POCCUVICKAS] ®EJIEPALIAA
O®EJEPAJBHBINA 3AKOH

O BHeceHuHn H3MeHeHHi B PegepaabHbIi 3aK0H
«006 oGpamieHny JeKapCTBEHHbIX CPEACTB»

[Tpunst ['ocymapcTBenHON dyMoid 17 mas 2018 roma

Ono6pen CoBeToMm Pepepanuu 30 maa 2018 roma

Buectu B DenepanpHblii 3akoH ot 12 anpens 2010 roga Ne 61-03
«O6 obpamenun JekapcTBeHHBIX cpeacTB» (CobpaHue 3aKOHOZATEILCTBA
Poccuiickoit ®emepanmu, 2010, Ne 16, cr. 1815; Ne 42, ct.5293; Ne49,
cT. 6409; 2013, Ne 27, ct. 3477; Ne 48, c1. 6165; 2014, Ne 43, ct. 5797; Ne 52,
cT. 7540; 2015, Ne 29, ct1. 4367; 2016, Ne 1, cT. 9; 2018, Ne 1, ct. 9) cnenyromue
HI3MEHEHHS:

1) nysxr 2 yactu 6 ctaThy 13 U3MOXKUTH B cheAyIOLIed pelakiiu:

«2) OMHOTO  JNEeKapCTBEHHOrO  TpemapaTa, MpPEJACTABIEHHOTO  Ha
rOCyJapCTBEHHYIO PETUCTPAIMIO B OTHOWIEHWH OTHOTO M TOTO XK€ AeprKaremns

WA BlIaJelblla PerucTpallHOHHOI'O YAOCTOBEPCHHA JICKAPCTBCHHOI'O IIperiapara

T
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B BHJIE ABYX U 0OJiee JIEKapCTBEHHBIX MPENAPATOB MO PA3THYHBIMH TOPTOBBIMH
HAaHMEHOBAHUSIMU.»;

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

«4*.Ecim B cocrase PETUCTPAIMOHHOTO JIOChE HA JIEKapCTBEHHBIN
mpenapar i MEIUITMHCKOIO NPHUMEHEHHUS COACPKUTCA IpelycMOTpeHHas
cratheil 18,  dacTeiO 1'crarem 30w crateeil 34  HACTOSLIETO
denepaqbHOr0 3aKOHA KOMUS pEIIEHUS YHOJHOMOYEHHOro (denepaspbHOTro
opraHa HCIIOJIHUTEIBHOM BJIACTH O NOPOBEICHUM  HUHCIECKTHPOBAHUS
IPOM3BOAUTENS  JICKAPCTBEHHBIX  CPEICTB, DJKCHEPTY A0 OhOpMIEHHUS
pPE3YJIBTaTOB  JKCHEPTU3Bl  JIEKAPCTBEHHOTO  CPEACTBA  MPEIOCTABIIACTCS
B TOpSJKE M HAa YCIOBHAX, KOTOPHIE HPEIyCMOTPEHHl dacTaMu 4 u 4°
HACTOSAIIENH CTaThbU, KOMMS 3aKJIIOYEHUsT O COOTBETCTBUM TPOU3BOIUTENS
JIEKAPCTBEHHBIX CpENCTB TpeOOBaAHUAM IIpaBuJI HaJIexKaIen
ITPOM3BOJICTBEHHON MNPAKTUKH, BBIJAHHOI'O YHOJHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HCIOJHUTEIHHOMN BIACTH.

4°. 3asBuTens 00653aH NPEACTABHTH B YIOJTHOMOYCHHBIH (eaepabHBbIil
OpraH HCHOJHUTENIHOM BJIACTH KOMNMIO 3aKJIIOUEHHS O COOTBETCTBUH
IIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMAM MpaBHJ Hajjexalien
IIPOU3BOCTBEHHOM NMPAaKTHKUA B CPOK, HE MPEBHIIAIOMIMKA CTa BOCBMUAECITH
pabouux JOHEH cO [JHA TNONy4YEHHs 3ampoca O €€ MNPeoCTaBICHUM.

YroonHoMOYeHHBIH — QefiepalbHBIi  OpraH  UCHOJHHUTEIBHON  BIIACTH,



BBIIABIIMH 3aJaHue Ha MPOBENECHHE JKCIEPTH3BI JIEKAPCTBEHHOI'O CPEACTBa,
B Te€YeHHe INATH pabouWx AHEH CO IHA IOCTYIUIEHHSA OT 3aABUTENS KOIHH
3aKTIOYEHUS O COOTBETCTBHM INPOM3BOIUTENSA JIEKapCTBEHHBIX CPEACTB
TpeOOBaHUSAM  TPaBHI  HajuieXalled  I[IPOM3BOACTBEHHOM  IIPAaKTHKH,
HampaBlsieT ee B DKCIEepTHOe YydpexiaeHue. B ciydae HemnpencTaBieHUS
3ajdBATENIEM B YKa3aHHBIM CPOK KOIMH 3aK/IIOYEHHs O COOTBETCTBHU
[IPOU3BOIUTEIIS JIEKapCTBEHHBIX CPEICTB TpeboBaHUAM NIpaBUII
Ha/UIeXalied MPOU3BOJICTBEHHON NpPaKTHUKU YIIOJIHOMOYEHHbIN (enepaibHbIi
OpraH HCHOJIHMTEJIbHOM BIACTH, BBIJABINWN 3alaHUMe Ha IpOBEICHHE
AKCIEPTU3Bl JIEKApCTBEHHOIO CpPEACTBA, B TEYEHHE IIATH pabodMx MJHEH
HAIpaB/AeT B OJKCIEPTHOE YYPEKICHHE YBEIOMJIEHHE O HENpPeNCTaBICHUN
3asgBHTENEM  KONMHA  3aKMIOYeHHs O  COOTBETCTBHH  IIPOU3BOIUTEIIA
JIEKapCTBEHHBIX CPEenCTB TpeboBaHUAM IIpaBHII HaJyiexKallen
IIPOM3BOJICTBEHHOM IIPaKTUKH. Bpewms co IHA HallpaBJeHUs
3aIpoca JKCHEPTHOTO YUYPEXKIEHHs B YINOJIHOMOYEHHBIH (enepanbHBIH opraH
UCHOJHHUTENBHOM BJIACTH JO JHS MOINYYEeHHs] ODKCHEPTHBIM YUYpeKIeHHEM
KOITHNK 3aKJIIOYEHHSI O COOTBETCTBHM NPOU3BOLUTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUAM  MPaBUJI  Ha[ulexamieil  NPOM3BOLCTBEHHOM  IIPaKkTHKA
WIH YBEOOMJICHHS O €€ HENpeICTaB/ICHUU HEe YYWUTHIBAETCSA TPH HCUHCICHHH

CPOKa IIPOBEAECHHS IKCIIEPTU3BI JICKAPCTBCHHOI'O CPEACTBA. Y,



3) Buactu 3 crateu 17:

a) MyHKTHI 1 ¥ 2 U3JI0KUTH B ClIeAyIOeH pelaKLuu:

«l) xomus JIMUEH3WM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB,
BBIJAHHOM IMPOM3BOIUTEIIO PETUCTPHPYEMOro JIEKApCTBEHHOI'O Ipernapara I
BETEPHUHAPHOT'O TIPUMEHEHHUS, ATl POCCUHCKUX IPOU3BOAMNTENICH;

2) xonus JULECH3UH Ha TIPOU3BOACTBO JIeKapCTBEHHBIX
CPEe/ICTB, BBIJIAHHOM TPOM3BOAUTENIO  (hapMalleBTUYECKOW  CcyOcraHLuy,
BXOJMIIEH B COCTAB PErHCTPUPYEMOro JEKapCTBEHHOro Ipernaparta JJis
BETEPUHAPHOTO TIPUMEHEHHUS, JJIsl POCCUHCKUX IIPOU3BOUTENEH;;

