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006 yTBepaIeHHH NOPSAAKAa MEKBEIOMCTBEHHOI0
HH(OPMANHMOHHOI0 B3aHMOJeHCTBHS IO NpeJ0oCcTaBIeHHI0 MHHACTEPCTBOM
3apaBooxpaHenusi Poccuiickoit ®enepannu egepaibHoi ciayxbe no Haa3opy
B c(pepe 31paBOOXPaAHEHHS CBEACHMH 0 JIEKAPCTBEHHBIX CPEACTBAX, B TOM YHCIE
B CJIy4ae, ecJId TAKHEe CBeJeHUs COCTABJISIOT KOMMEPYECKYIO TalHY, YKa3aHHBIX
B yacrtH 2! craten 9 ®egepanbHoro 3akona ot 12 anpens 2010 r.

Ne 61-®3 «O06 oOpainenns JieKapCTBEHHBIX CPEACTB»

B cootserctBHH ¢ yacThio 2! cratem 9 ®epmepanpHoro 3akoHa or 12 ampeis
2010 r. No 61-®3 «OO6 oOpailleHHH JeKapCTBEHHBIX CPEACTB», MOAIYHKTOM 5.5.23
nyukra 5 Ilonoxenus o MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit @enepanuy,
yTBEpPKIEHHOTO ocTaHoBNeHKeM [IpaButenscrBa Poccuiickoii @enepanyu ot 19 mions
2012 1. Ne 608, myukrom 1 Ilomoxenus o DexepanpHOil ciyxbe
N0 Hag3opy B cdepe 3APaBOOXPAHEHHs, YTBEPKACHHOTO IIOCTAHOBICHHEM
IIpaBurensctBa Poccumiickoit  @enmepammu ot 30 moms 2004 r. Ne 323,
NpHKa3bBBaeM:

VTBepIUTh MpHIAraeMblii MOPSHOK MEXBEAOMCTBEHHOTO HMH()OPMAIMOHHOIO

B3aMMOJEHCTBHS IO  IPEJOCTaBICHHIO  MHHHCTEPCTBOM  31paBOOXPAHCHHUS
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Poccuiickoit @enepannu OenepanbHoii ciryxde o Hag3opy B chepe 3ApaBOOXpaHeHHS
CBeJeHUH 0 JIeKapCTBEHHBIX CPEICTBAX, YKa3aHHHIX B yacTH 2! craten 9 enepansHOro

3akoHa oT 12 anpens 2010 r. Ne 61-®3 «O6 obparieHnu JIeKapCTBEHHBIX CPEACTBY.

MuHuCTp 30paBOOXPAHEHUSA
Poccuiickoit @enepanmm

PyxoBomutens ®enepanpHoit  CIyxOBI
IO HA30pY B cepe 3apaBoOXpaHEHHS

M.A. Mypai A .B. CamoiinoBa
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IHopsiaok MeKBeAOMCTBEHHOro HHPpOPMaIlHOHHOI0 B3aHMOAEHCTBHS 10
npegocrasijieHuI0 MuHHCTEpCTBOM 3apaBooxpaHenns Poccniickoii @eaepauun
PeaepaabHOi cyxbe o Haa30py B cepe 3ApaBOOXpaHEHHS CBeJeHHI
0 JIEKapCTBEHHBIX CPeCTBaX, B TOM YHCJIE B CJIy4ae, €CJIH TAKHE CBeJeHHs
COCTaBJIAIOT KOMMEPYECKYIO TaliHy, yKa3aHHBIX B yacTh 2! cTraTbn 9
PenpepaasHOro 3axkona ot 12 anpess 2010 r. Ne 61-®3 «O6 o6pamennn
JICKapCTBEHHBIX CPeACTB»

1. ®enepansHas cioyxba mo Hamzopy B cdepe 3ApaBOOXpaHEHHS IUIs Liejeit
denepasbHOrO TrOCyZAapCTBEHHOrO KOHTpois (Hag3opa) B cdepe oOpaleHHT
JIEKapCTBEHHBIX CPeACTB (B OTHOUIEHUH JIEKAPCTBEHHBIX CPEACTB AJIA MEIUIIMHCKOTO
IIPUMEHEHNs) HampaBlgeT B aapec MuHHCTepCTBa 3ApaBooxpaHeHHMsa Poccuiickoit
®enepanmu 3a1poc IIOCPEACTBOM MEXXBEJOMCTBEHHOTO 3JIEKTPOHHOTO
TOKyMEHTOOOOpOTa WJIM B NMHCHMEHHOH ()OpMe ITOYTOBOM KOPPECTIOHACHIMEH MIIH
GenpIBErepCeKoit CBA3bI0 (ajiee — 3ampoc), B KOTOPOM yKa3bIBatOTCA:

a) HaMEHOBaHUe JIEKAPCTBEHHOT'O CPE/ICTRa;

©) peKBH3HUTHl PeruCTPaLIMOHHOTO yAOCTOBEPEHHS JIEKapCTBEHHOIO Iperapara
U1 MEAULIUHCKOTO NMpUMeHeHUs (IpY HAJTMYKMK) WA PEeKBH3UTHI PEECTPOBOM 3auCH
¢dapMarieBTHUYECKOH CyOCTaHIUHU (IPH HATUYHH);

B) IlepeyeHb 3arpalliBaeMbIX JOKYMEHTOB U CBEJICHUH ¢ yKa3aHHEM CCBUIKH Ha
KOHKDETHYIO CTPYKTYPHYIO eIMHHIY (IlepedeHb CTPYKTYPHBIX €QMHHI]) 4yacTH 2!
cratbu 9 DenepanpHoro 3axkoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamenun
JIEKapCTBEHHBIX CPEJICTBY.

