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MpuHAT FocygapcTBeHHO [ymoit 17 mas 2018 ropa

OpobpeH Cosetom defepauun 30 maa 2018 ropa

BHectn B ®PepepanbHblii 3akoH oT 12 anpend 2010 roga Ne61-d3
«O6 ob6palleHnun fekapCTBeHHbIX cpefcts» (CobpaHue 3aKoHOAATENbCTBA
Poccuiickon depepaunm, 2010, Nel6, ct. 1815; Ned2, cT.5293; Ne49,
cT. 6409; 2013, Ne 27, cT. 3477; Ne 48, cT. 6165; 2014, Ne 43, cT. 5797; Ne 52,
CT. 7540; 2015, Ne 29, cT. 4367; 2016, Ne 1, cT. 9; 2018, Ne 1, cT. 9) cnegytouime
N3MEHEHUS:

1) NYHKT 2 yacTu 6 cTaTby 13 U3NOXKUTL B CNEAYHOLLEN pefakumu:

«2) OQHOTO  NIeKapCTBEHHOro  npenapata, MNPeACTaB/EHHOr0  Ha
rocyapCTBeHHY0 perncrpayuio B OTHOLUEHUM OLHOFO WM TOFO XXe AepXkaTens

nnn Bnagenbua perncTpalMoHHOro ygoctoBepeHnUAa NeKapCTBEHHOI 0 rnpenapata
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B BUAE ABYX W 60/1€e NeKapCTBEHHbIX NMPenapaToB Noj pa3IMyYHbIMKU TOProOBbIMU
HanMeHOBaHUAMMU.»;

2) cTaTblo 16 AOMONHUTbL YacTamMn 4 n 4 cnepyroLwero cogepXaHusa:

«4™, Ecnn B COCTaBe PEerucTpauuoHHOro [0Cbe Ha /IEKAPCTBEHHbIN
npenapar Ansa MeguMuUUMHCKOro MNPUMEHEeHUA COLepXUTCA npeaycMOTpeHHas
cTaTben 18, 4yacTbto | " ctatbu 30 n cTaTbeWn 34 HacToALLEro
defepasibHOro 3akoHa KOMWA peleHns YNONHOMOYEHHOro (efepasibHOro
opraHa  WCNO/IHUTENbHOW  BMacTU O  MPOBEAEHUN  MHCMNEKTUPOBAHUSA
NnPon3BOANTENA  /IeKAPCTBEHHbIX  CPeACTB, I3KCNepTy A0  odopMiieHUA
pe3ynbTaToB  3KCMepTu3bl  JIEKAPCTBEHHOrNo  CcpeAcTBa  NpejocTas/iseTcs
B nopsAaKe U Ha YCNOBUAX, KOTOpble MNpPeaycMOTPeHbl 4actamu 4 un 40
HacTOSILLEN cTaTbW, KOMWUSA 3aK/lOYEHUS O COOTBETCTBMM MPOU3BOAMTENSA
NeKapCTBEHHbIX CpeacTs TpeboBaHUAM npasun Haa/1exallen
NPOV3BOACTBEHHON MNPAKTUKW, BbIJAaHHOI0 YMO/IHOMOYEHHbIM (efepanbHbIM
OpraHomM MCNO/IHUTENbLHOW BNacTu.

4N, 3aaBuUTeNb 06s513aH NpeAcTaBUTb B YMNOSIHOMOYEHHbLIN (egepanbHbIi
opraH WCNOMHUTENIbHOW BNacTM KOMWUKD  3aK/IlOYEHUSS O COOTBETCTBUM
NPOn3BOAMNTENSA NEKapPCTBEHHbIX CPeACcTB TpeboBaHUSAM MpaBu Haasexallen
NPOMN3BOACTBEHHON MPaKTUKU B CPOK, He MNpeBbllIaUWMA CTa BOCbMUAECATH
pabouymx [fHell CO AHA NOMy4YeHMA 3anpoca O ee MpeaocTaBneHUMN.

YNONHOMOYEHHbI (hefepanbHblii opraH MCNOMHUTENbHO BNacTU.



BblJaBLUNI 3ajaHne Ha MPOBEAEHMe 3KCMepTU3bl IEKAPCTBEHHOro CpPeacTBa,
B TeyeHMe NATU paboyumx [HeN cO AHA NOCTYMNEHUA OT 3asdABUTeNs Konum
3aK/lOYeHNs 0 COOTBETCTBMM  MPOU3BOAUTENSA  NEKAPCTBEHHbIX CPeACTB
TpeboBaHUAM npaBu Hagnexatiemn NPON3BOACTBEHHOM NPaKTUKWU,
HanpaB/fisieT ee B 3KCMNEPTHOe YyupexpaeHue. B cnyyae HenpegcTtaB/ieHUN
3aaBUTE/IEM B YKasaHHbIA CPOK KOMWW 3aK/IDYEHUA O COOTBETCTBUU
Npon3BOANTENSA NeKapCTBEHHbIX CpeacTB TpeboBaHUAM npaswun
Hagnexauern NPOU3BOACTBEHHOM MNPaKTUKM YMONHOMOYEHHbIN (egepasibHbIi
opraH WCNOJIHUTE/IbHOW  BNacTW, BbljaBWWA 3ajaHWe Ha MNPOBefeHUe
3KCNepTU3bl IeKApPCTBEHHOr0 CcpeacTBa, B TeyeHue nMATU paboumx AHew
HanpaBnseT B 3KCMNePTHOE Yy4pexX[eHWe YyBeAOMJIEHUWEe O HernpeacTaB/ieHUN
3aaBuTENEM KONMM  3aK/Il0YeHWss 0  COOTBETCTBMM  MPOU3BOAMTENS
NEeKapCTBEHHbIX cpeacTB Tpe6oBaHMAM npasun Hagnexatyem
NPON3BOACTBEHHOWM NPaKTUKN, Bpewms co AHSA HanpasneHns
3anpoca 3KCNepTHOro y4YpexpieHUs B YMOSHOMOYEHHbIW (efepanbHbIi opraH
WUCNONMHUTENbHON BMacTU [0 [AHA NOJYYEHUA 3KCNEPTHbIM YUYPeXAeHUEM
KOMMUWN 3aK/I0YeHUss 0 COOTBETCTBUM MPOU3BOAUTENA NIEKAPCTBEHHbLIX CPeAcTB
TpeboBaHUAM npasun Haanexxaulemn NPOM3BOACTBEHHOW NpaKTUKN
WAN yBeAOM/IEHUS O ee HenpeAcTaB/IEHUW He YUYUTbIBAETCA MPU UCUUCIIEHUN

CPOKa NPoBeAeHNSA 3KCNEPTU3bl SIeKAPCTBEHHOT0 CPeACTBA.»;



3) Buyactm 3 ctatbn 17:

a) NYHKTbl 1 1 2 N3N10XWUTb B CrieayloLlei pegakumn:

«1) KONUA NULEH3UNW Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPeAcTB,
BblJaHHOW MPOM3BOAUTEND PErUCTPUPYEMOro NIeKapCTBEHHOro npenaparta Ans
BeTePMHAPHOro NPUMEHEHUSA, ANt POCCUIACKUX MPON3BOANTENEN;

2) Konus NULEH3NN Ha NpPoOn3BOACTBO NeKapCTBEHHbIX
CPeAcTB, BblJaHHOW npou3BoaAUTeNtd  apMaueBTUYECKOW  cybcTaHuun,
BXOASUEA B COCTaB PEernucTpupyemMoro /eKapCTBEHHOro npenapata Ans
BETEPUHAPHOIro NPUMEHEHUS, A/1I9 POCCUINCKMNX MPONU3BOAUTENEN ;»;

0) AOMONHUTL NYHKTaMM 2* 1 2 cnefytoLero cofepXXaHums:

