SYI- IR

T'OCYJAPCTBEHHAA JIYMA
OEEPATTBHOIO COBPAHHS POCCUUCKO# OENEPAIIAN
CETBMOT'O CO3BIBA

IMMOCTAHOBIJIEHUE
TOCYIAPCTBEHHOM JTIVYMBI

O npoexre (enepanproro 3akona Ne 327290-7 «O Brecennn n3meHeHuH
B @egepanbHbiii 3aK0H «O0 00pameHHH JIeKapCTBEeHHBIX CPEACTB»

I'ocymapctBenHas [yma @epepampsHoro Cobpanms Poccuiickoi

Denepalii NOCTAHOBJAHAET:

1.IlpuHaTe B [EPBOM YTEHHH IMPOEKT GenepanbHOr0 3aKOHa
Ne 327290-7 «O Brecenuu usmeHeHu# B PenepaneHeli 3akoH «O6 obpamenun
TeKapCTBEHHBIX CpelcTB», BHeceHHb IIpaButensctBoM  Poccuiickoi
DenepaLiuy.

2. HampaBute  ykazaHHBIA 3akoHompoekT [Ipesunmenty Poccuiickoi
®eneparir, B CoBer ®enepamyu DepepamsHoro Cobparms Poccuiickor
Deneparun, xoMuTeTl X Komuccuu ['ocynapctBeHHod [lymbl, Bo Gpakuuu

B Tocymapcreennoit [lyme, B IlpaButensctBo Poccuiickoii @enepaimy,




3aKOHOJAaTeNbHbIe (IPeACTaBUTENbHBIE) OpraHbl TIOCYHapCTBEHHOM BIIacTH
cyonexToB Poccutickoit @enepanuu.

VY CTaHOBUTH, UTO MONPABKH K YKa3aHHOMY 3aKOHOIPOEKTY HaﬁpaBﬂﬂ}oTCﬂ
B Komurer I"'ocynapctBerHo# JlyMbl 110 0XpaHe 340pOBbsS B TPHALATHAHEBHBIN
CPOK CO IHA NpUHATUA HacTosmero IToctanoBnenus.

3. Komurery I'ocymapcTBenHo#t [{lyMbl o oxpaHe 3HOpOBbsS nopaboTath
yKa3aHHBIH 3aKOHOIPOEKT C YYETOM IIOCTYNUBIIMX NONPaBOK W BHECTH €ro
Ha paccmotpenue I'ocynapcTBerso# JlyMbl BO BTOPOM YTEHHH.

4. Hacrosmiee IlocTaHoBIeHNE BCTYyNaeT B CHITy CO JTHS €T0 IPHHATH.

IIpencenarens I'ocynapcrse
@enepansHoro Cobp )

) s 2 [DHOPMITEHHS H BbITEY
Poccutickoit Oenepamiiill yoowsmisisix axros

B.B.Bononun

Foxgpnan

MockBa
19 suBaps 2018 ropa
P 3320-7 T]




Buocurcs [IpaBurenscrsom
Poccutickoit @enepanuu

IIpoekTt

VI LI
®EJEPAJBHBIN 3AKOH

O BHecennu usmeHenuii B MegepanbHbIN 3aK0H
"O06 oOpalueHnH JeKapCTBEHHBIX cpencTs"

Brectu B ®@enepanbhblii 3akoH ot 12 anpens 2010 roma Ne 61-@3
"O6 obpamenuu nexapcTBeHHBIX cpeacTB" (Cobpanue 3aKOHOIATENHCTBA
Poccuiickoit @epepanuu, 2010, Ne 16, cr. 1815; Ne42, cr.5293; Ne 49,
ct. 6409; 2013, Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 43, c1. 5797; Ne 52,
cT. 7540; 2015, Ne 29, ct. 4367; 2016, Ne 1, ct. 9) cnenyromue u3MeHEHUS:

1) nyHKT 2 yacTu 6 cTarhi 13 U3N0XKUTEH B ClIEAyIOLIeH pelaKiK;

"2) ONHOro JIEKApCTBEHHOrO mpenapara (C ONHUM MEXIYHapOIHBIM
HEMaTeHTOBa4YHBIM  HAUMEHOBaHMEM WJIM TIIpY  OTCYTCTBMM  TakKoro
HAaUMEHOBaHWS - C OJHAM XHMMHYECKMM WIU  TpyNIHUPOBOYHBEIM
HaHMEHOBAaHHEM B OJWHAKOBBIX JIEKAPCTBEHHOHW GopMe U J03HPOBKE
(C OMMHAKOBEIMU KOHLIEHTpalWel, aKTUBHOCTBIO B €AUHUNAX JECWUCTBUS WA
KAYeCTBEHHLIM M KOJIMYECTBEHHBIM COCTABOM [JEHCTBYIOIUMX BEIECTB),

[IPEACTABICHHOr0 Ha TOCYJapCTBEHHYK) PErnCTpamuro OJHHM H TEM XKC

27091984.doc




JepXareneM WM BIAJENBIEM  PErHCTPALIOHHOIO  YAOCTOBEpEHHS

JIEKapCTBEHHOr0 mpemnapara (yMmOJHOMOYEHHBIM HM JIPYTUM IOPHIAHYECKUM
JIMLIOM), B BUAE JABYX M Oojiee JIeKapCTBEHHBIX MpenaparoB MOJ pa3sIuYHBIMU
TOPrOBBIMU HAMMEHOBAHUSIMU.";

2) cTathio 16 JOMOMHATE YacThIo 4° CIIeIYIONIEro CONEPIKAHM:

"42. B cliy4ya€ €ClId B COCTaB€ pPETUCTPalMOHHOTO JOCKE TIpH
pPEerucTpalMy JICKapCTBEHHOrO Mpenapara sl MEAULWHCKOrO NpUMEHEHUs B
COOTBETCTBMH CO cCTarbelt 18 Hacrosmero @enepanbHOTO 3aKOHA, MpPU
BHECEHMH B JOKYMEHTHI, COJiepXKalliecss B PpErucTpaliiOHHOM JOCh€ Ha
3apErMCTPUPOBAHHBIA  JIGKAPCTBEHHBIM  IpemapaT i MEJUIMHCKOIO
IIpUMEHEHUs,, W3MEHEHUH, YyKa3aHHBIX B MNyHKTe3 4actu 2 ctatbu 30
Hacrosmero  PepepanbHOro  3akoHa, a TakXkKe INpU  BKIIOYEHHH
dapmMaueBTHYECKOM  cyOCTaHUMHW, TNPOU3BENEHHOW U  pealu3alyH,
B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CpEACTB B COOTBETCTBHUHU
co cratbedt 34 Hacrosuero PDeaepanbHOro 3aKoHAa MpPeNCTaBsSETCS korms
pelIeHUs] YIOJIHOMOYEHHOro (eaepalbHOro OpraHa MCHOJHUTENBHOM BIAcTH
O MpOBENCHUM HHCIIEKTHPOBAHUS IPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJCTB,
sKcmepT mepenl OQOPMIEHHEM pe3yJbTATOB 3KCTIEPTU3H JIEKAPCTBEHHOTO
cpefcTBa I MEAULMHCKOIO MPUMEHEHUs CTaBUT BOIIPOC O MpPEACTaBIEHHU

KOIIMH 3aKIH4Y€HHA O COOTBETCTBHUU IMPOHUI3BOAHUTEIIA JICKAPCTBEHHBIX CPEACTB
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AN MEQWLMHCKOro TIpUMeHEeHus TpeOOBaHMSAM INpaBUl  HaIexaliei
IPOX3BOACTBEHHON MPAKTHKH, BBIJAHHOI'O YIIOJIHOMOYEHHEBIM @e,uepanﬁ.ﬂmm
OpraHoM HCMONHUTENBRHOM BIAcTH, NEpeA pPYKOBOAUWTENEM 3KCIEPTHOro
YUpEXIeHus, KOTOpHIH oOpalljaeTcds C COOTBETCTBYIOLIMM 3alpOCOM B
YIOIHOMOYEHHBIH (enepanbHblil OpraH UCIONHUTENBEHON BIACTH, BEIIABIIHA
3aJlaHKe Ha IMPOBEJEHHE OKCIEpPTHU3Bl JIEKAPDCTBEHHOrO CpeAcTBa JUIs
MEIMIIMHCKOrO MPHUMEHEHHS.

QenepaibHBIH OpraH UCHOJHUTENRHON BIIAacTH, BBIJABIIWY 3a[aHie Ha
IIPOBEICHNE SKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBa, B TEYEHUE NATH pabouux
JIHE! cO OHS MOCTYIUIEHUS YKa3aHHOTO 3alpoca pyKOBOIUTENS 3KCIEPTHOTO
YYpeXXICHUs  HamnpasligeT  3asiBUTENIO  3alpoc O  MpeACTaBICHUU
COOTBETCTBYIOILIMX HEOOXOAMMBIX MaTepuasoB. JlaHHBIHA 3ampoc MOXET OBITH
riepeiaH  yTNOJMHOMOYEHHOMY IIPECTABUTENI0 3asBUTENS TION PaclUcKy,
HanpasJeH M0 MOoYTe 3aKa3HBIM MMCBMOM MM MepeliaH B 3JEKTPOHHON dopme
I10 TEJeKOMMYHUKALMOHHBIM KaHallaM cBsi3U. B ciyyae HanpaslieHUs JaHHOTO
3anpoca MO MOYTEe 3aKa3HBIM IHCbMOM OH CYWTaeTcs NONy4YeHHBIM MO
WCTEYEeHWM ILIECTH AHEH ¢ JaThl HallpaBJICHHS 3aKa3HOTO IKHChEMa.