6) ZOIOIXHHATH MyHKTaMH 2' 1 2% CleIyIoLIero conep KaHus:

«2") Komus HOKyMeHTa, BELIAHHOTO YIONTHOMOYEHHBIM OpPraHOM CTPAHEI
TIPOU3BOAUTENS IS KaXXIOM IPOM3BOACTBEHHOM ILTOIIAAKH PETHCTPHPYEMOTO
JIEKapCTBEHHOTO npemnapara ISt BETEPUHAPHOTO IPUMEHEHUS
U TOATBEPXKAAIOLIETO  COOTBETCTBUE  IMPOU3ZBOAUTENS  JIEKAPCTBEHHOI'O
npenapata TpeGOBaHUSIM NPaBWI HaJIeXKalledl NMPOU3BOACTBEHHOHN NPaKTHKH,
U €ro IepeBoj Ha PYCCKHUH $3bIK, 3aBEpEHHblE B YCTAHOBJIEHHOM IOPSOKE,
a Tak)e KOIHS 3aKJIIOUYEHHS O COOTBETCTBHHU MPOU3BOAMUTENS JICKAPCTBEHHEBIX
cpeAcTB TpeGOBaHUSIM IPaBUII HAIJEKaIleHd NpPOM3BOACTBEHHOM IPAaKTHKHY,
BBIJAHHOTO YIIOJTHOMOYEHHBIM (eliepalbHEIM OpraHOM  HCIOJHMTEIBHOM
BIACTH JUIi KaXAOH IPOM3BOACTBEHHON IUIOUIANKH  PETUCTPUPYEMOIo

JIEKapCTBEHHOI'O IIpeHapara A BETCPHHAPHOIO IIPHUMCHCHUS, 6o KoImus



pellieHnss O MPOBENSHUH HHCIEKTUPOBAHHUS IIPOU3BOIUTENS JIEKapCTBEHHBIX
CPEICTB, OPHUHSATOIO YIOJTHOMOYEHHBIM (benepanbHBIM OpraHoM
UCHOJHUTEIPHON BHacTH Uil  KakKAOM MNPOWU3BOACTBEHHOH  IIOLIAAKU
PETUCTPUPYEMOTO  JIGKapCTBEHHOIO  Ipemapara i1 BETEPUHAPHOIO
OpUMEHEHUS. YKa3aHHbIE MOKYMEHTHI IIPEJCTaBISIIOTCA B CcIydae, €cld
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O TMperiapaTa OCYIIECTBIAETCA 3a MpefesiaMy
Poccuiickoiit @enepanuy;

2%) KOMMs TOKYMEHTA, BBIJAHHOIO YHOJHOMOYEHHBIM OPIaHOM CTPaHBI
IPOM3BOAMTENS  (papMalleBTUUeCKOl cyOcTaHIIMM U I[IOATBEPXKAAIOLIETO
COOTBETCTBHE TIPOM3BOAUTENS (papMarleBTUUeCKOH CyOCTaHLIMK, BXOAsIIeit
B COCTaB PETUCTPUPYEMOro JEKAPCTBEHHOI'O Mperapara s BEeTEPUHAPHOIO
OpUMeHeHus, TpeOOBaHWSAM IMpaBWII  HaJIeXalled  IpPOM3BOJCTBEHHOM
IIPaKTUKY, U €ro MepeBOl Ha PYCCKUM S3bIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM
NopsAKe, B ciydae, €ClId NPOU3BOJACTBO (hapMaleBTUYECKOH CyOCTaHIyu
ocylIecTBIIsIeTCs 3a npenenamu Pocculickoit @enepaun;y;

4) Byacth 4 crarbu 18:

a) B IlyHKTe 3 CJIOBO «BBIJaHHBIC)» 3aMEHUTH CIIOBOM «BBIIAHHBIX», [TOCTIE
CIIOBa «BJIACTH» [JOIIOJHHTH CIIOBAMU «B OTHOMICHHWH TIPOU3BOJICTBEHHOM
IUIOIIAIKKA PETUCTPUPYEMOTO JIEKApCTBEHHOTO Mperaparay;

0) B IIyHKTe 4 CIIOBAa «¥ KOIMIO» 3aMEHHTH CIOBAMH «a TAKKe KOITHION,

IOCJIC CJIOBA «BJACTH» AOHIOJHUTE CJIOBAMHU «B OTHOIUCHUH HpOHBBOI[CTBGHHOﬁ



ILUTOLIANKH PETUCTPUPYEMOTro JIEKapCTBEHHOTO Mpenapara, Uiy KOIUIO PeLeHUs
YIIOJIHOMOYEHHOTO  (pefiepanbHOr0  OpraHa  MCIOJHUTENBHOM  BJIACTH
O IPOBEJIEHNH WHCIIEKTHPOBAHNSA IPOU3BOJUTEINA JEKAPCTBEHHBIX CPEICTBY;

5) B ctatbe 27:

a) 9acTh 2 M3JI0KUTH B CIEAYIOIEH pelakIuu:

«2. OcHOBaHMeM [UId OTKaza B TOCYJapCTBEHHOM perucTpauuu
JeKapCTBEHHOTO Tmpemnapara I MEAUIUHCKOTO IIPUMEHEHHUS SIBISETCS
3aK/IIOYEHNE COOTBETCTBYIOIETO YIONHOMOYEHHOTO (efepaibHOTO opraHa
UCIIONHUTEBHONM BJIaCTH O TOM, 4YTO KadecTBO W (WwiH) 3((EKTHBHOCTH
PETUCTPUPYEMOTO JIEKapCTBEHHOTO IperapaTta sl MEAULIMHCKOTO ITPUMEHEHUS
HE TIOATBEPXKICHBI MTOJYISHHBIMU JaHHBIMU WJIH YTO PUCK NMPUYHUHEHHUS Bpena
3MOPOBBIO HENIOBEKa BCIIEACTBHE IIpUeMa JIEKapCTBEHHOrO IIpemaparta IS
MEIUIIMHCKOIO MPHUMEHEHHUS MPEBBIIAET 3PPEKTUBHOCTD €ro MIPUMEHEHHS. »;

0) HOTIOJIHUTH YacTAMHU 4 U 5 CIIeYIOIIEro CoOnePKaHUs:

«4.1lpy npenocTaBieHHHM 3adBHUTENIEM B COCTaBe PETHCTPALHOHHOI'O
JOChE Ha JIEKapCTBEHHBIN NpemnapaT HJii BETEPUHAPHOTO NPHMEHEHHsS KOIHH
pellleHys YIIOJIHOMOYEHHOIO (elepalhbHOro OpraHa MCITONHUTENLHON BIacTH
O TPOBE/ICHUH MHCIEKTHPOBAHHKS IIPOM3BOJUTEI ISKAPCTBEHHBIX CPEICTB CPOK
NPUHATHSA PEIIEHAS O TOCYJapCTBEHHON perucTpaliy JIEKapCTBEHHOIO
npenapara Ui BETEPUHAPHOTO NPUMEHEHHs I[IPHOCTAHABIMBACTCS CO JIHS

HOJIydeHHA 33KJIIO‘I€H[/II\:I, YKa3saHHbIX B 4YacCTH 1 HaCTOAIIEH CTaThH,
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IO IHS TIPUHATHS YIOJHOMOUYEHHBIM (eiepaibHbIM OPraHOM UCIIOIHHUTENBHOM
BIACTH pelleHHs O BblJadye WIM 00 OTKase B BbIAAYE 3aKIIOYEHUS
O COOTBETCTBHH IIPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM NPABHII
Ha[UIeXalneil MpOM3BOJACTBEHHOH NpakTWKH, HO He Oosjee dYeM Ha CTO
BOCeMBbIeCT pabounx AHEH.