«2”N) KOonus AOKYMEHTA, BblAaHHOI0 YNO/IHOMOYEHHbLIM OPraHoM CTpaHbl
NPON3BOANTENA AN KaXA0W NPOU3BOACTBEHHOI NaowagKu perucTpupyemoro
NeKapCTBEHHOI0 npenaparta ans BETEPMHAPHOI0 NPUMEHEHNS
N NOATBEPXAalLLero CcOOTBETCTBME  MPOU3BOAUTENS  /IeKAPCTBEHHOrOo
npenapata TpeboBaHMAM MNpaBWU/l HadsieXxallel NPou3BOACTBEHHON NPaKTUKW,
M ero nepe.sof Ha PYCCKUI £3blK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPSs/Ke.
a TakKXe KOMus 3aK/Il0YEHUS 0 COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbK
cpeacTB TpeboBaHMAM NpaBWUN Haanexaller npou3BOACTBEHHOW MNPaKTUKMY,
BbIJAHHOFO YMO/THOMOYEHHbIM (eaepasbHbIM OpPraHoM WCNOSTHUTENbHOWN
BNnacTM [ANs KaXAoW npou3BOACTBEHHOM nNAOWAaAKM  PErucTpMpyemMoro

NeKapCTBEHHOro npenaparta Asd BETEPUHAPHOIo MNMpuUMEHEHUA, nmo6o Konus



pelweHns 0 NPOBEAEHUM WHCMEKTUPOBAHUA MPOU3BOAUTENSA JIeKAPCTBEHHbIX
CpeacTs, NPUHATOro YMNO/THOMOYEHHbIM (hegepasibHbIM opraHom
MCNONMHUTENbHOW  BNactTu ANs  KaXAoW NPOU3BOACTBEHHOW  nNoWiafKu
perncTpupyemMoro NIeKapCTBEHHOTI O npenapata  Ans BeTepMHapHOro
NPUMeEHEHUS. YKasaHHble [JOKYMEHTbl MpeAcTaBAATCA B C/lydae, ec/u
NPOM3BOACTBO J/IEKAPCTBEHHOr0 rMpenapaTta OCYLLeCTBASAETCA 3a npegenamu
Poccuiickon ®epgepaynu;

2 ) KONua [LOKYMEHTA, BbIAAHHOI0 YMO/IHOMOYEHHbIM OPraHoM CTpaHbl
npousBoguTeNna  (papmaueBTUYECKOM  cybCTaHUMM W NOATBepXAaroLero
COOTBETCTBME MPOU3BOAUTENS (hapMaLeBTUYEeCKOM cybCcTaHuUN, BXOAALLEN
B COCTaB PerncTpupyemMoro seKapCTBEHHOro npenapata A1 BeTePUHAPHOro
NnpuMeHeHNs, TpeboBaHMAM  nNpaBu/a  Hagnexauweh  NPOU3BOLCTBEHHOW
NpPakTUKN, N ero nepeBoj Ha PYCCKUN A3blK, 3aBEPeHHble B YCTAHOBJIEHHOM
nopsiike, B Criyyae, €ecnAvM TMPOoOM3BOACTBO (apmaleBTUYECKON cybcTaHuum
OCyLLLeCTBAETCA 3a Npefesiamn PocCMnCKon defepaumn;»;

4) B4YacTn 4 ctatbun 18;

a) B NYHKTe 3 C/1I0BO «BblAaHHbIe» 3aMEHUTb C/I0BOM «BblaHHbIX», Moc/e
cnoBa «BnacTu» [A0MNO/HUTb C/NOBaMWU «B OTHOLUEHWWM TMPOU3BOACTBEHHO

NAOLWAAKA PETUCTPUPYEMOTO NIEKAPCTBEHHOIO Npenaparta;

6) B NYHKTe 4 c/foBa «M KOMUIO» 3aMEHUTb C/I0BaMU «a TakXe KOMUIo»,

nocsie cnoba «BJs1IaCTU» AOMOJ/IHUTb CnoBaMW «B OTHOLLEHWUN I'IpOI/ISBO,EI'CTBeHHOI7I



NJoLaAKN PErNCTPUPYEMOro NIEKapCTBEHHOMO npenapara, Uan Konui pelleHns
YMNO/THOMOYEHHOI 0 (hefepanbHOro opraHa NCNONHUTENTbHOW BnacTu
0 NPOBEAEHNN UHCMEKTUPOBAHUA NPON3BOAUTENSA NIEKAPCTBEHHbIX CPeACTBY;

5) B cTaTbe 27:

a) 4acCTb 2 N3N0XUTb B CrieAyOLWeN pejakumnn:

«2. OCHOBaHMeM AN OTKasa B roCyfapCTBEHHOW  perucrpaymu
NleKapCTBEHHOro npenapata Ansa  MegMLUHCKOrOo MNPUMEHEHUA  SABNSAeTCA
3aK/Il0YeHMe COOTBETCTBYHOLLEr0 YMNO/JITHOMOYEHHOrO (efepasbHOro opraHa
MCNOSIHUTE/IbHOW BNacTM O TOM, 4YTO KayecTBO M (Mnn) 3hHeKTUBHOCTb
perucTpmpyemMoro fieKapCTBEHHOro npenapara 4/ MeguLMHCKOro NnpuMeHeHus
He NOATBePXAeHbl MONYYEHHbIMU JAaHHBIMW UNN 4YTO PUCK MPUYNHEHUA Bpeda
300pOBbI0 YenoBeKa BC/eACTBME MpuMemMa JleKapCTBEHHOro rnpenaparta pA/s
MeANLMHCKOro NpMMeHeHNs nNpeBblllaeT 3aPPeKTUBHOCTb €ro NPUMeEHEHUSA.»;

6) JONOMHUTL YacTaAMM 4 U 5 cnefyroLWwero cogepXXaHums:

«4. Mpn npegocTaB/ieHUN 3asBUTE/IEM B COCTaBe PerucTpaymoHHOro
[0Cbe Ha /IeKapCTBeHHbIV npenapaTt AN1s BEeTEPUMHAPHOr0 MPUMEHEHUS KOMUK
peleHns yno/sIHOMOYEHHOro (hefepasibHOro opraHa WUCNOMIHUTENIbHON BNacTu
0 NpoBefeHUN NHCNEKTUPOBAHMA NMPOU3BOANTENA TEKAPCTBEHHbIX CPeACTB CPOK
NPUHATUSA peWeHna O TrOoCYAapCTBEHHOW perucTpaymm /ieKapCTBEHHOMO
npenaparta AN BeTEPUHAPHOro MNPUMEHEeHUS TMPUOCTaHaB/IMBAETCA CO [HA

nosyyeHuA 3aK/I0YEHUN, YKa3aHHbIX B 4acCTu 1 H&CTOFILLI,EVI CTaTbW.



00 OHS NPUHATUA YNOSMHOMOYEHHbLIM (heaepasibHbIM OpraHoOM WUCMOAHUTENbHOM
BNacTu peweHns 0 Bblgaye wunM 06 0TKase B Bblgave 3aK/1OYEHUS
0 COOTBETCTBMW MPOU3BOANTENSA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBu
Hagsexauleih NpPOM3BOACTBEHHOM MNpPaKTUKXW, HO He 60/siee 4YeM Ha CTOo
BOCEMb/ECAT paboumnx gHEN.

