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MHHHCTEPCTBO IOCTHLMH POCCHACKOH OENEPALIM

3APETHCTPUPOBAHO
Perncrpanmonmsiii Ne B452 04? '
or 25" @refe 00,

MHHHCTEPCTBO CEJIbCKOT'O XO35IHCTBA
POCCHVICKOM ®EJAEPALIMH
(Muncensxo3 Poccun)

IIPUKA3

or 29 mapta 2019 r. Ne 156

MockBa

O BHecennu u3menennii B Ilopagox popMupoBaHHS perucTpauHOHHOIO
AOChE HA JIeKAPCTBEHHBIH NpenapaT AJif BeTepHHAPHOI0 NPHMEHeHHs
H TpeGoBaHHIii K AOKYMEHTaM B ero cocTaBe, YTBep:KAeHHbIi NpHKa30oM

Munceanxo3a Poccun ot 10 suBapn 2018 r. Ne 4

B umensx peanusanuu DenepansHoro 3akoHa or 4 wumioHs 2018 r.
Ne 140-®3 «O BHecenuu usmeHeHuii B @enepanpHsiii 3akoH «O6 obpalieHnn
nekapctBeHHbIX  cpeactB» (Cobpanme 3akoHOmarenbcTBa  Poccuiickoin
denepammu, 2018, Ne 24, c1.3407) npvuKa3biBalo:

Brectr n3Mmenenus B [Topsamok ¢opMHpOBaHHUs PErHCTPAMIOHHOIO AOCHE
Ha JIEKapCTBEHHEIH MpenapaT A BETCpHHAPHOIO MPUMEHEHHs M TpeGoBaHMM
K JOKYMEHTaM B €r0 COCTaBe, yTBEPKIEHHBIN MpHKa3oM Muncensxosa Poccuu
or 10 smBaps 2018 r. Ne 4 (3apeructpupoBaHn MunroctoM Poccun

10 anpens 2018 r., peructpauuonnsiit Ne 50691), cornacHo MpunoxeHHIO.

H.o. Munucrtpa




IIpunoxenue
K npuKasy MuHcensxo3a Poccuu
oT 29 mapra 2019 r. M 156

H3MEHEHMHI,
koropsie BHocaTcd B Ilopsok opMApoBaHus PErdCTPALHOHHOIO 10Che
Ha JIeKapCTBeHHbIH npenapar Jjis BETepAHAPHOT0 IPHMEeHeHHS
H TpeGoBanmii K JOKYMEHTAM B ero cOCTaBe, yTBePA/ICHHbIH NPHKA3OM
Munceabxo3a Poccnn ot 10 suBaps 2018 r. Ne 4

1. B mynkre 2:

TIOAIYHKTBI «[» U «JI» U3NOXKUTE B ClIeAyIOllel pelaKkiym:

«T) KONHWA JIMLEH3WH Ha IPOM3BOACTBO JICKApCTBEHHBIX CPEICTB,
BBIIAaHHOM NPOM3BOIUTENIO PETHCTPUPYEMOro JIEKapCTBEHHOIO Ipemapara Juri
BETepHHAPHOTO PUMEHEHHU, UL POCCHICKUX IPOM3BOAUTENICH,

o) KomMs JMIEH3MH Ha IPOH3BOACTBO JIEKapCTBEHHBIX CPEACTB,
BBIJAHHOM IPOHM3BOIMTENIO (apMaleBTHYeCKO# CyGcTaHuuu, BXopsmie
B COCTaB PETHCTPHPYEMOro JIEKapCTBEHHOro Ipenapara Ui BETCPHHAPHOIO
TpAMEHEHH, U POCCHICKHUX TTPOM3BOUTENEH;»;

IOIIOJHATH HOBBIMM IIOMILYHKTAMH «€» H «K» CIIEYIOIEro COAepiaHus:

