POCCUVICKASI ®EJEPAILIMS
O®EIEPAJBHBIA 3AKOH

O BHecennH H3MeHeHH B PeepaJbHbIH 3aK0H
«006 oGpalieHnH JeKapCTBEHHBIX CPEACTB»

[Tpunst ['ocymapcTBenHON lyMoi 17 mas 2018 roma

Ono6pen CoBeTom Pepepanuu 30 masa 2018 ropma

Buectu B DenepanbHblii 3akoH ot 12 ampenst 2010 roga Ne 61-@3
«O6 obpamenun JekapcTBeHHBIX cpeacTB» (CobpaHue 3aKOHOAATEIHLCTBA
Poccuiickoit ®egepanuu, 2010, Ne 16, cr. 1815; Ne 42, cr.5293; Ne49,
cT. 6409; 2013, Ne 27, ct1. 3477; Ne 48, ct. 6165; 2014, Ne 43, c1. 5797; Ne 52,
cT. 7540; 2015, Ne 29, ct1. 4367; 2016, Ne 1, cT. 9; 2018, Ne 1, ct. 9) cnenyromue
HU3MEHEHHS:

1) mysxkr 2 yactu 6 craThy 13 U3I0XKUTH B CIEAYIONIEH pelaKIin:

«2) OMHOTO  JIeKapCTBEHHOTO  TIpemapaTra, IpeACTaBIeHHOTO  Ha
TOCYJapCTBEHHYIO PETHCTPALMIO B OTHOLIEHUH ONHOTO U TOTO K€ IepKaTells

WK BJIaJejiblia perucTpallMOHHOI'O YAOCTOBECPCHUA JICKAPCTBCHHOI'O Iperiapara
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B BHJIE ABYX U 00Jiee JIEKapCTBEHHBIX MPENapaToB MO/ Pa3IMYHBIMH TOPTOBBIMH
HAaUMEHOBAHUSIMU.;

2) craTsio 16 momonHuTs gacTsmu 4° u 4° crenyromero COLEPKAHUA:

«4’.Ecnin B COCTaBe PErHCTPAallMOHHOrO 10ChE Ha JIEKapCTBEHHBIN
mpernapar il MEIUIIMHCKOIO IPUMEHEHHUS COACPKUTCA IpEeIyCcMOTpeHHas
cratheid 18,  d9acTeiO 1'crarem 30 w  crateeit 34  HACTOAMIETO
denepaqbHOr0 3aKOHA KOMHUS pEIIEHUS YHOJHOMOYEHHOTo (enepasbHOro
OpraHa  HCIIOJHUTENTPHOM BIACTM O  MPOBENEHHUM  HHCIIEKTHPOBAHUS
IPOM3BOAUTENS.  JIEKQPCTBEHHBIX  CPEICTB, OKCIEPTY [0 OQOpMIICHUS
pE3YJIBTaTOB  JKCHEPTU3Bl  JIEKAPCTBEHHOTO  CPEACTBA  MPEIOCTABIISACTCS
B TOpSJKE M HAa YCJIOBHAX, KOTOPHIE NPEIyCMOTPEHHl dacTaMd 4 u 4°
HACTOSAIIENH CTaThbW, KOMHUS 3aK/IIOYEHUSI O COOTBETCTBUM TPOU3BOJUTENS
JIEKapPCTBEHHBIX CPEJCTB TpeOOBaHUSAM IIpaBuI HajIexKaen
ITPOM3BOJCTBEHHON TNPAKTUKH, BBIJAHHOTO YTIOJHOMOYEHHBIM (enepaabHbiM
OpraHoM HCIIOJIHUTEIIbHOU BJIACTH.

4°. 3asBuTens 0653aH NPEACTABUTH B YIOJHOMOYCHHBIH (heaepanbHblIil
OpraH HCHOJHHUTEIIHOM BJIACTH KOMNMIO 3aKJIIOYEHHS O COOTBETCTBUHU
TIPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM MpaBHJI HaJeKalien
IIPOM3BOJICTBEHHON MPAKTHKA B CPOK, HE IPEBBIIAIOIIMN CTa BOCBMHIECATH
pabounx [HEH co [HA TMONY4YeHHs 3ampoca O ee NPeOCTaBICHUH.

VronHoModeHHBIH  (eAepanbHBIA  OpraH  HMCIOJHMUTEIBHOW  BJIACTH,



BBIJaBIIKIl 3aJaHue Ha TMPOBEASHUE IKCIIEPTU3Bl JIEKApCTBEHHOI'O CPEICTBA,
B Te€YeHHe MATH pabouuMx AHEH cO JHSA IOCTYIUIEHHS OT 3asBHUTENsS KOIWHU
3aKIIOYEHHS O COOTBETCTBUU TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM  TPaBWJ  HajJieXalleldl  IIPOM3BOACTBEHHOM  IIPAKTHKH,
HaIpaBlIseT ee¢ B DOKCIEepTHOE Yy4pexkieHue. B ciydae HenpencraBieHUs
3agBUTENIEM B YKa3aHHBIM CpOK KOMNMHM 3aKIIOYEHUA O COOTBETCTBUU
IPOU3BOAUATEIIS JIEKapCTBEHHBIX CpeJIICTB TpeGoBaHUAM TIpaBHII
Ha/UIeXanie MPOU3BOJICTBEHHON NpPaKTHUKU YIIOJIHOMOYEHHBIN (henepaibHbIi
OpraH MCHOJHWUTENIbHOW BJIACTH, BBIJ@BIIMK 3aJaHuWE€ Ha IPOBEICHHUE
AKCIIEPTU3bl JIEKapCTBEHHOTO CPEINCTBa, B TeUeHHe IATH pabodux HHeH
HaIpaBIseT B JKCHEPTHOE YUYPEKICHHE YBEHOMIECHHE O HEINPEeNCTaBICHUN
3asBUTENIEM  KONMH  3aKIIOYEHUsT O  COOTBETCTBUHM  IPOU3BOIUTENS
JIEKapCTBEHHBIX CpeNCTB TpeGoBaHUSIM IpaBuil HaJJexaluen
IIPOU3BOJICTBEHHOU ITPaKTHKHU. Bpems co IUHS HanpasJeHus
3aIpoca JKCIEPTHOTO YUYPEXKIEHHs B YNOJIHOMOYEHHBIH (enepanbHbIi opraH
HCHOJHUTENBHOM BIAacTH OO [JHA IIONYYEHHS OKCHEPTHBIM YUpeKIeHUEM
KOIIMK 3aKJIIOYEHHSI O COOTBETCTBHM NPOU3BOMUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM  MNpPaBHJI  Ha[uiekamiell  IPOM3BONCTBEHHOM  IPaKTHKA
WM YBEOOMJICHHS O €€ HEINpENCTaBIEHUU HEe YYWUTHIBACTCA TPU HCUYHCICHHH

CPOKa IIPOBEACHHS IKCIICPTU3BI JICKAPCTBECHHOI'O CPEACTBA.»,



3) Buactu 3 crateu 17:

a) MyHKTHI 1 ¥ 2 U3JI0XKUTH B CleyIOMIel pelaKLuu:

«l) xomus JIMUEH3WMM Ha [POU3BOACTBO JIEKAPCTBEHHBIX CPEACTB,
BBIJAHHOM IPOMU3BOIUTENIO PETHCTPHPYEMOTro JIEKapCTBEHHOIO Ipernapara [
BETEPHUHAPHOT'O TIPUMEHEHHUS, TSl POCCUICKIX IIPOU3BOJAUTENIEH;

2) xorus JVLIEH3UH Ha IIPOU3BOACTBO JIeKapCTBEHHBIX
CPEe/ICTB, BBIAHHOM IPOM3BOAUTENIO  (papMalleBTUYECKOW cyOcraHLuH,
BXOJMIIEH B COCTAaB PErHCTPUPYEMOro JIEKapCTBEHHOrO Ipemaparta Jyis
BETEPUHAPHOTO MPUMEHEHHS, /ISl POCCUHCKUX IIPOU3BOIUTEIICH;Y;