5.OcuHoBagMeM M OTKaza B TOCYIapCTBEHHOM  perucrpaiuu
JIEKapCTBEHHOTO Tperapara JUli BETePUHAPHOIO INIPUMEHEHHS  SBJISETCS
3aKJIIOUEHHe YIOJHOMOYEHHOTO (peiepalibHOI0 OpraHa HUCIOIHHUTEIbHON
BJI4CTH O TOM, 4YTO KadecTBO u (win) 3(OQPEeKTUBHOCTH PETUCTPUPYEMOTO
JEKapCTBEHHOTO npemnapara st BETEPHUHAPHOTO IpUMeHEHU]
He TOATBEP)KICHBI MOIyYeHHBIMU JAaHHBIMU HIJIM Y4TO PUCK IIPHYMHEHHUS Bpena
300POBBIO JKMBOTHOT'O BCJENCTBHE IIpHeMa JIeKapCTBEHHOI'O IIperapaTta
IUTSl BETepUHAPHOTO MIPUMEHEHHUS NpeBbIIaeT 3 (eKTUBHOCTL €r0 NPUMEHEHNS,
OTKa3 YIOJHOMOYEHHOro (efeparibHOr0 OpraHa HCIOJHUTENBHON BIACTH
B BBlAaYe 3aKIOYEHHUS O COOTBETCTBHHM IPOU3BONUTENA JIeKapCTBEHHBIX
cpeactB TpeOGOBaHMSAM IMpaBWJ HaJjexalledl IpPOM3BOACTBEHHOM IPaKTHKH
IUI KQKAOHM IIPOU3BOACTBEHHOM IUIOMAAKUA PETUCTPUPYEMOrO JICKaPCTBEHHOIO
Ipemapara ULt BETEPUHAPHOTO IpUMEHEeHHs B ciydae,
€CJM  IPOU3BOIACTBO  JIEKAPCTBEHHOTO Ipemapara sl BETEPHUHAPHOTO
IIPUMEHEHUST OCYILIECTBIsAETCS 3a mnpenenamu Poccuiickoii  ®enepanmy,

WM OTCYTCTBHUE TAKOI'O 3aKIFOUCHHUA.»,



6) B cTaTtee 29:

a) 4acTh 4 U3JI0KUTH B CIAEAYIOLIECH pelaKIyHy:

«4. K 3agBieHUI0O O MOATBEPKIACHMU T'OCYJAPCTBEHHOW perucTpanuy
JIEKapCTBEHHOTO IIpernapara Ajis MEIULMHCKOrO IPUMEHEHHS IPUIararoTCs:

1) IOKYMEHTBI, CoIepIKalliie pe3yibTaTbl MOHHUTOPHHTA (P PEKTUBHOCTH
1 6e30MacHOCTH JIEKapCTBEHHOTO Tpernapara JJIsi MEIUIIMHCKOIO IPUMEHEHNs,
OPOBEIEHHOI0  JiepXKareiieM WIH  BIaAeNbIleM  PErHCTPAlHOHHOIO
yIIOCTOBEPEHHUS JIEKAPCTBEHHOI'O Iipernapara s MEIUIIUHCKOrO IIPHMEHEHHS
A100 YIIOJTHOMOYEHHBIM UM IOPHAWYECKUM JIUIIOM, TI0 (pOpMe, YTBEPKAECHHOU
YIOJHOMOYEHHBIM (pefepalbHBIM OPIaHOM MCIIOTHUTENIBHOM BIACTH;

2) xomus JIMIEH3UMH Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB HIIH
KOIHUST 3aKJIIOUEHUSI O COOTBETCTBHHU MPOM3BOAUTENS JEKAPCTBEHHBIX CPEACTB
TpeGOBaHMAM TpPaBWIl HaAJeXalled MPOU3BOICTBEHHON MPAaKTUKH, BBIAAHHBIX
VIOJHOMOYEHHBIM  (pefiepalbHBIM  OPraHoOM  HCIOJHUTENBHOW  BJacTH
B OTHOLIEHWH TPOU3BOACTBEHHOHN IUIOLIAJKH JIEKAPCTBEHHOIO IIpenapara
I MEOULMHCKOIO IPUMEHEHUs, IOCYNapCTBEHHAss PErucTpaunus KOTOpOro
MIOATBEPXKAACTCS B CIy4ae, €CIM IPOW3BOICTBO JIGKAPCTBEHHOro IIperapara
IUIsl MEIMIIMHCKOTO NIPUMEHEHUsI ocylecTBisieTca B Poccuiickoii ®enepanum;

3) xonus BBIIAHHOHW YIIOJHOMOYEHHBIM OPTaHOM CTPAHBI IPOU3BOIMTENS
JIMIIEH3WH Ha IPOM3BOJICTBO JIEKAPCTBEHHOIO IIperiapaTta IS METUITHHCKOIO

IPUMEHEHHsT M €€ MEPEBOJ Ha PYCCKUH S3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM



MOpsiZIke, a TakKe KOMHUS 3aK/IIOYeHUs O COOTBETCTBHM INPOU3BOMUTEN
JieKapCTBEHHBIX CpPEeacCTB TpeboBaHUAM MpaBUII HaJIexaniei
MPOU3BOJICTBEHHON TNPAKTHKK, BBIIAHHOTO YIOJXHOMOYEHHBIM (enepalbHbIM
OpraHoM MCIIOJHHUTENFHOM BIACTH B OTHOIIEHUY IIPOU3BOACTBEHHON IIIOIIANKY
JeKapCTBEHHOTO TIperapara il MeIULMHCKOTO TPUMEHEHHUS, roCcyJapCTBeHHAS
perucTpanuss  KOTOpPOTO  TONTBEpXKIAaeTcs, WIX  KONHS  peUleHUs
YIIOJTHOMOYEHHOTO  (DeJlepalibHOr0  OpraHa  MCITOJIHUTENBHOM  BIAacTH
O MpOBEACHUM HMHCIEKTHPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
B CiIyuae, eciiy IPOM3BOJACTBO JIEKapCTBEHHOI'O Iperapara JUisi MEAULMHCKOro
IIpHEMEHEHHsI OCYLLECTBIAETCS 32 npenenaMu Poccutickon Qenepaunn.»;

0) IOMOJHUTH YaCTSIMHU 4! . 43 CJIEIYIOIIEr0 COACPIKAHUA:

«4'. B oTHOImEHMH GHONOTHYECKHMX JEKAPCTBEHHBIK IPEIapaToB I
MEIMLIMHCKOIO NPHUMEHEHHS  3asABHUTENb  JOMOJHHTENBHO  IPEACTaBIsieT
PE3YILTATEl MEPOIPHUATUH, NPEAYCMOTPEHHBIX IUIAHOM YNPaBIECHUS PUCKAMU,
YTBEPXKIAEHHBIM YIIOJIHOMOYEHHBIM (elepalbHBIM OpraHOM HCIOJHUTENBHON
BJIaCTH IPH OCYIIECTBIIEHUM I'OCYAAPCTBEHHOM pEerucTpaluy JIeKapCTBEHHOTO
npenapara il MEAUIUHCKOTO MPUMCHCHHS.

4*. K 3asBIEHHIO O [IOATBEPXKICHUN TOCYHapCTBEHHOW perucTpaluu
JEeKapCTBEHHOTO npemnapara JULST BETEPUHAPHOTO MIPUMEHEHHUS
OPUIAraroTcs  JAOKYMEHTHI,  COJEpXKallue  pe3yJbTaThl  MOHUTOPHHIA

3QQexkTHBHOCTH W 0E30IIaCHOCTU  JIEKAPCTBEHHOIO  Ipemapara  Juis
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BETEPHHAPHOTO MPUMEHEHMs, NPOBOAMMOIO JepXarejeM WM BiaJelbleM
PErHCTPallMOHHOTO  yJOCTOBEpEHMA  JIGKApCTBEHHOI'O  Ipemapara i
BETEPUHAPHOIO MPUMEHEHHS JHMOO YIOJHOMOYEHHBIM HM IOPHIUYECKHM
nunoM, 1o (GopMe, YTBEPKICHHOM YIOJTHOMOYEHHBIM (elepalbHbIM OPraHOM
UCIIOJHUTEARHON BIACTH, M HOKYMEHTHI, yKa3zaHHble B ITyHKTax 1, 2 - 2%
MOANMYHKTaX «a», «0», «k», «D» IyHKTa4 4acTh 3 craTh¥ 17 HACTOSAILETO
@enepanbHOro 3aKOHA.

