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1.  VYrBepmute mnpumaraeMsrii Ilopsmok BeOeHHs TOCYJapCTBEHHOIO peecTpa
3AKIMOYEHHH O COOTBETCTBHM IPOM3BOAWTENS  JIEKAPCTBEHHBIX  CPEACTB  JUId
MEIUIVHCKOr0 IpUMEHEeHHs TpeOOBaHUAM IIpaBHI HaJJeXaled MPOU3BOACTBEHHOM
IIPaKTUKH (fajnee — MOPSAOK).
2. KoHTpoJb 3a HCIIOIHEHHEM HACTOSLIEro PHKa3a BO3I0XKHUTh Ha 3aMECTHUTEIIs
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Iopsimox
BeJJeHMsI TOCYAapPCTBEHHOI'0 peecTpa 3aKJII0YeHn
0 COOTBETCTBHH NPOU3BOJANTEIISI JIEKAPCTBEHHBIX CPEACTB JJISl MEIHIHHCKOrO
NpHMeHeHHs! TPeGOBaHHAM NPABHJI HAJJIEXKALIelH NPOU3BOACTBEHHOM NMPAKTHKH

1. Hacrosumit ITopsmox ycTaHaBIMBaeT HOPSAOK BEICHHSI TOCYHAPCTBEHHOTO
peecTpa 3aKIIOYEHHH O COOTBETCTBUHM IIPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJCTB I
MEIUIMHCKOr0 IpUMEHEeHMs TpeOOBaHMSIM IpaBW HaIUIeXalled IIPOU3BOICTBEHHOIM
IpakTHKY (nanee — Peectp).

2.  Benenue Peectpa ocymectigeTcs JenapTaMeHTOM pa3BUTUSA MEIULMHCKOMN
A (QapMaIleBTHYECKOM IIPOMBIILICHHOCTY MUHUCTEpCTBa IIPOMBINIIIEHHOCTH U TOPrOBIIH
Poccuitckoit Deneparun B 2J€KTPOHHOM BHIE IIyTeM BHECEHHs CBEIEHHH O BBIAAHHBIX
3aKIIOYEHUAX O COOTBETCTBHM IIPOM3BONUTENS JIEKAPCTBEHHBIX CpPEACTB I
MEUIHHCKOr0 INpHUMEHEHHs TpeOOBaHUAM IpaBWI HaJAJekalleHd IIpPOH3BOJCTBEHHOU
IPaKTUKU (Jajiee — 3aKIF09eHNUs).

Hoctynm k Peectpy ofecmeunBaercs depes oGHUMAIBHBIN calT MHHHCTEpCTBa
IIPOMBIIUIEHHOCTH M TOproBiu Poccuiickoit Penepanun (nanee — Munmnpomropr Poccun)
B HH(GOPMAIMOHHO-TEIEKOMMYHUKaIMOHHON ceTu MIHTepHeT (nanee — cakit).

Ceenmenus, cogepxamuecs B PeecTtpe, SBIAIOTCS  OOIIEAOCTYIIHEIMH M
IpPEeNOCTAaBIAIOTCA  JIIOOBIM ~ 3aMHTEPECOBaHHBIM  JIMIAM B COOTBETCTBHH €
3aKoHozxaTenscTBoM Poccuiickoit Peneparyu.

3. Peectp cOCTOMT M3 pa3fenoB: «IIPOU3BOMUTENIM JIEKAPCTBEHHBIX CPEJCTB,
POU3BOACTBO KOTOPBIX OCYLIECTBIAeTCA Ha TeppHTopHM Poccuiickoit Penepanumy,
«TIPOU3BOIMTENIH JIEKAPCTBEHHBIX CpPECTB, NPOU3BOACTBO KOTOPHIX OCYIIECTBIAECTCA 32
npemenamu Poccuiickoit ®enepanum», «OTKa3 B BBIIAYe 3aK/IIOYECHHUS», B KOTOpBIC

BHOCATCS CBEAECHUS O BHIJAaHHBIX 3aKIIOUYCHUAX U 06 U3MEHEeHUAX B PeeCTpe.
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4.  Kaxnoit 3amucu B PeecTpe MpUCBanBacTCA pErUCTPAlMOHHBIN HOMED, ¥ AJA
KaXKIOM 3aIiCH YKa3bIBaeTcs faTa BHeceHus B Peectp.

