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06 yTBepKIeHHH NOPAAKA MEe)KBEIOMCTBEHHOI0
nHOPMALHOHHOr0 B3aHMO/eHCTBHSI O NPEJOCTABICHUIO MHHHCTEPCTBOM
sapaBooxpaHenus Poccuiickoii ®enepauun ®egepanbHOH cayx0e 10 HAA30PY
B c(hepe 31PABOOXPAHEHHSI CBEIeHHH O JIEKAPCTBEHHBIX cpeAcTBax, B TOM YHCIE
B cJIy4ae, ecJlM TAKHe CBeIeHHsl COCTABJISAIOT KOMMEPIECKYIo TaliHy, yKa3aHHbIX
B uact 2! cratbn 9 MegepaabHOro 3aKoHa ot 12 anpeis 2010r.

Ne 61-03 «O6 o6palneHnH JeKAPCTBEHHbIX CPEACTB

B cooTBeTcTBHE ¢ udacthio 2! craten 9 DemepalbHOroO 3aKoHa OT 12 anpens
2010 T. No 61-®3 «O6 obpaiieHHH JIEKAPCTBEHHBIX CPENCTBY», MOAIYHKTOM 5.5.23
nynkra 5 [Tonoxenus 0 MHUHHCTEPCTBE 3APaBOOXPAHCHUA Poccuiickoit Penepaiu,
yTBEpKEHHOTO IIOCTaHOBIIeHHeM IIpaBUTENLCTRA Poccuiickoit ®eneparyu oT 19 uroHs
72012 1. Ne 608, myukrom 1 Ilomoxernua O DenepanbHoit  cmyxbe
mo Hamsopy B cdepe 3ApaBOOXPAHEHHS, YTBEPKIEHHOIO [TIOCTaHOBJIEHHEM
IIpasurenscTBa  Poccuiickor ®enepamuu ot 30 mioHs 2004 T Ne 323,
NpUKa3epBaeM:

VTBepAUTh NpPHIAraeMblil MOPANOK MEXBEJOMCTBEHHOTO UH()OPMAIIMOHHOTO

B3aMMONEHCTBMS [0  TPEIOCTaBleHMIO  MHHHCTEPCTBOM  3/pAaBOOXpAHCHH
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Poccuiickoit Penepauuu @enepanpHoii cirysx0e Mo Hag30py B cdepe 3ApaBOOXPaHEHUT
CBeJIeHHU 0 IEKapCTBEHHBIX CPELCTBAX, YKa3aHHBIX B yacTH 2! cratem 9 ®enepansHoro

3akoHa oT 12 anpens 2010 r. Ne 61-@3 «O6 obpaieHry JeKapCTBEHHBIX CPEJICTBY.

MuHucTp 30paBOOXpAHEHNS
Poccuiickoit @enepiiuu

PykoBogutens ®DenepanbHOl  CIyXOBI
10 Ha/130pYy B cepe 3apaBoOXpaHeHHS
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YTBEPXJEH
npukasoM MuHnznpasa Poccuu

u Poc3gpaBHanzopa
OTE gerafd 2024, Ne 672u] E5/5

IHopsinok MexBeAOMCTBEHHOI0 HH(POPMAIHOHHOTO B3aHMO/AelCTBHS 10
npenocraBjieHuI0 MUHHCTEpCcTBOM 3apaBooxpanennsi Poccuiickoii @enepanun
PeaepaabHOi cayskle no Haa3opy B cdepe 31paBOOXpaAHEHHSI CBeIeHHH
0 JIEKapCTBEHHBIX CpeJcTBaX, B TOM YHCJIe B CjIy4dae, eC/Id TAKHe CBeAeHHus
COCTABJIAIOT KOMMEPUYECKYIO TaliHy, yKa3aHHBIX B 4acTd 2! cratbn 9
PenepanbHOro 3akona ot 12 anpess 2010 r. Ne 61-®3 «O6 o6pameHun
JIeKapCTBEHHBIX CPEACTB)»