5. OcHoBaHMeM A8  oOTKasa B  rOoCyfapCTBeHHOW  perucrpayunm
NeKapCTBEHHOro npenapata [A/19 BEeTEPUHAPHOro TMPUMeEHeHUs  AB/SETCA
3aK/1l04eHMe YMOJIHOMOYEHHOro (efepasibHOro opraHa WCNONMHUTENbHOWN
BNacTU 0 TOM, 4YTO KauyectBo U (MNM) 3PPEKTUBHOCTb PErMCTPUPYEMOro
NeKapCTBEHHOro npenaparta ans BeTepUHapPHOro NPUMeHeHUs
He NMOATBEPXAEHbl MOMYYEHHbIMU AaHHBIMU WUAN YTO PUCK MPUUYUHEHUS Bpega
300POBbID  >XXMBOTHOrO0 BCNEACTBME MpuemMa JlIeKapCTBEHHOro npenapata
ANst BETEPUHAPHOI0 NPUMEHEHNS NpeBbillaeT 3PPEeKTUBHOCTb €ro NPUMeEHEHUS,
OTKa3 YMO/IHOMOYEHHOro deaepasbHOro opraHa WCMNOMHUTENbHOW BNacTy
B Bbljaye 3aK/OYEHUS O COOTBETCTBUM TMPOM3BOAUTENS JIeKAPCTBEHHbIX
cpeAcTB TpeboBaHUSAM NpaBWU/l Haasexallei NPOU3BOACTBEHHOW MPaKTUKK
AN KaXXA0M NPOM3BOACTBEHHO NMNOWAAKN PErMCTPUPYEMOr0 NeKapPCTBEHHOIO
npenapara Ans BeTepMHapHOro NPUMEHEHUNSA B cnyyae.
ecnn  NpPou3BOACTBO  /IeKAPCTBEHHOro npenapata [Ans  BeTePUHAPHOro
NPUMEHEHMA OCYLLEeCTBNSAETCA 3a npeaenamm Poccuinckor  depepauumum,

NN OTCYTCTBUE TAKOI0 3aK/TIOYEHUNA.»;



6) B cTaTtbe 29:

a) YacTb 4 U3NOXNTb B CreaytoLLein pegakunm:

«4. K 3a8BNeHN0 0 MOATBEPXAEHUU TOCYAapCTBEHHOW perucTpaynm
NeKapCTBEHHOrO npenapata 419 MeAULUHCKOTo NPpUMeHEHUA npuiaratTca:

1) AOKYMEHTbI, cogeprkalymne pesysbTaTbl MOHUTOPUHIA 3PPEKTUBHOCTMU
N 6e30MacHOCTMN NEeKapCTBEHHOro Npenaparta Anast MeAULMHCKOro NpUMeEHEHUS,
NnpPoOBeAEHHOr0 Aep)xaTtenem nnu BNajenbLem pernctpaymoHHOro
YAOCTOBEPEHUSA J/IEKAPCTBEHHOro rnpenapata ANd MeAULMHCKOro rnpuMeHeHUsa
NM60 YNOMTHOMOYEHHbIM UM KPUANYECKMM NULOM, N0 DOpMe, YTBEPXKAEHHON
YNO/THOMOYEHHbIM (hefepasnbHbIM OPraHoOM UCMONHUTENbHOM BNacTH;

2) KONusa JUUEeH3MN Ha NPOM3BOACTBO JIeKAPCTBEHHbIX CPEeACTB WK
KOMMA 3aK/IYeHNA 0 COOTBETCTBUU NPOU3BOAUTENSA NIEKAPCTBEHHbLIX CPEACTB
TpeboBaHUSAM NpaBMN HadseXxalleil NPOon3BOACTBEHHOW MPaKTUKK, BblaHHbIX
YNO/THOMOYEHHbIM hefepanbHbIM opraHom NCNOMTHUTENbHOW Bf1acTu
B OTHOLWIEHMW TMPOU3BOACTBEHHOW NAOWAAKM NeKapCTBEHHOro npenapata
AN MeAUUMHCKOrNo MNpPUMeHeHUA, rocyaapCcTBeHHas peructpaymsa KOToporo
NoATBepPXAaeTca B c/yyae, ec/iM MNMpou3BOACTBO JIEKAPCTBEHHOro rnpenapara
ANA MeANLMHCKOIo NPMMEHEHNS ocyulecTBnsieTcs B Poccuiickon deaepaumu;

3) Konus BbliAaHHOM YMNO/THOMOYEHHbLIM OPraHoM CTpaHbl NPON3BOAUNTENS
NNUEH3NN Ha MNPOU3BOACTBO JIEKAPCTBEHHOro npenapara AnA MeguUMUHCKOrO

NPUMEHEHNA N €€ MNepeBoa Ha pyCCKVII71 A3bIK, 3aBEpPEHHbIE B YyCTaHOBJ/IEHHOM



nopsfKe, a TakKXe KOMuda 3aK/Il4YeHUs O COOTBETCTBMM MNPOU3BOAUTENS
NeKapCTBEHHbIX CPeLcCTB TpeboBaHUAM npasun Hagnexxallemn
NPON3BOACTBEHHON MPaKTUKKU, BbIJAHHOINO YMO/IHOMOYEHHbIM (efepasibHbIM
OpraHoM MCMosIHUTENIbHOW B/1IaCTU B OTHOLLEHUW NPOU3BOACTBEHHOW N/OWLaAKN
NeKapCTBEHHOr 0 npenaparta A1a MeAULUHCKOro NPUMeHeHNdA, rocygapcTBeHHas
perucTpaunsa KOTOpOro NoATBEPXAAeTCHd, WUNU Konus peweHund
YNO/THOMOYEHHOT 0 hefepanbHOro opraHa  MCMOSIHUTENbHOM BNacTu
0 MNpOBefeHUN WHCMNEKTUPOBAHUA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeACTB
B C/Nly4yae, ecnvm NPoOU3BOACTBO JIEKAPCTBEHHOro npenaparta 419 MeAULUHCKOrO
NPUMeHEHMS OCYLLecTB/IAETCA 3a nNpefjenamu Poccuiickoin degepaynn.»;

0) AONOMHUTBL YacTaAMU 4* - 4™ crnefytoLLero cogepXXaHus:

«4™. B OTHOWeEHUN 6MONOIrMYEeCKMX JieKapCTBEHHbIX MpenapaToB Ans
MEANLUNHCKOIo NPUMEHeHUA  3aaBUTeNb  AOMNONIHUTENbHO  MpeAcTasBnfeT
pe3ynibTaTbl MEPONPUATUIA, NPESYCMOTPEHHbIX MJ/IAHOM YrpaB/ieHUA PUCKaMMU,
YTBEPXXAEHHbIM YMNO/IHOMOYEHHbLIM (efepasibHbIM OPraHoM WCMOIHUTETbHOM
BNacTU NpPu OCYLW,eCTBMIEHUN TOCYAapCTBEHHOW perncrpaymnm neKapcTBeHHOro
npenaparta A1a MeAULUHCKOTr0o NPUMEHEHUS.

4", K 3aaBfleHUO O MNOATBEPX[AEHUM TOCYAapCTBEHHOW pervcrpauun
NeKapCTBEHHOrO npenaparta ans BETEPUHAPHOTI 0 NPUMEHEHNA
npunarakwTcs LOKYMEHTHhI, cofepxauine pe3ynbTaThbl MOHUTOPUHTa

a(heKTUBHOCTU M 6e30NacHOCTM  JIEKApPCTBEHHOro  Mpenapata  Ans
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BETEPUHAPHOI0 MNPUMEHEHNA, MPOBOAMMOI0 fepXkaTesieM WAW BNafjesnbLem
perucTpauuoHHOro  yAoOCTOBEpPEeHUS  NeKapCTBEHHOrO npenapata  Ans
BEeTEPUHAPHOro MpUMeHeHNs U600 YMNOJITHOMOYEHHbIM UM  OPULNYECKUM
nnuom, no ¢opme, YTBEPXKAEHHOW YNOSTHOMOYEHHbIM (efepanibHbIM OpraHom
NCNONTHNTENIbHOWN BAAcTU, U [AOKYMEHTbI, YKa3aHHble B n3nlktax 1, 2 - 2,
NOANYHKTaX «a», «0», «K», «/1» MNYHKTa4 4acTu 3 cTaTbu 17 HACTOSALLErO
defepanbHOro 3aKoHa.