3asBuTens 00sd3aH MNPEACTaBUTH B YMOJHOMOYEHHBIH (enepanpHbIN
OpraH MCIOJHUTENBHOM BIACTH OTBET Ha 3apoc B CPOK, HE NPEBHIIIANOIIAN

cra BoceMHecATH pabouux AHEH co OHS €ro momydeHus. YIOIHOMOYEHHBINA
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denepanpHBli OpraH MCHOMHUTENBHOM BJACTH, BHIAABIIMA 3aJaHue Ha
NpOBEIEHUE SKCIEPTU3bl JIEKAPCTBEHHOIO0 CpENCTBAa I MEIMIIMHCKOro
IPUMEHEHUsI, B Te4YeHWe NATH pabouymx [AHEH CcO J[Hs MOCTYIUIEHHS OT
3asBUTENsS OTBETA Ha JAHHBIN 3allpoC HAIIPABIISIET TaKOM OTBET B IKCIEPTHOE
ydpexjeHue. B ciydae HempeacTaBlIEeHHs IO MCTEYEHUU CTa BOCBMHUJIECITH
pabouyux paHeH 3asBUTENEM OTBETAa HAa MAHHBIA 3ampoc ynonnomoqeﬁﬂmﬁ
denepanpHbiii OpraH MCHOMHUTENBHOM BIAcTH, BBIOABIIMN 3aJaHue Ha
MPOBEEHUE DKCIEPTU3bl JIEKAPCTBEHHOTO CpeAcTBa JUIsi MEIUIMHCKOTO
IIpUMEHEHHs, B Te4YeHHe MATH padouymxX AHEeH HampaBiseT B 31<cnepmoe
YUYpexJIEHUE yBEeIOMIICHUE O HENPEACTABIIEHUU 3asBUTEJIEM OTBETA Ha 3alpoc
ykasaHHoro oprasa. [lepuon Bpemenu HauwHas co JHs HalpaBJeHUs 3anpoca
SKCIEPTHOTO Yy4YpexXJeHHs B YINOJIHOMOYEHHHIM (QenepanbHbii  OpraH
UCTIONIHUTENLHONW BNACTH [0 [AHA TONYYEHHS SKCNEPTHBIM YUPEXICHUEM
OTBETa Ha 3allpoC UM YBEIOMIECHUS O HEMpeNCTaBIeH!H OTBETA Ha 3ampoc He
YUWTBIBAETCS ~ NPH  WCYMCICHWM — CPOKA  MpOBENEHMS  OKCMEPTHSBI
JIEKApCTBEHHOI'O CPEJCTBA JIsi MEAULIMHCKOTO NpUMeEHeHus.";

3) BuyacTu > ctathu 17:

a) NMyHKTHI 1 ¥ 2 U30XHUTh B CIEAYIOLIEH peaaKkiiu:

"1) cBeieHMs O MULIEH3UK HA IPOU3BOJCTBO JIEKAPCTBEHHEBIX CPEJCTB IS

BETCPHHAPDHOIO0 NPHUMEHEHUS, BBIIAaHHOH [IPOU3BOAUTEIIIO PETUCTPHPYEMOTO
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JIEKapCTBEHHOIO  Tpemapara M BETEPUHAPHOTO  IpPUMEHEHHS, IS

POCCUUCKUX MPOU3BOAUTENEH;

2)cBeneHuss O JMUEH3WH HAa  MPOU3BOACTBO  JIEKAPCTBEHHBLIX
CpenCTB, BBHIJAHHOM Mpou3BOAMTEMIO (apMaleBTUYeCKOH cyOcTaHuuw,
BXOJAIIEH B COCTaB pPETUCTPHUPYEMOro JIEKAPCTBEHHOrO Ipenapara Ijis

BETEPUHAPDHOI'O0 TMPUMEHEHHUS, NPOH3BOJCTBO KOTOpOﬁ OCYILIECTBJIACTCA HA

Teppuropuu Poccuiickoit @epepanuu;"”;

6) mononHuTs myHKTaMu 2" ¥ 2% ClIeYIOmEero ConepKaHus:

"2') KOTUs OKYMEHTa, BEIJAHHOTO YIIONHOMOYEHHEIM OPraHoM CTPAHEI
TIPOM3BOIUTENIS AJIs1 KX IO IMPOU3BOACTBEHHOH IUIOMIAAKU PETUCTPUPYEMOTO
JIEKApCTBEHHOr0  Ipermapara Juisi  BETEpHHApHOrO  NPUMEHEHHs M|
MOATBEPKIAIOIIEr0  COOTBETCTBHE  NPOU3BOJUTENSE  PErHCTPHPYEMOTO
JIEKapCTBEHHOr'0 Mpenapara IJisi BETEPUHApHOr0 NMpUMEHeHHs TpeboBaHUAM
TIpaBUJ Hajexaledt NMpPOU3BOACTBEHHOM MPaKTHKH, NPUMEHIEMBIX B CTpaHe
NPOU3BOAUTENS, W €ro TEPeBOJ HA PpYCCKHM S3bIK, 3aBEpeHHBIC B
YCTaHOBJIEHHOM TMOpSAAKE, B Clydyae €CJIH TPOU3BOICTBO JIEKAPCTBEHHOTO
rpenapara OCYyIIECTBIAETCA 3a nﬁe,uenamn Poccmiickoit ®enepauuu, u
CBENCHMS, KacalomMecs 3aKIIOYeHHS O COOTBETCTBHM IIPOM3BOJMTENS
JIEKapCTBEHHOrO Npenapara il BETepHHApHOro NPHMEHEHUs TpeOOoBaHUAM

MpaBul HaJJIexamen HPOHBBO,E[CTBGHHOH MpPaKTUKH, BBIJJAHHOI'O
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YIOJIHOMOYEHHHIM (DelepanbHbIM OpPraHOM WCIOJHWTENLHOM BIACTU s
KQXIOH NPOMW3BOACTBEHHOH IUIOINAAKH pPETUCTPUPYEMOrO JIEKAPCTBEHHOIO
npenapara i BETEpUHApHOrO TNPHUMEHEHWsl, MM CBEICHHs, Kacaloluecs
pelIeHHs YIIOTHOMOYEHHOT0 QeAepaIbHOr0 OpraHa HCIOIHUTENBHON BIIaCTH O
IPOBEAECHUU WHCIIEKTHPOBAHUS MPOM3BOAMTENS JIEKAPCTBEHHOrO INperapara
IUIs  BETCPUHAPHOTO NPUMEHEHHsA, B Clyyae e€ciM [POU3BOACTBO
JIEKapCTBEHHOr'0 IIpemnapara OCyILIecTBseTcs 3a mnpenenaMu Poccuiickoit
Denepanuu;

2%) Komusi JOKYMEHTa, BEIJAHHOrO YTONHOMOYEHHBIM OpraHOM cfpaﬂbl
npousBoAuTeNns (papManeBTHYECKOW CyOCTaHIMM U TOATBEPXKAAIOIIETO
COOTBETCTBHE NPOU3BOAUTENS (apMalleBTHYECKON CyOCTaHIMM, BXOISIIEH
B COCTaB PErHCTPHPYEMOTO JIEKAPCTBEHHOTO IpenapaTa Ui BETEPHHAPHOrO
NpUMEeHeHus, TpeOOBaHUAM I@IPaBUN  HAANEXALlEH IMPOU3BOACTBEHHOM
MIPaKTUKHU, IPUMEHSIEMBIX B CTpaHE MPOU3BOAUTEINS, U €ro NEPEBOJ Ha PyCCKHiA
S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOpPSJIKE, B ClOydae €Cly MpOU3BOJCTBO
dapManeBTUYecKOl CyOCTaHIIMM OCYyILIeCTBIsAeTCs 3a mpenenaMu Poccuiickoit
®Depnepanuu;";

4) nyHkTH 3 ¥ 4 yacTy 4 cTaTh 18 U3I0XKUTE B ClIEAYIOLIEH peaaKiyu:

"3) KonMIO JIMLEH3UMM Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WJIN

KOMHIO 3aKITIOYE€HHA O COOTBETCTBHU MPOU3BOAUTEIIA JICKAPCTBEHHBIX CPEACTB
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TpeOOBaHUAM MpaBWI HaJUIeXallell MPON3BOACTBEHHOM MPAKTHKY, BEIIAHHBIX
YNONHOMOYEHHEIM (QelepabHEIM OpPraHoM MCIOJHUTENBHOM BJIACTH B
OTHOILICHWH NTPOM3BOACTBEHHOM IIOMIAJIKH PETUCTPUPYEMOrO JIEKAPCTBEHHOTO
npenapara, B Cllydae €cCJM IIPOM3BOACTBO JIEKapCTBEHHOTO Ipernapara
ocyuiecteisercs B Poccuiickoii @enepanum;

4) xomuzo BEITAHHOM YIIOMHOMOYEHHBIM  OpPraHoM  CTpaHbl
IIPOM3BOAUTENS JIMLIEH3UH Ha MPOU3BOACTBO JIEKAPCTBEHHOTO IpenapaTta U €€
[IEPEBOJI HAa PYCCKUM S3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSAKE, a TaKKe
KOIUIO 3aKJIIOYEHUs] O COOTBETCTBUU NPOU3BOIUTENS JIEKaPCTBEHHBIX cpéﬂcm
TpeOOoBaHMSAM MPaBUI HaJIexalel MPOU3BOACTBEHHON NPaKTHKU, BEIAAHHOTO
YIIOJJHOMOYEHHBIM (peiepaibHBIM OpraHoM MCIIOJIHUTENBHOH BIAacTH B
OTHOIIEHHH [IPOU3BOACTBEHHOM IJIOMAAKY PETUCTPUPYEMOTO JIEKAPCTBEHHOIO
npenapara, Wid KOMHIO pEelIeHHs YMOJIHOMOYEHHOro (hefepanbHOro oprasa
VICIIOJIHUTENBHOW BIIaCTH O TNPOBENCHUM HHCIEKTHPOBAHMS IIPOM3BOLUTEIIA
JIEKapCTBEHHOTO CpEACTBa, B Cllydae €CIH IPOU3BOJACTBO JIEKAPCTBEHHOTO
npemnapara ocyuiecTBisercs 3a npenenamu Poccuiickoit @enepanuu;';

5) B cratee 27:

a) OMIOTHUTG YacThio 1' CeyIomero coep aHus:

"1'. B ciyuae mpeIcTaBNCHUS 3asABUTENEM B COCTABE PETMCTPALIHOHHOTO

JOChE Ha HEK&pCTBCHHBIﬁ npenapar Ajisi BETEPUHAPHOIO0 MNPUMEHEHHA
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CBEJEHH, KaCAIOLUXCSA PEIIeHHs] YINOJIHOMOYEHHOro (efepanbHOro opraHa
UCTIOJIHUTENIFHON BJIACTH O MPOBEJECHUM WHCIEKTUPOBAHHUA IIPOM3BOAUTEINS
JIEKapCTBEHHOI'O Tpernapara JJisi BETepUHApHOIO MPHUMEHEHHs, IPOM3BOACTBO
KOTOpOro ocyIecTBisercs 3a mnpenenamu Poccuiickoit Penepanuu, Cpok,
yKa3aHHBIH B 4YacTh | HacTogllel cTaTbU, MNPUOCTAHABIMBACTCS X0 IHS
NPUHATHS YIOIHOMOYEHHBIM (eiepalbHbIM OpPraHOM UCIIOMHUTEILHON BﬁaCTH
bemenm O BBIJaue WM 00 OTKasze B BBIJIaYe 3aKIIOYEHHUS O COOTBETCTBUU
IIPOM3BOJUTENS JIEKAPCTBEHHBIX MPENapaToB [l BETEPUHAPHOTO NMPUMEHEHHUS
TpeOOBaHUSM TpaBU HaANeXKalled NPOU3BOJCTBEHHON NPAKTHKH, HO He
Oonee yeM Ha CTO BOceEMbAECAT paboyuX JHEH cO JHSA MOy4eHHs 3aK/II0OYEHUH,
YKa3aHHBIX B YacTH | HacTogiei cTaTen.";

6) B yactH 2:
cnoBo "OcHoBauueM'" 3aMeHUTH c10BOM "OcHoBaHuIMH",;
cnoBo "aABJNsETCA" 3aMEHUTH CIOBOM "SBJIAIOTCA"

JIOTIOJIHUTE CJIOBaMu ", a TakXe OTKa3 YMOJIHOMOYEHHOTo (eepaibHOrO
OopraHa WCIOJHHUTEJILHOH BJIACTH B BBIJAYe 3aKIIOYEHUS O COOTBETCTBHUU
IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB J[Jisi BETEPHHAPHOTO NPHUMEHEHHUS
TpeOOBaHUAM MPaBUI HAMJIEXKAIIEH TPOU3BOACTBEHHOM MPaKTHKHU";

6) B ctaTthe 29:

a) 4acThb 4 M3JIOXUTE B CIEeAYyIOWeH pefaKiiuu:
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"4.K 3adBleHMIO O NOATBEPKAEHHH TOCYINAapCTBEHHOHW perucTpaliu
JIEKapCTBEHHOTO Tpernapara s MEAUIIUHCKOTO NPUMEHEHHS TTPUIIararoTCs:

1) IOKyMEHTEI, COAepXaIllke pe3yabTaThl MOHUTOpUHTa 3hdhekTHBHOCTH
1 0€30MacHOCTH JIEKAPCTBEHHOIO Mpemnapara i MEIUIMHCKOro NPHMEHEHMS,
IIPOBEEHHOrO  JepXXaTeleM  WJIM  BIAAENbLEM  pPerucTpalioOHHOro
yIOCTOBEPEHHS JIEKAPCTBEHHOrO Ipenapara Ui MEeIUIMHCKOTO npmweﬁenna
1100 YNOJTHOMOYEHHBIM UM IOPUAMYECKUM JIUIIOM, 10 dhopMe, YTBEpKIeHHOH
YTIOTHOMOYEHHEIM (helepalbHBIM OPraHOM MCIIOJTHUTENBHON BIIACTH;

2) KOnus JHULEH3UM Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB WM
KOMNHs 3aK/TIOUYEHUSI 0 COOTBETCTBUM MPOU3BOAUTENS JIEKaPCTBEHHBIX CPEACTB
TpeboBaHUSM MpaBuil Haajexalleld MPOU3BOJCTBEHHON NPaKTUKM, BEIAAHHBIX
YIOJHOMOYEHHEIM (QelepalbHBIM OpPraHoM HCIOJNHUTENBHOW BIacTd B
OTHOLIEHUH IIPOM3BOICTBEHHON IUIOMIANKM JIEKApCTBEHHOTO IpenapaTra s
MEQUIMHCKOr0 MPUMEHEHHs], TOATBEPKICHUE TOCYAapCTBEHHON pErNcTpalvu
KOTOPOTO OCYIIECTBISAETICH, B CIyda€ €CId IPOU3BOACTBO JIEKAPCTBEHHOTO
mpenapara s MeQULIMHCKOro NMpUMEHEeHHs ocyliecTBisercss B Poccuiicko
Denepauuu;

3) KOIUs BEIJAHHOH YIOJIHOMOYEHHBIM OPTraHOM CTPaHbl IIPOU3BOAWTENS
NMUIEH3MN Ha MPOM3BOACTBO JIEKAPCTBEHHOrO Ipernapara [ MEAWLIUHCKOTo

NIpUMEHEHN U €€ IEepPEBOJ Ha PYCCKHH A3BIK, 3aBEPEHHBIE B YCTAaHOBIICHHOM
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MOopsiike, a TaKXKe KOMUS 3aKIIOYEHHS O COOTBETCTBHUU IIPOU3BOIUTEIS
JIEKapCTBEHHBIX CpELCTB TpeboBaHHAM npaBHII HaJuIexaie
NPOU3BOJACTBEHHOM TNPAKTHKH, BHIJAHHOTO YIOJHOMOYEHHBIM (eaepaibHBIM
OpraHoM HCIOJIHUTENBHOH BIAacTH B OTHOLIEHHH IIPOU3BOJCTBEHHOM
IUIOL[QKKM JIeKapCTBEHHOrO mpemnapara MJii MEOULAHCKOro IpPUMEHEHHUs,
TIOATBEPXACHUE TOCYJapCTBEHHOM pPErucCTpalud KOTOPOro OCYLIECTBIISAETCH,
WIX  KONMUY  peleHWs  yNOJHOMOYEHHOro  (efepanpHOro  oprasa
VICTIOJIHUTEJIBHOM BJIaCTM O TIPOBEACHUM HHCIEKTHPOBAHUSA IPOU3BOLUTES
JIEKapCTBEHHOr0 Mpenaparta A MEeJUIMHCKOro NMPUMEHEHMs, B Cly4yae ecilH
IIPOM3BOJCTBO JIEKAPCTBEHHOrO IMpenapara Ijisi MeJIULIMHCKOro MpUMEHEHUS
ocCyILecTBIseTcs 3a npeaenaMu Poccuiickoit @enepanuu.

B oTHOmeHUHM OHONIOTMYECKUX JIEKAPCTBEHHBIX MpenapaToB s
MEIULIMHCKOrO IPUMEHEHHS 3asfBUTENb JIONMOJHHUTENBHO MpENCTaBaseT
pe3ynbTaThl  pealu3alyyi MEpONpUSATHH, MNpPeJyCMOTPEHHBIX  IJIAHOM
yIpaBJle€HUs] PUCKaMH, YTBEP)XIECHHBIM YIIOJHOMOYEHHHIM (enepalbHBIM
OpPraHOM MHCIIOJTHUTENBHOM BIIACTH, IPU OCYUIECTBJIICHUH FOC)’,[[&pCTBéHHOﬁ
perucTpauyy JeKapcTBEHHOro mpenapara JJis MEAUIIMHCKOrO MpUMeHeHus.";

0) JOIOJIHUTE YaCTAMH 4' u 4* CJIEIYFOLIEro COAepIKaHuUS:

"4!, K 3asBNEHHIO O MOATBEPKAECHHH TIOCYAApCTBEHHOM pemcrpauﬂn

JICKapCTBEHHOI'0 Ipernapara MAjii BETEPUHAPHOr0o NMPHMEHCHUSA IIPUJIararoTCs
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JNOKYMEHTEI, COAEepXallde pe3yJabTaThl MOHUTOpUHra 3QOEKTHBHOCTH U
0e30I1acHOCTH JIEKapCTBEHHOTO TMpenapara I BETSPUHAPHOTo NpHMEHEHHS,
IIPOBOJUMOTO JiepxaresieM 101874 BJIaJeNIbLIEM PETHCTPAIMOHHOrO
YAOCTOBEPEHHUS JIEKAPCTBEHHOrO Ipenapara Jjisi BETEpUHAPHOr0 NPUMEHEHUS
100 YIIONHOMOYEHHBIM UM IOPHANYECKUM JIMLOM, 0 dopMe, YTBEPKASHHOM
YIOJIHOMOYEHHEIM  (elepaIbHBIM  OpPraHoOM HCI‘IOJ‘[HHTBHBHOﬁ BJIACTH,
JNOKYMEHTHI, yKa3aHHEIE B NMyHKTax 1, 2 - T, noAmyHkrax "a", "6", "K'.', i
nyHkTa 4 yactu 3 cratbu 17 HacTosmero @eaepanbHOro 3aKOHa.

4. C 3asBNeHHEM O MOATBEPXKACHUM TIOCYNAapCTBEHHOW perucTpauuu
JIEKapCTBEHHOrO Tipernapara 3asiBUTENb NpPEACTaBisieT KOIUIO ,uoxyzviema,
TIOJATBEPXKJAIOLIEro yIUIaTy FOCYJapCTBEHHOH MOIIMHEI 3a IIOATBEpPKIACHHE
rOCyJapCTBEHHOW  perucTpaldud  JeKapCTBEHHOro  mpemnapara, Jnu0o
3asBUTENb MOXET TPENCTaBUTh MO COOCTBEHHOW WHULMATHUBE YyKa3aHHBIH
JIOKyMeHT. B ciyyae  HEMpeACTaBICHUS  YKa3aHHOro  JOKyMEHTa
YTOJIHOMOYEHHBIH (benepabHBli OpraH HMCMOJIHUTENBHON BJIaCTH NpPOBEPSET
dakT ymmaTel TroOCyZapCTBEHHOHN MOILJMHBI 3asBUTENIEM IOCPENCTBOM
WCIIONTb30BaHus WHpopMauuu o0 ymwiate TroCyAapCTBEHHOH MOILINHEL,
conepxauieincs B  [ocymapctBeHHOU UHDOpPMALIMOHHOW  cucTeMe

O TOCYIapCTBEHHBIX W MYHHLUMNAIBHBIX TUIATEXaxX, Ha OCHOBaHHHU
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MpECTaBICHHOM 3asfBUTENEM KOMHMM JOKYMEHTa, IOATBEpPXOAONIIEro
yIUIaTy TOCyAapCTBEeHHOMN MOLUIKHEL";

7) yactb 1 ctatbu 30 U3NOXUTE B CAEAYIOMIEN peAaKIUu:

"l.B nensix BHECEHUs H3MEHEHUH B JOKYMEHTH, COAEpKallluecs B
PEerucTpalloHHOM JOChE Ha 3aperiCTPUPOBAHHBIN JIEKaPCTBEHHBIN Ipenapar
st MEIUIMHCKOIO TIpUMEHEHUS, JepXXartenb WU BJIAJIETIEI]
PETUCTPAllHOHHOrO  yJOCTOBEPEHMS  JIEKapCTBEHHOrO  Mpenapara Wi
YIOJHOMOYEHHOE UM APYroe IpuaAndecKoe Mo (Hajiee B HACTOALIEH cTaThe -
3afBUTENb) NpEACTaBNs€T B YINOJIHOMOYEHHBIH (enepansHBIi  Oprad
HICIIOJTHUTENIFHON BIIAcTH 3asiBJIEHHE O BHECEHUHU TaKUX U3MeHeHu# no ¢opme,
YCTAaHOBJIEHHOH YNOJHOMOYEHHHIM (elepanbHBIM OPraHOM HCIOJIHUTENbHOM
BIIaCTH, ¥ IIpHJIaraeMele K HEeMy U3MEHEHHS B yKa3aHHEIE JOKYMEHTHI, a TAKXKe
JIOKYMEHTEI, ITOATBEP X AAtoIe He0OX0AMMOCTh BHECEHU S TAKUX Hameueﬁnﬁ.