6) ZOIONHHUTH MyHKTaMH 2' 1 2% CleIyIOLIero ConepIKaHus:

«2") Komus TOKyMeHTa, BELIAHHOTO YIIOMHOMOYEHHBIM OPTaHOM CTPaHHI
TIPOU3BOAUTENS VIS KaXXIOH IPOM3BOACTBEHHOM IUTOINAAKH PETHCTPHPYEMOTO
JIEKapCTBEHHOTO npemnapara IS BETEPUHAPHOIO IPUMEHEHHS
U TOATBEPXKAAMOIIET0  COOTBETCTBUE  IMPOU3BOAUTENS  JIEKAPCTBEHHOIO
npenapata TpeGOBaHMSM IMPaBUWI HaJJIeXallel NMpOU3BOACTBEHHOH MpPaKTHKH,
U €ro InepeBoj Ha PYCCKHUH $3bIK, 3aBEpEHHblE B YCTAHOBJIEHHOM IMOPSIKE,
a Tak)Ke KOIUS 3aKIIOUEHHUS O COOTBETCTBHHU MPOU3BOAMUTEIS JIEKAPCTBEHHBIX
cpencTB TpeOOBaHWSM IIpaBWI HaljeXkameid NpOU3BOACTBEHHONW IPaKTHKH,
BBIJAHHOTO YIIOJTHOMOYEHHBIM (peepalbHBIM OpPraHOM  HCIIONHUTEIbHON
BIACTH Ui KaXJOW IPOM3BOACTBEHHOH IUIOIIAAKH  PErHCTPUPYEMOTO

JICKAPCTBEHHOI'O IIperapara g BETCPHUHAPHOI'O0 IIPUMCHECHUS, 00 KoIus



peleHns O MPOBENSHUH WHCIEKTUPOBAaHHUS IPOU3BOAMTENS JIEKapCTBEHHBIX
CpEenCTB, OPHUHATOIO YIOJTHOMOYEHHBIM (benepabHBIM OpraHoM
UCIOJHUTEIBHON BIacTU Uil  KaXJOM MNPOWU3BOACTBEHHON  IJIOLIAAKHU
PETUCTPUPYEMOTO  JIEKApCTBEHHOrO0  Ipemapara Jid  BETEPUHAPHOIO
OpUMEHEHHS. YKa3aHHbIE [OKYMEHTHI MPEICTaBSIIOTCA B clydae, €cld
IIPOU3BOJICTBO JIEKAPCTBEHHOrO IMperapaTa OCYIIECTBISETCA 3a MpefesiaMu
Poccuiickoit ®enepanuu;

2%) KOMMs TOKYMEHTa, BBINAHHOTO YHONHOMOYEHHBIM OPIaHOM CTPAHBI
IPOM3BOAMTENS  (apMalleBTUUECKOH cyOcTaHIIMM ©  IIOATBEPXKAAIOLIETO
COOTBETCTBHE TIPOM3BOAUTENS (apMalleBTUUeCKOH CyOCTaHLIMK, BXOmsieit
B COCTaB PETUCTPUPYEMOIrO JEKApCTBEHHOI'O Ipernapara [jis BeTepHUHAPHOIO
npuMeHeHus, TpeOOBaHUSAM IMpaBWJI  HaJIeXalled  IpOM3BOICTBEHHOM
IIPaKTUKU, U €ro IepeBO] Ha PYCCKUM S3bIK, 3aBEPEHHbLIC B YCTaHOBICHHOM
NopsAKe, B ciydae, €ClId HPOU3BOACTBO (papMalleBTUUECKOH CyOCTaHIMU
ocylIecTBIIsIeTCs 3a npeaenamu Poccuiickoit @enepauun;;

4) Byactu 4 crarpu 18:

a) B IlyHKTe 3 CJIOBO «BBIJAaHHBIE» 3aMEHHUTH CIIOBOM «BBIIAHHEIXY», TOCIIE
CIIOBa «BJAcTW» MOIOJHHUTH CJIOBaMU «B OTHOIIEHHWH TPOU3BOICTBEHHOM
IO KA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Tpenaparay;

0) B IIyHKTe 4 CIIOBAa «M KOIMIO» 3aMEHHTh CIOBAMH «a TaKXkKe KOITHION,

IIOCJIC CJIOBA «BJACTH» MOIOJHUTH CJIIOBAMU «B OTHOIIICHUM HpOH3BO}ICTBeHHOﬁ



IUTOLIAKHA PETUCTPUPYEMOTro JIEKAPCTBEHHOTO Mpenapara, WK KOO peleHus
YIIOJIHOMOYEHHOTO  (pefiepanbHOr0  OpraHa  HCIIOJHUTENBHOM  BJIACTH
O IPOBEJIEHNH WHCIIEKTHPOBAHUS POU3BOANTEIIS JIEKAPCTBEHHBIX CPENCTBY;

5) B ctatbe 27:

a) 9acTh 2 M3JI0KUTH B CIEAYIOMEH pelaKIum:

«2. OcHOBaHMeM [UIi OTKaza B TOCYJapCTBEHHOM perucTpauuu
JeKapCTBEHHOTO Mpemapara M MEAUIUHCKOrO IIPUMEHEHUs sBIseTcs
3aK/IIOYEHHUE COOTBETCTBYIOIETO YIMOJHOMOYEHHOro (eIepaibHOTO OpraHa
UCIIONIHUTEBHON BJIaCTH O TOM, YTO KadecTBO W (wiH) 3((EKTHBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOT'0 IpenapaTa Ui MeIUIIMHCKOTO TIPUMEHEeHNUS
HE TIOATBEPXKACHBI MTOJIyIeHHBIMH JaHHBIMH WJIM YTO PUCK NMPUUMHEHHS Bpela
3MOPOBBIO HeNIOBEKa BCIIEACTBHE IIpHeMa JIEKApCTBEHHOrO IIpemapara IS
MEIUIIMHCKOTrO MPHUMEHEHHS MPeBhIIaeT 3QPEKTUBHOCTh €r0 MPUMEHEHHS. Y,

0) ZOTIOJIHUTE YacTAMHU 4 U S CIIeAYIOLIEr0 COMePKaHM:

«4.1lpy npenocTaBieHHH 3agBHUTENEM B COCTaBe PETHCTPAIMOHHOI'O
JOChEe Ha JIEKapCTBEHHBIH INperapaT Miisl BETEPUHAPHOTO NMPHMEHEHHS KOIHH
peleHys YIOJIHOMOYEHHOIO (enepalbHOr0 OpraHa HCIIOMHUTEIBHONW BIIACTH
O TIPOBE/ICHUH MHCIICKTHPOBAHHKS IIPOM3BOMTEN IEKAPCTBEHHBIX CPEICTB CPOK
NPUHATHSA PEIICHHS O TOCYJapCTBEHHOH perucTpaliy JIeKapCTBEHHOTO
npenapara Juis BETEPUHAPHOIO MNPUMEHEHHWS TPUOCTAHABIMBAECTICS CO JHS

MOJIy4YeHUS] 3aKIIFOYEHMH, YKa3aHHBIX B 4YacTH | HacTosmed CcTaThy,



J0 IHS TMPHHATHS YIIOJTHOMOUEHHBIM (elepaibHbIM OPraHOM HCIIOJIHUTENIBHOM
BIACTH pelIeHHs O Bblgadye WIM 00 OTKase B BbIJAYe 3aKIIOYEHUS
0 COOTBETCTBHH IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBaHUIM MIPAaBUI
HaUIeXXalneil MpOU3BOJACTBEHHOH NpaKTHKH, HO He Oojee dYeM Ha CTO
BOCEMBIECIT pabounx HHeH.

