TaMOXKEHHBIM 3aKOHOIATEILCTBOM
TaMozkeHHOro coro3a U (MJIM) 3aKOHOOATeJIbCTBOM PocCcuUMCKOM
depepaliiy 0 TaMOXKEHHOM [iejie" 3aMeHUTh CJIOBaMM "aKTaMH,



cocTaBnspomuMu npaBo Coro3a, 1 (MIM) 3aKOHOOATEIhCTBOM
Poccurickou ®epgepaliiv 0 TaMOXKEHHOM PEryjIupoBaHUMN", HOIOJTHUTD
clIoBaMH "B 3JI€EKTPOHHOU popme"”

42. B nyHKTe 1 1miocie cjioB "1eKapCTBEHHOTO CpeacTBa” OOIIOJIHUTh
CJIoOBaMH "[Ji BeTEPUHAPHOT O IPpUMEHeHud", cji0Ba "HOPMaTUBHOU
OOKYMEHTALMU UJIN" UCKITIOYUTH

42, nyHKT 1 yactu 1 nocsne cioB "3aperuCTpUpPOBAHHELIX B
Poccutickoit Pepmepanuu" OOMOIHUTH ClIOBaMu "nubo
3aperucTpUpPOBaHHEIX B COOTBETCTBUM C aKTaMU, COCTaBIISIOIUMU
npaso Coro3a,"

42. yacTb 2 OOIOJIHUTE CIIOBaMH "/110O0 He 3aperiCTPUPOBAHHBIX B
COOTBETCTBUU C aKTaMH, COCTaBaswommMu npaso Cormo3a"

42. B HaUMEHOBaAHUU CJIOBa "YIIOJTHOMOYEHHOTO B 00J1acTH
TaMOXKEHHOI'0 feJjia" 3aMeHUTh CJI0BaMU "OCYILEeCTBJIAIOIIEr 0
(GyHKIIMY IO KOHTPOJIIO ¥ Hag30py B 0071aCTU TaMOXKEHHOro mena'

42. B yactu 1 cioBa "yIIoOTHOMOYEHHOTO B 00J1aCTH TaMOXKEHHOTO
mena" 3aMeHUTH CJIOBaMM "OCYILIECTBIIAIOMIEr0 QYHKIIMY 110 KOHTPOJIIIO
¥ HaA30py B 00/1aCTH TaMOXKEHHOro geja"

42. B 9yacTu 2 Cj0oBa "yIIOJTHOMOYEHHBIN B 00/1aCTH TaMOXKEHHOTO
mena" 3aMeHUTH CJIOBaMM "OCYLIECTBIISAIOMIUNA QYHKIIMU 110 KOHTPOJIIIO
1 Hag30py B 00/1aCTH TaMOXKEHHOro geJsa"

42. B HaUMeHOBaHUHU CJIOBO '"IIpernapaToB’ 3aMEHUTH CJIOBOM
“cpencTs”

42. B yactu 1 mocrse cioBa "mpencrasisgeT" OOIIOJIHUTE CJIOBaMU "B
3JIeKTPOHHOU (popme", CII0BO "TOCymapCTBEHHOU" UCKITIOYUTH

42, nonoyHUTL 4YacTeio 11 cnenyromiero cogepxauus: "11. [Tepen
BBOOOM B I'PaxkKaHCKUU 000POT KaxKIOOM CEPUU UK KaXKIOU IMapTUU
npou3BeneHHou B Poccuiickou ®efgepanuu papManeBTUYECKON
CyOCTaHITUU MPOU3BOAUTEIbL TAKOTO JIEKAPCTBEHHOI'O0 CPEeICTBa
IIpeACTaBIseT B 9JIEKTPOHHOU opMe B pefiepalbHBIN OpraH
HUCIIOJTHUTEJIbHOM BJIAaCTH, OCYILECTBIAOIINN (QYHKIIUU 10 KOHTPOJIIO
1 HaA30py B chepe 3apaBoOOXpaHEeHUsd, JOKYMEHT IPOU3BOAUTEIIS
JIEKapCTBEHHOI'O CPEeNCTBa, IIOATBEPKAAIIINN KadyeCTBO
dapmanieBTHYECKOM CyOCTAHIINY, U HJOKYMEHT, IOATBEPK A0
COOTBETCTBUE JIEKAPCTBEHHOTO CpefCcTBa TPeOOBaHUSIM,
YCTaHOBJIIEHHBIM IIPU €r0 T'OCydapCTBEHHOM perucTpanuu uin
perucTpanuu, 1 0QOPMJIEHHBIN YIIOJTHOMOYEHHBIM JIMIIOM
IIPOU3BOOUTEJIS JIEKAPCTBEHHBIX CPENCTB."

42. B 4aCTHU 2 IOCJIe CJIOBa "IIpeacTaBiisgeT" OOIIOJIHUTh CJIOBaMU "B
3JIeKTPOHHOU opmMme", cioBa "cepTuduKaT IPOU3BOOUTEA
JIeKapCTBEHHOT'O CPEICTBa, YAOCTOBEPSIOIINN COOTBETCTBUE
BBO3MMOTO JIEKAPCTBEHHOT O IIperapaTa TpeboBaHUSIM
(papmakomerHOU CTaThy, a B ClIly4dae OTCYTCTBHUS (papMaKOIIEeHNHOU



cTaThu TPeOOBaHUSAM HOPMATUBHOM MOKYMEHTAIIUU" 3aMEeHUTh
CJIoOBaMH "IOKYMEHT IIPOU3BOOUTEIA JIEKapCTBEHHOT O CPECTBa,
MOATBEPKOAIIINK Ka4yeCTBO JIeKapCTBEHHOTO IIpemnapara”, CI0BO
"ToCyJapCTBEHHOU" UCKIIIOUUTH