4N, C 3asBneHMeM O MNOATBEPXAEHUW roCyfapCTBEHHOW perncrpauumn
NeKapCTBEHHOro npenapara 3asdBUTeNb MNpeAcTaBAAeT KOMUKID [OKYMEHTa,
noATBepXaatowero ynaaTty rocygapCTBeHHOW MNOMWMUHbI 3a MNOATBepXAeHUe
rocyfapCTBEHHOW peruvcrpaumum NeKapCTBEHHOTO npenaparta, nnoéo
MOXEeT MNpeACTaBUTb YKas3aHHbIA JOKYMEHT M0 COOCTBEHHOW WHULMATUBE.
B cnydyae HenpeacTaBNeHMA YKaszaHHOro [AOKYMeHTa YMNOJIHOMOYEHHbIN
(befepalibHbIA  OpraH WCMOMHUTENIbHOW BlaCTU  NpoBepsAeT (akT ynnaThbl
rocyflapCTBEHHOW MOWJ/INHbLI  3adABUTENleM MOCPEACTBOM  MCMNOMb30BaHUA
nHgpopmauum 06 ynnate rocyfapCTBeHHOW MOLWJ/INHbI,  COofepiKallencs
B [locypapCTBeHHOW MHMOPMALMOHHOMW CUCTEME 0 TOCyJapCTBEHHbIX
N MyHUUMNANbHbLIX MNjaTeXxax, Ha OCHOBaHWW MpPeACTaB/IEHHOW 3asdABUTE/IEM
KOMUWN AOKYMEHTa, NOATBePXAatoLero ynnaTy rocygapCcTBeHHOM MOLWINHbBI,»;

B) B YacTu 13 CM0BO «peLleHne» 3aMeHUTb C/IOBOM «3aK/II0UeHNE»;



7) BcTatbe 30:

a) B yactu 1 c/10BO «MPUJIOXKEHHbIE» 3aMEHUTbL C/IOBOM «MNMpPUNaraeMble»,
BTOPOE U TpeTbe NPeaoXKeHNA NCK/TIOUNTD;

6) gonoNHUTL Yactamu |' -1/ cnegytouero cogepxaHus:

«1MMpn Heob6XO4MMOCTM BHECEHUA B [AOKYMEHTbI, cofepartiiecs
B perucTpaynoHHOM 40Cbe Ha 3aperMcTpPUpOBaHHbIN /IeKapCTBEHHbIN npenapart
AN MEAULMHCKOrO NMPUMEHEHUA, U3MEHEHWI, YKa3aHHbIX B MYyHKTe 3 4actu 2
HacToAWen cTaTbM W  TpebylWMX NPOBELEHUS 3KCMNEPTU3bl  KayecTBa
NIeKapCTBEHHbIX  CPeAcTB, 3aaBuUTElb  AOMNOSIHUTENbHO npegcTasnseT
B YMO/IHOMOYEHHbIN (hefepanbHbI OpraH WCNOMHUTENbHOW B/IACTU KOMUIO
NINLEH3NM Ha NPOU3BOACTBO J/IEKAPCTBEHHbLIX CPEACTB UM KOMUIKO 3aKOYEHUS
0 COOTBETCTBUM NPOU3BOAUTENSA IEKAPCTBEHHbIX CPeACTB TpeboBaHUAM npaBui
Hag/sieXxxalwlein nponu3BOACTBEHHOM MPaKTUKKW, BblJaHHbIX YMNOJAHOMOYEHHbIM
thegepanbHbIM OpraHoOM WCMOSHUTENbHOM BNAacTU B OTHOLUEHWUWM WU3MEHEHHOM
n (unn)  LONOSIHEHHOW  NPOW3BOACTBEHHOW  MAoWafKW  JIeKapCTBEHHOIO
npenapara, B C/}uiae, ec/in MNPOU3BOACTBO JIeKAPCTBEHHOro npenapara
ocyuiectBnsieTca B Poccuinckon  depepaumun, nnMb60 KONWUK  BblAaHHOWN
YMNOTHOMOYEHHbIM opraHom CTpaHbl npou3BoANTENS NVNUEH3NN
Ha NPOM3BOACTBO J/IEKAPCTBEHHOr0 Npenapara 1 ee NMepeBof Ha PYCCKUN SA3bIK,

3aBepeHHble B YCTaHOBAEHHOM nMNMOopPAAKE, a TaKXe KOMUW 3aK/lo4vYeHns
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0 COOTBETCTBMM NPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHUSAM NpaBun
Haj/ieXallein Mpon3BOACTBEHHON MPaKTUKKW, BbIAaHHOTO YMNONHOMOYEHHbIM
(begepanbHbiIM  OpraHoM  WUCMOMHWTENbHOMW  BAacTM B OTHOLLEHUU
NW3MEHEHHON 1 (MM)  AOMNONHEHHOW  MPOM3BOACTBEHHOW  NOLWLAAKK
NeKapCTBEHHOro Mpenapata, WAM  KOMUK  PELIEHUS  YNONHOMOYEHHOrO
(begepanbHOro  opraHa  WCMOMHWTENbHOMW  BfacTM O MPOBEAEHMM
MHCMEKTUPOBAaHNA MNPOM3BOAUTENS  NIeKAapCTBEHHbIX CPeACTB B C/yuae,
ec/m Npon3BOACTBO /IEKAPCTBEHHOMO Nnpenaparta OCyLLEeCTBASETCSA 3a Npegenamu
Poccuitickon depepaunu.

N Tlpn  Heo6XOAMMOCTU BHECEHMA B AOKYMEHTbl, COAepXalyuecs
B PErMCTPALMOHHOM [OCbe Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbIV npenapat
ANS MeAMLMHCKOro NPUMEHEHUS, U3MEHEHWIA, YKa3aHHbIX B NYHKTe 4 yactu 2
HacTosAWel cTaTbM W TpPebyrOWMX MPOBeAEHNS 3KCMepTM3bl KayecTBa
NeKapCcTBEHHbIX  CPeACcTB,  3afBWTENb  [OMONIHATENbHO  MPeAcTaBnsieT
B YNOMHOMOYEHHbIA  (hefepanbHblil  opraH  WCNOMIHUTENbHOW  BNacTu
KOMWI0 NWLUEH3MM Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPEACTB WAM KOMUIO
3aK/IIOYEHMST O COOTBETCTBUW MPOU3BOAUTENS IeKAPCTBEHHbLIX CPEeACTB
TpebOBaHMAM  MpaBUN  Hag/jexalleil  MPOU3BOACTBEHHOW  MPaKTUKWU,
BblAAHHbIX YNONHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOHUTENBbHOW BNACTy

B OTHOLUEHWM MNPOWU3BOACTBEHHOM N/OLWIAAKMA NIEKAPCTBEHHOrO npenapara.
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B clyJae, ecnu MPOU3BOACTBO NEKapCTBEHHOIO npenapara
ocyulectsnserca B Poccuiickon  Pepepaunn, nuMb0 KONUK  BblJaHHOW
YNOSTHOMOYEHHbIM opraHom CTpaHbl Npou3BOANTENS NNLEH3NM
Ha MPOW3BOACTBO /IEKAPCTBEHHOIO Mpenaparta U ee MepeBOf Ha PYCCKUIA A3bIK,
3aBepeHHble B YCTAHOB/MEHHOM MOPSAKE, a TakKXe KOMUI 3aK/YeHns
O COOTBETCTBMM MPOU3BOAUTENSA NEKAPCTBEHHbIX CPeACTB TpeboBaHWUAM
npasun Haz/1exxallen MPON3BOACTBEHHOW MPaKTUKMW, BblJaHHOI0
YNONTHOMOYEHHbIM  (beflepasibHbIM ~ OpraHoM  WUCMOJNIHWUTE/IbHON  BNacTu
B OTHOLUEHUX NPOU3BOACTBEHHONM NAOWAAKN NIeKapCTBEHHOro Mpenapara,
WAW  KOMWIO  peleHnss  YMNOIHOMOYEHHOro  (hefepasbHOro  opraHa
MCNOMIHUTENbHOW BNacTU O MNPOBEAEHUUM WHCNEKTUPOBAHMA MNPOU3BOAMTENSA
NeKapCcTBEHHOro CpeAcTsBa B Cly4vae, ecniv NPOU3BOACTBO JIeKAPCTBEHHOIO
npenapara ocyLecTBNsAeTCA 3a npedenamu Poccuinickon defepaumu.