5.OcHoBaHMeM IUI1 OTKa3a B TOCYJapCTBEHHOW pPETHCTpalMH
JIeKapCTBEHHOTO TIpemapara JUis BETEepUHAPHOIO IPUMEHEHMs  SBISETCS
3aKJIIOUEHHe YIOJHOMOYEHHOTO (pe/iepalbHOI0 oOpraHa HCIONHHUTENBHOM
BI4CTH O TOM, 4YTO KadecTBO ® (winu) 3(h(EKTUBHOCTH PETUCTPUPYEMOIO
JEKapCTBEHHOTO npenapara L BETEPHHAPHOTO MIPUMEHEHHUS
He TIOATBEPKICHB! MOMyYeHHBIMU JAHHBIMU HJIM YTO PUCK NPUYMHEHHs Bpela
3MOPOBBIO0 JKHBOTHOTO BCJEACTBHE TIpHeMa JIeKapCTBEHHOIO IIpernapara
1T BETEPHHAPHOTO NMPUMEHEHHUS NpeBblaeT 3()(eKTUBHOCTE €ro NPUMEHEHNU,
OTKa3 YIOJHOMOYEHHOIO (elepajbHOr0 OpraHa HCIONHUTEIBHON BIACTH
B BbIJaye 3aKIIOYEHHS O COOTBETCTBHUM IPOM3BOJUTEIIS JIEKAPCTBEHHBIX
cpeacTB TpebGOBaHMSAM IpaBWJI HaJjexallelf NpPOM3BOACTBEHHON IPaKTHKH
LU KOKIOU IIPOU3BOACTBEHHON IUIOMIANKHA PETUCTPUPYEMOTO JICKAPCTBEHHOTO
Ipenapara hinvt BETEPUHAPHOTO IpUMEHEHUS B ciydae,
€CIIH  NPOM3BOIACTBO  JIEKAPCTBEHHOIO IIperapara MJisi BETEPUHAPHOTO
NPUMEHEHUST OCYIIECTBIsAeTCS 3a npexenamu Poccuiickoit  ®exnepanwu,

WK OTCYTCTBHC TAKOI'O 3aKIIIOYCHUS.),



6) B cTaThe 29:

a) 4acTh 4 U3JI0KUTH B CIAEAYIOLLIEH peoaKLHu:

«4. K 3agBieHHI0O O TMOATBEPKIASHUU TIOCYJApCTBEHHOW perucrpaluu
JIEKapCTBEHHOTO TIpernapara A MEIULUHCKOrO MPUMEHECHHM S IIPUIAararoTes:

1) JOKYMEHTBI, CoIepIKaIlie pe3yiIbTaThl MOHUTOPHHTA d(PPEKTUBHOCTH
1 0e30MacHOCTH JIEKapCTBEHHOTO TIpernapara A MEOUIIMHCKOIO NPUMEHEHUs,
OpOBEEHHOr0  JepXXaTreleM  WIM  BIAJENbLEM  PErHCTPAliMOHHOIO
yIOCTOBEPEHHUs JIEKAPCTBEHHOI'o Iipenapara JUisi MEJUIIMHCKOrO IPHMEHEHUS
A100 YIIOJTHOMOYEHHBIM UM FOPHIMYECKUM JIUIOM, IO (popMe, yTBEPXKAECHHON
YIOJHOMOYEHHBIM (pejepaIbHBIM OPTaHOM HCIIONHUTEIILHOM BIACTH;

2) xomus JHMIEH3UMH Ha IPOHM3BOACTBO JIEKAPCTBEHHBIX CPEICTB HIIH
KOIUS 3aKJIIOUeHUS] O COOTBETCTBHHU IMPOU3BOIAMUTENS JIEKAPCTBEHHBIX CPEICTB
TpeGOBaHMAM TMpaBUJl HaJexalledl NpOWU3BOACTBEHHOW MPAaKTHKH, BBIJAHHBIX
YIOJHOMOYEHHBIM  (pefiepalibHBIM  OPraHOM  HCIIOJHUTENBHOM  BIacTU
B OTHOLICHWM IPOU3BOACTBEHHON IUIOLIAAKY JIEKAPCTBEHHOIO IIpenapara
U1 MEAULMHCKOTO IPUMEHEHUs, IOCYNapCTBEHHAsh PErucTpaunus KOTOpOro
IIOATBEPXKAACTCA B ClIy4ae, €CIM IPOU3BOACTBO JIEKAPCTBEHHOrO Mpernapara
JUIsl MEIWIIMHCKOTO NIpUMEHEHUsI ocyecTBisieTcs B Poccuiickoit denepanuu;

3) xonusl BBIIaHHOHW YIIOTHOMOUYEHHBIM OPraHOM CTPaHBI TIPOU3BOIUTENIS
JHUIIEH3MH Ha IPOU3BOJICTBO JIEKAPCTBEHHOIO IIpenapara s MEIUIIHHCKOIO

IIPUMCHCHUA U €€ NECPEeBOJ Ha pyCCKIfIﬁ SA3BIK, 3aBE€PCHHBIC B YCTAHOBJICHHOM



MOpsifIKe, a TaKXKe KOMMUS 3aKJIIOYeHUs] O COOTBETCTBUM IPOU3BOAUTEIIS
JieKapCTBEHHBIX CPEencCTB TpeOOBaHUAM IIpaBUII Haaexalein
HPOU3BOJICTBEHHON TNPAKTHKH, BBIIAHHOTO YIOJTHOMOYEHHBIM (henepalibHbIM
OpraHoM KCIIOJTHUTEJIFHOM BIACTH B OTHOLIEHNY IPOU3BOACTBEHHOM IIIOLIANKH
JeKapCTBEHHOTO TIperapara I MEIULMHCKOTO TPUMEHEHHNS, roCyJapCTBeHHAS
perucTpanuss  KOTOpPOrO  TONTBEpXKIAeTcs, WIX  KONHS  pPEeUICHUS
YIIOJTHOMOYEHHOTO  (DeJlepalibHOTO  OpraHa  WCIIOJIHUTENBHOM  BIAacTH
O MpOBEACHUM HMHCIEKTHUPOBAHUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
B ClIyvae, eciy IIPOU3BOJCTBO JIEKAPCTBEHHOIO INperapara i MeAULIMHCKOIO
[IpAMEHEHHs] OCYILECTBIAeTC s 3a npefenaMu Poccuiickoil @enepannn.»;

0) IOIOJHUTH YaCTSIMHU 4! . 43 CIIEIYIOLIETO CONECPKAHUA:

«4'. B OTHOmEHHH GHOTOTMYECKHMX JEKAPCTBEHHBIXK IPENapaToB s
MEAMLIMHCKOIO IPUMEHEHHS 3asABUTENb  JOMOJHHUTENBHO MpPEelCTaBIseT
PE3yILTaTEl MEPONPHUATUH, NPEAYCMOTPEHHBIX IUIAHOM YNPAaBIECHUS PUCKAMU,
YTBEPXKIEHHBIM YIIOJIHOMOYEHHBIM (eepajbHbIM OpraHOM HCIOJHUTENbHON
BJIaCTH IPH OCYLIECTBIIEHUH I'OCYAAPCTBEHHOM pEerucTpalyy JIeKapCTBEHHOTO
npenapara Juisi MEAUIIUHCKOTO PUMEHEHHS.

4*. K 3asBIEHHIO O [TOATBEPXKIECHUU TOCYyIapCTBEHHOM pEerucTpanim
JIEKapCTBEHHOTO npemnapara U1 BETEPUHAPHOTO IIPUMEHEHUS
IOPWIAraroTCsl  JOKYMEHTHI,  COJEpXKalllue  pe3yJbTaThl ~ MOHUTOPHUHIA

>¢pexTuBHOCTH W  6Ge30maCHOCTH  JIEKAPCTBEHHOrO  Ipemapara  Jiis
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BETEPHHAPHOTO TPUMEHEHMs, NPOBOAMMOIO JepXareleM WM BiaJeibleM
PErvCTPallMOHHOIO  yIOCTOBEPEHMs  JIEKApCTBEHHOIO  Impemapara  [uid
BETEPUHAPHOTO MPUMEHEHUs JHOO YINOJIHOMOYEHHBIM UM IOPHIMYECKHM
HIoM, 10 (GopMe, YTBEPKICHHON YIIOTHOMOYEHHBIM (efepalbHbIM OpPraHOM
UCIIOJIHUTEARHON BIACTH, M HOKYMEHTHI, yKa3aHHbIe B ITyHKTax 1, 2 - 2%
MOANMYHKTaX «a», «0», «k», «i» IyHKTa4 dYactéd 3 cTaTh¥ 17 HACTOALIETO
@enepanbHOro 3aKOHA.