«€) KOIMs JOKYMEHTa, BHIJAHHOIO YMOJIHOMOYEHHBIM OPraHOM CTPaHBI
IPOM3BOJMTENS A KaXHOoH MpOU3BOACTBEHHON ILIOMANKH PETHCTPUPYEMOro
JIEKapCTBEHHOTO Ipernapara st BETEpHUHApHOI'O [IPYMEHEHU
¥  IOATBEPXIAIOMEr0 COOTBETCTBHE  IPOU3BOAMTENS  JICKAPCTBEHHOTO
npenapara TpeGOBAHUAM NPaBUJI HAJUIEXaIed IPOU3BOACTBEHHOH MPaKTHKY,
¥ ero IepeBOoJ Ha PYCCKHH $3BIK, 3aBEpEHHBIC B YCTaHOBIICHHOM MODS/IKE,
a TaloKe KOMHUS 3aKIIOYEHHS O COOTBETCTBHM IIPOM3BOAWTENS JEKapCTBEHHBIX
CpeACTB TpeGOBaHWAM IpPaBHI HaUIeXaled NPOM3BOACTBEHHOH IIPAKTHKH,
BEUJAHHOTO YIOJHOMOYEHHEIM (elepaibHBIM OpraHOM —HCIIONHUTETbHOH
BIACTH JUIi KAXKJIOW TPOM3BOACTBEHHOM IUIOIIAJKU PpETHCTPHUPYEMOro
JIEKAPCTBEHHOTO IpenapaTa /Uil BETEPHHApPHOTO IPHMEHECHHS, mbo xomus
peleHus O MPOBENEHHH HMHCIIEKTUPOBAHHUS IPOM3BOMMTENA JIEKapCTBEHHBIX

CpencTB,  OPHHATOTO  YINOJNHOMOYEHHHIM  (elepalbHBIM  OpraHOM




HUCIIOJIHUTENIbHOM BJIACTH Ui KaXAOW IPOM3BOACTBEHHOM  IUIOLIAIKU
PETUCTPUPYEMOro  JIGKApCTBEHHOIo  mpemapara g BETEpHHAPHOIO
IpUMEHEHHUA. YKa3aHHBIE [JOKYMEHTHl IMIPEACTaBIAIOTCA B Ciydae, €cClH
IPOM3BOJCTBO JIEKAPCTBEHHOIrO Mpenapara OCYLIECTBIAETCS 3a IpeAcllaMH
Poccuiickoit @enepanuu;

k) KOIIHSA JOKYMEHTa, BBIJAHHOIO YIIOMHOMOYCHHBIM OPIraHOM CTpaHBI
NpoM3BOAUTENA  (apMameBTHUECKOH CyOCTaHIMM M MOATBEPXKIAIOLIETO
COOTBETCTBHE MpOM3BOaUTENA (apManeBTHYeckol CyOCTaHLIMU, BXOISALIEH
B COCTaB PETHCTPHPYEMOro JIEKApCTBEHHOI'O Iperapara il BETEPUHAPHOIO
NpUMEHEHHs, TpeOOBaHUSAM TMpaBUI  HaAAJeXamed IMPOU3BOACTBEHHOH
NPaKTHKA, U €ro NnepeBOJi Ha PyCCKUM S3bIK, 3aBEpEHHBIC B YCTaHOBICHHOM
mopsiiKe, B CIydYae, €ClIM HpPOW3BOACTBO (hapMalleBTHUYECKOH cyOcTaHIMU
oCyIiecTBIsieTCs 3a nmpeaenamu Poccuiickoit denepaniuu;»;

MOAIMYHKTHI «€» — «M» CYUTATh ITOAILYHKTaMH «3» — «0» COOTBETCTBEHHO.

2. B myHKTe 4 Cll0OBa «IOMIMYHKTax «I» M «M» IIyHKTa 2» 3aMEHHUTh

CJIOBaMH «ITOAITYHKTAX «€», <«OK» H «0» ITYHKTa 2».