17 MIpUHATME pEeleHnss O BHECEHWW W3MEHEHWA wunm 06 OTKase
BO BHECEHMW M3MEHEHWI B AOKYMEHTbl, COAepXaljunecs B perncrpaumoHHOM
[0Cbe Ha 3aperncTpuMpoBaHHbIV NeKapCTBEHHbIV Mpenapat Ans MeAULUHCKOro
MPUMEHEHMNSA, B C/ly4Yyae HeoOXOAMMOCTW MNPOBEAEHUS 3KCMEepPTU3bl KayecTBa
NeKapCTBEHHbIX CPeACTB M (MNN) 3KCNEePTU3bl OTHOLIEHMSA O0XWUAAEMOWN MOMb3bl
K BO3MOXHOMY PUCKY TMNPUMEHEHUA /NeKapCTBEHHOro npenapata Ans

MEAULMHCKOTO MPUMEHEHUS] OCYLLECTBNSETCS B CPOK, He MpeBbllLaLLniA
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AeBAHOCTa paboynx AHei, a B OCTafbHbIX CAy4Yasix B CPOK, He MPEBbILIALLNIA
TpuauaT paboumx AHel CO AHA MPUHATUS YNONHOMOYEHHbIM (hefdepanbHbIM
OpraHoOM UCNOMHUTENbHOI BNACTUN 3aBNEHNSA O BHECEHUMN TaKUX U3MEHEHWNIA.»;

8) B cTaTbe 31:

a) YacTb 1 M3M10XNTb B CrefyoLlen peaakumu:

«1.B uenax BHECEHMA W3MeHEeHW B AOKYMEHTbl, coaepxkalimecs
B perncTpaunmoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN NEKAPCTBEHHbI npenapat
AN BETEPUHAPHOro NPUMEHEHUSA, AepXKaTeNb UK BRagenew perucTpaymMoHHOro
YLOCTOBEPEHUS NIeKapCTBEHHOrO npenapaTta WamM YNoJHOMOYEHHOE UM [pyroe
lopuandeckoe nuUo (fanee B HacTOSILLEW cTaTbe - 3asBUTENb) MpeAcTaBnseT
B YMO/IHOMOYEHHbIN (heaepasibHbIi OpraH UCMOIHUTENbHOW BNacTW 3asBNeHME
O BHECEHMU TaKMX WU3MEHEHWI no (popme, YCTAHOBNEHHOW YMNONHOMOYEHHbIM
(hefiepa/ibHbIM OpPraHOM WCMNONHWUTENbHOW BNacTW, WU Npunaraemble K Hemy
M3MEHEHUSA B YKa3aHHble AOKYMEHTbI, a TakXKe AOKYMEHTbI, NOATBEPXAatoLine
Heo6X0AMMOCTb BHECEHMA TaKUX WU3MEHEHWI. Mpu HE06XO0AMMOCTU BHECEHUS
M3MEHEHWA B [OOKYMEHTbl, COAepXanuieca B pPerncTtpaumMoHHOM [A0Cbe
Ha 3aperucTPUMpPOBaHHbLIN NIEKAPCTBEHHbIN npenapatr A1 BeTepUHAapPHOro
NMPUMEHeHUs, B CAy4dasX U3MeHeHus n (Unn) AONONHEHUS NMPOU3BOACTBEHHOM
NAoWaaKy NeKapcTBEHHOro CpeAcTBa, a TaKXe W3MEeHeHUs rnokasaTenel
KayecTBa /IeKapCTBEHHOr0 npenapaTa 415 BETEPMHAPHOIO NPUMeHeHUs 1 (Mnn)

METO/I0B KOHTPO/S KauyecTBa NIeKapCTBEHHOro npenapaTta A/s BeTepuHApHOro
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MPUMEHEHUN 3asBUTENb [AOMNOMHWUTENIbHO MNPeACcTaBNseT B YNONHOMOYEHHbIN
(heaepanbHbIA 0praH UCMOMHUTENbLHON BNAcTW CleaytoLine JOKYMEHTbI:

1) Konus  NULEH3UM Ha NPOWM3BOACTBO  JIEKAPCTBEHHbIX  CPEACTB,
BblJaHHO NPOWU3BOAUTENIO IEKAPCTBEHHOrO MpenapaTta AN BETEPUHAPHOIO
MPUMEHEeHNs, 418 POCCUIACKMX MPOM3BOANTENEN;

2) Konus NULLEH3UN Ha NPOun3BOACTBO NeKapCTBEHHbIX
CPeAcTB, BblAaHHOW  NPOM3BOAUTEND  (hapMaLEeBTUYECKOW  Cy6CTaHLumM,
BXOAsllei B COCTaB /IEKAPCTBEHHOro npenapata AN BeTePUHAPHOro
NPUMEHEHNS, ANS POCCMIACKUX NPOU3BOAUTENEN;

3) KOnusi AOKYMEeHTa, BblAaHHOr0 YMNOAHOMOYEHHbIM OPraHOM CTpaHbl
MPOM3BOANTENS ANS KaX[AO MPOU3BOACTBEHHOW NMOWAAKMA NeKapCTBEHHOrO
npenapaTa ANns  BeTepMHAPHOTrO  NPUMMEHEHUs U MOATBEPXAaoLLero
COOTBETCTBME MNPOU3BOAMTENS /IeKApCTBEHHOro npenapaTa Tpe6GOBaHUAM
NpaBuN Haafexalleid NPoVU3BOACTBEHHOM NPAKTUKK, U ero NepeBoj Ha PyCCKuit
A3blK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPSAAKE, a TakKXe KOMUS 3aK/ueHus
0 COOTBETCTBUW NMPOU3BOANTENS NEKAPCTBEHHbLIX CPEACTB TPe6oBaHNUAM MpaBu
HaAnexalleil npou3BOACTBEHHOM MNpPaKTUKKU, BbLAHHOIO YMNOJNHOMOYEHHbIM
(egepanbHbiM  OpraHOM  WUCMOMHMTENbHOM  BRacTM AN KaKAoWn
MPOM3BOACTBEHHON N/OLaAKM NEKAPCTBEHHOrO npenapara A1s BeTepUHapHOro
NPUMEHEHUs,, NN60 KOMUS PELIEHMS O MPOBEAEHWN WHCNEKTUPOBAHUS

npon3sognTend JNeKapCTBEHHbLIX CPEACTB, MNPUHATOIO YMO/IHOMOYEHHbIM



16

(befepanbHbIM OpraHom NCNOMTHUTENbHOM BNacTu ans KaXkoun
MPON3BOACTBEHHOM NNOLWAAKM IEKAPCTBEHHOr0O npenapara 4719 BeTepUHapHOro
NPUMEHEHUS. YKa3zaHHble [OKYMEHTbl MpPeAcTaBnAAlOTCA B Cay4ae, €eciu
Npon3BOACTBO JIEKAPCTBEHHOIO npenapaTta ANd BETEPUHAPHOTO NPUMEHEHUSA
ocyllecTBnseTcs 3a npegenamm Poccuiickon degepaunm;

