MHUHHCTEPCTBO 3J1PABOOXPAHEHHUA
POCCHUCKONH O®EJIEPALHUHU

(Munsgpas Poccun)

NPUKAS3
03 ortaBPrg Rod&r. Ne 6'539#

Mockea

O BHecennn H3MeHeHHN
B (hopMy 3asiB/ICHHS 0 BHECEHHH H3MEHEHHIl B JOKYMEHTBI, COAepsKalIHecs
B PErHCTPallHOHHOM 10Ch€ HAa 3aperMCTPHPOBAHHbBIN JeKapCTBeHHbIH npenapar
AJISl MEeJHIHHCKOT0 NPUMEHEHH S,
YTBepXKIeHHYI0 NpHKa3om MHHHCTepCTBa 3ApaBOOXPAHEHHS
Poccniickoii ®epepamuu ot 21 cenrsiGps 2016 r. Ne 727n

IIpukassBaio:

BHectn m3MeHeHue B (opMy 3asBIIEHHS O BHECEHHHM M3MEHEHMH B JOKYMEHTHI,
CONEpKAIMECs B PETHUCTPALMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
perapar Uil MEIUIHUHCKOrO NMPUMEHEHHMS, YTBEPXKACHHYIO TMPHKa30M MUHHCTEpPCTBa
3npaBooxpanenus Poccuiickoit ®enepanun ot 21 centabps 2016 r. Ne 727n
(3aperucrpupoBaH MuHnuctepcTBOM IOCTULIUH Poccuiickoit Denepanuu
7 okta6ps 2016 r., perucTpanuoHHbIA Ne 43964), cornacHo IPUIOXEHHIO.

Munuctp - B.H. CkBoprioBa
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MUHHETEPCTRO JOCTHIMA POCCHACKON SRIEPATIHN

3APETMCTPHPORBAHO
Peructpaiuontmil M 5 2 4/




[Ipunoxxenue
K IpuKa3y MUHUCTEPCTBA 34paBOOXPAHEHU
Poccuiickoit ®enepannu
oT 0.3 ox?gb‘/’gzo 18 r. Ne 6'6:9/\/

HN3menenune, KOTOpoe BHOCHTCS B (popMy 3asiBIICHHA
0 BHECEHHH H3MeHEeHHH B J0KYMEHTBI, COJepKaluecsl B pericTpaliHOHHOM
A0Che HAa 3aperucTPHPOBAHHBIN JIeKaAPCTBEHHBIH NpenapaT Ajds MeJHIHHCKOr o
' NpHMEHEHMS, yTBeP:KIACHHYIO NPHKa30M MHUHHCTEPCTBA 3paBOOXPAHEHHS
Poccuiickoii ®enepanuu ot 21 centadps 2016 r. Ne 727n

Cnosa
«3asgBUTEND:

(HaIfIMCHOBaHI/Ie ZEPXKaTEJ K BiIalejiblia PErACTPAatHOHHOIO
YAOCTOBEPCHUA WA YIIOJJTHOMOYCHHOI'O HMH JPYIOoro FOPRHAWYCCKOIO JII/IIIa)

Jlepxarens WIH BiIagenel] perdcTPalMOHHOIO YIOCTOBEPEHHS JIEKApCTBEHHOTO
npernapara:» 3aMeHHTh CJIOBaAMU:

«3asBUTEND:

(HaMEHOBaHHUE JePXKATEIA WM BIIAENbIa PErHCTPalIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara M YIOJHOMOYEHHOTO UM JIPYTOr0 IOPHUAMYECKOTO JIHIA, CBEAECHHA O PETHCTPaIlU
JeprKarelis UM BlaJesblla peruCTPAlHOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara
(YIOTHOMOYEHHOT'0 UM JPYTOro IOPHIMIECKOrO JIMIIa) B KAUeCTBE HATOrOIIIaTeNbIINKA B CTPaHe
peracTpaiu (JUisi POCCHICKUX IOPUAMYECKHX JIMI - HACHTH()UKAHMOHHBIA HOMEpP HAJIOTOIIaTENbIINKa
(MHH), 11 uHOCTpaHHBIX I0PUIMYECKHX JIMII - CTPaHA PEruCTpallii, HAHMEHOBAaHHE
[ STHCTPUPYIONIETO OpraHa, peruCTPaIHOHHEIN HOMED, KOJ HAOTOILIAaTeNbIIAKA B CTPaHEe perUCTpaliiy
(MHKOpHOpaNVHK) WK ero aHaJor)

,HBPXQHBHB HIIK BJIAACICLH PErHCTPAIIMOHHOTO YAOCTOBCPEHHA JICKAapCTBECHHOIO

ripemnapara:
(HaHMEHOBaHHE JiEpXKaTells WIH BIaJebLa PErHCTPAlMOHHOIO yIOCTOBEPEHHUA
JIEKapCTBEHHOTO Mpemapara U CBEACHHUS O PETUCTPALlAY JIepKaTells WK Blafebla peruCTPalliOHHOTO
YIOCTOBEPEHH JIEKapCTBEHHOTO Npeniapara B Ka4eCTBe HAJIOrOMIaTelNbIIUKa B CTPaHe PErHCTpaliuy

(1A poCCHIICKUX IOPUANYECKUX JIAIL - UICHTH(OHKAIIMOHHBIH HoMep Hanoromnarensmuka (MHH),

-, JUI FHOCTPAHHBIX IOPHAMYECKHX JIMIL - CTPAaHa PETHCTPaliiy, HAMMECHOBAHHE PErHCTPHPYIOIIETo

OpraHa, perHCTpaIllOHHBIH HOMEp, KOJ HAJIOTOIUIaTeNbIIKA B CTPAHE PETHCTPalluH
(MHKOpHIIOpaLMH{) HITN €r0 aHaJIoT)




HpOI/I3BOI[HTeJII> JICKapCTBCHHOT'O IIperapara:

(HaMeHOBaHHUE M afpec MECTOHAXOXIECHHUS IIPON3BOANTENA JIEKAPCTBEHHOTO IIperapara
U CBEJICHHS O PETUCTPAIMH IPOU3BOAUTENS JIEKAPCTBEHHOT'O Ipeapara B KadeCTBe
HaJIOTOIIIATENbINKKA B CTPaHE PETHCTpaliy (U1 POCCHHCKUX IOPUINIECKUX JIHIL -
HIeHTHHKAIHOHHEIH HoMep Haoromiarensinuka (MHH), 1 HHOCTpaHHBIX FOPUAMYECKHX JIAIL -
CTpaHa PEerucTpanyy, HaMMEHOBaHUE PETMCTPHPYIOIIETO OpraHa, perUCTPAllMOHHEIN HOMED,
KOJI HAJIOTOILIATEIIbIIHKA B CTPAHE PETHCTPALMH (MHKOPIIOPALMK) HIIH €r0 aHaJIOT)»,
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