IIpu HeoOXoZMMOCTH BHECEHHS B HOKYMEHTHI, COJEpXallHecs B
PErUCTPallMOHHOM J0OChE Ha 3aperUCTPUPOBAHHEIN JIeKapCTBEHHBIN Npernapar

1T MEIVLIMHCKOTO MPUMEHEHHUs, U3MEHEHUH, YKA3aHHEIX B MYHKTE 3 4acTyl 2
HacTOALIEH CTaTbM M TpeOyroLMX MpOBEAEHHS JKCIEPTHU3bl KayecTBa
JIEKapCTBEHHBIX CpPEACTB, 3afBUTENIb JONOJHUTENBHO MPEACTAaBNISET B
yIOJIHOMOYEHHBI  denepanpHBIE  OpraH  HCHONHUTENBHOW  BlacTH

KOIIHMKO JIMOCH3WMM HAa IMPOHU3BOACTBO JICKAPCTBEHHBIX CPEACTB HIIH KOIHIO
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3aK/IIOYEHHUS] O COOTBETCTBHM TIPOM3BOJAUTENS JIEKAPCTBEHHEIX CPEACTB
TpeOOBaHMSAM  TIpaBWJI  HaJyiexamed  IPOM3BOJCTBEHHON  NPAaKTHKH,
BBEIIAHHBIX YIIOJTHOMOYEHHBIM denepaibHBIM OpraHom
WCIIOJIHUTENBHOW  BJIACTH B OTHOWIEHMM  W3MEHEHHOM U (WiM)
JIOTIOJTHEHHOW TIPOM3BOACTBEHHOM IUIOIIANKK JIEKapCTBEHHOIO Ipernapara, B
Clyyae eciy TPOU3BOACTBO JEKapCTBEHHOrO MpernapaTra OCyLIECTBISETCS B
Poccuiickoii Denepanyu, 1100 KONHIO BEIAAHHOHR YIIOIHOMOYEHHEIM OpraHOM
CTpaHbl TIPOM3BOJAMTENS JIMLEH3UH Ha IIPOU3BOLCTBO JIEKAPCTBEHHOTO
Tpernapara ¥ €€ MEepeBOJ Ha PYCCKUH SI3bIK, 3aBEPEHHEIE B YCTaHOBIIEHHOM
TOpsJKe, a TaKXKe KOINHUI0 3aKJIIOYeHWs O COOTBETCTBMM IPOW3BOIUTENS
JIEKapCTBEHHBIX CpeICTB TpeGoBaHMAM TIpaBuU Hazexaten
MPOM3BOJACTBEHHON NPAKTHKU, BHIAAHHOIO YMOJHOMOYEHHBIM (eIepaibHbIM
OpraHoM MCIIOJIHUTENBHON BJIACTH B OTHOLUGHMM W3MEHEHHOH U (WIH)
JIOTIOJIHEHHOH NMPOU3BOACTBEHHOH IIIOLIAAKHU JIEKapCTBEHHOTO Npenapara, Uilu
KONHIO pelIeHUs] YIOJHOMOYEHHOTO (eAepanbHOro OpraHa WCIOJHUTEIBHON
BJIaCTH O TMIPOBEACHUM HWHCIEKTHUPOBAaHUS IPOU3BOIUTENS JIEKAPCTBEHHOIO
CpencTBa, B Cly4ae e€ciod [POM3BOACTBO JEKAPCTBEHHOIO Ipenapara
ocylecTBiseTcs 3a npenenamu Poccuiickoit @eneparui.

Ilpu HeoOXomMMOCTHM BHECEHHMS B JOKYMEHTEI, COJep)Kalluecss B
PETUCTPaLMOHHOM [JOChE€ Ha 3aperdCTPUPOBAHHBIN JIEKapCTBEHHBIH npemnapar,

M3MEHEeHNH, YKa3aHHBIX B MyHKTe 4 YacTy 2 HACTOAIIEH cTaThi U TpeOyomuX
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MPOBEJCHUS OKCIEPTHU3bl KayecTBa JIEKapCTBEHHBIX CPEICTB, 3asiBUTEIIb
NOTOJMHUTENLHO NPEACTABNSET B YNOJHOMOYEHHHIH (enepanbHbii opraH
WCIIOJTHUTEILHOW BIACTH KOIMUIO JIUIEH3UH HAa MPOU3BOACTBO JIEKAPCTBEHHEBIX
CPEACTB MM KOMHMIO 3aKIIOYEHUS O COOTBETCTBHM IIPOM3BOJUTEINS
JIEKapCTBEHHBIX CpeIcTB TpeOOBaHUSIM TIPaBUII Hajnexanei
IIPOM3BOACTBEHHON NPAKTUKY, BBIAAHHBIX YNOJIHOMOYEHHBIM q)e,uepan;,HmM
OpraHOM HCIIOJIHUTENILHOH BJIACTH B OTHOIIEHWH TPOU3BOACTBEHHOM
[UIOLIAfIKK JIEKApCTBEHHOTO0 [Mpemapara, B ClIy4yae €clli IPOHU3BOICTBO
JIeKapCTBEHHOTO Tpenapara ocyuiecteisiercs B Poccuiickolt ®enepauny, 1160
KOMNHIO BBIIAHHOMU }JHOJIHOMO‘-!ICHHBIM OpraHOM CTpaHBI nponzBonﬁTenﬂ
JULEH3UN Ha TPOM3BOJCTBO JIEKAPCTBEHHOTO Mpenapara U ee MepeBoj Ha
DPYCCKHIi S3bIK, 3aBEpPEHHBIE B YCTAHOBICHHOM MOPSAAKE, H KOMHUIO 3aKITIOYEHHUS
O COOTBETCTBHUM IIPOU3BOJAMTEJNSI JIEKADCTBEHHBIX CPEACTB TpeﬁoBéHHxM
[IpaBUJI  HaQIexameli  NPOM3BOACTBEHHOW  MNpAaKTHKH,  BBLAAHHOIO
YIOJHOMOUYEHHBIM (efiepalbHEIM OpPraHoM HCHOJIHUTENBHOH BIIACTH B
OTHOIIEHUH TPOU3BOACTBEHHOM IUIOMIAJKHU JIeKapCTBEHHOrO Mperapara, WiH
KOIUIO pElIeH!s] YNOJHOMOYEHHOro ()eAepanbHOro opraHa MCHOJHATENBHON
BJaCTU O NPOBEACHHUM HWHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHOIO
CpeicTBa, B Cllyyae €clldi MPOU3BOACTBO JIEKAPCTBEHHOTO Mpernapara

ocyliecTBisercs 3a npenenamu Poccuiickoit @enepanyy.
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[IpuHsiTHe peuieHUs O BHECEHMM W3MeHeHMil wiu o0 oTKaze B uX
BHECEHUH OCYILECTBIIAETCA B ClIy4ae HEOOXOAMMOCTH IPOBEIEHUS IKCIIEPTH3EL
KauyecTBa JIEKAPCTBEHHBIX CpPEACTB M (MJIH) SKCNEpPTH3Bl  OTHOIIEHUS
OXHIaeMOH TOJIb3bI K BO3MOXXHOMY pPHUCKY INpPHMEHEHUS IE€KapCTBEHHOIO
npenapara M MEOUIMHCKOrO TPUMEHEHUS B CPOK, HE IPEBLIIIAIOINM
AeBsHOCTa pabouux JHEH, a B OCTAIBHBIX CIIy4Yasx - B CPOK, HE MPEBHIIIArOITH
TpuALaTH pabouux AHEHW co AHS MPUHSATUS YIIOIHOMOYEHHBIM (be,uepanlbnmm
OpraHoOM MCIOTHUTENLHON BJIACTH 3asBJIE€HUS O BHECEHUH TaKUX W3MEHEHUH.";

8) B cTtatee 31:

a) 4acThb | U3NOXKUTH B CIAEAYIOLIEH pefaKkiuu:

"l.B nmensx BHeCEHUS WU3MEHEHHMH B AOKYMEHTHI, COJAEpXKalliecs B
PETHCTPALIMOHHOM J0ChE Ha 3aperMCTPUpPOBaHHEIN JIEKApCTBEHHEBIN Ipenapar
IO~ BETEpUHAPHOTO NpUMEHEHUS,  JiepXKarenb WIM  Blagener
pemc*rpaunénnoro YOOCTOBEpPEHUsS] JNEKAPCTBEHHOrO  Mpenapara WU
YIOMHOMOYEHHOE UM Jpyroe IOpUANYEcKOe IO (Aanee B HacTodmIe! cTaTbe -
3asBUTENb) TIPEJCTaBliseT B YHOJIHOMOYEHHBIH denepanbHbll  oprad
UCTIONTHUTEBHOY B/IaCcTU 3asBJIEHHE O BHECEHUM TaKUX MU3MEHEHUH M0 HoOpMe,
YCTAaHOBNECHHOW YNOJHOMOYEHHEIM (peAepanbHEIM OpPraHOM MCIONHUTENBEHOR
BJIACTH, U MpUjiaraeMele K HEeMy U3MEHEHMS B YKa3aHHBIE TOKYMEHTEI, 8 TakXKe