1. ®enepanbHas cimyx0a 1mo Ham30py B cdepe 3apaBOOXpaHEHUS IJIs Leseit
denepaibHOrO TIOCYIapCTBEHHOTO KOHTpois (Ham3opa) B cdepe oOpameHus |
JIEKapCTBEHHBIX CPEJCTB (B OTHOILIEHUH JIEKaPCTBEHHBIX CPENCTB I MEIULIMHCKOTO
IIpUMEHEHNs) HampaBlsgeT B anpec MuHHUCTepcTBa 3ApaBooxpaHeHus Poccuiickoit
Oenepaunu 3ampoc IIOCPELICTBOM MEXXBEIOMCTBEHHOT'O 3JIEKTPOHHOTO
IOKYMEHTOO0OpOTa WM B MUCHMEHHOH ()OpMe IMOYTOBOM KOPPECTOHACHIHEH WIH
GbenpIBerepCeKoi CBSI3bI0 (ajiee — 3arpoc), B KOTOPOM YKa3bIBAIOTCS:

a) HaIMeHOBaHHeE JICKapCTBEHHOT'O CPeJICTRa;

0) peKBU3UTHI PErHCTPALlIOHHOTIO YJOCTOBEPEHHUs JIEKapCTBEHHOrO Iperapara

IUTSL METUITTHCKOTO TIpUMEeHeHHs (TIPH HAJIMYHH) WIH PEKBU3UTHI PEECTPOBOM 3aICH
¢dapMareBTHYeCKON CyOCTaHIUU (IPH HAIUYHH);

B) IlepeyeHb 3alpalliBaeMbIX JOKYMEHTOB U CBEIAECHHM C yKa3aHUEM CCHUIKHM Ha
KOHKDETHYIO CTPYKTYPHYIO eIMHHIY (IlepedeHb CTPYKTYPHBIX €QHHHI]) dacTH 2!
cratbu 9 DenepanpHoro 3axkoHa ot 12 ampens 2010 r. Ne 61-03 «O6 obpameHnm
JIEKapCTBEHHBIX CPEICTBY.

2. MunucrepctBo  31paBooxpaHeHus Poccuiickoii Pepepand B TeUEeHUE

1 paGouero AHs cO IHS MOCTYILIEHUS 3ampoca:
a) PEerHCTPUPYET 3apoc U MPOBOJUT €0 IPOBEPKY Ha COOTBETCTBHUE IyHKTY 1
Hactosero [lopsanka;

6) B ciayuae BBISBICHHS HECOOTBETCTBHS 3allpoca IIyHKTY | Hacrosiero
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Ilopsnka ofecneunBaeT HalpaBieHHe B DJJICKTPOHHOU (opMe IOCPEACTBOM
MEXXBEJOMCTBEHHOIO 3JIEKTPOHHOIO0 JOKYMEHTO000pOTa WM B IMHUCHMEHHOH dhopMe
INOCPEACTBOM  IOYTOBOM  KOPPECHOHACHIMHM MM  (EenbaberepckKod  CBA3EBIO
B QenepanbHylo ciyx0y 1o Hag30py B cdepe 3ApaBOOXpaHEHMs MHChMa 06 OTKase
B IIPeIOCTaBJICHUH 3allpallliBaeMbIX CBEACHUI C yKa3aHUeM NPUUYNH OTKa3a;

B) [IpY YCTaHOBJIEHHH COOTBETCTBUS 3ampoca IMyHKTY 1 Hacrosiero ITopsaka
HanpaBIseT 3anpoc B MUCEMEHHOH GopMe OCpecTBOM ITOYTOBOM KOPPECTIOH AEHIUH
B (enepanbHOe rocynapcTBeHHoe OropkeTHOe YyupexaeHune «HaydHbiiti meHTp
3KCIIEPTU3EI CPEACTB MEAULIMHCKOTO MPUMEHEHUsD» MUHNCTEPCTBA 31paBOOXpaHEHUS
Poccuiickoit @enepaiiuu (fanee — 3KCIEPTHOE YUPESKIECHHUE).

