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[lpaBuTenscTBO Poccumckoym demepaumm I O ¢ T & H O B JI 4 € T:

YTBEPOIUTH npuiaraeMse M3MEHEHUS, KOTOPHE BHOCHATCSH B
IoCTaHOBJIeHMe IlpaBUTenbCTBa Poccumckoy demepaumm oOT 28 aBrycTa
2014 ». N 871 "OO yTBEPXISHUU MpaBun bopMHMpPOBaAHMUSA nepeyHen

JIEKAPCTBEHHEIX IPENapaToB OJS MEOUUMHCKOIT'O MNPMMEHEHUS UM MUHMMAJIbHOTO
ACCOPTHMMEHTA JIEKAPCTBEHHEIX IIpelapaToB, HEeOOXOOMMBEIX IJid OKa3aHUd
MeIOMLMHCKOM rnomoum" (CobpaHue 3aKOoHOIATEeNIbLCTBA Poccumckon
denepaumum, 2014, N 36, cr. 4855).

[lpencenaTesic [IpaBUTEJIECTRA
Poccumckon demepauum I.Meneenesn

YTBEPXIEHE
[NTOCTaHOBJIEHVEM [IpaBUTEILCTBA
Poccurickom demepalum
or 12 miona 2017 . N 700

N3MEHEHVA,
KOTOPEIE BHOCSATCS B I[IOCTAaHOBJIeHME IIpaBUTEJILCTBA
Poccumickom demepauum oT 28 arrycrta 2014 . N 871

1. B npeambysie cnoBa "crarkey 15" BaMeHUTL CcJoBaMu "cTaTbeMu
44",

2. B IllpaBmiiax OOPMMPOBAaHMUSA IIE€PEUYHEN JIEKAPCTBEHHHX IIpelapaToB
oJis MEeIMLMHCKOT'O IPpUMEHEHUS u MUHMMAaJIEHOT'O aCCOpPTHMEHTA
JIEKapPCTBEHHEIX I[IpernapaToB, HeOOXOIOMMHEIX IJIS OKasaHMsa MEeOULMHCKOM
[IOMOIM, YTBEPXIOEHHEX YKa3aHHBM ITOCTaHOBJIEHUEM:

a) B abzBalle nepBOM INIyHKTa 3 cJjoBa "c yueToM" 3aMeHMTH CJIOBaMMU
B npenenax", cJIOBa " Ha cIenyommn KaJIeHOAPHBM TOm u
COOTBEeTCTBYIIOMMUM" 3aMeHUTHb CJIOBaMM "Ha COOTBETCTBYIONNUN
bmuHaHCOBHM ToOom MU";

©) OONOJIHUTHL NYHKTOM 3-1 CJleOymoilero COOEepPXaHUA:

"3-1. BxJoueHUe JIEKapPCTBEHHOTO npenapatTa B [IepedYeHb
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Joporocrodmmx JIEKaPCTBEHHBIX InperiapaToB 17 npmu HeODOXOOMMOCTHU
MCKJIKYEHME M3 HEeIT'O B COOTBETCTBUM C IIOJIOXEHMAMMA HacToAmMX HpaBMJ’I
AJIBTEPHATMBHOTI'O JIEKAPCTBEHHOTI'O IIpeliapaTa He JOJIXHO IIpmMBOONTE K

yBeIMUeHun ODOBeMOB OIXETHEIX aCCUTHOBAHUM, npenyCcMOTPEHHBIX B
benepasibHOM OIOXeTe Ha COOTBETCTBYKUMM (QMHAHCOBEIM I'OO U IIJIQHOBHIMU
nepmuon.";

B) NOYHKTHE 8 M 9 UMBJIOXUTE B CJleOyIEeM pelaKLUM:

"8. dopmMmMMpOBaHUE IepeyHen u MMHVMAaJIbBHOT'O ACCOpPTUMEHTAa
OCYyIEeCTBJIAETCSH 00Opas30BaHHOM MryHMCTEPCTBOM 3O0PaBOOXPAHEHUHI
Poccumckomn denepaumnm KOMMCCHEN infe) bopMMPOBaAHMIID IepedHen
JIEKAPCTBEHHEIX TIPEernapaToB ¥ MMHMMAJBbHOTO aCCOPTHMMEHTa (majee -
KOMMCCHUS) .

9. BHeceHMe M3MEHEHMM B I[EpeuYHM W MMHMMAaJIbHBEM aCCOPTMMEHT
OCYUIECTBJIAETCS B COOTBETCTBUM C MNOJIOXKEHMSAMM HacTOdumx I[paBui.";

T') IOONOJIHUTE NYHKTOM 9-1 clenymoumero CoIepXaHMA:

"9-1. OnepaTMBHOE BHECEHME WMBMEHEHUM B IE€PeYHM U MMHMMAaJIbHBM
ACCOPTMMEHT OCYIWECTBJISETCAI B COOTBETCTBUM C IIOJIOKEHMAMM HACTOSMMX
[lpaBuJl Ha OCHOBAHMM UM B CPOK, KOTOPEE YCTAHOBJIEHH COOTBETCTBRYIIINMM
rnopydeHueM IllpaBuTenbCTBa Poccumckoy denepalnu o pPacCcMOTPEeHNN
KOMMCCHEN NPEeJIOXEHUM O BKJWOUYeHUM (00 MCKJIIOUEeHMM) JIeKapCTBEHHBIX
IpernapaToB B [IE€PEeYHM M MUHMMAJIbHBIM aCCOPTUMEeHT.";

) B abszaue nepsBoM NOyHkTa 11 ciopa "MUHMCTEPCTBAa PEIMOHAJIBHOIO
pazeuTtuda Poccumckom demepauum, " MUCKIIOUUTH;

e) B NOyHKTe 36 cJjoBa "MMHUCTEPCTBOM PETMOHAJBHOTO pPa3BUTUSA
Poccumckon demepauum, " MUCKIOUUTH;

x) B npuioxeHum N 1 kK yka3aHHBM [IpaBuiiaM:

NOONYHKT 5.5.4 IOOMNOJIHUMTBH S3HAKOM CHOCKM "**x*x".