4’.C 3asBIeHHEM O MOATBEPXKIECHHH TOCYNAPCTBEHHOH pErucTpaIuu
JIEKapCTBEHHOI0 TMperapara 3asBUTENb IIPEACTaBIfgeT KOIHIO JOKyMEHTa,
MOATBEPKIAIONIET0 YIUIATy TOCYJapCTBEHHOM MOLUIMHBI 3a MOATBEPXKICHHE
TOCYIAPCTBEHHOM  perucTpaldy  JIeKapCTBEHHOTO  mpemapara,  Jbo
MOJKET IIPENCTaBUTh YKa3aHHBIH MOKYMEHT IO COOCTBEHHOW HHMIIMATHBE.
B cinyyae HempeAcTaBleHHs YKa3aHHOIO JOKYMEHTa YIOJHOMOYEHHBIH
¢enepanbHbIf OpraH MCIOJHHUTENbHOW BIAcTU MpoBepsieT (akT YIUIaThl
rOCYJapCTBEHHON TOLUIMHBI 3asBUTENEM IIOCPEICTBOM  HCIOJb30BaHUA
uHpopManun 00 ymjate TIoCyAapcTBEHHON TMOILIMHBEL, —CoAep Kariencs
B ['ocymapcrBeHHOl HH(OPMAalMOHHOM CHCTEME O TOCYIapCTBEHHBIX
W MYHHIUIAJBHBIX IUIaTe)XaX, HAa OCHOBAaHUH IIPEACTABICHHON 3asBUTEIEM
KOIIMH JOKYMEHTa, IIOATBEPKAAOIIEro YIJIaTy roCyapCTBEHHON OIIIHHEL Y,

B) B yactu 13 cioBO «PECUICHHEC)» 3aMCHUTDH CIIOBOM «BaKJIIOUYECHUE,



11

7) B cratbe 30:

a) B 4aCTH | CIOBO «IPHJIOKEHHBIE» 3aMEHUTDH CJIIOBOM «IIpHJIaraeMaley,
BTOPOE U TPEThe NMPEATIOKEHHS UCKITIOUUTH;

6) momonHUT YacTamu 1' - 1° crenyromero comepxaHus:

«1'.TIpu HeoOXOMMMOCTH BHECEHHMS B IOKYMEHTHI, COIEepallfecs
B PETHCTPAIIIOHHOM [IOChE HA 3apericTPUPOBAaHHBIN JEKaPCTBEHHBIN Mpenapar
JUI MEAWIMHCKOTO NMPHMEHEHUS, M3MEHEHUH, yKa3aHHBIX B ITyHKTE 3 4acTH 2
HacTose CTatbl W TpeOYyIOIMX IPOBEACHUS SKCIEPTHU3bl KadecTBa
JeKapCTBEHHBIX  CPENCTB,  3asBUTENb  JONOJHHUTENBHO  IIPEJICTaBIIsIeT
B YIIOJTHOMOYEHHBIN (¢efepanbHblii OpraH HCIOJIHUTENBHOW BIIACTH KOIUIO
JUIEH3UH Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHIO 3aKIIOYEHHUS
0 COOTBETCTBUHM IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSIM MIPABUI
Haajexameil NpOU3BOACTBEHHOW NPAaKTHKH, BBIJAHHBIX YIIOJHOMOYEHHBIM
¢enepanbHBIM OPraHOM HCIOJHHUTENBHOM BIACTH B OTHOIICHHM W3MEHEHHOM
U (M1M) [ONOJHEHHOH MPOW3BOJCTBEHHOW IUIOMIAAKH  JIEKAPCTBEHHOTO
npenapara, B Clydae, €CIM IMPOU3BOACTBO JIEKAPCTBEHHOTO Iperapara
ocymectBiusieTrcsi B Poccuiickoit ®enmepammu, au00 KOIMKIO BBIIAHHOM
YIOTHOMOYEHHBIM OpraHoM CTpaHBI IIPOU3BOAUTEIIS JULCH3UN
Ha MPOHM3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara U ee MepeBO Ha PYCCKH SI3BIK,

3aB€PCHHBIE B YCTAHOBJICHHOM IIOpSAJKE, a TakXe KOIIUIO 3aKIFO4YeHUs
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O COOTBETCTBUM IPOU3BOAMTEIIS JIEKAPCTBEHHBIX CPENCTB TPeOOBAHUAM IPaBHI
HajaJiexanied IMPOU3BOACTBEHHON IPAKTUKH, BBIIAHHOIO YIIOJHOMOYEHHBIM
denepanbHBIM ~ OPraHOM  HUCIOJHUTENBHOM  BJACTM B OTHOLUEHWH
U3MEeHEeHHOM W (W)  JOMOJTHEHHOM  IPOU3BOACTBEHHOM  IUIOLIAAKHU
JeKapCTBEHHOIO Tperapara, WIA KOIHI0 pEeIeHUs YIOJIHOMOYEHHOI'O
¢denepasbHOTO  OpraHa  HCIONHWUTENBHOM  BJacTH O  IPOBEACHUU
WHCIIEKTUPOBAHUS IIPOU3BOAMTENS] JIEKAPCTBEHHBIX CpPEIACTB B  Cllydae,
€CJIM TIPOM3BOJICTBO JIEKAPCTBEHHOIO Npenapara OCyILIECTBIIIETCS 3a IpeAeIaMHu
Poccuiickoii @enepanyu.

1% Ilpy HeoOXOZMMOCTH BHECEHHS B JHOKYMEHTBI, COIEPKAIIUECs
B PerucTPalliOHHOM [OChE Ha 3aperMCTPUPOBAaHHBIM JIEKapCTBEHHBIM Npenapar
UL MEeTUIMHCKOTO MPUMEHEHUs, H3MEHEHUH, YKa3aHHBIX B IyHKTE 4 9acTu 2
HacTosiled craTbl W TpeOymloIIMX MpPOBEIEHHS OKCHEpTU3Bl KadecTBa
JEKapCTBEHHBIX  CPEACTB,  3asABUTENb  [ONOJHUTENBHO  MPEICTABISET
B  YIOJHOMOYEHHbI  (enepanbHbli OpraH  HCIOJIHUTEIBHOH  BJIACTH
KOIHMIO JHMLUEH3UH Ha IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEIACTB MM KOIHIO
3aK/IIOYCHUST O COOTBETCTBHM IIPOM3BOAMTENSA JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHMAM  IPaBWJI  HaJUIeXalled  NPOU3BOJACTBEHHOM  IPaKTHKH,
BBIJAHHBIX YIIOJIHOMOYCHHBIM (hefiepalibHbIM OPTaHOM HMCITOJHHTEILHON BIACTH

B OTHOLICHHH HpOPIBBOI[CTBGHHOﬁ INIOMIaAKH JIEKapCTBEHHOI'O IIperiapara,
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B ciydae, eciu IPOU3BOJICTBO JI€KapCTBEHHOT'O npemnapara
ocymectBisiercs B Poccuiickoit ®enepauuu, au00 KONMUIO BBIIAHHON
YIOJIHOMOY€HHBIM OpraHom CTpaHbl MPOU3BOIATENS JIALEH3UH
Ha TPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapaTa U ee IepeBoj Ha PYCCKUHM S3BIK,
3aBEpEHHbIE B YCTAHOBJICHHOM IIOpSAKE, a Takke KOMHIO 3aKII0YeHUs
O COOTBETCTBHU ITPOW3BOIUTENS JEKAPCTBEHHBIX CPEACTB TpeOOBaHUIM
paBul HaJIeXaIlen IPOU3BOJICTBEHHOM MIPaKTHKH, BBIJIAHHOTO
YIIOJTHOMOYEHHBIM  (pefiepajbHbIM  OpraHOM  MCIIOJHUTEIBHOW  BJIACTH
B OTHOIIEHHH IPOM3BOJICTBEHHOM IUIOLIAKK JEKApPCTBEHHOIO IIpernapara,
WM KONHMIO  pelIeHHWs  YIOJHOMOYEHHOTrO  (eepallbHOrO  OpraHa
HCIIOJIHUTENIFHON BIACTH O TPOBEACHUU HHCIEKTHPOBAHUS MIPOU3BOAUTEISA
JIEKapCTBEHHOI'O CpEICTBa B CIy4ae, €CJId IMPOM3BOACTBO JIEKAPCTBEHHOTO
npenapara ocyLiecTBiseTcs 3a npeneaamu Poccuiickoil Genepauuu.