3. OkcriepTHOE ydpexJaeHHe B TedeHHe 3 pabouyux OHEeW cO OHSA IOIyYeHHS
3aI1poca B COOTBETCTBHH C IIOAIIYHKTOM «B» ITyHKTa 2 Hacrosmero [lopsaka Hampasnser
IIOCPEACTBOM IIOYTOBOM KOPPECHOHACHIMM B MMHHCTEPCTBO 31paBOOXpaHEHHUS
Poccuiickoii ®enepanuu 3anpammsaemble OenepanbHoii ciryxOoit o Haa3opy B chepe
3[paBOOXpPAHEHMsI CBEACHHUS U JOKyMEHTHl (KOMIUIEKT IOKYMEHTOB), 3aBEpEHHBIC
YIIOJTHOMOYEHHBIM JIMLOM 3KCIEPTHOrO YYpPEXIEHUsS, C IPUIOKEHHEM OINCH
JOKYMEHTOB.

4. MuHncTepcTBO 3ApaBooxpaHeHHus Poccuiickoit ®enepanuu B TeueHHe
1 paboyero OHS €O IHS TOJNYYEHHUS OT OKCIEPTHOTO YUPEXIEHHS CBeACHUN H
IOKYMEHTOB (KOMILUIEKTa JOKyMEHTOB), YKa3aHHBIX B ITyHKTe 3 HacTtosmero [Topsaka,
HalpaBJIsieT NaHHbIE CBEICHUSI U JOKyMEHTHI (KOMILIEKT JOKyMeHTOB) B DenepanbHyto
ciy0y 1o Han3opy B cdepe 3IpaBOOXpaHEHHS IOCPEIACTBOM MEXBEIOMCTBEHHOI'O
3JIEKTPOHHOTO JOKYMEHTO000pOTa MIIK B MUCHbMEHHOH (hopMe IOCPEACTBOM ITOYTOBOI
KOPPECIIOHACHIINY WIIH (eNbIberepCcKoi CBA3hI0.

B cityuae ecnu HarpaBisieMble CBEJEHUS U TOKyMEHTHI (KOMILUIEKT TOKyMEHTOB)
colepxaT HMH(OPMALUIO, COCTaBJIOLIYI0O KOMMepYecKylo TaifHy, MHHHUCTEPCTBO
3apaBooxpaHeHus Poccutlickoit denepanuy HamnpapisieT AEp>KaTeNIO0 WM BiadelbIly
PEruCTPalHOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOIO Iipernapara s MEIULIMHCKOIO
IpUMEHEHHS B MIUCBMEHHOI (popMe oCpeCTBOM MMOYTOBOM KOPPECTIOHIEHITUHU U (WJIH)
B JJIEKTPOHHOM BHJE IOCPEACTBOM 3JJIEKTPOHHOM IOYTHl Ha aJpec, yKa3aHHHIM B

3a8BJICHUM O TOCYJapCTBEHHOM perucrpauud (perucTpalyy) JIeKapCTBEHHOTO
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Tpenapara [y MeIULMHCKOIO NPUMEHEHHs, YBeAOMIECHHE 00 MX IpEeNOCTaBIeHUH C
yKa3aHHeM o6beMa TPENOCTaBICHHBIX CBENEHHH M JOKYMEHTOB (KOMILIEKTa
IOKyMeHTOB) B DelepaisHylo CIyX0y IO Hai3opy B cepe 3ApaBOOXpaHEeHHs B
COOTBETCTBUH ¢ yacThio 3! cratem 6 PemepampHoro 3akoHa ot 29 urons 2004 r.

Ne 98-®3 «O xoMMepUeCcKOH TaillHe.