42, 0ONOJMHUTD 4YacThio 21 crnenyromiero cogepxkauus: "21. [lepen
BBOAOM B I'PakaHCKHUU 000POT KaxKION CePUU UM KaXKI0M ITapTHUHN
BBO3UMOU B Poccuiickyio ®egepanuio papMalieBTUYEeCKOU
cyOCTaHIIUU OpraHu3allys, OCYyIeCTBJISIOIasi BBO3 TaKOTO
JIEKapCTBEHHOI 0 cpencTBa B Poccurickyro Pemepanvio, npencraBiasieT
B 3JIEKTPOHHOU (opMe B penepanbHbI OpraH UCIOTHUTEIbHOU
BJIaCTH, OCYIIECTBISIOMINN (DYHKINY II0 KOHTPOJIIO U Haa30py B chepe
3IPaBOOXpPaHEHU s, MOKYMEHT IIPOU3BOAUTEJIS JI€eKapPCTBEHHOT O
CpefacTBa, IIOATBEPKAAIOIINY KaueCTBO (hapMalleBTUUYEeCKOHU
cyobcTaHiuu."

42, yacTb 3 U3I0KUTH B Cllenyioller pegakumuu: "3. [Topsamok
OpeacTaBIeHUsa B COOTBETCTBUU C YacTtsaMmu 1, 11, 2 u 21 Hacrosien
CTaThX JOKYMEHTOB U CBEOEHUU O JIeKapPCTBEHHBIX CPEeACTBaXx,
BBOOUMEIX B I'PaxKIaHCKUM 000POT, yCTaHABIUBAETCS
[IpaBuTenscTBOM Poccuiickou ®emepaiuu."”

42, yacTs 4 110CJie CJI0B "BIepBLle BBO3UMOTO B POCCUUICKYIO
depmepanuio” OOMOJHUTE clIoBaMu "(0€3 ydyeTa HO3UPOBKM) B paMKax
OJHOTI'0O PErUCTPAlMOHHOI'0 YOOCTOBEPEHUA", TIOCJIE€ CJIOB
"HOpPMaTUBHOU JOKyMeHTaluen" OJOIOJIHUTE CJII0BaMu ", UJIN
TpeOOBaHUAM, YCTAHOBIIEHHBIM IIPU PETUCTPAILIMU B COOTBETCTBUU C
aKTaMU, COCTABJIAIOLUIUMU IIpaBo Coro3a", JOIOJIHUTE HOBEIM BTOPHEIM
IpeajIoKeHneM CIIeQyIoIero cogepxanus: "IlonycKaeTcs
peacTaBlIeHue IIPOTOKOJIa UCHIBITAHUM, IIPOBEAEHHBIX C
HWCIIOJIb30BaHUEM CPEOCTB QUCTAHIIMOHHOI'O B3aUMOOENUCTBUL. "

42, pononHUTh YyacTamu 41 - 43 cnepyoilero cogepxauus: "41.
[IpencraBneHre IPOTOKOJIa UCOBITAHUU JOIIyCKaeTCs TOJIBKO B
OTHOIIEHWU II€PBOM CEPUU UM IIE€PBOU MapTUU JI€KaPCTBEHHOTO
ImperaparTa, BIIepBEIe IPOM3BeOeHHOTr0 B Poccuiickou Penepaniyu uiu
BIIEPBBIE BBO3UMOTO B Poccuiickyio Penepaliuio (3a UCKIIIOYEHUEM
JIeKapCTBEHHBIX IpenapaToB, YKa3aHHBIX B yacTax 42 u 43
HACTOALIEeU CTaThbU), B ClIydae IIPEeJOCTaBIeHUs CBEIEeHUN O JaTe
BHIJJQUU M PETUCTPALIMOHHOM HOMEPE 3aK/II0YEeHUS COOTBETCTBUS
IIPOM3BOJICTBA JIEKAPCTBEHHHBIX CPENCTB TPEOOBAaHUSIM IIPaBUII
HaJjiexkallley IPOU3BOACTBEHHOU IPAKTUKU, BEIDAHHOT O
YIIOJTHOMOYEHHBIM (pefepalbHbBIM OPraHOM HMCIIOJTHUTEIbHOU BJIACTH,
UJIM cepTUu(dUKaTa COOTBETCTBUSA NIPOM3BOACTBA JIEKAPCTBEHHBIX
cpencTB TpeOOBaHUSIM ITPABUII HajjiexKalllel ITPoru3BOICTBEHHOM
MIPAaKTUKU EBpa3uiiCcCKOro 3KOHOMUYECKOTO COI03a, BRIAAaHHOTO
YIIOJITHOMOYEHHBIM OPraHOM IoCydapCTBa - 4jleHa EBpa3uiickoro
5KOHOMUYECKOT'0 COI03a, B OTHOIIEHUM ITPOU3BOACTBEHHOM IJIOLIaOKHA
(TpOou3BOACTBEHHEIX IIJIOMIAN0K), OCYIIIECTBIISIOIEN IPONU3BOACTBO
TOTOBOU JIEKAPCTBEHHOU (DOPMEI U BHITYCKAIOIUYW KOHTPOJIb Ka4yeCTBa
JIeKapCTBEHHOTO IIpenapara, IPU YCJIOBUM OTCYTCTBUS B TeYeHUE
TpeX JieT, IPEeIIeCTBYOIIUX daTe BhJa4yu IIPOTOKOJIa UCIIBITaHUH,