4) KOnusa [OKYMEHTa, BblAAHHOIO YMO/IHOMOYEHHbLMN OPraHoOM CTpaHbl
npoussoanTens  apMaueBTUYECKOW Ccyb6CTaHUMM U MNOATBEPXKAAOLLErO
COOTBETCTBME MNPOU3BOAUTENS (hapMaleBTUYECKOW CyOCTaHUMK, BXOAALLEN
B COCTaB JIEKapCTBEHHOro npenapata pAna BeTepUHAPHOro TMPUMEHEHUS,
TpeboBaHMAM nNpaBui Hagnexawein nNPoON3BOACTBEHHOW MpPaKTUKWU, W €ro
NnepeBof Ha PYCCKWUI A3blK, 3aBEPEHHbIe B YCTaHOB/IEHHOM MOpsAKe, B Cy4ae,
ecnm  npou3BOACTBO  (PapMaueBTMYECKOW  CybCTaHUMW  OCYLLECTB/SETCA
3a npegenamu Poccuiickoin ®epepaymu.»;

0) AOMONMHUTb YaCTbl0  CNEAYHOLLEr0 COAEPXKaHUS:

«1*.B cny4yae u3MeHeHUs W (UNK) [OMOSIHEHUSA NPOU3BOACTBEHHOM
niowagkn NeKapCTBEHHOro CpeAcTBa AOKYMEHTbI, YKas3aHHble B 4actu 1
HacTOsLLLe cTaTbW, MPeACTaB/AITCA 3adaBUTE/IEM B OTHOLWEHUW WU3MEHAEMOW
n (unn)  LONOIHAEMOW  NPOW3BOACTBEHHOW  MOWAAKW  JIeKApCTBEHHOro
cpeacTBa. PelleHMe O BHECEHUM WU3MEHEHWW B [OKYMeHTbl, cofepXanlecs
B perucTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbI NeKapCTBEHHbIN npenapart

ANs BeTEPUHAPHOTr0 NMpUMeHeHP1s, nnm o6 0TKas3e B UX BHECEHUUN NMPUHUMAETCS
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B C/yyae Heo06XOAMMOCTM NpPOBefeHWUs 3KCNepTU3bl NEeKApCTBEHHOro CpeacTsa
B CPOK, He MpeBblWAaKLWMA AeBAHOCTa pabounx gHeN, a B OCTasibHbIX Cay4vasx
B CPOK, He npeBblawowmii Tpuauatn paboymx [HerW €O AHA NPUHATUS
YNOJITHOMOYEHHbLIM (PefepanbHbIM OpraHoM MCMOIHUTENbHOW BNacTu 3asB/ieHNS
0 BHECEHUW TaKUX U3MEHEHWI.»;

B) AOMNOJIHUTbL YacTaAMM 4™ n 4™ cnefytoLero coep>XxaHns:

«4™, B cnyyae BbISiBfieHWA He[0CTOBEPHOCTU U (MNIM) He[0CTaTOYHOCTU
CBELEHMNI, COAepXalnXcs B TMPeACTaBNEHHbIX 3asaBUTENEeM [OKYMeHTaXx,
YNO/IHOMOYEHHbIA (hegepanbHbliAi opraH UCNOMIHUTENbHOW BacTW HanpasnseT
3aABUTE/O 3anpoc 06 YTOYHEHWM yKa3aHHbIX CBeAeHWI. 3anpoc MOXeT ObiTb
nepefaH YMNo/HOMOYEHHOMY MNpeACTaBUTENO 3adABUTeNd NoA  Pacnucky,
Hanpas/ieH Mo MoYTe 3aKasHbIM MUCbMOM WX NepefaH B 3/IEKTPOHHOW (hopme
Mo TeNeKOMMYHUKALMOHHbIM KaHanaMm CBfis3n. B cfnyyae Hanpas/fieHMsa 3anpoca
06 YTOYHEHUM YKa3aHHbIX CBeAEeHW MO noyTe 3aKasHbIM MUCbMOM OH
CUMTAETCA MOJIYYEHHbIM MO MWCTEYEeHUM LWeCTU [Heil ¢ faTbl HanpasfieHUs
3aKa3Horo nucbma.

4 . 3asBuTenb 0653aH MpeAcTaBUTL OTBET Ha 3amnpoc YMNOJIHOMOYEHHOrO
(befepanbHOro opraHa MCMOIHUTENbHOW BMacT B CPOK, HE MPEBbILLAIMLLNA
[eBsAHOCTa paboymx [HeW CO [HA MONyyYeHUs p[aHHoro 3anpoca. Cpokw,

YKa3aHHblE B YaCTU 1t H&CTOFILLI,GVI CTaTbn, MnNpunocCcTtaHaBNMBarOTCA CO [HA
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HanpaBfeHWs1 3asBUTENIO 3amnpoca YMNOAHOMOYEHHOro (heAepasbHOr0 OpraHa
WCNONHUTENbHO BNacTW A0 AHSA NOMyYeHUs OTBETa Ha AaHHbI/ 3anpoc M He
YUMTBIBAKOTCA MNPU  UCUMCNIEHWM CPOKA MNPUHATUS PELIeHUs O BHECEHUU
N3MEHEHWIA B  OOKYMEHTbI, cofepxalluecs B PErucTpaLuoHHOM [OChbe
Ha 3aperucTPMpPOBaHHbLIA NEKAPCTBEHHbIA npenapaT [ANs BeTePUHAPHOrO
MPUMEHEHNS.»;

r) yacTb 5 AOMOMHWUTL CMOBaMU «, NM60 HenmpeAcTaBleHUEe 3asBUTENEM
B YCTAHOB/IEHHbIi CPOK OTBETA Ha YKas3aHHbIA B 4acTu 4" HacTosLel CTaTbk
3anpoc yno/IHOMOYeHHOro eaepanbHOro opraHa CNONHUTENbHO BNaCcTU»;

A) AOMONHWUTbL YacTbio 6/ cneayoLLero CoaepXKaHuii:

«6". B cnyvyae BHeCeHWs W3MeHeHW/ B [AOKYMEHTbl, Cofepallmecs
B PErucTpaLMOHHOM [OCbE€ Ha 3apPerucTPMpPOBAHHbLIA  NEKAPCTBEbLLbIN
npenapaT A5 BETEPMHAPHOrO MPUMEHEHUS, B YacTuW, Kacalouleics U3MeHeHUs
n (W)  [OMONHEHWS  MPOW3BOACTBEHHOW  NAOWAAKW  NEKApCTBEHHOrO
npenapata, Npu nNpeAcTaBNeHWM 3asBUTENIEM B COOTBETCTBUM C MYHKTOM
3 yactu 1 HacTosieid cTaTbM KOMWM  PELIeHUss  YNONTHOMOYEHHOrO
(egepanbHOrO  opraHa  MCMOMHWTENbHOW  BNacTM 0  MPOBEAEHMM
WHCNEKTMPOBAHUS NPOM3BOAMTENS NeKapCTBEHHbIX CPEACTB CPOK, YKa3aHHbIl
B yacTM 6" HacToslWel CcTaTbW, NPUOCTAHABNMBAETCS CO [HS MONMYy4YeHUs
3aKNHOYEHUS KOMWUCCUWM 3KCMEePTOB A0 [AHS MPUHATUS  YNONHOMOYEHHbIM

(heepanbHbIM OPraHOM WCMOMHUTENbHON BNAcTU PELEHUs O Bblgaye MAM 06



19

OTKa3e B Bbljaye 3aK/1OUYEHNS 0 COOTBETCTBUMN NPOU3BOAUTENS NEKAPCTBEHHbIX
cpeAcTB TpeboBaHMAM MpaBun Hagnexatlein npou3BOACTBEHHOW MNPaAKTUKN,
HO He 60/M1ee YeM Ha CTO BOCEMbAECAT PabouUnXx AHEN.»;