2. MunucrepctBo  31paBooxpaHeHuss Poccuiicko Pepepand B TEUECHHE

1 paboyero qHs cO AHSA MOCTYIUIEHUS 3aIpoca:
| a) PEruCTpUpPYET 3allpoC ¥ MPOBOIUT €r0 IPOBEPKY HAa COOTBETCTBUE IIYHKTY 1
| Hactosuero [lopsanxka;

0) B ciay4ae BBIABJICHHS HECOOTBETCTBHS 3alpoca IMyHKTY 1 HacCTOAIIEro
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IMopsinka o6ecrednBaeT HampaBleHHe B JJCKTPOHHOH (opMe IMOCPeACTBOM
MEXBEIOMCTBEHHOI'O 3JIEKTPOHHOIO AOKYMEHTO000pOTa MM B MUCBMEHHOH (hopMme
IOCPEACTBOM  IOYTOBOM  KOPPECIOHACHIMM WJIH  (EeNbIberepCckoi  CBSI3BIO
B QenepansHylo ciyx 0y 1o Ham3opy B chepe 3ApaBOOXpaHEHHS MHUCEMa 00 OTKa3e
B IIPEIOCTaBJICHUH 3allpallliBaeMbIX CBEICHUM C YKa3aHHEM NPUYHH OTKa3a;

B) IIpA YCTAaHOBJIEHMH COOTBETCTBHUS 3ampoca MyHKTy 1 Hactosmero ITopsaka
HanpasIseT 3aMpoc B MUCEMEHHOI (popMe mocpeICTBOM IIOYTOBOM KOPPECITOHAEHIIUN
B (enepanbHOe rocynapcTBeHHoe Oro/pkeTHoe YyupexneHue «Haydnsrii meHTp
9KCIIEPTHU3EI CPEACTB MEAUIIMHCKOr0 PUMEHEHU» MUHUCTEPCTBA 3/IpaBOOXPaHEHHUS
Poccutickoit @enepauuu (fanee — IKCIEPTHOE YUPEXKICHHE).

3. OkcriepTHOE ydpexxJeHHe B TeueHHe 3 pabouumx OHeH CO HHA MONydeHHS
3anpoca B COOTBETCTBHH C IOJITyHKTOM «B» ITyHKTa 2 HacTosmero Ilopsaka HanpasisgeT
IIOCPEACTBOM IIOYTOBOM KOPPECHOHIECHUMH B MUHHCTEPCTBO 3ApaBOOXPaHEHHS
Poccuiickoii ®enepanyn 3anpamusaemble OefiepanbHoOil ciryx6oii Mo Hag3opy B cdepe
3[paBOOXPAHECHHsI CBEAECHHUS U JOKYMEHTHl (KOMIUIEKT JOKYMEHTOB), 3aBepEHHBIE
YIOJIHOMOYEHHBIM JIMLOM 3KCIIEPTHOIO YYPEXACHHUS, C MPUIOXKEHHEM OINCH
JIOKYMEHTOB.

4. MuHuctepcTBO 3ApaBooxpaHeHuss Poccuiickoii @Denepanuu B TeUeHHE
1 pabouero OHS cO MAHSA MONY4YEHUS OT OSKCIIEPTHOIO YUPEXKICHUS CBElCHWH WU
JOKyMEHTOB (KOMIUIEKTa JOKyMEHTOB), yKa3aHHBIX B ITyHKTe 3 Hactosmero [Topsaxa,
HalpaBJIsieT NaHHbIe CBEEHUS U JOKyMEHTHI (KOMIUIEKT TOKyMeHTOB) B DenepanpHyto
ciyx0y 1o Han3opy B cdepe 31paBOOXpaHEHHS IOCPEICTBOM MEXBEAOMCTBEHHOTO
3NEKTPOHHOI'0 JOKyMEHTOO00pOTa MIIM B MIHCBMEHHOM (hopMe IOCPEeNCTBOM MOYTOBOM
KOPPECIIOHACHIIMH WU QeNbIberepcKoii CBA3BI0.

B ciyuae ecnu HanpasisieMble CBEISHHS ¥ JOKYMEHTHI (KOMIUIEKT JOKyMEHTOB)
colepxaT HMH(OpPMAILHUIO, COCTAaBISIONIYI0 KOMMEpUYECKyIO TaiiHy, MUIHHCTEPCTBO
sapaBooxpaHeHus Poccuiickoit denepanyy HampapisAeT ACPXKATEIIO0 HIIM BIaelbIly

PETACTPALIHOHHOTO YAOCTOBEPEHHUA JICKAPCTBEHHOI'O IIp€riapara s MEAUIHHCKOIO

NpHAMEHEeHHUs B TUCEMEHHO#H (hopMe IOCPEeACTBOM IMOYTOBOM KOPPECTIOHIEHIIMY U (YIIH)

B JJIEKTPOHHOM BHIAC IIOCPCACTBOM SHGKTPOHHOﬁ IIOYTEI Ha aapec, }’KaSaHHBIf/i B

3a8BICHUM O TOCYAApCTBEHHOM perucTpauuu (perucTpalyu) JEeKapCTBEHHOTO
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npenapara A MeJULUHCKOrO NPUMEHEHHs, YBEIOMICHHE 00 MX NPEIOCTABICHUH C
yKa3aHdeM o0beMa IpeJOCTaBICHHBIX CBENEHWH U JOKyMEHTOB (KOMILIEKTa
noxymeHTOB) B DepmepanbHyio ciyx0y mo Hamsopy B cdepe 31paBOOXpaHEHHs B
COOTBETCTBHH ¢ dacThio 3! cratem 6 @emepanbHOro 3akoHa ot 29 mions 2004 r.

Ne 98-®3 «O xomMMepUecKoil TaliHe».