1. IlpuHsATHE pelieHHs O BHECEHHHM W3MEHeHUM uim o0 oTKaze
BO BHECEHHM HM3MEHEHMH B JOKYMEHTBI, COAEpKallHecs B PEruCTPalHOHHOM
JI0OCh€ Ha 3aperHCTPUPOBAHHBIN JICKAPCTBEHHBIN Npenapar JUisi MeIUIIMHCKOTO
OPUMEHEHHUS, B ClIy4ac HEOOXOAMMOCTH IIPOBENEHHUS IKCIEPTHU3hI KadecTBa
JIEKapCTBEHHBIX CPEACTB U (W) SKCMEPTH3BI OTHOIIEHMS OKHIAeMON IIOJIB3bI
K BO3MOXHOMY PpHCKYy IpPHMEHEHHs JIEKapCTBEHHOTO TIIpemapaTta Jyis

MCIMIHHCKOI'O IIPUMEHEHHUSA OCYIHICCTBIACTCA B CPOK, HE npe}amma}omnﬁ
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JeBsHOCTa paboYMX JHEH, a B OCTAJIbHBIX CIydasX B CPOK, HE MpeBbIIIAIOIIUI
Tpuaatd pabounx QHeW cO IHS MPHUHSATHAA YINOJHOMOYEHHBIM (efepalbHbIM
OpPraHoM HCIIOTHUTENIbHON BIAaCTH 3asBJI€HNUS O BHECEHUH TAKUX U3MEHEHUU.»;

8) B cTatee 31:

a) 9acTh 1 U3JIOKUTH B CIEIyolIell pelakuyu:

«1.B 1menax BHeCEHHS W3MEHEHHA B [OKYMEHTHI, COJepKalldecs
B PErHCTPAallMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN JIEKapCTBEHHBINM mpenapar
IUIsl BETEPHHAPHOTO IIPUMEHEHUS, AeprKaTellb WIH Bilafieiel] peruCTPaiiOHHOIO
yJIOCTOBEPEHHS JIEKAPCTBEHHOI'O Tperapara Wiy yIOJIHOMOYEHHOE UM JPyroe
IOpHOIIeCcKoe JIMLO (Zasee B HACTOSILEH CTaThe - 3asBUTENb) MPENCTaBIACT
B YIIOJIHOMOYEHHBIH ¢efepalbHbI OpraH MCIOJTHUTEIbHON BIACTH 3asBIEHHE
O BHECEHHMH TaKUX M3MEHEHHM 1o (opMe, YCTAHOBICHHOH YIIOJHOMOYEHHBIM
(enepanbHbIM OPraHOM HCIIOJHHUTETBHON BIACTH, W NpUJIaraeMbple K HeEMY
M3MEHEHHS B yKa3aHHBIE JOKYMEHTHI, & TaKXKe JOKYMEHTHI, MOATBEPKIaloNIHe
HEeoOXOIUMOCTh BHECEHMs Takux u3MeHeHuil. [Ipy HeoOXOAUMOCTH BHECEHHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)Kalldecs B PErucTPalHOHHOM JOChe
Ha 3aperHCTPUPOBAHHBIA JIEKapCTBEHHBIH IIpemapaTr sl BETEPHHAPHOTO
IPUMEHEHHs, B CIIydasxX WU3MeHeHUs U (Wid) JONOJHEHHS INPOH3BOICTBEHHOM
IUIOINANKK JIEKAPCTBEHHOIO CpEICTBa, a TaKKe WM3MEHEHMs IIOKa3arenei
KayecTBa JICKApCTBEHHOTO Mpenapara Jjs BeTepUHAPHOIO IPUMEHEHUS U (HJIH)

METOA0B KOHTPOJS Ka4deCTBa JIEKAPCTBEHHOI'O npenapara nJjis BETCPHHAPHOTO
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IpPUMEHEHHS 3aABUTENb JIOMOJHUTENBHO MPEACTaBIAECT B YIOJIHOMOYEHHBIH
(enepanbpHbIM OpraH UCIIOJHUTENBHON BIACTU CIEAYIOLIUE JOKYMEHTHI:

1) xorMsi JNHMLEH3Wd Ha TMPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB,
BEITAHHOH IPOM3BOOUTENIO JICKAPCTBEHHOrO Mperapara Ui BEeTEpUHApPHOTO
MMPUMEHEHHUS, IJI1 POCCUMCKUX IIPOU3BOUTEIICH;

2) komnus JIALIEH3UU Ha IIPOU3BOACTBO JIEKapCTBEHHBIX
CpeACTB, BBIAHHOW TMPOM3BOJAUTENIO  (papMalleBTHYECKONH cyOCTaHIHY,
BXOAAIIEHM B COCTaB JIEKAPCTBEHHOIO Mperapara JUisd BEeTepUHApHOIO
IIPUMEHEHHS, 111 POCCUNCKUX IIPOU3BOUTEIIEN;

3) Komusl JOKYMEHTA, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpaHbI
MIPOU3BOIUTENS IS KaXXIOM NPOU3BOACTBEHHOM IUIOINANKH JIEKAPCTBEHHOTO
npenapara Ui BETEPHUHApHOTO IPUMEHEHWs H  IOATBEP)KIAIOIIETO
COOTBETCTBHE MPOM3BOJUTENS JIEKAPCTBEHHOIO Mpemnapara TpeOoBaHUAM
IIpaBUJI HaAJeXKalled MPOU3BOACTBEHHON PAKTUKHY, U €ro MEePEBOJ Ha PyCCKUil
A3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM IIOpSAJKE, a TAK)X€ KOMHS 3aKIIOUEHUS
O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPENCTB TPEOOBAHMSIM IIPABHII
HaJJIexalel IIPOU3BOACTBEHHONW NPAaKTHKH, BBIAAHHOTO YIIOJTHOMOYEHHBIM
denepanbHBIM ~ OpPraHOM  HCIIONHWTENBHOM  BIacTd O  KakHoH
IIPOU3BOACTBCHHOW TUTOMIAAKH JIEKAPCTBEHHOTO Iperapara Il BeTepUHAPHOTO
IPUMEHEHHs, JHOO KOIMS pElIeHUs O TPOBENCHUH HHCIEKTHPOBAHHS

NPOU3BOAUTEIISI  JICKAPCTBEHHBIX CPEACTB, IPHHATOIO YIIOJHOMOYEHHBIM
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(emepajbHBIM ~ OpraHOM  HCIOJNHUTENBHOH  BIacTM  IJId  KaXJOH
IPOU3BOACTBEHHOM IUIOIIAAKY JIEKapCTBEHHOIO Mperapara Ajis BETEPHHAPHOTO
INpUMEHEHUs.  YKasaHHble JOKYMEHTBhl TpPEINCTaBISIOTCA B Cly4Yae, eclH
IPOU3BOJCTBO JIEKAPCTBEHHOTO TIpernapara IJisl BETEPHHAPHOIO IIPHMEHEHHS
OCyIIeCTBIseTCA 3a npenenaMu Poccuiickoit @enepannuy;