4’.C 3asBiIeHHEM O MOATBEPKIEHHH TOCYHAPCTBEHHON PErHCTpAlliH
JIEKapCTBEHHOr0 IMperiapara 3asBUTENb IIPEJCTABISeT KOIMUIO JOKYMEHTa,
MOATBEPKIAIOIEr0 YIUIATy TOCYJapCTBEHHOM IMOLUIMHBI 3a MOATBEPXKICHHE
TOCYIApCTBEHHOM  perucTpaldy  JIeKapCTBEHHOTO  Ipemapara,  Jubo
MOJYKET TPeNCTaBUTh YKa3aHHBIH HOKYMEHT II0 COOCTBEHHOHM WHHUIIMATHUBE.
B cinyyae HenpeacTaBiIeHHS YKa3aHHOIO JOKYMEHTa YIOJHOMOYEHHBIH
¢enepanbHbIii OpraH HCIOJHUTEIBHOM BIAacTU IMpoBepsieT (akT yIaThl
rOCYJapCTBEHHON TOLUIMHBI 3asgBUTENEM IOCPEICTBOM  HCIIOJb30BaHUA
uHpopMauuu 00 ymjuare rocydapCTBEHHOM TOULIWHEI, CoIep Kameics
B l'ocymapcrBeHHON HH(OpManMOHHOM CHCTEME O TOCYIapPCTBEHHBIX
W MYyHHLUUIAJBHBIX IIIaTe)Xax, Ha OCHOBAaHWH IIPEJICTABICHHON 3asBUTEIEM
KOIINY JOKYMEHTA, IOATBEPKAAIONIET0 YILIATy TOCYOapCTBEHHOM [TOIMIIHHEL Y,

B) B yactu 13 cioBo «PEUICHHUEC) 3aMCHHUTDH CIIOBOM «BaK/IIOUCHUEY,
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7) B cratbe 30:

a) B 4aCcTH | CIOBO «IPHJIOXKEHHBIE» 3aMEHHUTH CJIOBOM «IIpUiaracMaley,
BTOPOE U TPEThe MPEATIOKEHHS UCKITIOUUTB;

6) momonHUTb YacTaMu 1' - 1° crenyromero comepaHus:

«1'.TIpu HEOOGXOMMMOCTH BHECEHHMS B JOKYMEHTHI, COIEpXKaIIecs
B PETHCTPAIIIOHHOM [OChE HA 3apervucTpUpPOBAaHHBIN JIEKapCTBEHHBIN IIpenapar
JUI MEAWIIMHCKOTO MPHUMEHEHUS, U3MEHEHHH, yKa3aHHBIX B ITyHKTe 3 4acTH 2
HacTose CcTatbl W TpeOymoIux IpOBENSHUs HKCIEPTH3Bl KauecTBa
JeKAapCTBEHHBIX  CPEICTB,  3asABUTENb  JIONOJIHUTEIBHO  IPEACTaBIsEeT
B YIOJTHOMOYEHHBIH ¢efepanbHblii OpraH HCHOJHUTENHHOM BIACTH KOIHIO
JTUIEH3UH Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHUIO 3aKIIOYEHHUS
0 COOTBETCTBHHM IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUAM MPaBUI
Hajjexamel NpOU3BOACTBEHHOW IPAaKTHKH, BBIAAHHBIX YIOJHOMOYEHHBIM
denepanabHBIM OPraHOM HCIOJHHUTENBHOM BIACTH B OTHOIIEHHM H3MEHEHHOM
U (W1M) [ONONHEHHOH IPOHM3BOJICTBEHHOH IUIOINAAKH  JIEKapPCTBEHHOTO
npenapara, B Clydae, €clId IPOU3BOACTBO JIGKAPCTBEHHOTO IIperapara
ocymectBisieTrcsi B Poccuiickoit ®epepanuu, aub0 KOMUIO BEIAAHHON
YIIOJTHOMOYEHHBIM OpraHoMm CTpaHbI IIPOU3BOAUTEIIA JIULCH3UN
Ha MPOH3BOJCTBO JIEKAPCTBEHHOI'O IIperapara U ee MepeBOJl Ha PYCCKHN I3bIK,

3aBEPCHHBIE B YCTAHOBJICHHOM IIOpAAKE, A TakKXe KOIUK 3aK/IOYeHUA
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O COOTBETCTBMH IPOM3BOIMTEIIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM IPaBUI
Haajexanleil IMPOU3BOACTBEHHON NPAKTUKHM, BBIIAHHOIO YIOJHOMOYEHHBIM
denepanbHBIM ~ OpPraHOM  HCIOJHMTENBHOM  BJIAaCTM B OTHOIUEHHUH
U3MEeHEHHOM  u (WIM)  JOMOJHEHHOM  IPOW3BOACTBEHHOW  ILIOLIANKH
JeKapCTBEHHOTO Tpernapara, WIA KONHIO PELIEHUS YIOJIHOMOYEHHOTO
(enepasibHOTO  OpraHa  MCHOJHWUTEIBHOM  BJIaCTM O  IPOBEICHHU
WHCIIEKTUPOBAHUS IPOM3BOAMTENS JIEKAPCTBEHHBIX CpEJICTB B  Ciy4ae,
€CJIM TIPOM3BOJICTBO JIEKaPCTBEHHOIO Npenapara OCyLEeCTBISIETCS 3a IpeAeiiaMu
Poccwuiickoil @enepanu.

12 IIpy HEoOXOZMMOCTH BHECEHHS B HOKYMEHTBI, COIEpPKAIIUECs
B PerucTPalliOHHOM [OChE Ha 3aperHCTPUPOBAaHHBIN JIEKAPCTBEHHBIN Ipenapar
UL MEeTUIIMHCKOTO MPUMEHEHNs, H3MEHEHUH, YKa3aHHBIX B IyHKTe 4 9acTu 2
HacTosled craTbu W TpeOyOIMX IPOBEAEHMS OKCIEPTU3Bl KayecTBa
JEKapCTBEHHBIX  CPEACTB,  3asABUTENb  JIONOJHUTENBHO  IPEACTABISAET
B  YIOJHOMOYEHHbIH  (enepanbHbIi OpraH  HCIOJNHUTENBHOH  BJIACTH
KOIHIO JHMLEH3UH Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPEJCTB HIM KOIHIO
3aK/IIOYCHUST O COOTBETCTBHM NPOU3BOAMTENS JIGKAPCTBEHHBIX CPEICTB
TpeOOBaHMAM  IpPaBWJl  HaJJeXxamled  NPOU3BOIACTBEHHOM  IPaKTHKH,
BBIZIAHHBIX YIIOTHOMOYEHHBIM (hefiepajbHbIM OPTaHOM HCIIOIHHTEIBHOM BIACTH

B OTHOIIEHHWHM IPOHM3BOJCTBEHHOH IUIOMIAAKM JEKapCTBEHHOrO Iperapara,
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B ciyyae, eciiu IPOU3BOACTBO JIEKApCTBEHHOIO npemnapara
ocyuiecTBisieTcs B Poccmiickoit ®enmepanyy, nu60 KONMMIO  BbIIAHHOH
YIIOJIHOMOY€HHBIM OpraHom CTpaHbl MPON3BOIUTEIS JHALIEH3UH
Ha TPOM3BOJACTBO JIEKAPCTBEHHOTO TIperapaTa U ee NepeBol Ha PYCCKUM S3BIK,
3aBEpEHHbIE B YCTAHOBJIGHHOM IIOpSAKE, a Takke KOMNHIO 3aKII0YeHUs
O COOTBETCTBHUH IIPOW3BOIUTENSI JEKAPCTBEHHBIX CPENCTB TpeOOBaHUSAM
IpaBul HaIJIeXallen IIPOU3BO/ICTBEHHOM IIPaKTHKH, BBIJIAHHOTO
YIIOJTHOMOYEHHBIM  (peZiepaibHbIM  OpraHOM  HCIIOJHUTEIBHOW  BIIACTH
B OTHOIIEHHH IPOU3BOJICTBEHHOM IUIOLIAIKK JEKApCTBEHHOIO IIpernapara,
WM KONHMIO  pelIeHHWs  YIOJIHOMOYEHHOTO  (eepallbHOTO  OpraHa
HCIIOJIHUTENIFHOM BIACTH O TPOBEACHUU HHCIEKTHPOBAHUS TIPOMU3BOAUTEISA
JIEKapCTBEHHOI'O CpEACTBa B CIy4dae, €CId IMPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara ocyLiecTBisercs 3a npeneaamu Poccuiickoil Genepaunu.