CJTy4aeB BBISIBIEHUS HECOOTBETCTBUS YCTAHOBIEHHBIM TPeOOBaHUSIM
KadeCTBa JIeKapPCTBEHHBIX CPeOCTB, HH(PpOpPMAIHs 0 KOTOPBIX
onry0JIMKOBaHa Ha cauTe ¢emepasbHOro OpraHa UCIOJIHUTEIbHOM
BJIACTH, OCYIIECTBJISIONIETO PYHKIIMH 10 KOHTPOJIIO ¥ HaA30py B
cdhepe 30paBOOXPaAHEHUS, B OTHOIIIEHUY BCEX MMPOU3BOACTBEHHBIX
TIJIOIAMIOK, OCYIIEeCTBIISIONIUX ITPOU3BOICTBO JI€KAaPCTBEHHOT O
IIpernapaTa ¥ BEIIYCKAIIINN KOHTPOJIb KAaYeCTBa JIeKapCTBEHHOT O
Impemapara

43. B nnyHKTe 4 yacTtu 1 ctaTthu 53 CJI0BO "Hay4yHO-
HUCCJIenoBaTeJIbCKUM" 3aMeHUTh CJIOBOM "Hay4YHBIM"

43. yacTts 1 cTaTeu 54 U3JIOXKUTH B Clleylollen pegakuuu: "1.
OnToBasi TOPTOBIIS JIEKAPCTBEHHBIMU CPECTBaMU OCYIIIECTBIISIETCSA
MIPOU3BOAUTEISIMU JIEKAPCTBEHHLIX CPEOCTB U OpraHu3alusiMu
OIITOBOUM TOPTOBJIM JIEKaPCTBEHHBIMU CPEeACTBaMU I10 IIpaBujiaM
Ha[exallel UCTPUObIOTOPCKON MPaKTUKH, YTBEPKOEHHBIM
EBpa3uiiCKod 3KOHOMHUYECKON KOMUCCHEN, U IIPaBUJiaM XpaHEHUS
JIEKapPCTBEHHBIX CPELCTB, YTBEPXKOEHHBIM YIIOJITHOMOYEHHBIM
(emepanbHBIM OpPraHoM UCIIOJTHUTEJILHOM BlIacCTHU."

43. yacTts 1 cTaTeu 55 mociie CjI0B "3aperuCcTpUupPOBaHHEIMU B
Poccutickoit ®egepanuu’ OOMOHUTE CjIoOBaMHu "1uO0 B COOTBETCTBUU
C aKTaMH, COCTaBJdgomuMu 1paBo Coro3sa,"

43. B yactu 2 ctaTthu 551 cnoBa "B pemepanbHOM rOCygapCTBEHHOU
nHPOpMalMOHHOM cucTeMe "EOUHBIN TOpTajl ToOCyJapCTBEHHBIX U
MYHUIIUNAIbHBIX YCIYT (QyHKIIHMI)" 3aMEeHUTh CJIOBaMU "Ha €IUHOM
nopTase"

43. yacTh 2 cTaThu 56 1mocne cioB "EBpa3duiicKOro 3 KOHOMHNYECKOI 0
COI03a" JMOMNOJIHUTH CJIOBaMM ", eQUHBIN PEeeCTP 3aperuCcTpUPOBaHHBIX
BEeTEePUHaPHEIX JIEKapPCTBEHHBIX IIpernapaToB EBpa3duiicKoro
9KOHOMHYECKOTO COI03a", MOIOJHUTE CJIOBaMU "1ub0 B COOTBETCTBUU
C aKTaMH, COCTaBIsAmOIIMMU nmpaBo Cor3za"

43. yactb 1 ctaTthu 60 OOTIOTHUTE MYHKTOM 61 crienyromiero
comepxkaHusd: "61) onpenenenusa [IpaButenbCcTBOM Poccumickou
depepanmu nopsgka leHOOOpa30BaHUS Ha He3apeTruCTPUPOBaHHBIE
JIeKapCTBEHHBIE IIpenapaThl AJI1 MEQUIIUMHCKOT O IPUMEHEHUS,
KOTOpBIe BBe3eHHbl B Poccurickyio ®egepanuio Ojisi OKa3aHUsA
MEOUIIMHCKOM IIOMOIIY I10 XKM3HEHHBIM MOKa3aHUSAM KOHKPETHOTO
ManreHTa U MeXIyHapOoaHbIe HellaTeHTOBAHHLIE, UITH
TPYNONPOBOYHEIE, UM XUMUYECKHEe HAaUMEHOBAHUS KOTOPBIX
copepIKaTcs B IIepevyHe XKU3HEHHO HeOOXOOUMBIX M BaKHEUIIINX
JIeKapCTBEHHLIX IIpernapaTos;"

43. B cTaThe 61:

43. yacTp 2 cTaTh¥ 64 1OCJEe CJIOB "yCTaHOBJIEHHOM UM IIOPSAOKe
OOTIOTHUTD CJIIOBaMU "C y4yeToM TpeOOBaHUU HACTOSIIETO
depepabHOTO 3aKOHA M aKTOB, COCTaBJIAOMINX npaBo Cowo3a,"