IOOIOJIHUTB CHOCKOM CJIefyolel'0 COINepXaHMA:

"xxxx [InaHUMpyeMas K TI'OCYyIapCTBEHHOM perucTpalumn LleHa Ha
JIEKaPCTBEHHE [pelapaT PacCUMUTHBAETCS C YyUdeTOM I[OJIOXEHMM dYacTu 3
craTem 61 denmepasibHOTO 3aKOHa "OO6 obpaleHUn JIEKapCTBEHHBIX
cpenctB".";

3) DO3ULMIO, KacCaollylCcsa HaJlMuKsa [IPOM3BOILCTBA (moxanmzauum)
JIEKapCTBEHHOT'O IIpelapaTa Ha TeppuTopumn Poccumckon denepaunn,
paszzeia "KonmuecTBEeHHad OlLlIeHKa IOOTIOJIHUTEJIb HEIX IOAaHHBIX o)
JleKapCTBEeHHOM Hpenapate" npuioxeHus N 6 K yKa3aHHBM [lpaBUIIaAM

N3JIOXNVTE B CJ'I@,JIyIOLL[eIZ pedaxrumm:

| Hasmuuume | HeT | O |
| npoM3BOICTBA |---- = | ————1
| (Jlokamms3aumda) |BTOPMUYHAA YINaKOBKA UM (MJIM) BHITY CKAKIMA | +1 |
| TEKAPCTBEHHOT'O |KOHTPOJIb KauecTBa -— Ia | |
|npenapaTa Ha | ----- = | ————|
| TeppuTOPUMU | BTOPMUYHAA yHakoOBKa M (MJIM) BHIIYCKAKIUNA | +2

| Poccumckon | KOHTPOJIb KadecTBa [IpU HaJIW4YUU |

| | KOHTPpakKTa, OpennoJjiaramero Co3OaHue B |

|
|
| bemepaumm | 3aKJIOUEHHOT'O CIelMaJIbHOTO MHBECTULMOHHOTO | |
|
| | Poccumickom demepally MNPOU3BOACTBA T'OTOBOM | |



| TexapcTBeHHOM (GOPMEI, BKJIOUAS IIPOMB3BOINCTBRO |

| bapMaLeBTHMUeCKOM CcyOCTaHUMM, - Oa |

| == | ===~
| mTepBUYHASA M BTOPUUHAA YIIakKOBKa, | +2
| BEIIIy CKAOIMUM KOHTPOJIb KadecTBa — Ha |

| == | ===~
| mTepBMUYHASA M BTOPUUHAA YIIaKOBKaA, | +3

| BEIIIy CKAOIUM KOHTPOJIb KadecTBa [PV HaJMUUM |
| 3aKJIOUEHHOT'O CIelMaJIbHOTO MHBECTULMOHHOTO |
| KOHTpakKTa, OpefnoJjiaramero Co3OaHue B |
| Poccumckom demepauuy NPOU3BOINCTBA I'OTOBON |
| TexapCTBEeHHOM (QOpPMBI, BKJIOUAS NIPOM3BOICTEBO |
| bapMalueBTMUeCKOM CcyOCTaHUMM, - Oa |

|
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|
|BCe cTamuy OpOM3BOIACTBa, BKJIOUASA | +4 |
| IPOMBBOACTBO I'OTOBOM JIEKAPCTBEHHOM QOPMH | |
| (be3 mpom3BOICTBa GapMalleBTUUYECKOM | |
| cybcTaHumm) , - Ina | |
|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|BCe cTammMm ONpOoM3BOIACTRA, BKJOUAL |
| IPOM3BONCTBO I'OTOBOM JIEKAPCTBEHHOM QOPMEL |
| (bes mpomseonCcTea OQapMalleBTUUYECKOM |
| cybcTaHUuMM) , OPM HaJdMuMM 3aKJIOUEHHOTO |
| cmeunaapHOT'O MHBECTUMILMOHHOTO KOHTPAaKTa, |
| npennojlaranmero colmaHue B PoccuMcKoOM |
| bemepaumy NPOMB3BOLCTBA I'OTOBOM |
| TexkapcTBEeHHOM GOPMEI, BKJIOUAS IIPOMBBOINCTRO |
| bapmMalieBTUMUECKOM CyOCTaHUMM, — @Oa |

|BCe cTamuy OPpOM3BOIACTBa, BKJOUASA | +7
| IPOM3BONCTBO I'OTOBOM JIEKAPCTBEHHOM (QOPMEL |

|M DPpOM3BOIACTBO (QapMalleBTUUECKOM |

| cybcTaHuumu, - ma