4) xoITist JTOKyMEHTa, BBIHAHHOTO YIIOTHOMOYEHHBIM OPIaHOM CTPaHBI
npousBojuTens (apMmareBTHUeCKOH CyOCTaHIMM M IOJTBEPXKJAIOLIEro
COOTBETCTBHE TIPOM3BOMUTENS (apMaIleBTHUECKOi CyOCTaHIMK, BXOAAIIEH
B COCTaB JIeKQpCTBEHHOTO Iipemapara i BETEPHUHAPHOIO IPUMEHEHHS,
TpeOOBaHMAM TIPaBHJ HaJUIeXailell TPOU3BOACTBEHHOH IIPAaKTHKH, M €r0
MepeBo]] Ha PYCCKHM S3BIK, 3aBepEeHHbIE B YCTAHOBICHHOM IIOpSAIKE, B CIIy4ae,
eCcTH  TPOU3BOACTBO  (apMaleBTHUIeCKOM CyOCTaHIMHM  OCYILECTBISAETCA
3a npegenaMu Poccuiickoit denepanyn.»;

6) IOTIONHKTD YacThio 1' ClIeyIOmero coepaHus:

«1'.B cnyyae u3MeHeHHS H (W) [OIOJNHEHHS IPOU3BOICTBEHHOI
IJIOIIAJKU JIEKAPCTBEHHOrO0 CpeAcTBa [TOKYMEHTHI, YKa3aHHble B 4actu 1
HACTOSAIIEH CTAaThH, MPEICTABIAIOTCS 3asSBHUTEIEM B OTHOIICHHU H3MEHIEMOM
U (Unu) [JOMONHAEMOH  IPOM3BONCTBEHHOM  IUIOUIAAKH  JIEKAPCTBEHHOI'O
cpencTBa. PelleHne O BHECEHMM W3MEHEHHH B JOKYMEHTHI, COIAEPIKAIIHECS
B PErMCTPAI[HOHHOM JIOChE Ha 3aperuCTPHpPOBaHHbIN JIEKapCTBEHHEIH Ipenapar

JUISL BETCPpHUHAPHOTO IIPUMCHCHHS, HIIH 00 OTKa3e B UX BHECEHUH IIPUHUMACTCA
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B CIy4yae HeoOXOAMMOCTH MPOBEAEHHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CPeACTBa
B CpPOK, HE TPEBBIIAOIINNA JeBIHOCTa pabounx IHEH, a B OCTAJbHbIX CIydasx
B CpOK, HE€ MNpEBBIIAIOIIMA TpUALATH paboumx AHEH CO JHA TPUHATUSA
YIIOTHOMOYEHHBIM (hefiepatbHBIM OpraHOM MCIIOJTHUTEHHON BIACTH 3asABJICHUS
0 BHECEHHH TAKUX U3MEHEHHI.);

B) IOMOIHHTH YacTIMH 4' 1 4° clleyIolero conep/KaHus:

«4'. B Cllydae BBISIBJICHHS HEOCTOBEPHOCTH W (WMIIM) HEJOCTaTOYHOCTH
CBENIEHWH, COJIEpKalIuXcsd B INPEJCTABICHHBIX 3asBUTENIEM JIOKyMEHTaX,
YIIOTHOMOUYEHHBIH (eiepalbHblii OpraH MCIOTHUTEIBHONW BJIACTH HaIpaBlseT
3asBUTENIO 3arpoc 00 yTOUHEHWM yKa3aHHBIX CBEIEeHH. 3ampoc MOXeT OBITh
nepefaH YHOTHOMOYEHHOMY IPEACTaBUTENIO 3asiBHUTENs IIOA PacIMCKY,
HaIpaBlIeH II0 MoYTe 3aKa3HbIM IMHCHMOM WM TepeliaH B JJIEKTPOHHOM (opme
10 TEJeKOMMYHHUKallMOHHBIM KaHallaM CBsI3U. B cilydyae HampaBieHus 3ampoca
00 YTOUHEHHH YKa3aHHBIX CBEIEHHH 10 IOYTe 3aKa3HhIM IIHCHMOM OH
CYNTAETCSA IIONyYEHHBIM IO KCTEYEHHM IIeCTH AHEW C JaThl HampaBJCHUA
3aKa3HOT'O IIMChMa.

4%, asiBuTENs O6s3aH IIPEACTAaBUTh OTBET HA 3ampocC YIOJHOMOYEHHOI'O
(enepanpHOro opraHa HCIIOTHUTENBHOM BJIACTH B CPOK, HE IPEBbIIIAOLIHIA
IeBsHOCTa paboumx [HEH co HHA MONy4eHHs NOaHHOTO 3ampoca. Cpokw,

1 v
YKa3aHHBIC B yacTu 1 HacTOAICU CTaTbH, NPHOCTAHABIMBAIOTCA CO JHH
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HanpaBlieHUs] 3asABUTETIO 3alpoca YIOIHOMOYEHHOTO (PelepallbHOro OpraHa
UCIIOJHHUTEIBHOM BJIACTH OO AHA NMOJYy4YEHHUs OTBEeTa Ha JaHHBIM 3alpoc U HE
YYATHIBAIOTCA IPU HCUYUCICHUH CpOKa IPHHATHUS pELIEHUs O BHECEHHHU
H3MECHEHHH B JOKYMEHTBHI, COJEp)Kallyecs B PETUCTPALMOHHOM JOCHE
Ha 3apervuCTpUpPOBAHHBIA JIEKapCTBEHHBIM Ipernapar s BETEPHHAPHOIO
IPUMEHCHU. »;

I)4acTh 5 JIOMONHUTH CJIOBaMH «, JIMOO HETpeJICTaBlIEHUE 3asiBUTENEeM
B YCTaHOBJIEHHBIA CPOK OTBETa HA yKa3aHHBIM B 4YacTu 4! macrosieii craThu
3alpoC YIOJHOMOYEHHOTO (hefiepallbHOTO OpraHa HCTIOJHUTEIBHON BIacTh;

11) IOMOTHHATD 9aCTHIO 6° CIEeAYIOIUETO COMEPKaHUS:

«6*. B clydae BHECEHMS W3MEHEHUH B IOKYMEHTBI, COIEpXKallyhecs
B PETHCTPAalliOHHOM JIOCB€ Ha 3apEeTrUCTPUPOBAHHBIM  JIEKAPCTBEHHBIN
[pernapar A BETEPUHApHOI'O NPUMEHEHUs, B YaCTH, Kacarolencs U3MEeHeHUS
v (W) JONOJHEHWsS  IPOM3BOJICTBEHHOM  IUIOMIAAKH  JIEKAPCTBEHHOTO
npenapara, IIpU IPeACTaBICHUM 3asBUTENEM B COOTBETCTBUU C ITYHKTOM
3 yactu 1 HacTosmedl cTaTbl KOMUM pEIIeHHS YIOJHOMOYEHHOIO
¢denepanbHOTO  OpraHa  HCIONHHUTEIBHOM  BJIACTH O  MPOBENEHHH
HHCIEKTUPOBAHUS IIPOU3BOLNUTEINS JICKAPCTBEHHBIX CPENCTB CPOK, YKa3aHHBIN
B gacTW 6' HacTosmiel CTAaTbH, IIPHOCTAHABIIMBAETCS CO [HS IOIXyHYeHHUS
3aKJIFOYCHUS! KOMMCCHH 3KCIEPTOB 10 [HSA MPUHATUS YIOJHOMOYEHHBIM

(enepanbHBIM OpraHOM HCIIOJHUTENIBLHOM BJIACTH PEIIEHHs O BhIJauye WIH 00



19
OTKa3e B BblJIaue 3aKJIIOUEHHS O COOTBETCTBHH IPON3BOAUTEIIS JEKAPCTBEHHbBIX
CpencTB TpeOOBaHMSM MpaBWI HaJUIeXalleldl NPOU3BOACTBEHHOH IIPaKTHKH,
HO He 6oJiee YeM Ha CTO BOCEMBAECAT pabouux AHEH.»;

