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MOCKBA

O BHecenun usmeHenui B IlpaBuia opranuzauuu n npoBeneHus
HHCNEKTHPOBAHUS MPOH3BOAHTEIEH JIEKAPCTBEHHBIX CPeICTB
HA COOTBETCTBHE TPeOOBAHUSAM NPaBHJ HaAJexKaIeid
NPOU3BOJACTBEHHOI NPAKTHKH, 2 TAKIKE BbIAAYH 3aKJIIOYEHHI
0 COOTBETCTBHH NPOH3BOAHTE/IA JCKAPCTBEHHbBIX CPEACTB
YKA3aHHBbIM TPe6OBaAHUAM

[IpasurensctBo Poccniickoi PenepauvinocTaHOBASIe T :

YTBepauTh NpUilaraeMble M3MEHEHHUs, KOoTopble BHocsaTcs B [lpaBuiia
OpraHu3aluu H NpOBEAEHUS HHCIIEKTUPOBAHHSI NIPOU3BOUTENEH
JIEKapCTBEHHBIX CPEICTB Ha COOTBETCTBHE TpeOOBaHHUSM MpaBIJ Haalexalieh
[IPOM3BOJICTBEHHON TMPAKTHUKH, a TAKXKE BBINAYW 3aKJIHOUYEHHH O COOTBETCTBHHU
MIPOM3BOJMTENSI  JIEKAPCTBEHHBIX  CPEJICTB  YKa3aHHBIM  TpeOOBaHUSIM,
yTBEpXKJeHHble mnocTaHoBieHHeM [IpaButensctBa Poccuiickoit ®enepauuu
or 3 pnexkabps 2015r. Nel314 "O6 onpeneneHHMH  COOTBETCTBHUS
NMPOU3BOAUTENEHN JIeKAapCTBEHHBIX CPENCTB TPeOOBaHMUSIM IpaBHI HaJJiexaniei
npoussojcTBeHHol mnpaktuku" (CoOpaHue 3akoHomarenscTBa Poccuiickoit
®depnepauuu, 2015, Ne 50, ct. 7165).

[Ipencenarens [IpaBute

Poccuiickoit Oenepa M. MumyctuH
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YTBEPXKJEHbBI

noctaHoBneHueM I IpaButenbcTBa
Poccuiickoit ®enepauuu
oT 5 centabps 2020 r. Ne 1361

M3IMEHEHMH 4,

KoTopble BHOcsATcAA B [IpaBuia opraHu3andu H NpoBedeHHS
HHCNIEKTHPOBAHHS NPOH3BOJUTEIEH JeKAPCTBEHHBIX CPEACTB
HA COOTBETCTBHE TPEOOBAHUSIM NMPpaBHJI HAJIeKALCH MPOH3BOACTBEHHOMH
NPAaKTHKH, 3 TAK)KE BLIAAYH 3aKII0YeHHIi 0 COOTBETCTBHH NPOH3BOAHTEISA
JICKAPCTBEHHBIX CPEICTB YKA3aHHBIM TpeOOBaHHAM

1. ITyHkT 13 gononHuTh ab3alem CIeayIolero coaepKaHms:

"B cinyvae, mnpemycMoTpeHHOM nyHkTtom 27 Hacrosuwmx IlpaBui,
MHCIEKIIMOHHBIM OTYET MOMXET ObITh cocTaBieH ©Oe3 3aloJHEHHs pasjena,
coliepyallero 3aKilOYMTEebHbIE pPEKOMEHAAUMM M BBIBOJBI, €CJIH [IpH
MPOBEIEHUH HHCIICKTHPOBAHHMSI HHOCTPAHHOIO POU3BOIUTENS OBLIH BBISBIICHbI
HECOOTBETCTBMS TpeOOBaHUSM TMpaBUJl HaJexailedl IpOU3BOJCTBEHHOH
MPaKkTHKM M WHOCTPAHHBIH MPOW3BOAUTENH IPEACTaBHJI B YNOJHOMOUYEHHOE
yUupexkIeHUe TJIaH KOPPEeKTHPYIOUIMX U NpeAyNpexIaroliX IeHCTBHH U KOITHH
IOKYMEHTOB, O(MOPMIEHHBIX B YCTAHOBJIIEHHOM [OpANIKE, COAEpXKaLInX
MEPOIPUSTHUS IO €T0 BBINOIHEHHIO. "