€) YacTb 7 U3NI0XKNUTb B CNeAyHOLLLEN peaakLun:

«7. OCHOBaHMeM A5 O0TKa3a BO BHECEHUW W3MEHEHWIA B [OKYMEHTHI,
cofiepxanuieca B PerncTpaunMoHHOM  [0Cbe Ha  3apPerMcTpupoBaHHbIN
NEKapCTBEHHbIA npenapaT AN BETEPUHAPHOrO0 MPUMEHEHUS, B Cny4asx,
He TPebYHLMNX NPOBEAEHUA 3KCNEPTU3bl IEKAPCTBEHHOIO CPeAcTBa, SABNSETCS
npeAcTaB/ieHNe AOKYMEHTOB, YKa3aHHbIX B 4acTsxX 1 M 3 HacTOSIWEN CTaTbM,
B HENno/HOM O06beMe WM OTCYTCTBME B MNPeACTaBfIeHHbIX [OKYMEHTax
CBE[IEHWN, KOTOPble AO/MKHbI OblTb B HUX OTPaXeHbl, NNO60 HenpeacTaBNeHUE
3a89BUTENEM B YCTAHOB/MEHHbIA CPOK OTBeTa Ha YKa3aHHbIA B 4acTu
4N HacTosiWeWl CcTaTbM 3anpoc YMNOSIHOMOYEHHOro (edepanbHOro opraHa
MCNONHUTENbHOI BNACTU.»;

)K) AOMONMHNTbL YacTblo 7 CnefyroLero coaep>XxXaHus:

«7\ OCHOBaHMEM ANs O0TKa3a BO BHECEHUU W3MEHEHWUW B [OKYMEHTHI,
cogepxawmecs B PerucTpayMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
NEKapCTBEHHbLIA npenapat And BETEPUHAPHOro MPUMEHEHUSA, B cayvasX,
TpebyoWNX MNPOBEAEHMA 3KCMepTU3bl NIEKAPCTBEHHOIO CPeAcTBa, SBMSETCH
3aK/0YEeHMEe  YMNOSTHOMOYEHHOro hedepanbHOro opraHa WCMOMHUTENbHOM

BNaCTW O BO3MOXHOCTWU CHWXXeHUs1 6e30MacHOCTU, KayecTsa, BCDCpeKTVIBHOCTI/I
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NeKapCTBEHHOro npenapara BC/EACTBUE BHECEHWS WM3MEHEHUI B YKa3aHHble
JOKYMEHTbI, 0TKa3 YNO/HOMOYEHHOro (hefiepa/ibHOro opraHa UCMnoJIHUTENbHOM
BNaCTW B BblJaye 3aK/H0YEHUA O COOTBETCTBUM MPOU3BOAUTENSA NEKAPCTBEHHbIX
CpefcTB TpeboBaHUAM nNpaBun Hagnexawienh nNpPON3BOACTBEHHON MPaKTUKK
B C/lydae W3MeHeHUs W (MAKn) [ONOMHEHMA MNPOM3BOACTBEHHOM NOWALKN
NeKapCTBEHHOro npenaparta, ecny NPOU3BOACTBO /IEKAPCTBEHHOrO npenapara
AN1S BETEPUHAPHOro NPUMMEHEHUA OCYLLEeCTBNAETCA 3a npegenamm POCCUMIACKON
depepaunm, UM OTCYTCTBUE 3TON0 3aK/NHOUEHUA.»,

9) NYHKT 6 cTatb 32 N3N0XUTb B C/iefyIOLLEN pefaKLnm:

«6) OCYLLeCTB/IEHUSA TOCYAapCTBEHHOW perncrpauumM OLHOro U TOro Xe
NeKapCTBEHHOrO npenapata B OTHOLUIEHUWM OA4HOIO U TOTO XXe AepXkatensa unu
BNnajenbla perncTpayuoHHOro YAOCTOBEPEHWS JieKapCTBEHHOro npenapara
B BU/e ABYX M1 60/iee NeKapCTBEHHbIX NpenapaTos Mof pasiM4yHbIMU TOProBbIMU
HaUMeHOBaHUAMMN;»;

10) B cTaTbe 34:

a) B Yactu 2:

B MYyHKTe 1 CNOBO «BblfAaHHbIE» 3aMEHUTb C/IOBOM «BblaHHbIX>», CNOBO
«npenapaTa» 3aMeHUTb C/IOBOM «CPEeACTBa»;

MYHKT 2 U3/I0XNUTb B CNeayoLen pegakunm:

«2) KONnA [OKYMeHTa, Bbl4AHHOIO YMO/JIHOMOYEHHbIM OpraHom CTpaHbl

MPOM3BOANTENS NIEKAPCTBEHHOIO CPeACcTBa M MOATBEPXXAAMOLLEro paspeLleHmne



21

MPOU3BOACTBA JIEKAPCTBEHHOrO CPefCcTBa, W €ero nMepeBOL Ha PYCCKWUiA
A3blK, 3aBepeHHble B  YCTaHOB/IEHHOM nNOpPAAKe, a TakKXe KonuAa
3aK/NOYeHNss O COOTBETCTBMW  MPOU3BOAUTENS NIEKAPCTBEHHbLIX CPeACTB
TpeboBaHUAM npasun Hadnexatyen NPOW3BOACTBEHHOW NPaKTUKWU,
BbIJAHHOTO  YMO/IHOMOYEHHbLIM  (beflepasibHbIM  OPraHoM  WUCMOJIHUTE/IbHOM
Bnactu, nm6o  Konusa peLeHnsaynosIHOMOYEHHOTO (befepanbHOro
opraHa  WCMONHUTE/NbHOWA BNacT O MNPOBeAEHUN  WHCNEKTUPOBaHMUA
NPoOn3BOAUTENA  NIEKAPCTBEHHOr0  CPeAcTBa.  YKa3aHHble  AOKYMEHThI
npeAcTaBnaAlTCA B C/lyyae,  e€CAM  NPOU3BOACTBO  JIEKAPCTBEHHOIO
CpefCTBa OCYLLEeCTBNsAETCA 3a Npedenamu Poccuninckont ®efepauunn;»;

6) B 4acTu 9 C/I0BO «peLleHre» 3aMEHUTb C/I0OBOM «3aK/HOYEHMEY;

11) B nyHKTe 12 yactn 2 ctatbh 39 CI0BO «KOMMETEHTHbLIM» UCKTOUYNTD;

12) cTatblo 65 4ONOAHUTL YacTaAMU 3 1 4 CrefytOLero cofep>KaHus:

«3. YNO/NHOMOYEHHbIN (hefepanbHbliA OopraH WCMOMIHUTENbHOW BNacTu
npu npeacTaBfeHUM emy  CBEAEHW O HEeCOOTBETCTBMUM  NPOU3BOAUTENSA
NeKapCTBEHHbIX CpeacTs TpeboBaHMNAM npaBun Hagnexatyen
MPOM3BOACTBEHHON MpakTUKXW W (MAKM) O HapyWeHUM  JIMLEH3NOHHBIX
TpeboBaHWMI, KOoTOpble OblNK BbISIB/IEHbI B  Xoje nposeAeHUs
NHCNEKTUPOBaHMUA nponssoaunTens NeKapCTBEHHbIX cpeacTs nnn
OCYLLECTB/MIEHMA  /IMLEH3NOHHOr0  KOHTpPONA B Cjepe  MNPOU3BOACTBA

