O BHeCEeHMM U3MeHeHUs B NepeyeHb OmomuwueHen pns
pa3paboTkmu cxoXxXux no papMmakoTepaneBTU4ECKOMY AeNCTBUIO U
yJlyYylleHHbIX aHAaJIOrOB UHHOBALMOHHbIX JIEKAPCTBEHHbIX
npenapaToB, YTBepP>XAEeHHbIA NPUKa3oM MUHUCTepCTBa
NPOMBILLUJIEHHOCTHU U TOproenau Poccunckon depepauum u
MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon depepauum ot 19
Masa 2016 r. Ne 1605/308H

Mpuka3s * Ne 373/55H - 0T 12.02.2019 * cOBMECTHbI LOKYMEHT - [encTByeT 6€3 n3meHeHnin

MWHWUCTEPCTBO NPOMbILLJIEHHOCTW 11 TOPIOBJI POCCUACKOW ®EAQEPALLN
MWHWCTEPCTBO 3[IPABOOXPAHEHWS POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

12 tpeBpana 2019 r. Ne 373/55H

O BHECEHUUN N3MEHEHUS B NepeYeHb BnoMumieHen o pa3paboTkm CX0XUX Nno papMakoTepaneBTUYECKOMY
LEeNCTBUIO N YNIYHLUEHHbIX @aHaI0r0B MHHOBALMOHHbIX IEKAPCTBEHHbIX MPenapaToB, YTBEP)KAEHHbIN
npuka3oMm MnHMCTEPCTBa NPOMBbILLIJEHHOCTU U Toproean Poccuinckon ®egepaumnm n MUHNCTEPCTBa

34 paBooxpaHeHus Poccuinckon ®enepauum ot 19 mas 2016 r. Ne 1605/308H

3aperuncTtpuposaH MuHtocTom Poccum 14 mapta 2019 r.
PernctpauunoHHbii Ne 54051

YTBEPAUTL NpUIaraeMoe U3MeHeHNe, KOTOPOE BHOCUTCS B NepeyveHb buoMuneHen ansa paspaboTku
CX0XMX N0 (hapMakoTepaneBTMYECKOMY OENCTBUIO U YYHLWEHHbIX @aHa10roB MHHOBALMOHHbIX
JIeKapCTBEHHbIX NPenapaToB, yTBEP)KAEHHbIN NPUKa3oM MUHUCTEPCTBa NPOMBbILLAEHHOCTY 1 TOProBan
Poccuinckon ®egepaumm 1 MMHUCTEPCTBA 34paBooxpaHeHus Poccniickon Gegepaunn ot 19 mas 2016 r. Ne
1605/308H "O6 yTBEp)XAEHUM NepeyHst BuoMuleHen ana pa3paboTKy CXOXUX Mo
(hapmakoTepaneBTUYECKOMY OENCTBUIO N YJIYYLLEHHbIX aHa0roB MHHOBALMOHHbIX JIEKAPCTBEHHbIX
npenapaTtos" (3aperncTpmupoBaH MnHNcTepcTBOM ocTuLmm Poccminckon ®epepaumm 08 noHs 2016 r.,
perncTpaunoHHbIn HoMep 42464), C U3MEHEHUAMN, BHECEHHBIMU NpPUKa3oM MUHMCTEpCTBa
MPOMbILLAEHHOCTW 1 Toproean Poccuinckon ®egepauun n MMHUCTEPCTBOM 34paBOOXpaHeHNs Poccuinckon
®epepaumm oT 22 mapTta 2018 r. Ne 991/115H (3apeructpnpoaH MUHUCTEPCTBOM OCTULMK POCCMICKON
®epepaumm 10 anpens 2018 r., pernctpaunoHHbln Homep 50696).

MWHUCTP NPOMBILLNEHHOCTA Y
Toprosau Poccuinckon ®epepaummn [.B.MaHTypoB

MWHUCTP 3ApaBOOXPaHEHUS
Poccunckon ®epepauuu B./.CkBopLioBa

YTBEPXXIEHO

npukasom MuHnpomTopra Poccuuy,
MwuH3apaBa Poccun

01712 cheBpana 2019 r. Ne 373/55H

3mMeHeHMe, KOTOPOe BHOCMTCSA B NepeveHb broMmuLieHein ans pa3paboTKy CXOXUX Mo
thapMakoTepaneBTNYECKOMY AeACTBUIO 1 YNyYlleHHbIX aHaI0r0B MHHOBALIMOHHLIX IEKAPCTBEHHbIX
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npenapaToB, YTBEPXXAEHHbIN MPUKa3oM MUHUCTEPCTBA NPOMBbILLIEHHOCTU U TOPrOBAU POCCHINCKOA

®epepaumm 1 MUHUCTEpPCTBA 34paBooxpaHeHus Poccunckon ®epepaunm ot 19 mas 2016 r. Ne 1605/308H

JononHnTe NyHKTOM 119 criefytollero cogepXxaHus:
119

KNr/PKNr

(AGE/RAGE)E 10-E 14 CaxapHbiin gnabet
OnabeTnyeckasa HedponaTma (N08.3%)

InabeTnyeckas kaTapakTa (H28.0%)

InabeTnyeckas petmHonaTus (H36.0%)
InabeTnyeckas MoHoHeBponaTus (G59.0%)
InabeTnyeckas nonnHeeponaTtna (G63.2%)
OunabeTnyeckasa nepudepnyeckas aHruonaTus (179,2*)
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