€) 4acTh 7 M3JIOXKHUTH B CIEAYIOIIEeH peaaKiyu:

«7. OcHoBaHueM IJIs OTKa3a BO BHECEHHH HM3MEHECHHH B JOKYMEHTEHI,
COIEpXKAIIHecs B PETHCTPAllAOHHOM [OChe Ha  3aperuCTPHPOBAHHBIN
JIEKapCTBEHHBIH TIperapar Ui BeTepUHAPHOTO IPHMEHEHHs, B Clydasx,
He TpeOyIoNMX MPOBEIEHNS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA, SBISIETCS
npejicTaBlieHHe JIOKYMEHTOB, YKa3aHHBIX B 4acTsx 1 ¥ 3 HacTosied crarhby,
B HENOJHOM O0OBEMe WJIH OTCYTCTBHE B TPENCTABICHHBIX TOKYMEHTax
CBelIeHHH, KOTOpEIe MOJDKHBI OBITH B HUX OTPaXkeHBI, JINOO HENpeACTaBIeHHUE
3asBUTENeM B YCTAaHOBJICHHBIA CpPOK OTBeTa HA YKa3aHHBIM B YacTH
4" macrosmeit cratbu 3aMpoc YMOJHOMOYEHHOro (enepasbHOro opraHa
UCTIOJIHUTEIbHOU BIIACTH.»;

’) IOTIOJHATE YacThio 7 CJIEIYIOLIETO COIePIKaHMUs:

«7'. OcHOBaHMeM Ui OTKa3a BO BHECEHHM HM3MEHEHW B JNOKYMEHTHI,
cozliepXalvecss B  PETHCTPAliOHHOM JIOChe Ha  3aperdCTPUPOBAHHBIN
JIEKApCTBEHHBIM IIperapaT M BETepPHHApHOIO NPUMEHEHHs, B ClIydYasx,
TPeOYIOIMX IMPOBENEHMS SKCIEPTH3bl JIEKAPCTBEHHOTO CPENCTBA, SBJIAETCS
3aK/IIOYEHHE  YIIOJHOMOYEHHOIO (De/IepallbHOTO OpraHa HCIIOJHUTEIBHON

BJIaCTH O BO3MOXHOCTH CHHXKXCHUS 6e30nacnocm, KadyeCTBa, 3(1)(1)6KTI/IBHOCTI/I
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JIeKapCTBEHHOTO IIpernapaTa BCJAEACTBHE BHECEHUS H3MEHEHHI B YKa3aHHBIE
JOKYMEHTBI, OTKa3 YHOJHOMOYEHHOTO (eepalbHOro OpraHa MCIOJIHHUTENbHOM
BJIACTH B Bbiaye 3aKJIIOYEHHS O COOTBETCTBUU MPOU3BOAUTEINS JEKAPCTBEHHBIX
cpencTB TpeOOBaHUSAM IpaBU HajuleXalled IIPOM3BOJACTBEHHOM IIPAKTHKH
B Ciyuyae W3MeHCHHs MU (WIHM) OOMOJHEHWs IPOM3BOACTBEHHOH IUIOILANKH
JTeKapCTBEHHOro IIpernapara, €ClIi MPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara
JUI BETEPWHAPHOT'O NPUMEHEHUS OCYIIECTBIISIETCS 3a npejenamu Poccuiickoii
Denepaiiui, MK OTCYTCTBHE 3TOTO 3aKIIOYCHUS.»;

9) myHKT 6 cTaThy 32 U3JI0XKUTH B CIEYIONIECH peaKliin:

«6) OCYIIECTBIEHHS TOCYyAAPCTBEHHON PErMCTpalldd OJHOTO M TOrO JKe
JIEKapCTBEHHOTIO IIpernapaTra B OTHOLICHHWH OJZHOIO M TOTO XK€ HepKaTelld WM
BIaJeNblla PEruCTPallHOHHOIO YIOCTOBEPEHHs JEKapCTBEHHOIO IIpemnapaTta
B BUJIe ABYX M 0oJjiee IeKapCTBEHHBIX IpenapaToB MO pa3IN4HbIMU TOPTOBBIMU
HaVMEHOBaHUSIMU;»;

10) B cratbe 34:

a) B 4acTu 2:

B IyHKTe | CIOBO «BBIAAHHBIE» 3aMEHHUTH CJIIOBOM «BEINAHHBIX», CIOBO
«TIperapaTa» 3aMEHUTH CIIOBOM «CPEIICTBAY;

IYHKT 2 U3JIOKHUTH B CIIeAyroleil peaaKkium:

«2) Konusi JOKyMEHTa, BBLJIAHHOTO YHNOJIHOMOYEHHBIM OPIaHOM CTpPaHBI

IMPOU3BOAUTENS JICKAPCTBEHHOI'O CPEACTBA U IIOATBEPIKIAOIIErO pa3peiieHue
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NPOM3BOACTBA JIEKAPCTBEHHOIO CpPEACTBAa, M €ro TMepeBOl Ha PYCCKHi
S3bIK, 3aBEpeHHble B  YCTaHOBIEHHOM TMOpsAJKe, a TaKkKe  KOIHUA
3aKIIOYEHHS O COOTBETCTBHHM IPOWM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHWSIM  TNpaBWJI  HaJeXalmel  NpOU3BOACTBEHHOM  IPAKTUKH,
BEIIAHHOTO YIIONTHOMOYEHHBIM (efepalbHBIM OpPraHoM HCIOJHHTEIBHON
BIACTH, JIHOO  KOMMS  pEIleHHs  YIOJHOMOYEHHOro  (enepaibHOro
OpraHa HUCHOJNHUTENBHOW BJIACTM O  IHPOBEJEHHMH  WHCIEKTHPOBAHHMS
NPOM3BOJMUTENS  JIEKAPCTBEHHOIO  CPEJCTBA.  YKa3aHHBIE  JJOKYMEHTHI
OpPeACTaBISIOTCS B Cllydae, €CIM  IIPOU3BOJCTBO  JIGKQpPCTBEHHOI'O
CpelCTBa OCYIIeCTBIAETCS 3a npenenaMu Poccutickoil @enepanu;»;

6) B 4acTH 9 CIIOBO «pelleHne» 3aMEHHUTh CIIOBOM «3aKIIIOYEHUEY;

11) B mynkTe 12 gactu 2 cTathl 39 CI0BO «KOMIIETEHTHBIM)» HUCKIIIOYUTH;

12) craTpio 65 DOTIOMHUTH YacTIMH 3 U 4 CIEeIYIONIET0 COAEP)KaHUs:

«3. YnonHoOMOUYeHHBIA (efepanbHblii OpraH WCIOJHUTEIBHON BIacTH
IIpM MpPEACTaBICHUM €My CBEIEHHHM O HECOOTBETCTBUU MPOU3BOAUTENS
JIeKapCTBEHHBIX CpeaCTB TpeOOBaHUAM npaBuI HauIexalen
IPOM3BOACTBEHHON IMPakTUKU W (WIM) O HapyUIeHHH JIUIEH3MOHHBIX
TpeOOBaHMIH,  KOTOpble  OBbIM  BBUIBIEHBI B XOJe  NPOBEICHUS
HHCIEKTHPOBaHUS IIPOU3BOAUTES JIeKapCTBEHHBIX CpEeACTB WIH
OCYILIECTBIEHMs  JIMLICH3MOHHOIO KOHTpoilsi B cdepe  IMPOM3BOJACTBA