1. IlpyHsATHE peleHHss O BHECEHMM W3MEHEeHUM umm o0 oTkase
BO BHECEHHM HM3MEHEHHMH B JOKYMEHTHI, COACPXKAIMECS B PErHCTPalliOHHOM
JI0OChe Ha 3aperHCTPUPOBAHHBIN JIEKaPCTBEHHBIN MpernapaT s MeIUIUHCKOTO
OPUMEHEHHUS, B ClIy4ae HEOOXOAMMOCTH IIPOBEACHHUS HKCIEPTH3El KauecTBa
JIEKapCTBEHHBIX CPEeACTB U (W) SKCIEPTH3BI OTHOIIEHUS OKHIAEMON IIOJIB3bI
K BO3MOXHOMY PpHCKY IIPUMEHEHHs JICKapCTBEHHOTO Iipemapara s

MCIAMIIHHCKOI'O IIPMMEHEHHs OCYHIECTBISICTCA B CpPOK, He HpCBBIHIaIOHJ;Hf;I
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JeBSHOCTa paboYymX HHEH, a B OCTAJbHBIX CIy4asX B CPOK, HE MPEBbIILAIOLINM
Tpuaatd pabounx OHeW cO OHS MPUHATHAA YNOJHOMOYEHHBIM (enepaibHbIM
OpraHoM HCIIOTHUTENIFHOW BJIACTH 3asBJICHUS O BHECEHUH TaKMX U3MEHEHMM.»;

8) B cTatee 31:

a) 9acTh 1 U3JIOKUTH B CIEXyoleil pefakyn:

«1.B 1memax BHeCeHHS W3MEHEHHM B [JOKYMEHTHI, COIepsKalmecs
B PETHCTPALlMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN JIEKapCTBEHHBINM mpernapar
IUTsl BETEPHHAPHOTO TIPUMEHEHHS, AepKaTellb WIK BlIaJiellel] pEruCTPaioOHHOIO
yJIOCTOBEPEHHS JIEKAPCTBEHHOI'O Tpernapara Wiy yIOJIHOMOUYEHHOE UM Jpyroe
IOpHIIYecKoe JIMLO (Zjasiee B HACTOSILEH CTaThe - 3asBUTENb) NPENCTaBIACT
B YIIOJTHOMOYEHHBIH (enepanbHblii OpraH UCIOIHUTEIbHON BIACTH 3asBllEHHE
O BHECEHHMH TaKUX H3MEHEHHH mno (opme, YCTAHOBICHHOU YIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJHHUTENHHON BIACTH, M TNpHJIaraeMble K HEMY
U3MEHEHHS B yKa3aHHBIE JOKYMEHTHI, & TaKkXKe JOKYMEHTHI, MOATBEPKIaloNIHe
HEeoOXOIUMOCTh BHECEHMs Takux u3MeHeHuid. [Ipy HeoOXOAMMOCTH BHECEHHMS
U3MEHEHUH B JIOKYMEHTBI, COJEpXKalldecs B PErucTPalHOHHOM JOChe
Ha 3aperHCTPHUPOBAHHBIA JIEKapCTBEHHBIH IIpemapaT Hjis BETEPHHAPHOTO
IPUMEHEHHs, B CIIy4asX M3MeHeHUs U (WIH) JONOJHEHHs IIPOHM3BOICTBEHHOMN
IUIOINANKKM JIEKApCTBEHHOTO CpEeICTBa, a TaKKe M3MEHEHHs IIOKazaTeneil
KayecTBa JIEKapPCTBEHHOT'O IIpenapara Jjisd BeTepUHAPHOIO NPUMEHEHHS U (MIIH)

METOZIOB KOHTPOJIS Ka4deCTBa JICKAPCTBEHHOI'O npenapara HJjis BETCPHUHAPHOTO
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IpUMEHEHHS 3asiBUTENb JOMOJHUTENBHO MPEACTaBIACT B YIOIHOMOYEHHBIH
(enepanbHbIM Oprad HCIIOTHUTENBHON BIACTH CIEAYIOLINE JOKYMEHTHI:

1) xorMsi NHMLEH3Wd Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB,
BEIIAHHOH TPOM3BONUTENIO JIEKApCTBEHHOTO mperapara 1 BEeTepUHapHOIO
MMPUMEHEHHS, IJI9 POCCHUCKUX IIPOU3BOIUTEIICH;

2) komnus JIALIEH3UH Ha MMPOU3BOACTBO JIEKapCTBEHHBIX
CpeACTB, BBJIAHHOW IIPOM3BOJAUTENIO  (papMalleBTHYECKOW  CyOCTaHIUH,
BXOAAIIEH B COCTaB JIEKAPCTBEHHOrO Mpernapara Ui BEeTepUHApHOI'o
IIPUMEHEHHUS, I POCCUUCKUX IIPOU3BOIUTEIIEH;

3) KoMl JOKYMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTpaHbI
MIPOU3BOAUTENS ISl KaXXI0M NPOU3BOACTBEHHOM IUIOWIANKH JIEKAPCTBEHHOIO
mpenapata Uil BETEpPUHApHOTO  IPHUMEHEHWs H  IOATBEP)KIAIOLIETO
COOTBETCTBHE NPOM3BOJUTENS JIEKAPCTBEHHOro Ipenapara TpeOOBaHUAM
IIpaBUJI HaAJeXKalled MPOU3BOACTBEHHON NMPAKTUKHU, U €ro MEePEBOJ Ha PyCCKuil
A3BIK, 3aBEPEHHBIE B YCTAHOBIEHHOM IIOpsAJKE, a TAaK)X€ KOMHS 3aKIIOUeHUs
0 COOTBETCTBHU NPOHU3BOJUTENSA JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM IIPABUI
HaJJIexalel IIPOU3BOACTBCHHONW MNPAKTHKH, BBIAAHHOTO YIIOTHOMOYEHHBIM
denepadbHBIM ~ OPraHOM  HCIIONHHUTENBHONM  BIACTH  UIT  KaXJOi
IPOU3BOACTBCHHOM IUTOMIANKH JIEKAPCTBEHHOT'O IIpenapara sl BeTepHHAPHOTO
NPUMEHEHHs, JHOO KONMS pelIeHHs O TIPOBEICHUH HHCIIEKTHPOBAHHS

NPOU3BOJUTENS JICKAPCTBEHHBIX CPEJACTB, IIPHUHATOTO  YIIOJHOMOYEHHBIM
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(emepalbHBIM ~ OpraHOM  HCHOJNHUTENBHOHM  BIAcTM OIS KaXAoH
IPOU3BOACTBEHHOH IIIOIIAAKY JEKapCTBEHHOIO Mpernapara Ajis BETEPHMHAPHOTO
NpUMEHEHHs.  YKa3aHHble JOKYMEHTBl MpeICTaBISAIOTCA B Cily4ae, eclH
IPOU3BOJCTBO JIEKAPCTBEHHOTO Tpelapara I BeTEPHHAPHOIO INPUMEHEHHS
ocyImecTBisAeTcs 3a npenenaMu Poccuiickoit @enepannu;