43. B cTaThe 65:

43. yacTp 4 ctaTthu 67 1OCJe CI0B "pagrodapMalieBTUIECKUX
JIeKapCTBEHHBIX IIpenapaToB,” OONOJIHUTH CJI0OBaMU
"BBICOKOTEXHOJIOTUYHBIX JIEKapPCTBEHHBIX IIpellapaToB, KOTOPHIE
MIPOU3BEOEHEl MaJIbIMU CEPUSMHU, COCTOSAT U3 OOHOM UJIM HECKOJIbKUX
03 BEICOKOTEXHOJIOTUYHOTO JIEKaAPCTBEHHOT' O IIpemnapara,
IMpeOHa3Ha4YeHHl OJIsI KOHKPETHOTO ITallieHTa, UMEIOT KOPOTKUU CPOK
TOOHOCTHU (OO meBSAHOCTa KaJlleHOapHBIX JHEU) u (Uiiu)
TeMIepaTypPHBIM PEeXUM XpaHEHUS U TPaHCIOPTUPOBaHUSA MUHYC 60
rpagycosB llenbcus unm HUXKe,"

43. B yactu 1 cioBa "IpencTaBIeHHOTO B YIIOJITHOMOYEHHEBIN
demepanbHBIN OpraH UCIIOJIHUTEIbHOM BIACTH" 3aMEHUTh CII0OBaMU
"HalpaBJIEHHOI'0O IIOCPEACTBOM €QUHOI0 IopTaJjia B YIIOJITHOMOYEHHBIN
dbenmepanbHbIN OpraH UCHOJTHUTEIBPHOM BJIACTH UJIU JINYHBIN KaOUHET
YIIOJTHOMOYEHHOT 0 (hefepalbHOTO OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eOUHOU CUCTeMe, TTOAMUCAaHHOT0 YCUIEHHOU KBalIu(pUuIIMPOBaHHOMN
35JIEKTPOHHOM MOAMNHUCHIO"

43. B yacTu 2 cjI0Ba "IPENCTaBJIEHHOI'O B YIIOJITHOMOYEHHBIN
dbenmepanbHBINM OpraH UCIOJHUTEIBHOM BIACTH OO0 1 OKTIOPS KaXXaoTo
roga" 3aMeHUTH CJIOBaMU "HampaBJIeHHOTO [0 1 OKTAOPS KaxKOoro
roga NOCPeOCTBOM €OWHOIO IIopTajia B YIIOJTHOMOYEHHBIN
benmepanbHBIN OpPraH UCHOJIHUTEIbHOM BJIACTH WJIU JIMYHBIN KaOUHET
YIIOJTHOMOYEHHOTO0 (hefiepalbHOTrO OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eOUHOU CUCTeMe, IOAMNUCAaHHOTO YCUJIEHHON KBaIu(pUIIUPOBaHHOU
3JIEKTPOHHOU IOANUCHIO"

43. B yacTHu 3 CJIOBa "MIPEeOCTaBJIEHHOTO B YIIOJTHOMOYEHHBIN
demepanbHBIN OpraH UCIIOJIHUTEIbHOU BIACTH" 3aMEeHUTh CII0OBaMU
"HalpaBJIEHHOI'0 IIOCPEACTBOM €QUHOI0 IOopTaJjia B YIIOJITHOMOYEHHBIN
(dbenmepanbHBIN OpPraH UCHOJIHUTEIbHOM BJIACTH WJIU JIMYHBIN KaOUHET
YIIOJTHOMOYEHHOT0 (hefiepalbHOr0 OpraHa UCIIOJTHUTEIbHOU BJIaCTH B
eOUHOU CUCTeMe, IOAMNUCAaHHOTO YCUJIEHHON KBaIu(pUIIUPOBaHHOU
5JIEKTPOHHOM MOAMNHUCHIO"

43. B ab3alle IIepBOM YacTH 4 CJjioBa "IPECTaBUTh B
YIIOJTHOMOYEHHBIU (pefgepalbHbIi OpTaH UCIIOJTHUTEIbHOM BiIacTH"
3aMEeHUTh CJI0OBaMHU "HalpPaBUTh HOCPEOCTBOM €OUHOI0 IopTajia B
YIIOJTHOMOYEHHBIU (hegepalbHBIM OpraH UCIIOTHUTEIbHON BJIaCTU UJTU
JTMYHBIN KaOWHET YIIOJTHOMOYEeHHOT 0 (hegepabHOTO opraHa
HUCIIOJTHUTEJILHOU BJIaCTU B €QUHOUN CHUCTEME MOANNCaHHOEe YCUIIEHHOU
KBaNMUPUIIMPOBAHHOM 3JIEKTPOHHOUN HMOONNCHIO"

43. HauMeHOBaHNe U3JIOKUTH B ClIeNyloler pegakuuu: "CtaTthsa 65.
[TpuocTaHOBNIEHVE IPUMEHEHUS JIEKaPCTBEHHOTO IIpenapara o
BETEPUHAPHOTO IpUMeHeHud"

43. B yactu 1 cioBa "uyenoBeka 1u00" UCKIIIOUUTH

43. yacTb 2 U3IOKUTH B clenymolnen pegakuuu: "2. [1Ipu
HEUCIOJIHEHUHU WIU HeHafJieXKallleM UCIIOJIHEHUHU AepKaTelsIMU Uiu