NEKapCTBEHHbIX cpencTs n npmnBen nnun MOryT NPUBECTU
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K  NPOM3BOACTBY JIeKapCTBEHHbIX  MNpenapatoB  Anad  MeAULMHCKOro
MPUMEHeHUs:, MPUYUHUBLLUUX WM  CMOCOBGHBIX MPUUUHUTL BpeL >KU3HU
WM 300POBbK  rpaXjaH, paccmaTpuBaeT BOMPOC O MNPUOCTAHOB/IEHUM
NMPUMEHEHUA NEeKapCTBEHHbIX MpenapaToB ANd MeLULMHCKOro MpUMeEHEeHUs
B YCTAHOB/IEHHOM MM NOPSAAKE B CNeAYyHLIMX CnyYvasx:

1)coctaB ©n (MAn) TexHONOrMA  MPOU3BOACTBA  JIEKAPCTBEHHOMO
npenapata And  MeAWUMHCKOro MpuMeHeHuss (C  onucaHWem  CcTagui
MPOM3BOACTBA) OT/INYAKOTCA OT 3asAB/IEHHbIX B PErMcTpayMOHHOM A0CbeE;

2) NeKapCTBeHHbIM  npenapar  And  MeAULMHCKOro  NPUMEHEHUS
npousBsefeH Ha  MPOW3BOACTBEHHOWA naowanke, He yKa3aHHOW
B PErmcTpaumMoHHOM [0ChE;

3y npou3BoAUTENA NeKapCTBEHHbIX CpeacTs OTCYTCTBYIOT
LOKYMEHTbI, MNOATBepXJawolme COOTBETCTBME KauyecTBa JIEKAPCTBEHHOrO
npenapata A1 MeAUUUHCKOrO MNPUMEHEHWUS, BBOAMMOIO B TpaXKAaHCKMWI
obopoT, TpeboBaHWAM, YCTaAHOB/IEHHbIM MPW  €ero  rocyAapCTBEHHOW
perucTpaumu;

4) npou3BoANTENEM  JIeKapCTBEHHbLIX  CPeACTB B COr/laCOBaHHbIN
C COOTBETCTBYHOLLUM 34KO/IHOMOYEHHbMU (hegepanbHbIM opraHom
WCNOMHUTENbHON BNAaCTU CPOK He YCTpaHeHbl HapyleHusa TpeboBaHWi
npaBun Hagnexawiei NPon3BOACTBEHHON MNPaKTUKW U (MAWN) NULEH3UOHHbLIX

Tpe6oBaHWIA,  KOTOpble  6bIAM  BbISIBAEHbI B X04e  NpPOBeAEHWS



23

MHCMEKTMPOBAHMS MNPOM3BOANTENS  NIEKAPCTBEHHbIX CpeacTB nnm
OCYLLECTBMEHUS  NINLEH3NOHHOTO  KOHTpons B cdepe  MpPoM3BO/ACTBA
NeKapCTBEHHbIX CPEACTB W MPWBENM WAM MOTYT MPUBECTUM K MPOM3BOJACTBY
NEeKapPCTBEHHbIX npenaparos Ans MeNLNHCKOrOo NPUMEHeHNS,
NPUUUHMBLLMX WIN  CMOCOGHLIX MPUYMHUTL BPef >KWU3HW WUNM  3[40POBbIO
rpakiaH.

4. YNONHOMOUYEHHBIN  (hefepaNibHblii  OpraH WCMOMHWUTENIbLHOW BnacTu
Npyv HaAWuMM Yy HEro CBefeHWA O HecOoOTBETCTBUM  MPOM3BOAUTENS
NeKapPCTBEHHbIX CpeacTs Tpe6oBaHUsAM npasun Haanexalen
MPOM3BOACTBEHHOW MNPaKTUKW U (MAK) O HApYLIEHWW JIMLEH3UOHHbIX
Tpe6oBaHWA,  KOTOpble  GbiMM  BbiBNEHbI B XOAe  MPOBEAEHUS
MHCMEKTUPOBaHUS MNpPoOM3BOANTENS NeKapCTBEHHbIX CpeacTs nnm
OCYLUIECTB/IEHUS]  NIMLUEH3MOHHOIO  KOHTpons B cdepe  MpOM3BOACTBA
NEKapPCTBEHHbIX CPEACTB W NPUBENW WAW MOFYT NPUBECTM K NPOU3BOACTBY
NeKapCTBEHHbIX  MNpenapaToB AN BETEPUHAPHOTO  MPUMEHEHUS.
MPUYMHUBLUMX WAN  CMOCOGHbIX TMPUUYUHWUTL BPEA >KU3HW WU  3[0POBbLIO
XUBOTHbIX, paccMaTpUBaeT BOMPOC O MPUOCTAHOBMEHUM peann3alumn
M MPUMEHEHUSI NEKAPCTBEHHbIX MPenapatoB AN BETEPUHAPHOTO MPUMEHEHUS

B YCTaHOB/IEHHOM UM NOPSAKE B CNeAYOLWMX CNyYanx:
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1) coctaB 1 (UnK) TEXHONOrNA NPOU3BOACTBA NIEKAPCTBEHHOI0 npenaparta
ONS BETEPUMHAPHOro nNpuMMeHeHus (C onucaHWeM cTaAuid NPOU3BOACTBA)
OTNINYaKTCA OT 3as9BNIEHHbIX B PerncTpaymoHHOM [0Cbe;

2) NeKapCTBEHHbIM  npenapat AN BETEPUHAPHOr0  MPUMEHEHUA
npounssefeH Ha NPOW3BOACTBEHHOM nnon”~aake, He yKa3aHHO
B permcTpaunmoHHOM A0CbE;

3)y npoun3BoANTENA NeKapCTBEHHbIX CpeacTs OTCYTCTBYHOT
NOKYMEHTbI, MOATBEpPXJaloliMe COOTBETCTBME KayecTBa JIeKAPCTBEHHOrO
npenapata AN BETEPUHAPHOrO MPUMEHEHMUSA, BBOAMMOrO B rpaXAaHCKUN
o6opoT, TpeboBaHMAM, YCTAHOB/IEHHbIM MNPU  €ro  rocyaapCTBEHHOM
perncrpauunu;

4) NpoM3BOANTENEM  NEKAPCTBEHHbIX CPEACTB B COr/lacoOBaHHbIN
c COOTBETCTBYHOLW UM YMO/IHOMOYEHHbIM (hepepanbHbIM opraHom
MCNONHUTENbHOW BNacTM CPOK He YCTpPaHeHbl HapyweHusa TpeboBaHWUN
npaBun Hagnexatlen npou3BOACTBEHHON MNPaKTUKU U (MN) NULEH3NOHHbIX
TpeboBaHWUMN, KOTOpble ObInn BbIAIB/IEHbI B xope npoBefeHNs
MHCMEeKTUPOBaHUSA nponsBoanTens NeKapCTBEHHbIX CpeAacTs nnu
OCYLLECTBNIEHNA  NIMLEH3MOHHOrO0  KOHTpons B ciepe  MNpPomM3BOACTBaA
NeKapCTBEHHbIX CpeAacTs 7 npusenu nnm MOryT NpuBECTH

K NPon3BoACTBY NEKAPCTBEHHbLIX MpenapaTtoB A/ BETEPUHAPHOIO NMPUMEHEHUA.
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NMPUYNHNBLLNX WNIN CMOCOBHbIX MPUYNHUTL Bpeg XW3HNW Wnn 3400P0BLHO

XNBOTHbBIX.»;

13) B YacTu 2 cTtaTbk 68 cnosa «nmHopmayun n (MnN) faHHbIX» 3aMEHUTb
CnoBaMu «WUNN  HECBOEBPEMEHHOe npeAcTaBneHne WHpopmauum un  (Unm)
JOKYMEHTOB NM60 npeAcTaBfieHWe HeAOCTOBEPHbIX WHMopmauunm un (1unu)

[NOKYMEHTOB.

pe3npeHT
ckoin depepaumu B.MyTuH

MockBa, Kpemnb
4 nwoHa 2018 roga
Ne 140-93