5. Peectp comepxut cnemyromue TpeboBaHUA:

1) pasmen «mpoW3BOAMTENH JEKAPCTBEHHBIX CPE/ICTB, IPOM3BOACTBO KOTOPBIX
OCYIIECTBJIAeTCS Ha Tepputopnu Poccuiickoit enepanun»:

a) HAUMEHOBaHHe IIPOU3BOTUTEIS JIEKAPCTBEHHBIX CPEJICTB,;

6) HoMep U faTa BBRIIAYH 3aK/II0YEHHUS,

B) aJipec MecTa HaXOXACHUS IOPHIHYECKOrO JINIA,

I) aApec MeCTa OCYLIECTBICHUA AEATENBHOCTH II0 IIPOH3BOACTBY JIEKAPCTBEHHBIX
CpEICTB;

1) narta(bl) IPOBEACHUS HHCIIEKTHUPOBAHNUS,;

€) MpUKa3 0 BblIade 3aKI04YeHus (HoMep, 1aTa);

X) CpPOK NEeHCTBUS 3aKIIFOUCHHI,

3) CTATYC BRIOAHHOTO 3aKJII0OYeHUs (IelicTBYyIoIee/HeIeHCTBYIOMIEE).

2) pasgen «IPOU3BOJUTENIM JIEKAPCTBEHHBIX CPENCTB, IIPOM3BOJICTBO KOTOPBIX
ocyurecTBIsieTcs 3a npenenamu Poccuiickoit Oeneparpmy:

a) HaMEHOBaHNe POU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB;

0) HoMep ¥ JaTa BBIIAYU 3aKIIOYCHHS,;

B) CTpaHa [IPOM3BOJHUTEINS JIEKAPCTBEHHBIX CPELCTB;

I) aipec MeCTa HaXOXAEHHs I0PUINIECKOTO JINLA,

1) a7ipec MeCTa OCYILECTBICHHUS AEATENLHOCTH IO MPOM3BOACTBY JIEKapPCTBEHHBIX
CPEACTB;

e) nata(bl) IpOBeJeHNs HHCIIEKTHPOBAHHUS,

X) MPHKA3 O BbIIaue 3aKiIIoueHus (HoMep, 1aTa);

3) CpPOK OeUCTBH 3aKIIFOUCHHS;

1) CTAaTyC BBIIAHHOTO 3aKiIoueHus (TeHcTByIoNIee/HeIeHCTRYOIIEe);

3) paszgen «OTKa3 B BbIIaYe 3aKIIOUSHIAN!

a) HaMMeHOBaHWe IIPeATPUATHS,

0) cTpaHa MPOU3BOIUTENS,

B) apec MeCTa HaXO0XICHUS IOPUIHICCKOr0o JIHna,
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T) aipec MecTa OCYIIECTBJECHHs AESITeIbHOCTH IO IIPOU3BOACTBY JIEKAPCTBEHHBIX
CpeJCTB;

) npukas o6 oTKase B BbiAade (HOMeEp, faTa).

6. Peectp BemeTca Ha TrocymapcTBeHHOM s3blke Poccutickoit denmeparum.
HavMeHOBaHUS IPOU3BOJUTENIEH JEKAPCTBEHHBIX CPEACTB, IIPOH3BOJACTBO KOTOPBIX
ocymecTBIsiercss 3a mpefenamu Poccuiickoit ®Pemepamuu, ¥ (WiM) 3asBUTENeH (Ipu
HaJIM4HH) TOIOJIHHUTENBHO YKA3bIBAIOTCA C HCIIONIb30BaHHEM OYKB JIATHHCKOTO alhaBuTa.