AOKYMEHTEI, NOATBEPXKAAKOIIHNE HE00XO0JIMMOCTh BHECEHUSI TaKUX W3MEHEHUH.
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ITpu HEOOXOAUMOCTH BHECEHUS M3MEHEHHH B JAOKYMEHTHI, COJEpKallluecs B
PETUCTPAllMOHHOM J0OChe Ha 3aperHCTPUPOBAHHBIN JIEKapCTBEHHBIN IIpernapar
IUI BETEPUHAPHOTO MPUMEHEHHS, B Cllydae W3MEHEHUS U (WIH) AOIOIHEHHUS
IIPOU3BOJICTBEHHON MIONIAJKU JEKAPCTBEHHOIO CPEACTBA, a TAaKXKE B Cilydae
U3MEHEHUs [IOKasaTreled KadecTBa JIEKapCTBEHHOIrO Mpenapara A
BETCpUHAPHOrO TMpUMeHeHWss M (WIM) METOIOB KOHTPONs  KadecTBa
JIEKapCTBEHHOr0 Mpenapara [jisi BETEPUHAPHOIO IPUMEHEHUS zaaBﬁTenb
JIOTIOJIHUTENILHO TMPEACTABJsSeT B YIOJHOMOYEHHBIH (enepanbHBl Opras
HCTIONTHUTENBHOU BIIaCTU C/IEAYIOLINE JOKYMEHTHI:

1) cBeEeHHs O MHULIEH3MM HA MPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB 11
BETEPUHAPHOIO MNPUMEHEHUs, BBIJAHHOW MPOM3BOJMUTENIO JIEKAPCTBEHHOI'O
rmpenapara i BETEPUHAPHOrO  MPUMEHEHHs, [  POCCHMCKHUX
[IPOU3BOAUTENCH;

2) cBEIEHHs O JIMLIEH3UHM Ha MPOM3BOJCTBO JIEKAPCTBEHHEIX CPEJCTB,
BBIJJAHHOH TNPOM3BOJUTENO (papMaLleBTHUECKOH CyOCTaHIMM, BXOZsIIeH
B COCTaB JIEKApCTBEHHOIrO IIpernapara Jjisi BeTEPHHApHOIO IpUMEHEHWS,
[IPOU3BOACTBO KOTOpPOM OCyLIeCTBisieTcsl Ha Tepputopuud Poccuiickon
®Denepaunu;

3) KomUs NOKYMEHTa, BBIJAHHOIO YIIOJIHOMOYEHHBIM OpraHoM CTpaHbI

IMPpOU3BOOHUTEIIA OJIsA KaX1ou l'IpOHSBOI[CTBCHHOﬁ IUIOMaaKH JIEKaApCTBEHHOTI'O
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Ipenapara s BETEpUHApPHOro NMPUMEHEHMUs, pa3pellarolero MNpOoU3BOACTBO
JIEKapCTBEHHOTO TperiapaTa, U €ro NMepeBOJ Ha PYCCKUM sI3bIK, 3aBEPEHHEIE B
YCTaHOBJIEHHOM TMOpsJKE, B CjlIy4Yae €CIM IPOM3BOJICTBO JIEKAPCTBEHHOTO
mpenapata OCyLeCTBIseTcs 3a mpedenamu Poccuiickodt Denmepamuu, wu
CBEJICHUS, Kacamlldecs 3aKMOYEHUsT O COOTBETCTBUM IIPOM3BOAUTENS
TIEKapCTBEHHOIO Mpenapara [ BETEpPHUHApHOro INpHUMEHEeHHs TpeboBaHUAM
IpaBu Haxﬁemameﬁ IIPOM3BOACTBEHHOW  IPaKTHKH, BBHIJIAHHOTO
YIONHOMOYEHHBIM (enepaNbHbBIM OpPraHOM HCIOJIHUTENBbHON BRAcTH IS
K0 MPOW3BOACTBEHHON IUIONMIAJKU JIEKapCTBEHHOrO Mpenapara Jjis
BETEPUHAPDHOI0 TNpPUMEHEHUs, WM CBENEHUS, KacarollUecs pelieHUS
YIONHOMOYEHHOro deaepanbHOrO OpraHa HCMNOMHUTENbHON BNIacTH O
TIPOBEACHUH WHCIEKTHPOBaHUS IIPOMU3BOLAUTENA JIEKAPCTBEHHOIO Ipemnapara
INsi BETEpUHADHOrO TMpPHMEHEHHWs, B Clly4ae e€Ccid IIPOM3BOJACTBO
JIEKAapCTBEHHOI0 TMpenapaTa OCYIIECTBIsieTcs 3a Ipenenamu Poccuiickoi
®Denepanuy;

4) xonusi NOKYMEHTa, BBIAAHHOIO YIOJHOMOYEHHEIM OPraHOM CTpPaHEI
Npou3BOaUTENs  (apMaleBTHYeCKOH  cyOcTaHuuM,  IOATBEPXKIAKOMIEro
COOTBETCTBUE MPOU3BOAUTENS (PapMaleBTHYECKON CyOcTaHLUH, BXOAsALIEH B
COCTaB JIEKapCTBEHHOrO Mpenapara IJIfi BETEPHHAPHOTO MPUMEHEHHUS,

TpeOOBaHUAM  TNpaBUI  HaAjeXxalmeid  MpOM3BOACTBEHHONW  NPaKTHKH,
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NPUMCHAEMBIX B CTpaHC NMPOU3IBOIAUTEIISA, U €ro INMEPEeBOX Ha pYCCKHﬁ SI3BIK,
3aBCPCHHBIC B YCTAHOBJICHHOM IIOpAAKE, B Ciiyda€ €CJId IIpOU3BOACTBO

¢dapmaneBTHyeckoi cybcTaHIMU OCyIIecTBAsSETCs 3a npeaenamu Poccuiickoi

®Denepanun."”;

0) JOMOJIHUTE YaCThIO 1! CIEAYIOLIETO COAEPIKAHMS:

"1.B clyyae W3MEHEHUs U (MNM) [OMONHEHUs IPOU3BOJCTBEHHON
IUIOMIAJJKH JIEKApCTBEHHOI0 CpEJICTBA JOKYMEHTBI, yKa3aHHBIE B 4YacTH 1
HACTOSIIEN CTaThH, NMPEACTABISIOTCS 3asBUTENIEM B OTHOLICHUH M3MEHSIEMOM
u (W1M) JONMONHSEMOW TPOW3BOACTBEHHON IUIOLIAAKU JIEKApPCTBEHHOTO
CpencTBa.

[lpunsitue pemeHus O BHECEHUM U3MEHEHUH B ,uOKyMéHTbx,
cozepxauiecss B  PErHMCTPAl[MOHHOM JOCh€ Ha 3aperHCTPHUpPOBAHHBIN
JIEKapCTBEHHHIH Npenapar AJis BETepUHApHOTO NMPUMEHEHHUs, WK 00 oTKase B
MX BHECEHHH OCYILIECCTBIISIETCS B CPOK, HE MpEBHILIAIOIIUN AeBSHOCTa pabounx
JIHEW, B ciiyyae HeoOXOAMMOCTH TNpPOBENCHHS 3KCIEPTU3H JIEKAPCTBEHHOIO
Tpernapara Jjisi BETEpUHApPHOro NPUMEHEHHs, a B OCTAJIBHBIX CIydasX - B CpPOK,
HE TIpPeBBINAIOIMA TpuAuaTH paboumx JHEH Cco JAHA NPUHATHA
YIIOJTHOMOYEHHBIM  (ellepaibHBIM  OpPraHoOM  HCIIOJIHHTENBHOM Bhacm
3asiBJICHUS O BHECEHUH TaKUX W3MEHEHU.";

B) IOTIONHHUTE YacTaMu 4' u 4° cieyromero COZIepXKaHMS:

"4! B Clly4ae TIIpEACTaBIICHUsS 3asgBUTENIEM HEIMOJIHOI0 KOMILJIEKTa

JIOKYMEHTOB, ITOATBEPKIAIOIMX HEOOXOAMMOCTh BHECEHHS W3MEHEHUH,
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U (A1M) BBIBICHHS HEJOCTOBEPHOCTH CBENEHWH, CONEPXAlIMXCH B
TIPEICTAB/IEHHBIX 3asBUTENIEM MaTepHaliaX, YIOJIHOMOUYEHHBIH (henepaibHEIN
OpraH MCIOJIHATEIBHOHN BJIaCTH HaNpaBIAET 3aABUTENIO 3anpoc 00 YTOYHEHUH
YKa3aHHEIX  cBeleHMH. JlaHHBIA  3ampoc  MoxeT ObITE  nepenad
ynonﬂomoqeﬁﬂoﬁy NPEICTaBUTENIO 3asiBUTENS O] PAcIUCKy, HAlpaBlIeH IO
II0YT€ 3aKasHBIM [MMCEMOM MM MepeJaH B DJJIEKTPOHHOW (QopMe 110
TEIEKOMMYHHKALMOHHBIM KaHajiaM CBsI3d. B ciiyyae HampaBlieHus 3arpoca 00
YTOUHEHHWM CBEINEHW IO TIOYTE 3aKa3HBIM [HCEMOM OH CYMTAETCS

[MONY4YE€HHBIM II0 HCTCYCHHHU MICCTH JHEeH ¢ JaTel HalpaBJICHUA 3aKa3sHOro

MMchMa.

