MUHHUCTEPCTBO 3JIPABOOXPAHEHMUA
POCCUUCKOHN SEJIEPAIMMU

(Munsapas Poccnn)

IIPUKA3
83 cxraspg RO4Sr. N 69w

Mockea

O BHeceHHH H3MEHEHHH
B opMy 3asiBJICHHS 0 BHECEHHH H3MEHEHMIi B JOKYMEHTDI, CO/lepKalHecs
B PErHCTPALHOHHOM JA0Ch€ HA 3aperHCTPHPOBAHHbBIN JeKapCTBeHHBIN npenapat
AJISl MEIHIHHCKOT0 NpUMEHeHH ,
YTBep:KAeHHYI0 IpHKa3oM MuHNCTepCcTBa 31paBoOXpaHenus
Poccuniickoii ®enepaunu ot 21 cenrabps 2016 r. Ne 727n

IIpukaswBato:

Brect n3sMeHenne B (opMy 3asBIECHHS O BHECEHHH M3MEHEHMil B JOKYMEHTHI,
COIepKaIluecs B PErHCTPAalMOHHOM J0Che Ha 3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH
npenapar A1 MEIULUHCKOTO NMPUMEHEHHMS, YTBEPXKICHHYIO NpHUKa3oM MUHHCTEpCTBa
37IpaBOOXpaHeHHs PoccHiicKoil ®enepatu oT 21 centabps 2016 r. Ne 727n
(3apeructpupoBan MunuctepcTBOM IOCTULINH Poccuiickoit Depepanun
7 okTa6ps 2016 r., perucTpanuoHHbIt Ne 43964), cornacHo NpUI0KEHHIO.

Munuctp B.N. CxBopuoBa
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MUHHETEPCTRO JOCTHUMA POCCHACKON SRIEPATIN

3APETMCTPHPOBAHQ




IIpunoxenue
K Npuka3zy MUHHUCTEPCTBA 31paBOOXPaHEHHUS
Poccniickoit ®enepanuu
OT 0.3 oxigsr92018 1. No 069w

HN3meHeHue, KOTOpOe BHOCHTCH B GopMYy 3asiBJICHUA
0 BHeCEHHH H3MEHeHHH B JOKYMEHTbI, coiepKaliiecs: B perucTpAlHOHHOM
A0Che HA 3aperucTPUPOBAHHBIN JIEKAPCTBEHHbIH penapar AJs1 MeAHIHHCKOI0
. NpUMeHeHHsl, yTBEPKIECHHYI0 NPHKa3oM VMHUHHCTEpPCTBA 3paBOOXPAaHEHHS
Poccuiickoit Penepannu ot 21 centsiops 2016 r. Ne 727n

Cnosa
«3asgsBUTEID:

(HaI/IMeHOBaHI/IC ACPKaTCIIsL WM BJIa€iiblia pErucTpaliliOHHOro
YAOCTOBEPCHU NN YIIOJTHOMOYCHHOI'0O UMM APYTOoro OPUARICCKOr0 J'II/IIIa)

lIepmaTenb WA BJIQACIHCIT PECTUCTPAIUOHHOI'0 YAOCTOBCPCHHNA JICKAPCTBCHHOI'O
mperapara.» 3aMCHUTHh CI0OBaAMH.

«3asBUTED:

(HauMeHOBaHME JiepXKaTeNs WIH BIajesblia peruCTpalOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
Ipenapara Wi yIoJIHOMOYEHHOTO UM APYToro IOpUANIECKOro JIUIA, CBEACHHS O perHCcTpaluu
JepKaTelid WIK BIaJieNblla pericTPalliOHHOIO yIOCTOBEPEHHUS JIEKapCTBEHHOIO ITpenapara
(YIOJTHOMOYEHHOTO UM APYTOT0 IOPUIAYECKOrO JINIIA) B KA4eCTBE HAJIOrOILIaTENBITNKA B CTPAHE
perucTpanuy (s pOCCUMCKHUX FOPUTHIECKUX JIALL - HIACHTU(PUKAIMOHHDIH HOMEP HATOTOIIATEIbIINKA
(MHH), nnst mHOCTpAaHHBIX IOPUAIMYECKHUX JIUI] - CTPaHa perucTpaluy, HaUMEHOBaHUE
[ STUCTPUPYIOMIEr0 OpPraHa, perucTpalMOHHBIA HOMED, KO HAJIOroIIaTeNbIIUKa B CTPaHE perucTpanuy
(MHKOpIIOpAIUN ) UM €r0 aHAJIOT)

I[Cp)I(aTeJ'IB WX BIaJACICH PETrHCTPALIMOHHOIO YIAOCTOBECPECHHUSA JIEKApCTBEHHOIO

ipcrnaparta:
(HaMMeHOBaHUe JiepXKaTells WK BIaJeNbla pEruCTPAallMOHHOIO YAOCTOBEPEHU
JIEKapCTBEHHOTO Mperapara v CBEACHUS 0 PETUCTPalliy iepxKaTesls UK Bilaelbla peruicTpalioOHHOrO
yJIOCTOBEPEHHUS JIEKAPCTBEHHOT' O IpemnapaTa B Ka4eCTBe HAIOTOIIaTeNbIIMKA B CTPAaHE PECHCTPAIlUU

(11 POCCHIACKUX FOPHIMYESCKUX JIMI] - HACHTU(QHUKAIIHOHHEIM HoMep Hajoromnatensmuka (MHH),

. JUI THOCTPAHHBIX IOPHAMYECKUX JIMIL - CTPaHa PETHCTPALMy, HANMEHOBAHUE PErHCTPUPYIOMIETO

OpraHa, peruCTPalMOHHBIA HOMEp, KO HAIOroIlIaTeNbIIUKa B CTpaHe PErUCTpaluu
(MHKOpIIOpAINH) MWK €r0 aHaJIoT)



; HpOI/I3BOI[I/ITeJIB JICKApCTBCHHOI'O IIpeIiapara.

(HauMeHOBaHME U aipec MECTOHAXOXKICHNS IPOU3BOIUTENA JIEKAPCTBEHHOTO IpernapaTa
U CBEJICHUS O PETMCTPAIMH IPOU3BOJUTENLS JIEKAPCTBEHHOTO Iperapara B KauyecTBe
HaJIOTrOIUIATENbINUKA B CTPAHE PETUCTPAIMU (U1 POCCHUICKHX FOPUIAYECKHX JIHIL -
uIeHTHGHKAMOHHbINH HoMep Hanoromwiatensiuka (MHH), 11 MHOCTpaHHbBIX FOPHANYECKHX JIHUIL -
CTpaHa PETUCTPaliy, HaMMEHOBaHUE PETUCTPUPYIOIIETO OpraHa, perHCTPal[MOHHBIA HOMED,
KOJI HAJIOTOIIJIATEIBIMKA B CTPAHE PETHCTPALINH (MHKOPIOPAIMH) HIIA €r0 aHAJIOT)».
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