2. [MonmyHkT "6" nmyHKTa 15 U3NOXKUTH B ClIeAYIOLEH pelaKHu:

"0) pelueHHe YMOJHOMOUYEHHOrO yUupeKIeHHs o0 OTKa3e B IPOBEACHHUH
MHCIICKTHPOBAaHUS HHOCTPAHHOrO MPOH3BOIAUTENS B CJly4yae HEMNOANMCAHUA
COrJIALIEHHs, ONpPeAessIIoEro Mpoueaypy HWHCIIEKTHPOBaHUS W CBS3aHHbLIE C
HUM pacxojllpl, mnpaBa M OON3aHHOCTH HMHCIIEKTOPOB U HMHOCTPAHHOTO
Mpou3BoAUTENS (najiee - coOIVallleHHWe), [0 MHHULHMATHBE HWHOCTPAaHHOIO
MPOU3BOJIUTENS WJIM HEOIUIaThl B CPOK, YKa3aHHBIH B IYyHKTE 25 HACTOSALIMX
[TpaBuJ, pacxo/i0B, CBA3aHHBIX C IPOBEJEHHEM HWHCIIEKTUPOBAaHU;" .

3. ITyHKT 25 U370XUTH B CIIeAYIOLIEH pelaKLMu:

"25. VroHOMOUYEHHOE YYpeXAeHHe B TeueHHe 3 pabodyux OHeEH
CO IHs corjlacoBaHus TIpaduka HampapssieT HWHOCTPAHHOMY IIPOU3BOIUTENIO
HWJIH €ro YIOJHOMOYEHHOMY IPEICTaBUTENIO YBEJAOMIEHHE O CpOKax
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MPOBELNEHUsS HMHCIEKTUPOBAHHS U HEOOXOAMMOCTH 3aKJIOUEeHMs! COrJlallleHHs,
a Take o HeoOxoaumocTH B TedenHue 30 paboumx AHEH co AHS 3aKAHOYEHHUS
COTJIALICHUS OIUIATHTH PACXOJIbl, CBSI3aHHbBIE C IIPOBEJIEHUEM YIIOTHOMOYEHHBIM
yUupexKJeHleM HHCIEKTUPOBaHHUs, B pa3Mepe, olpelesiIeMOM COTJIaIIEHHUEM, HO
He TIpeBbIIAIONIeM TpefebHbI  pazMep TMIaThl 3a HHCIEKTHPOBaHME,
YTBEPIKJICHHBIH YIIOJIHOMOUEHHBIM OpPraHoM, pacCUMTaHHBIM Ha OCHOBAHHUH
METOJUKH, YTBEPXKICHHOH  YNONHOMOYEHHBIM OpraHoOM. YBeIOMJICHHE
W  COTJAallCHWE  HAmpaBlsIOTCS  3aKa3HbIM  TOYTOBBIM  OTIIPaBIICHUEM
C yBEJOMJIEHHEM O BPYUYCHHUH WK B JOpMe 3JIEKTPOHHOTO JIOKyMEHTa Ha afpec
3JEKTPOHHON MOYTHI, YKAa3aHHBII B 3asBJAEHHH, B 2 IK3EeMIApax, NOAMHCAHHBIX
YIIONHOMOYEHHBIM  JIMHOM  YNOJHOMOYCHHOro yupesxkjeHus. CornaiieHue
3aKiodaeTcss B cpok He noznnee 30 pabouymx nHeill co AHS €ro INoJydeHHd
MHOCTPaHHBIM NPOU3BOAUTENEM." .