4% 3agBuTens o6s3aH NpEeACTaBUTE OTBET Ha 3alpoc 00 yTOYHEHHH
CBEJlEHHH B CpOK, He MpeBHINAIOMMI HeBsHOCTa pabouux [gHEH cO JHA
MONy4YeHHs naHHoro 3anpoca. Cpok, ykasaHHBIH B yacTu | HacTosei craTthb,
IIPHOCTAaHABIIMBAETCs CO AHS HANpPaBJICHUS 3asBUTENIO 3arpoca 00 yTOYHEHHUH
cBeeHUHl 10 IHS MONyYeHHs OTBETa Ha JAHHBIH 3aNpoc ¥ He YUHTHIBAETCS TIPH
VICYHCJIEHUM CPOKa NPUHSATHS PELIEHUs] O BHECEHHM M3MEHEHUH B JJOKYMEHTHL,
COlepXalluecs B PErMCTpAallMOHHOM JOChe Ha 3aperucCTpUpOBaHHBIN
JIeKapCTBEHHBIN Npenapar AJis BETEpUHApHOTO NMpUMeHeHHs.";

T') JOTOJHUTE YaCThIO 6° CJIEIYIOLEro CONEePIKaHNs:

"6>.TIpu BHECEHMH W3MEHEHHMH B [OKYMEHTBI, COJEpXKalHecs

B PErucTpaluOHHOM JOChE Ha 3ap8FHCTpHp0BaHHBIﬁ HeKapCTBEHHBIﬁ
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npenapar Jis BETEpPUHApHOrO TIPUMEHEHHWs, B YacTH, Kacawolieiics
U3MEHEeHUsT | (WIM)  JONMOJIHEHHS  IPOM3BOJCTBEHHOM  IJIOLIAAKHU
JIEKApCTBEHHOTO npenapara, B ciryyae IIpeACTaBIEHUS
3asBUTENIEM  CBEACHUM,  KacaloLUXCS  pelIeHUs ynonﬂomoqeﬁaoro
denepanbHOro  opraHa = MCIOJHUTENBHOW  BIAcTM O  IIPOBEACHUH
UHCTIEKTUPOBAHHUS  INPOW3BOAUTENS]  JIEKApCTBEHHOrO  Ipenapata IS
BETEPUHAPHOIO NMPUMEHEHUs, B CIly4ae €ciu IPOU3BOACTBO nexapcmeﬁﬂoro
npenapara ocyuecTisieTcsl 3a npenenamu Poccuiickoit @epnepauuu, cpok,
YKa3aHHBIA B 4acTu 6' Hacroseit CTaTby, NPUOCTAHABIUBACTCA OO [OHSA
npuﬂﬂmsi YIOJIHOMOYEHHBIM (peJiepanbHBIM OPraHOM UCTIOJIHUTENBHON BlIaCTH
pelieHnss 0 Bhigadye WM 00 OTKa3e B BbIJaue 3aKJIIOYEHUS O COOTBETCTBHUHU
IIPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB [Jii BETEPUHAPHOIO MpPUMEHEHUS
TpeOOBaHUSAM MNpaBWi HaAexalieid NPONU3BOJCTBEHHOW NpPaKTHKH, HO HE
Gonee yeM Ha CTO BOCEMBAECAT paboumx AHel cO AHs MONYyUEeHHUS 3aK/TIOYSHMS,
YKa3aHHOTO B 4acTH 6' HacTosmeil cTaTbu.";

A)4acTb 7 [OMOJNHUTH CJIOBaMH ", MpeACTaBIE€HHE JOKyMEHTOB,
VKa3aHHBIX B 4YacTax 1 M 3 HacToOAIEel cTaThd, B HEMOJHOM o00OBEMe,
HEMpEe/CTaB/IEHUE 3asBUTEJIEM B YCTAaHOBJICHHBIH CPOK OTBETa Ha yKa3aHHBIN
B uacTi 4' HacTosmIEH CTATHH 3arpoc 00 yTOYHEHUU CBEICHMIi, OTCYTCTBUE B

MPEACTABJICHHBIX JOKYMEHTAaX MAOCTAaTOYHBIX CBENCHUM, INOATBEPXKAAONMINX
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HEOOXONUMOCTE BHECEHHS H3MEHEHWH, MMM OTKa3 YNOJHOMOYEHHOrO
(enepanbHOrO OpraHa WCINOJHUTENBHON BIIACTH B BhHIJaue 3aKJIIOYEHMS O
COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHEBIX CPEJACTB JJsSl BETEPUHAPHOTO
NpuUMeHeHuss TpeOOBaHUAM TMpaBWJI  HaQeXallei# TNpPOU3BOJICTBEHHOMN
NpakTUKX B CIOy4ae M3MEHEHUs U (WIM) IOMONHEHUs] NPOU3BOACTBEHHOMR
NIOLaKY JIEKApCTBEHHOrO Ipenapara';

9) nyHKT 6 cTaThu 32 U3N0XKUTH B CIeAYIOLIEH peraKIun:

"6) ocyilecTBI€HUsS TOCYJapCTBEHHON PETMCTpalluM YIOJTHOMOYEHHBIM
¢enepanbHbIM opfaHOM MCIIOJIHUTENBHOM BIACTH B OTHOLICHHWH OJHOTO U TOTO
XK€ JepxaTens WM  BIAfeNbla PEerucTpaliOHHOTO YAOCTOBEpEHUS
NeKapCcTBEHHOro mpenapara (YIMOJHOMOYEHHOTO UM JPYroro FOPHAWYECKOTO
nMua), OJHOTO M TOro XKe neKaPCTBe.HHoro npenapata (C OXHMM
MEXJYHapOAHEIM HEeNaTeHTOBAaHHEIM HAUMEHOBAaHWEM WM TpPU OTCYTCTBHUU
TaKOr0 HAWUMEHOBAHUS - C OAHHUM XHUMMYECKUM WIH rpynnupoaoénmm
HAaMMEHOBAaHMEM, B OAMHAKOBEIX JeKapCTBEHHOW dopme U [O03MpOBKE
(c ooMHAKOBBIMU KOHIEHTpalLlMell, akTUBHOCTBIO B €QUHUIAX NSHCTBUA WIIH
KaueCTBEHHBIM U KOJIMYECTBEHHEIM COCTaBOM AEHCTBYIOIIMX BEIECTB) B BHJE
OBYyX W Oolee eKapCTBEHHBIX IPENaparoB NOJ pasIMYHBIMH TOProBBIMH

HaUMEHOBaHUAMU;";

10) myskThl | ¥ 2 yacTu 2 cTaThi 34 U3N0XKUTE B CIEAYIOWEH pelaKiuu:
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"1) Konus NUIEH3WH Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX cpe,ncﬁ 158151
KOIMSA 3aKJIFOYEHHUS O COOTBETCTBHU MPOU3BOAUTENS JIEKAPCTBEHHEBIX CPENCTB
TpeOOBaHUAM TpaBUIT HAAJIEXKALEH MPOU3BOACTBEHHOMN MPAKTHUKU, BBIIAHHEBIX
YTIONHOMOYEHHBIM (he/IepaibHEIM OPraHOM MCIIONHUTENBHOM BIACTH, B CITydae
€ClIy [POU3BOJICTBO JIEKAPCTBEHHOT0 CPeACTBa ocyliecTBiIsieTca B Poccuiickoi
Denepanuy;

2) xonus AOKYMEHTa, BBIJAHHOTO YTOJIHOMOYEHHBIM OpPraHoM CTpaHbl
IIPOU3BOUTEIS, IO TBEPXKJAIOLIETO paspelleHue IIPOU3BOJCTBA
JIEKapCTBEHHOT'O CPEJICTBA, W €ro MEepeBOJl HAa PYCCKUM 53BIK, 3aBEpEeHHEIE
B YCTAaHOBJIEHHOM TMOPSJKE, a TaKKe KOMHUS 3aK/IIOYEHHS O COOTBETCTBUU
IIPOM3BOIUTENS JIEKAPCTBEHHEIX CPEACTB TpeOOBaHUSAM MpaBUil Hajnexaien
TIPOU3BOACTBEHHOMN IPAaKTHKH, BBIJAHHOIO YINOJNHOMOYEHHEIM (eaeparibHEIM
OpraHOM HCHOJNIHUTENLHON BJIACTH, MM KONHUS PEIIEHUS YIIOJIHOMOYEHHOIO
denepanbHOro  OpraHa  UCIOJHHUTENBHOM  BIACTH O  NPOBENECHUH
UHCNIEKTUPOBAaHUs  IPOMU3BOAMTENS  JIEKAPCTBEHHOIO  CpeicTBa  Jyis
MEIHIMHCKOrO MPUMEHEHUS, B Cllydyae €Clid MPOU3BOACTBO JIEKAPCTBEHHOT'O
CpelcTBa OCylle ‘TBIsSETCs 3a npenenamu Poccuiickoit ®enepanuu;";

11) B mynkTe 12 gactu 2 cratbu 39 ¢10BO "KOMIIETEHTHBIM" UCKITIOUHTE;

12) cTarbto 65 HOMOMHUTE YAaCThIO 3 CIIEAYIOIEr0 COAEPIKAHMS:
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"3. YnonuoMmoueHHbI# denepanbHBI OpraH HCHONHUTENBHOM BracTH
paccMaTpHBaeT BONPOC O IIPHOCTAaHOBJIEHWHM IIPUMEHEHHS JIEKaPCTBEHHBIX
MpenapaToB B  YCTaHOBJIEHHOM KM IIOpsAAKE B  ClIy4Yae HaIAYMA
y YIOJIHOMOYEHHOro ¢eAcepaJbHOr0 OpraHa WCIOJHWUTENBHON BIAcTH WIIH
NIpEACTaBICHUS cdoTBeTCTBymmnM YNOJIHOMOYEHHEIM (befiepallbHEIM OpraHoM
WCTIOJIHUTEIBHOM BNAacTH CBEJEHHH O HECOOTBETCTBHM IIPOM3BOOUTENS
JIEKapPCTBEHHBIX CpencTB TpeOoBaHUSIM paBul Hannem_ameﬁ
MPOU3BOJCTBEHHOW  MpakTUKU ¥ (MMM) HAPYIUIEHWSX  JNHLUEH3UOHHBIX
TpeOOBaHWH, BBHISBIEHHBIX B XOJE WHCIEKTUPOBAaHHS NPOM3BOLUTEINS
JIEKApCTBEHHBIX CPEACTB WIM JHLEH3UOHHOTO KOHTpons B  cdepe
NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJACTB, KOTOpBIE TNPUBEIH WU I;IOFYT
NPUBECTH K NMPOU3BONCTBY JTEKAPCTBEHHBIX npénapaTOB, KOTOpBIE MPUYHHIIU
WIA MOTYT NPUYMHUTH Bped MXU3HM H 30OPOBBIO TIpaKdaH, >XUBOTHBIX,
a UMEHHO CIIelyIOLIUX CBEICHUIA: .