4) xorust JOKyMEHTa, BBIOAHHOTO YIIOJIHOMOYEHHBIM OpPIaHOM CTPaHkI
npousBojuTenass (apmareBTHUeckol CyOCTaHIMH H  NOATBEPKIAIOLIErO
COOTBETCTBHE TIPOM3BOMUTENS (apMaIleBTMUECKOil CcyOcTaHIMK, BXOAAIIEH
B COCTaB JIeKQpCTBEHHOTO Iipenaparta JJii BETEPHUHAPHOIO IPUMEHEHHS,
TpeOOBaHMAM TIPaBWJ HaIexainell NpPOU3BOICTBEHHOM MPAKTUKH, M €ro
IepeBo]] Ha PYCCKHM SA3BIK, 3aBepeHHbIE B YCTAHOBIEHHOM IIOpSAIKE, B CIIy4ae,
ecIH  TPOU3BOACTBO  (apMalleBTHUeCKOM CyOCTaHIMHM  OCYILECTBISAETCA
3a npegenaMu Poccuiickoii denepanun.»;

6) IOTIONHKT YacThi0 1| CIIeAYIOMEro comepaHusL:

«1'. B cnyuae usmeHeHus u (HJIH) MOMOJHEHHS IIPOM3BOLCTBEHHOMN
IUIOIIAIKA JIEKAPCTBEHHOIO CpelICcTBa [NOKYMEHTHI, YKa3aHHbIE B YacTH 1
HacTOSAIIEH CTAaThH, MPEICTaBISIOTCS 3asBHTENIEM B OTHONICHUM H3MEHIeMOI
U (Unu) [OMONHAEMOH INPOW3BOACTBEHHOMW IUIOWIANKHA  JIEKAPCTBEHHOI'O
cpencTBa. PelleHne O BHECEHMHM H3MCHEHHH B JOKYMEHTEHI, COJAEPIKAIHecs
B PErHCTPAIMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN npenapat

AJI BETCPHUHApHOTO IPUMCHCHH, HIH 00 oTKa3e B UX BHECEHUH IIpHHKUMACTCS
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B CIy4yae HeOoOXOAMMOCTH MPOBEJEHUS IKCIEPTU3bI JIEKAPCTBEHHOIO CPeAcCTBa
B CPOK, He TPEBBIIIAIOIINNA JeBIHOCTa pabounx AHEN, a B OCTAIbHBIX CIydasx
B CpPOK, HE TpPEeBBIIAIOUIMHA TpHALATH pabouux nOHeHl co JHS TNPHHATHA
VIIOTHOMOYEHHBIM (pefiepaTbHBIM OpTaHOM HCTIOJTHUTEIIFHON BIACTH 3asBICHUS
0 BHECEHHH TAKUX H3MEHEHHIL.);

B) IOIOIHHTH YacTAMH 4’ 1 4° ClIe[yIOIIero coaep/KaHms:

«4'. B cllydae BBISBICHHS HEIOCTOBEPHOCTH U (WMIIM) HEJOCTaTOYHOCTH
CBeJIeHMH, coJepKaluxcsd B MNPEACTaBICHHBIX 3asBUTENEM JIOKYMEHTaX,
YIOJTHOMOUEHHBIA (eepatbHbld OpraH MCIOIHUTENIBHONW BJIACTH HAINPABISET
3asgBUTENIO 3ampoc 00 yTOYHEHWM yKa3aHHBIX CBeJeHWi. 3ampoc MOXeT OBITh
rmepefaH yHOJNHOMOHYEHHOMY IMPEACTABUTENIO 3asiBUTENS IIOA  PACIHCKY,
HaIpaBJieH 10 [OYTe 3aKa3HbIM IHCBMOM WIIM IepelaH B IEKTPOHHOH (opme
[0 TEJeKOMMYHHUKAlMOHHBIM KaHalaM CBs3U. B ciydae HampaBneHwus 3ampoca
00 YTOUHEHHHM VYKa3aHHBIX CBEIEHHH IO IIOYTe 3aKa3HbIM IHCBMOM OH
CUMTAETCA IONyYEHHBIM IO HCTEYEHUH INECTH [HeM ¢ JaTbl HaIrpaBlieHHS
3aKa3HOIr'o IIMChMa.

4%, asBUTENs O6s3aH [IpEACTAaBUTh OTBET Ha 3aMpocC YIOJHOMOYEHHOI'O
(enepanbHOTO OpraHa WCIIONHUTENBHON BIACTH B CPOK, HE IPEBBINAIOIIHI
IeBsHOCTa paboumx [JHeH co OHA MONy4eHHs HOaHHOTO 3ampoca. Cpokw,

1 o
YKa3aHHEIC B qacTH 1 HacCTOALIEH CTaTbH, NPHOCTAHABIMBAIOTCA CO HA
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HAmpaBlieHHs] 3asABUTETIO 3aIpoca YIOJHOMOYEHHOIO (elepalbHOro OpraHa
UCIOJHHUTEBHOM BIIACTH A0 AHS MOJYyHEHHs OTBETa Ha JaHHBIM 3alpoc U He
YYATHIBAIOTCA IPU HCUYUCICHUU CPOKAa IPHHATHSA pEIIEHHS O BHECEHHH
H3MCHCHMH B JOKYMEHTHI, coIepXalyecs B pPETUCTPALHOHHOM JOChE
Ha 3apervuCTpPUpPOBAHHBIA JIEKApCTBEHHBIM IIpemnapar Uisi BETEPHHAPHOIO
IPUMEHCHH. »;

I')4acTh 5 JIOMOJNHUTH CJOBaMH «, JHUOO HEIpe/CTaBICHUE 3asBUTEIEM
B YCTaHOBJIEHHBIA CPOK OTBET4 HA YKa3aHHBI B 4YacTH 4! wacrosuieii craTeu
3aIIpoC YIOJHOMOYEHHOTO (DeJiepalbHOTO OpraHa UCTIOJIHUTENBHON BIacThy;

11) OMOTHHATB 9aCTHIO 6° CIEeYIOIUETO COAEPKaHUs:

«6*. B cllydyae BHECEHMUS W3MEHEHUNM B JOKYMEHTBI, COIEpXKalluecs
B PErHCTPAalliOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIA  JIEKApCTBEHHBIN
npernapar A BETePUHApHOIO IPUMEHEHUs, B YaCcTH, Kacarolencs N3MeHeHUs
u (WId)  JONOJHEHWS  IPOM3BOJICTBEHHOM  IUIOHIAJKH  JIEKAPCTBEHHOI'O
npenapara, IIpU IOpPeACTaBICHUM 3asgBUTENEM B COOTBETCTBUU C IYHKTOM
3 yactu | HacTosmed CTaTebM KOMMM peIleHHS YIOJHOMOYEHHOIO
¢denepalbHOTO  OpraHa  HCIONHHUTENBHOM  BIaCTH O  INPOBENEHHHU
HHCIEKTUPOBAHUS IIPOH3BOLUTENS JICKAPCTBEHHBIX CPENCTB CPOK, YKA3aHHBIH
B gacTW 6' HacTosmIel CTaThbH, IIPHOCTAHABIMBAETCS CO [HS NOMyYCHHUS
3aKIIIOYEHUS. KOMMCCHMH 3KCIIEPTOB JO [HS [PUHATUS YIOJTHOMOYEHHBIM

(enepanbHBIM OPraHOM HCIOJHUTENBHONW BJIACTH PEINEHHS O BBIade HIX 00
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OTKa3e B BBIJAYE 3aKJIFOUYESHHUS O COOTBETCTBUH MPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeacTB TpeOOBaHUAM MpaBWJ HaJIeXalledl IPOM3BOACTBEHHOM IPAKTHKH,
HO He GoJiee YeM Ha CTO BOCEMBJECAT pabouux aHeil.»;