BJIafesibllaMU PETrUCTPAllMOHHEIX YOOCTOBEPEHUN JIEKAPCTBEHHBIX
[IperapaToB [Jis BeTepUHAPHOI'0 IPUMEHEHUs, IOpUIUYEeCKUMU
JIUIIaMU, Ha UMS KOTOPBIX BEIAHEI Pa3pelleHus Ha IpoBeneHue
KJIMHUYECKUX uccenoBaHu B Pocculickou ®enepanuu, uiu
YIIOJTHOMOYEHHBIMU UMHU OPYTUMHU IOPUOUYECKUMU JIULIaMUA
00513aHHOCTEM, YCTAaHOBJIEHHLIX YacTaMu 3 u 4 cTaThu 64
HacTosero ®egepanbHOro 3aK0Ha, MO0 B Cliydyae HEBBIIIOJTHEHUA
MIpeONnruCcalusi, BEIAaHHOTO YIIOJTHOMOYEHHEIM (pemepanibHBIM OpPraHoM
HUCIIOJTHUTEJIbHOU BJIACTH II0 UTOTaM OCYIIEeCTBJIEHUS BEIOOPOYHOT O
KOHTPOJISI KaYeCTBa JIeKapCTBEHHOT O IIpeliapaTra, YIIOJIHOMOYEeHHbBIN
(pemepanbHBIY OpraH UCIOJIHUTEIBHOU BJIACTU B YCTAHOBJIEHHOM UM
IIOpsigKe paccMaTpUuBaeT BOIIPOC O IPUOCTAHOBIIEHUU IIPUMEHEHU
TAKOI'0 JIEKapCTBEHHOTI'O IIperapaTa AJisi BeTepUHAPHOI 0
IpUMeHeHus."

43. yacTb 3 IpuU3HaTh YTPaTUBIIEU CUTY

Crartbsa 2

BrecTtu B ®epfepanbHbiil 3aKOH OT 27 gekabpst 2019 roma Ne 475-03
"O BHeceHUM uaMeHeHu B OemepanbHblil 3akoH "O06 oOpalieHuu
JIeKapCTBEHHBIX cpencTB" u PemepanbHbii 3aK0H "O BHECEHUU
n3MeHeHuu B ®enmepanbHbIM 3aK0H "O0 oOpallleHuH JTeKapCTBeHHBIX
cpenctB" (CobpaHue 3aKOHOOaTenbCTBa Poccuiickou ®epgeparuu,
2019, Ne 52, ct. 7793; 2022, Ne 27, cT. 4605) cnenyroiiye U3MeHEHU

B CTaThe 1: a) MyHKT 6 MpHU3HATh YTPATUBIIUM CUNy; 0) MyHKTH 9 1 18
HUCKJIIOYUTH

4acCTh 2 CTaTh¥ 4 NPU3HATh YTPATUBIIEN CUITY

Crarbsa 3
[Tpu3HaTh YTPATUBIIUMHU CUITY

nyHKT 1 craTteu 1 ®emepanbHOro 3akoHa oT 11 okTabps 2010 roma Ne
271-®3 "O BHeceHuu u3MeHeHui B ®egepasnbHbM 3aK0oH "O06
oOpalleHu neKapCTBeHHBIX cpeacTB" (CoOpaHue 3aKOHOIATENbCTBA
Poccutickou ®epgepanuu, 2010, Ne 42, cT. 5293)

yHKT 2 ctaThu 13 @epmepanbHOro 3akoHa ot 29 Hosa0pst 2010 roma Ne
313-®3 "O BHeceHUU U3MEHEHUU B OTHEJIbHbIE 3aKOHOdaTEeIbHbIE
akThl Poccurickou ®epgepalyu B CBA3U C npuHaTtueM PemepaabHOro
3akoHa "O0 00s13aTeJIbHOM MEOUIIMHCKOM CTPaxOBaHUU B Poccuimickou
®epepamnun" (CobpaHue 3aKOHOIaTeIbLCTBa Poccuiickoii ®emepalinu,
2010, Ne 49, cT. 6409)



nyHKT 1 craTteu 1 ®emepanbHOro 3aKoHa OT 22 OKTa0psa 2014 roma Ne
313-®3 "O BHeceHuu u3MeHeHui B PegepasnbHbii 3aK0oH "O0
oOpalleHn neKapCTBeHHBIX cpeacTB" (CoOpaHue 3aKOHOMATENbCTBA
Poccurickou ®epepanuu, 2014, Ne 43, ct. 5797)

nyHKTH 10 u 13 cTtathu 1 PemepanbHOro 3akKoHa oT 22 gekabps 2014
roga Ne 429-®3 "O BHeceHuu n3MeHeHuu B OemepanbHbIM 3aK0H "O0

oOpalleHun JeKapCcTBeHHBIX cpencTB" (CobpaHue 3aKOHOOaTeIhCTBa
Poccuiickou ®epgepauum, 2014, Ne 52, cT. 7540)

NYyHKT 2 ctaThu 1 ®emepanpHOro 3akoHa oT 28 gekabps 2017 roma Ne
425-®3 "O BHeceHUU U3MeHeHU B ®egepanbHbIM 3aK0H "0O0
oOpallleHun JIeKapCcTBeHHBIX cpencTB" (CobpaHue 3aKOHOOaTeIhCTBa
Poccutickou ®engepauuu, 2018, Ne 1, cT. 9)

nyHKT 4 ®enepasbHOro 3akoHa oT 4 uioHsg 2018 roga Ne 140-03 "O
BHeCeHUU n3MeHeHU B PemepanbHbii 3aK0H "O0 obpalleHun
JTeKapcTBeHHBIX cpencTB" (CoOpaHue 3aKOHOOATeIbCTBa Poccuiickoi
®epepannu, 2018, Ne 24, ct. 3407)

nyHKT 1 craTteu 1 ®emepanbHOTo 3aKoHa OT 27 gekabps 2019 roma Ne
462-03 "O BHeceHuun uamMeHenuu B PemepanbHbiii 3akKoH "O0
oOpallleHuu JIeKapCTBEeHHBIX cpeacTB" u ®emepanbHbii 3aK0oH "O
BHeCeHUU n3MeHeHu B ®emgepanbHbIM 3aK0oH "O0 obpalleHuu
JTeKapcTBeHHBIX cpencTB" (CoOpaHue 3aKOHOOATeIbCTBa Poccuiickoi
®epepannnu, 2019, Ne 52, ct. 7780)