1) mpoM3BOACTBO JIEKAPCTBEHHOrO Ipernapara ¢ COCTaBOM U (WJIM)
TEXHOJIOTHEeH MPOU3BOACTBA C ONMMCAHWEM CTaAW# NMPOU3BOACTBA, OTIMYHBIMHU
OT 3asIBIICHHBIX B PETUCTPALMOHHOM JOCKE;

2) IpOM3BOACTBO JIEKAPCTBEHHOrO Npemnapara Ha IIPOM3BOJCTBEHHOMN

IJIOIaaKE, HE YKEBHHHOﬁ B PETHCTPallHOHHOM J1OCEC;
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3) HeycTpaHeHue IIPOU3BOJUTENIEM TIeKapCTBEHHBIX CPEICTB
HECOOTBETCTBUI IPOM3BOJACTBA JIEKAPCTBEHHOTO IMipemapara TpedoBaHUAM
MpaBuJl HaJAneXameil NpPOU3BOJACTBEHHON NpPAaKTUKH, BHISBICHHBEIX B XOJ€
WHCNEKTUPOBaHUs  MPOU3BOAMTENS  JIEKApCTBEHHBIX  CPeACTB M (WiIH)
HapyuIeHUH TULIEH3UOHHBIX TpeOOBaHNH, BEISBIEHHBIX B X0/€ nﬁuetﬂsnoﬁﬂom
KOHTpONS B cepe NMpOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB, B COTTIaCOBAHHBIN
C  COOTBETCTBYIOIIUM  YINOMHOMOYEHHBIM  (efiepanbHEIM  OpraHoMm
VICTIOJTHUTENIBHOM BJIaCTH CPOK;

4) OTCYTCTBUE y MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB JOKYMEHTOB,
TOATBEPXKAAIONIMX COOTBETCTBUE KauecTBa JIEKApCTBEHHOrO Iperapara,
BBOJIMMOTO B IPaXJaHCKHi o0opot, TpeOoBaHUAM, YCTAHOBIEHHBIM TPU €TO
rOCyapCTBEHHO! perucTpanuu.";

13)B wyactu 2 crateu 68 cnoBa "wHpopMauuu u (WiM) AaHHBIX"
3aMEHHMTL  CJIOBaMM  "WJIM  HECBOEBPEMEHHOE TMpeAcTaBieHHe Jubo
npcncraaneﬁne HENOCTOBEPHBIX HIW B HEMONHOM oOBeMe CBeAcHMIt

(urdopmauuu)".

Ilpesngent
Poccuiickoi ®enepaunu
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INOSACHUTEJBHAS 3AIIMCKA

K NpoeKTy denepaibHoro 3akona "O BHeceHHH U3MeHeHHH
B ®egepaneubiii 3axon ""O0 o0pamenun JieKapcTBEHHBIX cpeacTs’

Ilpoext GenepansHoro 3akona "O BHeceHWM H3MeHeHuE B DenepanbHbIi
3akoH "OO6 oOpamieHuH JeKapCTBEHHBIX CpefcTB" (Hanee - 3aKOHONPOEKT)
paspabotaH BO HcHoOnHeHHe nopyuenus [IpasurensctBa Poccumiickoit @emepaiun
or 23 ceHtsbps 2016r. Ne AII-T112-5722, a TaKKe MNPOTOKOJa 3acelaHus
IIpaBuTENBLCTBEHHOM KOMMCCHH TO HMIOpTo3aMemenuio ot 8 urons 2016 . Ne 3
(mynxT 24 pasznena I).

3aKOHONPOEKTOM IIpeiaraeTcs BHECTH H3MEHEeHus B cTathu 16, 17, 18, 29, 30
1 31 OenepanbHOro 3aKOHa B YaCTH YCTAHOBIIEHHS BO3MOMHOCTH [UISi HHOCTPAHHBIX
NPOMU3BOJUTENEH JIEKAPCTBEHHBIX CPEJCTB MNPEACTAaBNATE KONHMIO pEIIeHUS
YIOJIHOMOYEHHOTO (eIepabHOr0 OpraHa MCIOJHUTENLHON BIACTH O MPOBEICHHU
WHCINEKTUPOBaHUS WHOCTPAaHHOTO MPOM3BOAMUTENS B ClOy4yae OTCYTCTBHS Y HErO
3aKIIFOYEHHsI O COOTBETCTBMM INPOU3BOJAWTENS  JIEKaPCTBEHHOrO0  CpeacTBa
TpeOOBaHUsM TIPaBUJI HA[IeXkalleld NpPOW3BOACTBEHHOM NPaKTHKU, BBEIIAHHOTO
YTIOMTHOMOYEHHBIM (eepaNbHBIM OpPraHOM HCIIONHUTENLHOM BNACTH, B COCTaBe
MPEACTaBAsSEMOr0 C MHENbi0 TOCYNApCTBEHHOH perucTpauuy JeKapcTBEeHHOTo
rpenapara perucTpallMOHHOIO JOChe, a TaKXkKe B COCTaBE KOMILIEKTa JOKYMEHTOB,
HeoOXOIMMBIX Ui NOATBEPKAEHHS PETMCTPAlUHi JIEKAPCTBEHHOro Ipenapara U
BHECEHVs U3MEHEHUH B PETHCTPAllHOHHOE JIOCHE.

Taxxe 3aKOHONPOEKTOM MpEeNyCMOTpeHa BO3MOXHOCTE pPacCMOTPEHUS
YTIOIHOMOYEHHBIM (efepalbHEIM OPraHOM WCIONHHUTENBHOH BIAacTH BOMpOCa O
MPUOCTAaHOBIEHNH NPUMEHEHHU JIEKAPCTBEHHBIX NMPENapaToB B YCTAHOBIEHHOM HM
NOpAOKE B CIy4Yae HAJIWYHA Yy YIOJHOMOYEHHOro (enepanpHOr0 OpraHa
HCTIONIHUTENBHON BIACTH MIIM NIPEeICTABIEHHS COOTBETCTBYIOLUM YIIOTHOMOYEHHBIM
¢denepanbHBIM OpPraHOM WCHONHHUTENBHOM BJIACTH CBENEHWH O HECOOTBETCTBHH
NPOM3BOAMTENs JIEKAPCTBEHHBIX CpeACTB TpeOOBaHMAM IpaBHi HamJIeKalleH
[POM3BOACTBEHHON NMPaKTHKA W (WIH) HapylIeHUSX IHMIEH3HOHHBIX TpeOoBaHM,
BEISIBJIEHHBIX B XOJI€ MHCINEKTHPOBAHUS NPOU3BOAMTENS JIEKaPCTBEHHBIX CPENCTB
WUIA JUIEH3HOHHOTO KOHTPONsA B cdepe MpOM3BOACTBA JIEKADCTBEHHBIX CPENCTB,
KOTOpbl€ MpPUBENHM MJIM MOIYT HPHBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX
npenaparoB, KOTOpPbIe MPUYHHIIN WM MOTYT NPHYHHUTE BPEM KU3HH ¥ 3JOPOBBIO
rpaXxnaH, JXUBOTHBIX.

Kpome Toro, mpennaraempie 3aKOHONPOEKTOM M3MEHEHHS [O3BOJAT
OCYLIECTBIIATh TOCYHNAPCTBEHHYIO PErdcTpalMio JEKapCTBEHHBIX MpenaparoB C
ONWHAKOBBHIM MEXAYHAPOAHHIM HENATeHTOBAaHHBIM HaWMEHOBaHHEM, HO C
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pa3siMYHbBIMH TOPrOBHIMM  HAaWMMEHOBAHUSAMH, TIPOM3BEACHHBIX HAa  ONHOMU
NPOU3BOACTBEHHOM IIOIIAMKE.

IlpunsTre mpemnaraeMblX 3aKOHONMPOEKTOM HM3MeHEHHH MO3BOJUT COKPATHTh
CPOKH IOCTyNa JIeKapCTBEHHBIX IpemaparoB Ha pelHOK Poccuiickoii @enepanuu,
a Takke Oyzmer cmocoOCTBOBaTh pa3BUTHIO KOHTPAKTHOTO IIPOM3BOJCTBA
JIeKapCTBeHHBIX MpenapatoB B Poccuiickoil Penepanuu, MoO3BOJIMB POCCHICKUM
dapManeBTUYECKUM NPOU3BOAMTENSM BBINYCKaTh, NOMHUMO CBOEH TMpPONYKLWH,
NeKapCTBEHHBIE Mpenaparsl APYTUX IPOH3BOAUTENEH.

Pa3BuTHe KOHTPakTHOTO NpPOM3BOJACTBA JIEKAPCTBEHHBIX IpENapaToB
obecrieynT pa3BUTHE KOHKYPEHIHH Ha pPOCCHMCKOM (apMalleBTHYECKOM pBIHKE,
co37acT HeoOXOAUMEIE YCNIOBHS LI pPOCTa 3KCIOpPTa JIEKAPCTBEHHEBIX NpENapaTroB
POCCHICKOro TMpOM3BOACTBA, a Takxke OyAeTr cmocoOCTBOBaTh MAOCTHIKEHHIO
conepxaimerocs B Ykase Ilpesunenta Poccuiickoii @enepauuu ot 7 mas 2012 r.
Noe 598 "O coBepileHCTBOBaHHMM TIOCYHApPCTBEHHOW TIONMTHKA B  cdepe
3IpaBoOXpaHeHHs" IoOKa3zarens, npexycMmarpuBaiomero nosenenue k 2018 romy
00beMa MPOU3BOACTBA OTEYECTBEHHEIX JIEKAPCTBEHHBIX CPEACTB IO HOMEHKIaType
NEepeyHsl CTPAaTerHyecKy 3HAYMMBIX JIEKapPCTBEHHBIX CPEICTB U MepeyHs >XHU3HEHHO
HEeOOXOAMMBIX M BOXXHEHIINX JIEKapCTBEHHBIX NpenapaTtoB A0 90 nponeHToBs.