7.  Baecenue B Peectp cBeneHHM O BBIAAHHBIX 3aKIIOYCHUAX OCYMIECTBIACTCA
B TeYEHHE IATH pabouux HHEH co OHA MPUHATHA PEUICHHS O BBIIAYC 3aKIIIOYCHHUS O
COOTBETCTBHH NPOM3BOIUTEN JIEKAPCTBEHHBIX CPEACTB JJIsI MEAUIIMHCKOTO IIPHMEHEHHUA
TpeGoBaHUAM IIPaBHJ HaJlexaimleldl OpOM3BOACTBEHHOM IPAaKTHKM M pPa3sMEMacTCcs Ha
oduumarsHOM caiite Munnpomropra Poccuu.

8.  Ilpu mpuHATHH pemeHHs 06 0TKa3e B BEIIaYe 3AKIIIOYSHUS COOTBETCTBYIOIIAs
3aImyich BHOCUTCS B PeecTp B TeueHHe IATUH pabouux JHEH CO JHS MPUHATHS TaKoro
pelleHus.

9.  CseleHHA O KOHKPETHOM 3aKIIOYEHHU IPENOCTABIAITCH MUHIPOMTOProM
Poccuu GecriaTHO B TedeHWe IATH pabouux JAHEH €O JHA IOCTYIUICHHS
COOTBETCTBYIOIMIErO 3aIpoca B IIPOM3BOJBHOH (opMe Ha OYMaKHBIX HOCHTEILIX HIH B
3NEKTPOHHOH (GopMe dUepe3 o¢uNMANBHEIM caliTt MuHNpoMTOpra Poccun wim
helepalbHYI0 TOCY[apCTBEHHYIO HHPOpPMANMOHHYI0 cHcTeMy «EnmHBIM mopTan

rOCY/apCTBEHHBIX M MYHHIMIAIBHBIX yCIyr (QyHKUHA)» (http:/www.gosuslugi.ru),

B TOM UHCJIE TIOCPEACTBOM HCIIONIb30BAHUA CUCTEMBI MEXBEAOMCTBEHHOTO SJICKTPOHHOIO
B3aUMOJICHCTBHA.

CBezieHHs 0 KOHKPETHOM 3aKIIOYECHHH NIEPENAIOTCS 3aBUTEIIAM HITH HAIIPABJIAIOTCA
MM 3aKa3HBIM IOYTOBLIM OTIIPaBJICHHEM C YBEAOMJIEHHEM O BPYICHHMH B BU/IC BHIIUCKY U3
Peectpa nubo crpaBkd 06 OTCYTCTBUMY 3aIIPalIiBACMBIX CBEIEHUI, KOTOpas BHIIAETCS B
cIydae OTCYTCTBHS B PeecTpe CBEeIEHHH O 3aKIIOYEHHH HIH IPU HEBO3MOXHOCTH
Ol'Ipe,ZIeJIeHI/UI KOHKPETHOI'O HpOI/ISBOIIHTeJ'DI.

CeeJleHHsI 0 KOHKPETHOM 3aKJIIOYEHHH MOTYT OBITh HAllpaBJIeHbl 3aSBUTEIIO IO ero
obpatieHuto B GopMe 3IeKTPOHHOr0 TOKYMEHTa, MOAIHCAHHOTO HNEKTPOHHON TOAIHKCEIO,

B BHJE BBIIICKA U3 PeecTpa nubO CIPaBKH 00 OTCYTCTBHH 3aIlpAllMBAaeMBIX CBEJICHUM,



4

KOTOpas BBIHAETCSA B Clydae OTCYTCTBUA B PeecTpe CBelEHMH O 3aKNIOYEHHU WM IIPH
HEBO3MOXHOCTH OIpeIeIIeH s KOHKPETHOTO IIPOU3BOAUTEIIA.

10, B cmyyae ykasaHms B  MeXBEJOMCTBEHHOM  3allpocé  OpraHOB
rOCyJapCTBEHHOM BJIACTH W OPTraHOB MECTHOTO CaMOYNpAaBIEHHA Ha HEOOXOIUMOCTH
CPOYHOTO MPEeIOCTABIEHHS CBeAeHH i, conepxanuxcsa B Peectpe, Munnpomropr Poccuu
OCYIIECTB/IAET MPELOCTABICHHIE YKa3aHHBIX CBE/ICHUI B TedeHHMe OJHOro paGodero JHA

CO JIHA MOCTYIUICHHS MEXXBEJOMCTBEHHOI'O 3aI1poca.