MIYHKT 2 cTaThu 8 ®emepanbHOT0 3aKoHa OT 27 gekabps 2019 roma Ne
478-®3 "O BHeCeHUU U3MEHEHUU B OTHOEJIbHbIE 3aKOHOdATeJIbHbIE
akThl Poccuiickou ®egepaliii B YaCTU BHEAPEHUS PEECTPOBOU
MO[eJId IPEeOOoCTaBJIEeHUsI TOCYAapCTBEHHBIX YCIIYT I10
JIUITeH3UPOBAHUIO OTHEJIbHBIX BUMIOB mesaTenbHOCTH" (CoOpaHue
3aKoHopgaTesnbCcTBa Poccuiickou ®enepanuu, 2019, Ne 52, cT. 7796)

nyHKT 1 ctaTthu 1 ®egepanbHOTO 3aKOoHa OT 22 mekabps 2020 roga Ne
444-03 "O BHeceHUM U3MeHeHUuu B ctaThu 18 u 45 PemepanbHOro
3akoHa "O06 obpaileHun neKapCcTBeHHbIX cpencTB" (Cobpanue
3akKoHomaTenbCTBa Poccuiickou ®emepanuu, 2020, Ne 52, cT. 8590)

Crartpa 4

1. HacTtosmunu ®egepanbHbIU 3aKOH BCTyIIaeT B CUJIY CO OHS €ro
oumanbHOro ONyOIUMKOBaHUS, 3@ UCKITIOYEHUEM TI0JI0KEHUH, I
KOTOPBIX HACTOSIIEN CTaTbell YyCTaHOBIEHBI UHBIE CPOKHU BCTYIIJIEHUS
UX B CUITY

2. AbG3all 4eTBepTHIM MMOANYHKTA "0" ¥ MOANYHKT "r" myHKTa 4,

MOANYHKT "B" MyHKTa 5, MOANYHKTH "0" 1 "e" nyHKTa 9, myHKTH 14,
16, 17, ab3ar1ipl ISSTHIM, CeObMOM - MeCSATHIN ITOONYHKTA "a" IMyHKTa 33,

NOANIYyHKTH "B" 1 "r'" nmyHKTa 39, mognyHKT "a" nmyHkTa 40, myHKTH 44,



46 u 50 craTeu 1, moagnyHKT "a" nyHkTa 1 ctaTteu 2 u cTaTha 3
HacTosero ®egepanbHOro 3aK0OHa BCTYIAIOT B CUJY C 1 CeHTA0ps
2024 ropa

3. ITopgnyHKTH "o" u "u" nyHKTa 3, DOATYHKT "0" myHKTa 22 cTtaThu 1
HacTtodiero ®enepalbHOTO 3aKOHA BCTyHalOT B CUILy ¢ 1 sHBaps
2025 roga. (B pemakiuuu ®enepailbHOT0 3aKoHa OT 26.12.2024 Ne 494-
®3)

4. AG3all] 4YeTBEPTHIM NOANyHKTa "a" myHKTa 15, myHKTH 24 u 53
ctatbu 1 HacToswero PenepasbHOr0 3aKOHA BCTYyHalOT B CUILy C 1
siuBapsa 2026 roga. (B pegaknum pegepanbHBIX 3aKOHOB OT
26.12.2024 No 494-03, ot 28.12.2025 Ne 504-03)

5. Ilonoxenus crateu 16, 19, 20, 23, 25, 27, 29, 30, 32, 34, 39, 391,
40 u 61 ®epgepanbHOro 3akoHa oT 12 ampens 2010 roma Ne 61-03 "O6
oOpallleHNY JTeKapCTBEHHBIX CPeacTB" (B pemaKIIuu HaCTOSIIIEero
denmepanbHOrO 3aK0OHA), Kacalolluecs MpegoCTaBIeHn
roCyIapCTBEHHBIX YCIIYT IPU oOpallleHUHU JiIeKapCTBEHHBIX CPENCTB
OJIs1 MEeJULIMHCKOTO IIPUMEHEHU S IOCPEACTBOM €qUHOMN
roCygapCTBEHHOM MH(POPMAILIMOHHOM CUCTEMEI B cpepe
3OopaBOOXpaHeHus U (unu) pemepasbHOU rOCyqapCTBEHHOU
MHPOPMaLMOHHOM CUCTEME! "EOUHEIN ITOPTaJl TOCYJapCTBEHHBIX U
MYHULIMOAIbHBIX YCIYT (QyHKIIMMN)", mIpuMeHsioTcs ¢ 1 saBaps 2026
roga. PerucrtpaumoHHbBIEe YyOOCTOBEPEHUS JIEKAPCTBEHHBIX IIpenapaToB
OJi1 MEQULIVMHCKOI'O IIPUMEHEHU S, ToATBepXKAawIue GpakT
roCyoapCTBEHHOM perucrpaunuu, Ha 6yMakKHOM HOCHUTEJIE U
OyOUKATh PETUCTPAIIMOHHBIX YIOCTOBEPEHUM JIEKaPCTBEHHBIX
rnpemnapaToB OIS MEeOUIIMHCKOTro rmpuMeHeHus ¢ 1 suBapsa 2026 roga
He BhImaloTcsa. CyObeKTy oOpallleHHs TeKapCTBEHHBIX CPEACTB OJIsd
MeOUIIMHCKOTO IIPUMEHEHU S IIPU ero o0pallleHuy B YIIOJTHOMOYEHHBIN
denmepanbHBIM OpraH UCIOJIHUTEIBPHOMN BIIACTU 3a BhIJaden
yKa3aHHOTO Ay0/uKaTa HalpaBliseTCs BHIITHCKA U3
rOCyHapCTBEHHOTO peecTpa JieKapCTBEHHBIX CPENCTB, IIOAIIMCaHHAA
YCHUJIEHHOUN KBaIU(UIMPOBAHHOU 3JIEKTPOHHOU MOAIUCHIO
YIIOJTHOMOYEHHOT' 0 JIUIla YIIOJTHOMOYEHHOI' O (peepaJbHOr0 OpraHa
HUCIIOJTHUTEIbHOU BracTu. (B pegakunu ®emepanbHOTro 3aK0HA OT
26.12.2024 No 494-03)