4, TTyHKT 26 JOMOJIHUTH MOMITYHKTOM "€" CIIENYIOLIEro CoepKaHus:

"e) 0 mnopsiiKe OMiaThl yCAyr 10 HHCIEKTHPOBAHMIO WHOCTPAHHOIO
MPOU3BOJMTENIS, B TOM YKCJIE BKIIIOYAIOLIEM MOPSAAOK OIUIATLI YCIIYT N0 OLIEHKE
miaHa KOPPEKTHPYIOUUX W TIpenylpexIaloluX JeHCTBHH M KONUH
JIOKYMEHTOB, O(OPMIEHHBIX B YCTAHOBJEHHOM IIODSJKE, COJEp)KALIIX
MEPOTIPHSITHSI 110 €ro BHITIIONIHEHUIO, B pasMepe, He NPEBbILIAIONEM IpeaenbHbIH
pasMep IUIaThl 3a HMHCMEKTHUPOBAaHUE, YTBEPXKAECHHDBIH YIHOJIHOMOYEHHBIM
OpraHoM, PpAacCYMTAHHBIH Ha  OCHOBaHHM  METOJUKH, YTBEPIKIECHHOM
YIIOJTHOMOYEHHEIM ~ OpraHoMm  (pajee -  JONOJIHUTENbHBIE  YCIYId  IIO
MHCIIEKTHPOBAHHUIO), B Cllydae HalpaBjieHUsl B YMOJIHOMOYEHHOE YYpEeXAeHHE
MHOCTPAHHBIM MPOU3BOAUTENEM HIIM €ro YNOJIHOMOYEHHBIM I[IPE/ICTABUTENIEM
TUIaHa  KOPPEKTHUPYIOLMX W TNPeNyNpekJaloluX JICHCTBUH M KOMHH
JOKYMEHTOB, O(OPMJIEHHBIX B YCTAaHOBIEHHOM [IOpPAJKE, COJAEpXKallIHX
MEPOTIPUSTUS MO €r0 BBITIOJHEHHIO. " .

S. IlyHKT 27 U3710KUTH B CHEAYIOLIEN pEeNaKIUN:

"27.B cnydae eciau MpU NMPOBEEHUH HWHCIEKTUPOBaHHUS WHOCTPAHHOTO
MIPOU3BOJIUTENsI  OBbLJIM  BBISIBIEHBl HECOOTBETCTBUSI TPeOOBAHMAM  IPABUI
HaJyle)xaleid mpou3BOACTBEHHON MpaKTUKH, KOMHCCHENR HHCIEKTOPOB B CPOK,
He TpeBbILIAIOIHY 25 paboyux AHEH cO AHA OKOHYaHUs HHCIEKTHPOBAHMS,
COCTaBlsIeTCH B 2 DK3eMIUIApax HMHCIEKIIMOHHBIH oTveT (0e3 3amoiHeHus
pasjiena, CoAepIKaIlero 3akIoUNTeNbHbIE PEKOMCH/IAIMY U BBIBOJBI) Ha OnaHkKe
YITOIHOMOYEHHOI0 YUPEKIACHHS, KOTOPBIH IOAMUCBIBAETC BCEMM HYlEeHAMH
KOMHCCHHM HHCIEKTOpoB. OIMH 3K3eMIUIIP TAaKOTO HMHCIHEKIHOHHOIO OT4YeTa
BMeCTe C yBefomiieHHeM (O(QOpPMIIEHHBIM B TMOPsJKe, I[PeRyCMOTPEHHOM
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coripaulecH1eM), COACPIKALIMM NpeiokeHne o0 onjare JOMOJHUTENBHBIX YCIIYT
N0 MHCMNEKTHMPOBAaHWIO, KW CUYETOM Ha OIUlaTy [AOMOJHHTENbHBIX YCIyT
[10 UHCIIEKTHPOBAHUIO HAMpapiseTCss HHOCTPAHHOMY IPOU3BOAUTENIO HIIH €r0
YIIOJJHOMOUEHHOMY [MPEACTAaBUTENIO B Te4deHHe 3 pabdouux JHEH co JHs
MOJITHCAHMS  MHCMEKUMOHHOTO oTyeTa. BTopoil  sK3eMiuigp  MOMJIEKHUT
XPaHEHHIO B YITOJIHOMOUYEHHOM YUPEKIEHHH.