€) 4acTh 7 M3JIOKUTH B CIEAYIOIIECH pelaKuu:

«7. OcHOBaHHEM IJI1 OTKa3a BO BHECEHHH H3MEHEHUN B IOKYMEHTHI,
COIEpXKaliecss B  PETUCTPAllMOHHOM JOChe Ha  3aperuCTpHUPOBAHHBIN
JIEKapCTBEHHBIH Ipemapar [yis BETEPUHAPHOIO TPUMEHEHHs, B Cllydasx,
He TpeOYIOUMX NPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPE/CTBA, SIBISIETCA
npejicTaBlieHHe JIOKyMEHTOB, YKa3aHHBIX B 4acTsAxX 1 ¥ 3 HacTosied craThy,
B HEMOJHOM oO0OBeMe WIM OTCYTCTBHE B MHPEACTaBICHHBIX TOKYMEHTax
CBelleHHI, KOTOpPhIe MOJDKHBI OBITh B HUX OTPaXEHBI, TUOO HENpeACTaBIeHUE
3asgBUTENEM B YCTAaHOBJCHHBIA CpPOK OTBETA Ha YKa3aHHBII B YacTd
4' macrosmed craThd 3alpoc YMOJHOMOYEHHOTo (helepaqbHOro oOpraHa
UCTIOJIHUTENIbHON BIIACTH.»;

) JIOTOTHUTB YacThio 7' ClIeyIOIEero COZEpIKaHUS:

«7'. OcHOBaHHEeM IUI OTKa3a BO BHECEHHH M3MEHEHHl B JNOKYMEHTBHI,
cofepxaiiuecs B  PErUCTPalMOHHOM JOCh€ Ha  3aperHCTPUPOBAaHHBIH
JeKapCTBEHHBIM IIpenapaT s BeTEepUHAPHOTO TPUMEHEHHS, B CIydasx,
TPeOYIOIMX TMPOBENEHHS SKCIEPTH3bI JIEKAPCTBEHHOIO CPEACTBA, SABISETCS
3aK/IIOYEHHE  YIIOJHOMOYEHHOIO (pe/lepallbHOTO OpraHa HCIIOJHUTENBHON

BJIACTH O BO3MOJKHOCTH CHM)KEHHMsS O€30IIaCHOCTH, KauecTBa, 3(PQPEeKTHBHOCTH



20

JIeKapCTBEHHOTO IpernapaTa BCJIEACTBHE BHECEHHs H3MEHEHMH B YKa3aHHbBIE
JOKYMEHTBI, OTKa3 YHOJHOMOYEHHOTO (pelepallbHOro OpraHa MCHIOJHUTENbHON
BJIACTH B Bbiaye 3aKJIIOYEHHSI O COOTBETCTBUM NPOU3BOAUTEIS JIEKapPCTBEHHBIX
cpencTB TpeOOBaHMAM IIpaBUJ HaJuIeXalled IIPOU3BOICTBEHHOM IIPAKTHKH
B Ciyuyae HW3MeHCHHs M (WIHM) NONOJHEHWs IPOM3BOACTBEHHOHN ILIOILANKH
JTEeKapCTBEHHOro IIperapara, €ClId MPOM3BOACTBO JIEKAPCTBEHHOI'O IIperapara
JUI BETEPWHAPHOT'O NPHMEHEHUs! OCYIIECTBIISIETCS 3a npenenamu Poccuiickoi
Denepaiiui, MK OTCYTCTBHE 3TOTO 3aKIIIOYCHUS.»;

9) myHKT 6 cTaThy 32 U3JIOXKUTH B CIEAYIOLIEH pelaKivu:

«6) OCYIIECTBIEHUS TOCYyAAPCTBEHHON PErMCTpalldd OJHOIO M TOrO JKe
JIEKapCTBEHHOTO IpernapaTa B OTHOLIEHHH OZHOIO M TOTO K€ IepKarels HIId
BIaJeNnblla PEruCTPalliOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOIO IIpenapara
B BUJIe IBYX U 0oJjlee IeKapCTBEHHBIX IpenapaToB MO pa3InIHbIMU TOPrOBBIMU
HaVMEHOBaHUSIMU;»;

10) B cratbe 34:

a) B 4acTu 2:

B IyHKTe | CIOBO «BBIJAHHBIE» 3aMEHHUTH CJIIOBOM «BBHIIAHHBIX», CIOBO
«IIperapaTa» 3aMEHUTE CIIOBOM «CPEIICTBAY;

IIYHKT 2 U3JIOKUTH B CIeAyroIIel penaKiumu:

«2) Komusi NOKYMEHTa, BBIJIAHHOTO YIOJIHOMOYEHHBIM OPIaHOM CTPaHBI

IIPOU3BOAUTEII JIEKAPCTBCHHOI'O CPEACTBA M NOATBEPKAAIOILEro pasp€uienue
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MPOM3BOJCTBA JIEKAPCTBEHHOIO CpPEACTBA, M €ro IepeBOoJl Ha pPYCCKUH
S3bIK, 3aBEpPEHHblE B  YCTAHOBIEHHOM TMOpsAJKe, a TaKkKe  KOIHUA
3aKIIOYEHHS O COOTBETCTBHHM IPOWU3BOAUTENS JIEKapCTBEHHBIX CPEACTB
TpeOOBaHWAM  MpaBWJI  HauIeXallell  NpOW3BONCTBEHHOM  IIPAKTHKH,
BEIIAHHOTO YIIOMTHOMOYEHHBIM (eIepalibHBIM OpPraHoM HCIOJHHTEIBHON
BIACTH, JHOO  KOIMS  peIleHHs  YIOJHOMOYEHHOTo  (emepaabHOTo
OpraHa  WCIONHUTEJBHOM BJIACTU O  IPOBEJIEHMH  MHCIEKTHPOBaHHS
MPOM3BOJUTENS  JIEKAPDCTBEHHOIO  CPEICTBA.  YKasaHHBIE  JIOKYMEHThI
OpPeACTaBISIOTCS B Cllydae, €CId  IPOU3BOJCTBO  JIEKAPCTBEHHOIO
CpeCcTBa OcylIecTBIseTCS 3a penenaMu Poccuiickoil Penepaiun;»;

0) B 4acTH 9 CIIOBO «pellleHue» 3aMEHHUTD CJIOBOM «3aKIIIOYEHUEY;

11) B mynkte 12 gactu 2 cTathi 39 CI0BO «KOMIIETEHTHBIMY UCKIIOUUTE;

12) craTpio 65 DOTOTHUTH YacTsIMH 3 U 4 ClIeyIOLIETO COAEPXKaHus:

«3. YnonmHoMoueHHBIH (eaepalbHbIii OpraH WCIOJHUTEIRHON BIAcTH
IIpM MpEeACTaBIECHWH €My CBEICHHUH O HECOOTBETCTBUM IPOU3BOIUTENS
JIEKapCTBEHHBIX CpenacTB TpeOOBaHUAM npaBui Hazuexalen
IPOM3BOACTBEHHOM TMpakTUKU W (WIM) O HapyUIeHHH JIHUIEH3HOHHBIX
TpeOOBaHMIH,  KOTOphle  ObUTM  BBIABIEHBl B XOZe  IPOBEAEHMS
HHCIEKTUPOBaHUS IIPOU3BOANTENST  JIEKapCTBEHHAIX CpencTB WIH
OCYLIECTBIICHHUs  JUIEH3UOHHOTO KOHTPOJsI B  cdepe  IPOM3BOICTBA