6. [Tonoxenus crareu 16, 17, 19, 24, 25, 27, 29, 31, 32 u 34
depepanpHOro 3akKoHa oT 12 amnpens 2010 roga Ne 61-®3 "O6
oOpalleHuM JJeKapCTBEeHHBIX CPeACTB" (B pejaKUuy HaCTOSILIETO
denmepasIbPHOIO 3aKOHA), Kacalollluecs NpegoCTaBIeHus
roCyoapCTBEHHBIX YCIIYyT IPU oOpalleHNN JT1eKapCTBEHHBIX CPEACTB
[Ji BEeTEPUHAPHOTO IPUMEHEHUS ITOCPECTBOM (pemepanbHOU
rocymapCTBEHHOU MH(POPMAaIMOHHOU cucTeMsbl "EQUHBIN opTal
rocygapCTBEHHBIX ¥ MYHULMNAIBHLIX yCIyT (QyHKIINN)",
npuMeHstoTcsa ¢ 1 suBaps 2026 ropga. [Iy0onuKaThl perUCTPalMOHHBIX
YOOCTOBEPEHUU JIeKapCTBEHHEIX IIpelapaToB OJis BeTePUHAPHOI'0
npuMeHeHus ¢ 1 suBaps 2026 roga He BegaloTCsa. CyOBEKTY
oOpallleHus JIeEKapCTBEHHBIX CPENICTB IJII BETEPUHAPHOTO
IPUMEHEeHUs IIPU ero o0pallleHUY B YIIOJTHOMOYEHHEBIN (hemeparbHbIN



opraH KCIOJIHUTEIbHOM BJIaCTH 3a Bhlfadel yKa3aHHOTO myOiuKaTa
HaIlpaBJIsIeTCS BBIIIUCKA U3 IOCYyOapCTBEHHOTO peecTpa
JIEKAPCTBEHHHBIX CPENICTB, MOANUCAHHAsA YCUIEeHHON
KBaJIM(pUIMPOBAHHOM 3JIEKTPOHHOM ITOAITHUCHIO YIIOTHOMOYEHHOT'O
JIUIA YIIOJTHOMOYEHHOT 0 hefepaIbHOTO OpraHa UCIIOIHUTEILHOM
BJIaCTH

7. YCTaHOBUTH, YTO Ha IIPAaBOOTHOILEHMS, BO3HUKAIOIKE IIPU
oOpallleHUM JIEKapCTBEHHBIX CPEACTB OJII MEeOUIIMHCKOTO
IIPpUMEHEHUS, He pacnpocTpaHsaoTcs ¢ 1 suBaps 2026 roma
MMOJIOXKEeHus cTaTbu 26, yacteu 1 - 3 ctaTthu 28, ctaThu 29, MyHKTOB 3
- 6 u 8 cratbu 32, nyHKTa 3 yactu 13 ctateu 34 ®enepaibHOTO
3akoHa oT 12 ampens 2010 roma Ne 61-®3 "O6 obpanieHun
JIeKapCTBEHHBIX CpencTB" (B pegakuu HacTosAmero ®emgepaabHOTrO
3aKO0Ha)

8. 'ocymapcTBeHHas perucTpalus J1eKapCTBEHHBIX IpenapaToB oI
MEOUILIMHCKOTO IIPUMEHEHUS, 3asBJIEHUSI O KOTOPOU MpPeaCcTaBIE€HH B
YIIOJTHOMOYEHHEIN (hefepabHBIN OpraH UCIIOJIHUTEIbHOM BIacTu Ao 1
stuBapst 2021 roma, oCyIIeCTBIISIETCS B COOTBETCTBUU C TPeOOBaHUSIMU
3aKOHOIOATeIbCTBa 00 oOpallleHun JTeKapCTBEHHEBIX CPENCTB,
OEelCTBOBABIIMMU [0 OHS BCTYIJIEHUS B CHUJIY HAaCTOSIIETO
Q®enepasibHOTO 3aKOHa

9. JlekapCTBEeHHBIE IIpemapaThl AJI1 MEQUIIUHCKOTO IPUMEHEHUS,
3aperuCTpupoOBaHHbBIE B COOTBETCTBUU C PenepasibHEIM 3aKOHOM OT
12 anpens 2010 roga Ne 61-®3 "O6 obpallleHUU JiIeKapCTBEHHBIX
CpencTB", B TOM YHCJI€ C YYE€TOM YaCTU 8 HaCTOSIleW CTaTbU, JOIKHBI
OBITH IPUBEMIEHBLI B COOTBETCTBUE C aKTaMM, COCTABISIOIIUMU IIPaBO
EBpa3uiickoro sSKOHOMHUYECKOT0 C003a, 1o 31 mekabpst 2025 roma