IInan KoppeKkTHPYIOINHMX U TpeayTlpexaaomux aeicTBuil odopmisercs
NPOU3BOJIMTCICM  JIGKAPCTBEHHBIX CPEACTB M CONEPXKHT  MEpONPUATHS
MO YCTPAHEHHIO BBISIBIEHHBIX HECOOTBETCTBHH.

HuocTtpanubiii NPOU3BOAUTEIID WIH ero YIOJTHOMOYEHHbIH
MpeacTaBUTENb B CpPok He mno3jaHee 60 padouux jJHEH co AHA NMOJNYyUYEHUA UM
HHCTIEKIMOHHOro  oTyeta  (0e3  3anofgHeHus  pasjena, COAepKallero
3AKAIOYMTEIBHBIC ~ PEKOMEHJAUMH M BbIBOJBI)  BIpaBe  IPEINCTaBUThL
B YMOJHOMOYCHHOE  YYpexJeHHe THCbMO C MPHIOKEHHEM  IIjlaHa
KOPPEKTUPYIOIMX W TIPEAYNpPexKJAIoNINX AeHCTBUH M KOMHH JOKYMEHTOB,
oG OPMIICHHBIX B YCTAaHOBIIEHHOM TOPSZKe, COAEPKAIUUX MEPONPHUATHS 110 €ro
BBIMTOJTHEHHIO, a  Takke  JOKYMEHTa,  MOATBEPXKIAIOlIEro  orary
JIOTIOJTHUTCIIBHBIX  YCIYr 110 MHCHEKTHPOBaHWIO. B ciywyae nanpasieHus
B YIOJHOMOYEHHOE YUPEKJEHHE HHOCTPAHHBLIM IIPOM3BOJAMUTENEM  HITH
ero  yINOJIHOMOYEHHBIM  INIpeAcTaBUTENEeM riaHa — KOPPEeKTHPYIOLIHX
U Npeaynpexaalomnx AelcTBUE W Komuil  JIOKYMEHTOB, O(OpPMIIEHHBIX
B YCTAHOBJIEHHOM TIOPSIAKE, COAEPIKALIMX MEPONPUSATHS IO €ro BBINOJIIHEHUIO,
orutata JOMOJHUTENBHBIX YCIyr 10 MHCHEKTHPOBAHHUIO OCYILUECTBIAETCS
B MOPSJKE, IPEyCMOTPEHHOM B COTJIAIIEHUH.

KomuccHss HMHCIEKTOpPOB B CpPOK He Tno3gHee 25 pabouux aHeH
CO JHS MOCTYIJICHHS B YIIOJTHOMOUYEHHOE YUpEXKIeHNEe TUlaHa KOPPEKTHPYIOLHX
W TIpenyNpexaalomux JedcTBU M KOMHUH JOKYMEHTOB, O(OPMIEHHBIX
B YCTAaHOBJICHHOM MOPSIAKE, COAEPKAIIUX MEPONPUATHS IO €r0 BLIIOJHCHHIO,
OCYILECTBISIET OLEHKY TIiNaHa KOPPEKTHPYIOLIHX U TNPeaylpexIaromnx
JOeHCTBUI M KOMUU JOKYMEHTOB, OQOPMIIEHHBIX B YCTalOBICHHOM MOPSIIKE,
colepKalMX MCPOMNPUSITHST TI0 €ro  BbIMOJHEHHIO, M  ITOJrOTaBJIHBaCT
3AKIIOYHUTENBHYIO 4acThb WHCIIEKLIHOHHOIO oTuerTa, coJlepKallyto
3aKIMOYUTENbHbIE PEKOMEH AU U BBIBOIBI.