JICKAapCTBCHHBIX CpeaCTB u OpuBCIn HiIn MOIYT HOPpHUBECTH
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K [OpOM3BOACTBY  JIEKAPCTBEHHBIX  INPENapaToB A MEIHMIMHCKOTO
NpHAMEHEeHHs, NPUYUHMUBIIMX MIHM CIOCOOHBIX MNPUYMHWUTB Bpel JKU3HH
WIH 3I0pPOBBIO TpPaX[IaH, paccMaTpuBaeT BOINPOC O IIPUOCTAHOBICHUH
MPUMEHEHHsT JIeKAapCTBEHHBIX IIPENaparoB Ul MEOULMHCKOIO IPUMEHEHH
B YCTAHOBJIGHHOM MM IIOPSIIKE B CIEAYIOMINX CIIy4dasx:

l)coctaB ¥ (WnAM) TEXHONOTWMA IPOM3BOJCTBA  JIEKAPCTBEHHOIO
nperapara Ui MEAMIMHCKOTO IIpUMEHeHus (C omMcaHHeM craauil
TPOU3BOJICTBA) OTJIMYAIOTCS OT 3asiBJICHHBIX B PETHCTPALIMOHHOM JIOCHE;

2) NeKapCTBEHHBIA  mpemapar AN MEJUIMHCKOTO  IpUMEHEeHHs
OpoM3BeNeH  Ha  [POM3BOIACTBEHHOM  IUIOLIAJKe, HE  yKa3zaHHOU
B PETUCTPAIIIOHHOM JOCHE;

3)y  DOpou3BOOUTENS  JIGKAPCTBEHHBIX  CPENCTB  OTCYTCTBYIOT
JOKYMEHTBI, ITOATBEP)KIAIOIIUE COOTBETCTBHE KauyecTBa JIEKapCTBEHHOIO
npenapara M MEIULUHCKOrO TNpPUMEHEHHUs, BBOJMMOIO B TIpa)KIaHCKUI
obopor, TpeOOBaHUSIM, YCTAHOBJIEHHBIM TIPH €ro  rocyIapCTBEHHOM
perucrpauuy;

4) mpoW3BONUTENEM  JIEKAPCTBEHHBIX CPEINCTB B  COITIACOBAHHBIN
C  COOTBETCTBYIOLIMM  YIOIHOMOYCHHBIM (deneparbHBIM OpraHoM
UCIIONHATENIBHOW BJIAaCTH CPOK HE YCTpaHEHBl HapylleHHs TpeGoBaHmi
OpaBull HaJuIeXalled NPOM3BOACTBEHHOW NPaKkTUKU M (WIIH) JTUIEH3HMOHHBIX

TpeboBaHMi,  KOTOpele  ObIM  BBIIBIEHBl B XOJ€  IPOBEJCHUS
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UHCIIEKTUPOBAHUS NPOM3BOAUTENS  JIEKApPCTBEHHBIX CpeacTB WA
OCYIIECTBICHHS  JIMIEH3UOHHOTO KOHTPOJs B  cdepe  IPOU3BOACTBA
JIEKapCTBEHHBIX CPEICTB M IPUBEIH HIM MOTYT IPUBECTH K IIPOMU3BOACTBY
JIEKapCTBEHHBIX IIpenaparoB U1 MEIUIUHCKOIO IIpUMEHEHMS,
NPUYMHUBIONX WM CIOCOOHBIX IPHYHMHUTB Bpel JKU3HU WIHX 300POBBIO
TpaXaaH.

4. Y1I0JTHOMOYEHHbIN (efepalibHblii OpraH MCIIOJIHUTENHHON BIACTH
OpY HajguM4u¥ Yy HEro CBEACHUHA O HECOOTBETCTBHM IPOU3BOAMTEI
JEKapCTBEHHBIX CPEACTB TpeboBaHUAM IIpaBHII HaJIexarien
NPOU3BOJACTBEHHOX MpakTHKH M (WIM) O HapyLWeHWH JMIEH3UOHHBIX
TpeboBaHmii,  KOoTopble  OBIIM  BBIABICHEI B  XOA€  MPOBEICHMSA
HHCIIEKTUPOBAHUSA IIPOM3BOINUTENS  JIGKAPCTBEHHBIX CPEeACTB 15041
OCYHIECTBICHHA  JULEH3WOHHOTO KOHTpond B cdepe MpOU3BOACTBA
JIEKapCTBEHHBIX CPEACTB M INPHBEIM WIM MOTLYT IPHUBECTH K IPOU3BOJCTBY
JEKapCTBEHHBIX  Ipernaparos UiId  BETEPUHApPHOIO  NPHUMEHEHHS,
NPUYHMHKMBIIMX MM CIIOCOOHBIX TNPHYMHUTH Bpeld XXH3HU WIH 3I0POBBIO
XUBOTHBIX, pacCMaTpHBaeT BONPOC O IIPUOCTAHOBICHHH peah3aluy
1 PUMEHEHHS JICKAPCTBEHHBIX IIPEIApaToB i1 BETEPUHAPHOTO MPUMEHEHHS

B YCTAHOBJICHHOM UM IIOPSIIKE B CIESAYIOUINX CIydasx:
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1) coctaB ¥ (M) TEXHOIOTHSI IPOM3BOCTBA JIEKAPCTBEHHOTO Npenapara
IS BETEPHHAPHOTO MpUMeHeHHs (C ONHCaHHeM CTaiuii IPOM3BOACTBA)
OTJIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALIIOHHOM JOCHE;

2) MeKapCTBEHHBIM  Mpemapar A  BETepHHApHOIO  NPUMEHEHUA
OpOM3BeIeH  Ha  IPOW3BOACTBEHHOH  IulOmaake, He  yKa3aHHOH
B PETHCTPALIIOHHOM J[0ChE;

3)y  nOpousBoAMTeNs  JIEKapCTBEHHBIX  CPEJICTB  OTCYTCTBYIOT
JOKYMEHTBI, TIOATBEPXK/IAIOIIFEe COOTBETCTBHE KadecTBa JIEKAPCTBEHHOTO
npenapara JJisl BETEPHHAPHOTO IPUMEHEHHUS, BBOJUMOTO B TIPaxJaHCKHH
000poT, TpeOOBaHUIM, YCTAaHOBISHHBIM IIPpM €ro  IoCyZapCTBEHHOMH
PerucTparyy;

4) NpoU3BOAUTENEM  JIEKAPCTBEHHBIX CPEICTB B  COIJIACOBaHHBIM
C  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (pellepaJlbHBIM  OpPraHOM
JICTIOJIHUTENPHON BIIACTH CPOK HE YCTpaHEeHBl HapyllieHus TpeGoBaHuit
IpaBUll HaJuleXxallell NMpOH3BOACTBEHHONW NPAKTUKU W (WJIH) JIHIIEH3HOHHBIX
TpeboBaHMI,  KOTOpble  OBUIM  BBIABIEHBI B XOAE  MPOBEAEHUSA
UHCIEKTUPOBAaHMA  IPOM3BOAUTENSL  JEKapCTBEHHBIX  CPENCTB WK
OCYINECTBJIEHHA JIMIEH3HOHHOIO KOHTpOJII B  cdepe  mpoM3BOACTBA
JEKapCTBEHHBIX  CPEACTB M IPHUBENH  WIH  MOIYT  IIPUBECTH

K IIPOU3BOJCTBY JICKaPCTBCHHBIX IPENIApaToOB I BETCPUHAPHOIO IIPpUMECHCHHA,
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ODPpUYUHUBIINX HIIH CITOCOOHBIX NPpAYHMHUTE BpPEI JKH3HU HWJIH 340POBLIO

KHBOTHBIX.»,

13) B yactu 2 crathu 68 cnoBa «uHpopMalyy U (WIM) JaHHBIX» 3aMEHUTD
CIIOBAMH «WIIM HECBOEBPEMEHHOE TIpeAcTaBiieHne wuHbopManuu u (WiH)
JOKYMEHTOB JIH0O TmpeJcTaBieHHe HEIOCTOBEpHBIX WHQopMamuu u (WJIH)

HJOKYMCHTOB».

B.Ilytun

Mocksa, Kpemib
4 yroust 2018 roga
Ne 140-®3