10. JlekapCcTBeHHBIE IpeNapaTh I MEOUIIMHCKOT O IPUMEHEHN S,
3aperucTpupoOBaHHBIE B COOTBETCTBUHU C OegepaibHEIM 3aKOHOM OT
12 ampens 2010 roma Ne 61-®3 "O06 oOpallleHUN TeKapCTBEHHBIX
CpencTB" OO OHA BCTYIUIEHUS B CUJTy HacToAllero ®emepaibHOro
3aKOHa M He IPUBEJIeHHBIE B COOTBETCTBUE C aKTaMH,
COCTaBJIIIOIIUMHU TpaBo EBpa3uiicKOro SKOHOMHUYECKOTO COI034,
peanu3sytorcs nocne 31 gekabpsa 2025 roga Ha TEPPUTOPUU
Poccunickou ®epgepanyy 00 OKOHYaHUSA CPOKa UX TOOHOCTU

11. PasperraeTtcs obpartienue B Poccutickout ®egepaiiuu
JIeKapCTBEHHBIX IPenapaToB, 3aPperUCTPUPOBAHHBIX B COOTBETCTBUHU C
denepanbHBIM 3aKOHOM OT 12 anpenst 2010 roma Ne 61-03 "O6
oOpallleHUM TeKapCTBEHHBIX CPEeACTB", CPOK OEeNCTBUS
PETUCTPALMOHHOTO YOOCTOBEPEHUS KOTOPHIX UCTEK UJIU B OTHOIIEHUU
KOTOPHIX YIIOTHOMOYEHHBIM (pefiepaIbHbIM OPraHOM MUCIIOJITHUTEIbHOMN
BJIaCTU OBLIIO IIPUHSITO pPellleHre 00 OTMEeHEe IoCydapCTBEHHOU
perucTpaluu B cCiydae nofadu gepzKaTejieM U BlafesiblieM
PEruCTPAMOHHOTO YOOCTOBEPEHUS JIEKAPCTBEHHOT O ITIpernaparTa uiun
YIIOJTHOMOYEHHBIM UMM OPYTUM IOPUONYECKUM JIUIIOM 3asiBIeHUs 00
OTMeHe roCyJapCTBEHHOU perucTpalluy J1eKapCTBEHHOIO IIperaparTa
OO OKOHYAaHHUS CPOKa 'OOHOCTU TaKUX JIEKapPCTBEHHBIX IIPeIapaTos,



€CJIi OHU OBIJIM IPOM3BEeOEeHHl 10 OKOHYAHUS CPOKa OeNCTBUS
PETUCTPAMOHHOT 0 YOOCTOBEPEHUS U BBEAEHEI B yCTAHOBIEHHOM
MopsigKe B rpaxkgaHCcKui 060poT B Poccutickoit Pemepanuu mo
OKOHYAaHMS CpOKa AEUCTBUS PETUCTPALlMOHHOTO YIOCTOBEPEHUS UJIN
0O IPUHATHUS YIIOJTHOMOYEHHBEIM (eaeparlbHEIM OPraioM
HMCIIOJITHUTEJIbHON BJIaCTH pellleHus: 00 0TMeHe roCygapCTBEHHOMN
perucrpanuu

12. PazpernraeTrcs obpatieHue B Poccuiickot ®enepanumu
dapmanieBTHYEeCKUX CyOCTAHIINUM, B OTHOIIEHUN KOTOPHBIX
YIIOJTHOMOYEHHBIM (pefepalbHBIM OPraHOM HCIIOJTHUTEIbHON BIIACTH
IIPUHSATO pellleHre 00 UX UCKITIOYEHUHN U3 TOCYyIapCTBEHHOIO pPeecTpa
JIeKapCTBEHHBIX CPEJICTB B ClIy4dae Mmogaydu pa3paboTYuKoOM
JIeKapCTBEHHOT'O CPeACTBa UM IIPOU3BOAUTENIEM JIEKapPCTBEHHOTO
cpencTBa Iu00 YIIOTHOMOYEHHBIM UMY IPYTUM IOPUOUYECKUM JTUIIOM
3as1BJIeHUsT 00 UCKITIOYEHUU U3 TOCYyIapCTBEHHOT O peecTpa
JIEKAPCTBEHHHIX CPENCTB (papMalieBTUUYECKOM CyOCTaHIINH,
MMPON3BENEeHHON AJII peaau3aliuy 00 OKOHYaHUS CPOKa TOOHOCTHU
OaHHBIX (papMalleBTUUYEeCKUX CyOCTaHIINM, €CJIM OHU OBIIU BBEOEHHI B
YCTaHOBJIEHHOM ITOPSJKEe B IpaxKaaHCKUM 000poT B Poccuiickoi
depepamuu 00 MIPUHSATUS YIIOITHOMOYEHHBIM (hegepalbHEIM OPraHOM
HUCIIOJTHUTEJILHOM BJIAaCTHU pellleHus 00 UX UCKITIOUEeHUU U3
roCyJapCTBEHHOTO peecTpa J1eKapCTBEHHBIX CPEACTB

13. HopmaTuBHBIE IpaBOBLIE aKThl Poccuiickou denepalnm,
yCTaHaBIMBawIIie o0sg3aTebHbIe TPeOOBaHUS U HallpaBJIeHHbIE Ha
peanu3aliuio nonoxenu ®egepanbHOro 3akoHa ot 12 anpens 2010
roga Ne 61-®3 "O06 obpallleHuu 1eKapCTBEHHBIX CPencTB" (B pemakKIuu
HacTodIero ®emepaabHOTO 3aKOHA), BCTYIIAIOT B CUIIY B CPOKH,
yCTaHOBJIIEHHbIE YKa3aHHLIMU HOPMATUBHEIMU ITPABOBEIMU aKTaMH
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