B cnyyae ecnu B yCTAHOBJICHHBIN B a03alle TpPeTbeM HACTOALIETO MYyHKTA
CPOK HHOCTpPAHHBIH MPOU3BOLUTEIb WU €ro YIIOJIHOMOYEHHBIH NIPEICTABUTEND
He TMpeICTaBUi TIUIaH KOPPEKTHPYIOUWMX W MPEeAyNpexJalomux JeHCTBUH
W KOTIUHM JOKYMEHTOB, O()OPMJICHHBIX B YCTAHOBJIEHHOM IOPAJKE, COASPIKALINX
MEPOTIPUATHS TIO €0 BLINOJIHEHHIO, KOMHCCHSI HHCIIEKTOPOB B CPOK HE Mo3anee
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3 pabouux AHell co OHS OKOHUYAHMS CPOKa, YCTAHOBIEHHOIO JJis TIpeCTaBIeHuUs
miaHa KOPPEeKTUPYIOIMX W MNPEeAyNpeXKAalolux OeHCTBUM M KOIHM
JOKYMEHTOB, O(OPMIEHHbIX B YCTAaHOBICHHOM TOpPSAKE, COAEPIKALIUX
MEPOIMPHATHS I10 €0 BHIIIOIHEHHUIO, IOATOTABINBAET HHCIEKLIHOHHBIN OTYET.

MHCNEKIMOHHBIH OTUET COCTaBIAETCA B 3 JK3eMIUsipax Ha OjaHke
YTIOJIHOMOUYEHHOTO YUPEeXKIEHHUS] U MOANNUCHIBAETCS BCEMH UJIEHAMH KOMHCCUM
UHCNeKTopoB. B Teuenne 3  pabouux [HeH co JHA  MOANHCAHUS
MHCIIEKLUHOHHOIO OT4YeTa OJHWH 3K3eMIUISIp HalpaBJiSeTcsl HHOCTPAHHOMY
NPOU3BOJANTENIO HMJIH €ro YINOJHOMOYEHHOMY [MpPEeNCTaBHTENIO, BTOpOIl
9K3EMIUISIP HampapisieTcsl B YMNOJTHOMOUGHHBIH OpraH, a TpPeTHH 3K3eMIULsIp
MOJIEKUT XPAaHEHHIO B YIIOTHOMOYEHHOM YUPEWJIeHHUH." .

6. JJonoNHUTh myHKTOM 27" CIIEYIOmEero coepIKan¥s:

"27'. B cnydae ecnM TpH TNPOBENEHMM WHCIEKTUPOBAHMS He OBUIN
BBISIBJICHBI HECOOTBETCTBUS TpeOOBaHUsIM NpaBUI Haznexanien
NPOU3BOJACTBEHHOH  NpakTHKH, WHCMNEKIHOHHBIA  OTYET  COCTaBJSIETCs
B 3 aK3eMmIuisipax Ha OJaHKE YNOJHOMOYEHHOIO YYPEX<ICHHS, MOAIUCHIBAETCS
BCEMU UJIEHAMH KOMHCCHH WHCIEKTOPOB He Mo3fHee 25 pabouyux AHeH co JiHs
OKOHYAHHsI MHCIIEKTHpOBaHus1. B TeueHne 3 pabounx aAHel co IHs MOANHCAHUS
MHCIICKIIMOHHOTO OTYeTa OAWH 3JK3eMIUIAP HAaNpasJsieTcsl WHOCTPAHHOMY
NPOU3BOJAUTENIO WM €ro YIOITHOMOYEHHOMY IIPEJICTABHUTEN0, BTOPOH
DK3EMIUISIP HampasisieTcsi B YNOJHOMOUYEHHBII OpraH, a TPeTHH 3K3eMIUIp
MOJUIE)KUT XPaHEHUIO B YIIOJTHOMOYEHHOM YUYPEKICHUU." .
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