[TonoxxeHuss 3aKOHONpPOEKTAa TapMOHM3UPOBaHBI C MOJOXEHUsMH IlpaBun
perucTpaliii W 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB [UIA MEOULMHCKOTO
npuMeHeHus, yTBepxaeHHbIX Perenmem CoBera Espasmiickoii skoHoMHueCKO#
KoMuccuud oT 3 HosOpst 2016 r. Ne 78 u cooTBercTBYIOT moOnoxeHusiM Jlorosopa
o EBpasniickoM sxoHOMUYeckoM coro3e oT 29 mas 2014 r., a Taxke CornaimieHus
O eIWHBbIX NMPUHIMIAX M MpaBUiIax oOpaleHMs JIeKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro 3koHOMHuYeckoro cors3a oT 23 nekabps 2014r. wW HHBIX
MEeXAYyHapoIOHbIX 1oroBopoB Poccuiickoii @enepanyi.

MOACHHAT




PUHAHCOBO-9KOHOMMYECKOE OBOCHOBAHUE

K NPOeKTy eaepanbHoro 3akona 'O BHeceHHH H3MeHeHH
B @enepalibubli 3ak0oH ""O0 oOpallieHHH JeKapcTBeHHBIX cpeacTs’

Peanuzanus OenepanbHoro 3akoHa "O BHeCeHUM W3MeHEHUN B DenepanbHblii
3akoH "OO0 ofpameHuM JeKapCTBEHHBIX CpeACTB" HE MNOTpeOyeT BbIAETICHHS
ZIOTIONTHUTENBHEIX CPeAcTB M3 (enepaibHOrO OromkeTa M OIOMIKETOB CYyOBEKTOB
Poccuiicko¥i @enepauuu ¥ Oymer OCYIIECTBIATECS B Ipefenax YCTaHOBJIEHHOM
IITATHOW YHCIEHHOCTH (QeNepalbHEIX OpraHOB MCIONHUTENBHOM BIACTH W

aCCHUTHOBaHMH, IPeIyCMOTPEHHEIX B (elepalbHOM OIomXeTe Ha MX COJAepXKaHue u
BBIIIOJIHEHHE YCTAHOBIIEHHBIX (QYHKIHH.
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NIEPEYEHD

tegepaibHBIX 3aKOHOB, NOAJIEKAMMX NPU3HAHHIO YTPATHBIIMMH CHITY,
NPHOCTAHOBJICHHUIO, H3MEHEHHUIO HIH NPHHATHIO B CBSA3H ¢ NPHHATHEM
@enepanbHoro 3axkoHa " BHeceHUH H3MeHeHH B ©eepabHbIH 32aK0H
"O0 oOpamenun JeKapcTBEHHBIX cpeacTB"

[Ipunstue PenepancHoro 3akoHa "O BHeceHMH W3MeHEHHMM B PefepanbHbIH
3akoH "OO6 oOpaiieHHH JIeKapcTBEHHBIX CpeACTB" He MOTpedyeT IpH3HaHHA
YTPaTHUBIIMMH CHIy, NIpPHUOCTAHOBIECHHUS, W3MEHEHUS WIM TpPUHATHA ApPYrUX
benepanbHBIX 3aKOHOB.
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NHNEPEYEHD

HOpPMAaTHBHLIX NpaBoBbiX akToB Ilpe3naenTa Poccuiickoii ®exepaumu,
IIpaBuTenscrea Poccniickoil Penepanun U PenepansHbIX OPraHoB
HCIOJIHHTEILHOH BJIACTH, NOAJIEKALIIHX NPH3HAHHIO YTPATHBIIHMH CHJTY,
NPHOCTAHOBJIEHHIO, U3MEHEHH IO HJIM NPHHATHIO B CBSA3H C MPHHATHEM
®DenepanbHOro 3akona "O BHeceHnH niMeHeHHi B PegepanbHbIN 3aK0H
""O0 oOpauleHnH JJeKapCTBEeHHbBIX cpeacTB'

IIpunsatue DenepansHoro 3akoHa "O BHeceHHM u3MeHeHUl B DenepanbHblit
3akoH "OO oOpauieHUM IEeKapCTBEHHBIX CpeAcTB”" (mamee - 3aKOHOIIPOEKT)
noTpedyeT BHECEHUS U3MESHCHU:

1. B npukaz Munsapasconpa3sutus Poccum ot 26 asrycta 2010 r. Ne 759u
"O0 yTBepXIeHMM TNOpSAAKA TNPEACTABICHHUS HEOOXOOUMBIX [JOKYMEHTOB, u3
KOTOPBIX (POPMUPYETCS PErMCTPAallMOHHOE NOCHE Ha JEKAPCTBEHHBIA Mpenapar s
MEIMIMHCKOI0 IPUMEHEeHHS B LIeJIIX ero rocyJapCTBEHHOM perucrpauu’.

ObocHoBanmMeM  HEOOXOAMMOCTH  BHECEHHS  W3MEHEHHWH  SBIAIOTCH
IYHKTHI 4 - 7 3aKOHONPOEKTA.

Ilensro HOpPMaTHBHOTO INPAaBOBOrO aKTa SBISETCS BHECEHHWE H3MEHEHUH B
yKasaHHBIA IIpuka3 MuH3apaBcoupa3BuTHsd Poccud B HacTU yCTaHOBIIEHHS
BO3MOXXHOCTM  JUIs  TNPDOM3BOAMTENEH,  OCYLIECTBISIOIUMX  IIPOM3BOJCTBO
JIEKapCTBEHHBIX CcpefcTB 3a mnpemenamu Poccuiickoit ®@enepauuu, B ciydae
OTCYTCTBHSL Y HHX JeHCTBYIOIIEro 3aKIIOYEHUS O COOTBETCTBUHM IIPOU3BOIMTENS
JIEKapCTBEHHOIO CPEeACTBA I MEOWIMHCKOrO NpHMEHEHMs TpeOOBaHHWAM IpaBHII
HaJUIexKale NpOM3BOACTBEHHON MPaKTHKY, BeiAaHHOro Musnnpomroprom Poccum,
B COCTaBe IPEACTaBISEMOr0 C LENBI0 TOCYAapCTBEHHOH  PpErucCTpauiu
JIEKapCTBEHHOTO Mpenapara Ais MEIUIUHCKOTO IPHMEHEHHWS pPEeruCTPallOHHOIO
JOChE WM C LIENIbI0 BHECEHHS W3MEHEHHH B JOKYMEHTHl PErMCTPallHOHHOIO J0ChE
Ha 3aperdCTPHPOBAHHBIM JIEKAPCTBEHHBIN Mpenapar, TpeOyromuX MpOBeNCHHS
3KCIEepPTU3bl Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB (B TOM HHCJIE NPH U3MEHEHHH MECTa
TIPOM3BOACTBA JIEKAPCTBEHHOrO Iperapara A MEIULHHCKOro MPHMEHEHHs), B
Munsnpas Poccum mnpenocraBnath Komuio pemieHuss Murnnpomropra Poccuu o
NPOBEIeHUH WHCIIEKTHPOBAHNS HHOCTPAHHOIO NPOU3BOIUTENS.

['onosHO# ucnonuuTens - Munsapas Poccuu.

Coucnonuurens - Muanpomropr Poccuu.

Cpoxk noaroroBkd - sHBaps 2018 r.

2. B npukas Munznpasconpa3Butua Poccun ot 26 asrycra 2010 r. Ne 758u
"O6 yreepxknmenum [lopsaxa NPHOCTAaHOBIEHWS IPHMEHEHHS JIEKAPCTBEHHOIO
npenapara Ui MeIUIIMHCKOTO IPUMEeHeHus " .
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O6ocHoBanueM HeOOXOJUMOCTH BHECEHHMS HW3MEHEHUH SBIAETCS IyHKT 12
3aKOHONPOEKTA.

Ilensl0 MaHHOrO HOPMAaTHBHOIO IIPaBOBOr0 aKTa SBISETCS BHECEHHUE
U3MEHeHMH B YKasaHHBIM mnpukas Munsgpasconpassutuss Poccur B bactu
YCTaHOBJICHUSI ~ TIOpSIAKa  MPUOCTAHOBIEHUS  MEOUIUHCKOTO  IPUMEHEHHSs
NIeKapCTBEHHOI'O Iperapara B ciiydae mHocTymuieHus ot Munnpomropra Poccum
uHGOpMAIMM O HECOOTBETCTBMM IPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHMAM TpaBWJ HaJIeXallledl MPOU3BOACTBEHHOW INPAaKTHKH U (WiIH)
HapyIIeHUsX JULEH3HOHHBIX TpeOOBaHUM, BBIABICHHBIX B XOJIe MHCIIEKTHPOBaHUs
NPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WM JIMIEH3MOHHOIO KOHTPONS B cepe
[IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, KOTOPBIE MPUBENH HIH MOIYT IPUBECTH K
IIPOM3BOACTBY JIEKAPCTBEHHBIX IIpPENaparoB, KOTOpbE NPUYMHMINA WIM MOIyT
NPUYHHUTE BpeJl )KU3HH U 3JOPOBBIO IPaXKAaH.

I'onosHoM ucronuurens - Munsapas Poccuu.

Coucnonnureny - Munnpomropr Poccun, Pocanpasransop.

Cpok noaroToBku - sHBaps 2018 r.

3.B mpuxaz MwuHucTepcTBa 31paBooXpaHeHus Poccuiickoit Pepepanuu
or 2lcenrabps 2016r. Ne725 "OO yrBepxnaeHWM AIMHHUCTPAaTUBHOTO
pernamenta MuHuCTepcTBa 3ApaBooxpaHeHuss Poccuiickodt @enepanuu 110
IPEeIOCTABIIEHHIO TOCYAApCTBEHHOM YCIYIM MO TIOCYAapCTBEHHOH perucrpanuu
JIeKapCTBEHHBIX IIpPenapaToB AJs MEIULIMHCKOr0 MpUMEeHeHHs" .

ObocHoBaHHe HEOOXOOMMOCTH MONIOTOBKM - MyHKT 2 W a63aly BTOpOii
IyHKTa 3 3aKOHOIMPOEKTa.

["onoBHo# ucronuuTens - Mun3zapas Poccuu.

Cpox MNOArOTOBKM - K PacCMOTPEHMIO 3aKOHOMpoekTa I ocyAapcTBeHHOM
Hymoit ®enepansroro Cobpanus Poccuiickoit @enepanyy BO BTOPOM YTEHUH.

27102885.doc