JIEKApCTBCHHBIX CpeacCTB u IIpUBCIIA Hin MOIyT IIPUBECTH



22
K  [OPOM3BOACTBY  JIEKAPCTBEHHBIX  NpENapaToB A MEJHIHUHCKOIO
NpHAMEHEHUs, NPUYHHUBIIUX WIHM CIOCOOHBIX HNPUYMHHUTB BpeN JKU3HH
WIH 3I0pPOBBIO TpaXJaH, paccMaTpuBaeT BOMNPOC O IPUOCTAHOBJICHUH
NpUMEHEHHS JICKAaPCTBEHHBIX IIPENapaToB I MEAULIMHCKOIO IIPUMEHEHHs
B YCTAHOBJIGHHOM MM TIOPSIIKE B CIECAYIOMIMNX CIIydasx:

l)coctaB u (WNM) TEXHONOTWsA IPOU3BOJCTBA  JIEKAPCTBEHHOIO
nperapata Ui MEAMIUHCKOTO IPHMEHeHus (C OmHcaHHeM Craauil
TPOU3BOJICTBA) OTJIMYAIOTCS OT 3asBJICHHBIX B PETHCTPALIMOHHOM JIOCKE;

2) NIeKapCTBEHHBIM  mpemapaT  JAIsl  MEIWIMHCKOTO  IIpUMEeHEeHUs
OpoM3BeNeH  Ha  [POM3BOACTBEHHOM  IUIOIIaJKe,  HE  YKa3aHHOH
B PETUCTPAIIIOHHOM JOCHE;

3)y  Opou3BOOUTENS  JIEKAPCTBEHHBIX  CPEICTB  OTCYTCTBYIOT
JOKYMEHTBI, TOATBEP)KAAIOIIUE COOTBETCTBHE KauyecTBa JIEKApPCTBEHHOI'O
npernapara A MEIULMHCKOrO INPHUMEHEHWs, BBOJUMOrO B TIpakIaHCKHi
o0opot, TpeOOBaHHSAM, YCTAaHOBJICHHBIM TIIPH €ro rocyIapCTBEHHOM
perucTpanmy;

4) npon3BOAWTENEM  JIEKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHEIH
C  COOTBETCTBYIOIIUM  YIOJTHOMOYEHHBIM deneparibHBIM ~ OpPTaHOM
UCIIOIHUTENIPHOW BJAaCTH CPOK HE YCTpaHeHBl HapylleHHs TpeOoBaHHM
IpaBUjl HajyIeXalled IIPOM3BOACTBEHHON NPAKTHKU U (WIIK) JIMIEH3HOHHBIX

TpeboBaHuii,  KOTOphle  ObUIM  BHIABIEHBI B  XOJ€  IPOBEJCHUS
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UHCIIEKTUPOBAHMS NPOM3BOAUTENS  JIEKAPCTBEHHBIX CpenCTB WA
OCYLIECTBJEHHS JIMUSH3MOHHOTO KOHTpPOJs B  cdepe  IPOU3BOIACTBA
JIEKapCTBEHHBIX CPEICTB M IPUBEIN HIM MOTYT IPUBECTH K IPOU3BOACTBY
JIEKapCTBEHHBIX IIpenaparoB U1 MEIUIUHCKOTO IIPUMEHEHMS,
NPUYMHUBIONX MWJIA CIIOCOOHBIX IIPUYMHUTH Bpel KU3HU WIM 3J0POBBIO
TpaXKaaH.

4. Y1I0JTHOMOYEHHbIN (efepalibHblii OpraH MCIIOJIHUTENHHON BIACTH
OpY HajM4Mh Yy HEro CBEJACHUWH O HECOOTBETCTBHH IPOM3BOJUTENSL
JEKapCTBEHHBIX CPEACTB TpeboBaHUAM IIpaBUII HaJJIexalien
NPOU3BOJCTBEHHOX MpakTHKH M (WIM) O HapylIeHWH JHIEH3UOHHBIX
TpeGoBaHmii,  KOTOpble  OBIIM  BBIABIGHBI B  XOI€  IHPOBEINECHUA
HHCIIEKTUPOBAHUS IIPOM3BOIMUTENSI  JIGKAPCTBEHHBIX CpPEeACTB WA
OCYHICCTBIICHH  JMLEH3MOHHOTO KOHTpONIA B  cdepe MNPOU3BOACTBA
JIEKapCTBEHHBIX CPEACTB W INpPHBEIM HIM MOTYT IIPUBECTH K IPOU3BOIACTBY
JEKapCTBEHHBIX  Ipernaparos IUId ~ BETEPUHApHOIO  NPHUMEHEHHS,
NPUYHMHKMBIIMX MM CIIOCOOHBIX TNPHYMHHUTH Bpel JXH3HH WIH 3I0POBBIO
XUBOTHBIX, pacCMaTpHBaeT BONPOC O IIPUOCTAHOBICHHH peaU3auu
U IPUMEHEHHS JICKAPCTBEHHBIX IIPEapaToB Ui BETEPUHAPHOTO NMpPUMEHEHHS

B YCTaHOBJICHHOM UM ITOPAIOKE B CICAYIOMUX CIydasXx:
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1) coctaB ¥ (MJTH) TEXHOJOTHS MPOM3BOACTBA JIEKAPCTBEHHOTO Mpenapara
IS BETEPHHAPHOTO TMpUMeHeHHs (C OIMMCaHWeM CTaAuil IPOH3BOICTBA)
OTJIMYAIOTCS OT 3asIBIIEHHBIX B PErUCTPALIOHHOM J0ChE;

2) MeKapCTBEHHBIM  IpemapaT sl  BETEPHUHAPHOIO  MPUMEHEHUS
OpOM3BeIeH  HAa  IPOW3BOACTBEHHOM  IUTONaJKe, He  YKa3aHHOH
B PETHCTPALIIOHHOM I0ChE;

3)y  npousBoAMTeNs  JIEKapCTBEHHBIX  CPEJICTB  OTCYTCTBYIOT
JOKYMEHTBI, TIOATBEPXKJAIONIME COOTBETCTBHE KadecTBa JIEKApCTBEHHOTO
npenapara Jis BETEPHHAPHOTO IPUMEHEHHUS, BBOJMUMOIO B TI'PaXXJIaHCKUH
000poT, TpeOOBaHWSM, YCTAaHOBICHHBIM IIPH €ro  TIOCyJapCTBEHHOM
PerucTparyy;

4) npou3BOAUTENEM  JIEKAPCTBEHHBIX CPEICTB B  COIJIAaCOBaHHBIM
C  COOTBETCTBYIOLIMM  YIIOJHOMOYEHHBIM  (pefepalbHBIM  OPraHoOM
JICTIONIHUTENPHOM BIACTH CPOK HE YCTpaHEHBl HapylleHus TpeboBaHui
NpaBUll HaJuleXxallel! NMpOU3BOACTBEHHOW MNPAKTHKU W (WJIH) JIHIIEH3HOHHBIX
TpeboBaHMi,  KOTOpble  OBUIM  BBISBIGHBI B XOAe  IIPOBEICHUS
UHCIEKTUPOBAaHMA  IPOM3BOAUTENSI  JIEKAPCTBEHHBIX  CPENCTB MM
OCYILECTBJIEHHsA  JIMLEH3HMOHHOTO KOHTpoisi B  cdepe  Ipou3BOACTBA
JEKapCTBEHHBIX ~ CPEACTB M IpPHUBEIH  WIH  MOTYT  IPHUBECTH

K IIPOM3BOJACTBY JICKApPCTBEHHBIX IIPENIAPATOB I BETEPUHAPHOTO IIPHMEHEHNS,
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ODPUYHHHUBIINX WA CITOCOOHBIX NPpAYHMHUTE BpPEI JXKHU3HH HIH 300POBbIO

KHBOTHBIX.»,

13) B yactu 2 crathy 68 cnoBa «uHbpOpMauy U (WIH) JaHHBIX» 3aMEHHUTD
CIIOBAMH «WUJIM HECBOEBPEMEHHOE TpeAcTaBleHue WHpopMauuu u (WiIn)
IOKYMEHTOB JIHOO TmpeJcTaBieHHe HEIOCTOBEpHBIX HHQopMamuu u (WJIH)

JOKYMCHTOBY».

B.Ilytun

Mocksa, Kpemib
4 yroust 2018 roga
No 140-®3



