IMPABUTEJILCTBO POCCHUHCKON ®EJEPAIINN
IIOCTAHOBJIEHHWE

ot 12 nronsa 2017 r. Ne 700

MOCKBA

O BHeceHNH U3MeHeHHUI B nocTaHoBieHne [IpaBurenncTBa
Poccuiickoii ®enepauuu ot 28 aBrycra 2014 r. Ne 871

IIpaBurensctBo Poccutickoit PenepalMM MOCTAHOBJA S €T ¢

YTBepauTh  IpwiaraeMble  WU3MEHEHHUS, KOTOpble  BHOCATCA B
nocraHosienue [IpasutenscTBa Poccuiickoit @enepaunu ot 28 asrycra 2014 r.
Ne 871 "OG6 ytBepxnenuu IlpaBun ¢dopmupoBaHHs TepeyHed JieKapCTBEHHBIX
IpenapaToB JUIsi MEIUIIMHCKOrO MPUMEHEHHUS U MUHUMAIBHOIO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIpENapaToB, HEOOXOAMMBIX JJis OKa3aHUsi MeIHLIMHCKON

nomotu" (CoOpanue 3akoHonarenscTBa Poccuiickoit @enepanuu, 2014, Ne 36,
cT. 4855).

J.MenBenes
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YTBEPX/IEHbBI

nocraHoBiieHreM [IpaBuTenscTBa
Poccutickoit @egepaunu
ot 12 mrong 2017 r. Ne 700

N3MEHEHMNJ4,

KOTOpble BHOCATCH B mocranoBjienue [IpaBurtesbcTBa
Poccuiickoii ®eaepannu ot 28 aBrycra 2014 r. Ne 871

1. B npeamOyiie cioBa "ctatbeit 15" 3aMeHHUTh cioBaMu "craTheit 44"

2. B TIlpaBuiax ¢opMHpoBaHUs TMEpedHEl JIeKapCTBEHHBIX MPErnapaToB
JUIE  MEIMLMHCKOrO NpPHUMEHEHMsT ¥  MUHUMAJBHOTO  acCCOPTHMEHTA
JEKAapCTBEHHBIX MpernaparoB, HEOOXOAMMBIX IS OKa3aHUS MEIULMHCKOH
MIOMOIH, YTBEP)KI€HHBIX YKa3aHHBIM [MOCTAHOBJIEHHEM:

a) B ab3aune mepBoM mNyHKTa 3 ciioBa "C y4eToM'" 3aMEHHUTH CJIOBaMH
"B mpenenax’, cioBa " Ha CIEQYIOLIUN KaJleHIapHbIi rojl 1 COOTBETCTBYIOIMIMA"
3aMEHUTH CJI0BaMH "Ha COOTBETCTBYIOUINM (PUHAHCOBBIMA roa u";

6) HOTONHUTH MyHKTOM 3' CIIEYIOLIEro COaepKaHMUS:

"3! BKIIIOYeHHE eKapCTBEHHOTO npenapara B IEPEUYECHb TIOPOTOCTOSIIINX
JIeKapCTBEHHBIX MpENnapaToB U MPHU HEOOXOAMMOCTH HCKIIOYEHHE W3 HETO B
COOTBETCTBHH C IOJNIOXXKEHHUSAMH HacTosumx [IpaBun  ajibTepHAaTHBHOTO
JIeKapCTBEHHOr0 Ipenapara He JOJDKHO NMPUBOAUTH K YBEIMYEHUIO OOBEMOB
OIO/DKETHBIX aCCUTHOBaHUH, MpPEIyCMOTPEHHBIX B (pemepaibHOM OIOJKETe Ha
COOTBETCTBYIOLINI (PMHAHCOBBIN I'0J1 U TUIAHOBBIH TIEPHOI.";

B) MYHKTHI 8 B 9 U3JI0XUTH B ClleAyIOIIEeH pelaKuu:

"8. GopMupoBaHHEe TepeyHe! W  MHHUMAJIBHOTO  aCCOPTHMEHTA
OCYIIECTBISAETCA 00pa3oBaHHOI MuHucTepcTBOM 3paBOOXpaHEeHUs
Poccuiickoit  ®enepann  koMmuccHed 10 (POPMHPOBAHHMIO  TepeyHEi
JEKapCTBEHHBIX IMpernapaToB M MUHUMAIBHOTO acCOpTUMEHTa (faee -
KOMHCCHS).

9. BHeceHne wu3MeHEeHHMH B NEpPeYHH M MUHUMAIBHBIA acCCOPTUMEHT
OCYHIECTBIISIETCS. B COOTBETCTBUM C MOJIOKEHUAMH Hactosmux [IpaBui.";

r) JOTIOJHATE MyHKTOM 9' CIeyIOIero coaepKaHus:
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"9'. OnepaTHBHOE BHECEHHME WM3MEHEHMHl B NEPEYHM M MUHUMATbHBIN
ACCOPTUMEHT OCYIIECTBIISIETCS B COOTBETCTBUU C IIOJIOKEHUSIMU HACTOSIIMX
[IpaBun HAa OCHOBAaHMM U B CPOK, KOTOpBIE YCTaHOBJIEHBI COOTBETCTBYIOLIUM
nopyuyeHueM IlIpaBurtensctBa Poccuiickot ®enepauni 0 paccMOTpPEeHUH
KOMHCCHEH TIpEeNjio)KeHUH O BKIIOYeHUH (00 HCKIIOYEHHM) JIeKapCTBEHHBIX
OpenapaToB B IEPEYHN U MUHUMAJIbHBIA aCCOPTUMEHT.";

I) B ab3aue nepBoM nyHKTa 11 cnoBa "MuHHCTEepCTBa PErHOHAIBLHOTO
pasButus Poccuiickoilt @enepanuy,” UCKIFOUUTS;

€) B MyHkTe 36 cinoBa "MHHHCTEPCTBOM pErHMOHAILHOTO Pa3BUTHS
Poccuiickoit ®enepannu,” HCKIIOYUTD;

K) B mpuiioxxeHuu Ne 1 k ykazanubiM [ IpaBunam:

MOJIIYHKT 5.5.4 JONOMHUTE 3HAKOM CHOCKH " "

JIOTIOJTHUTH CHOCKOM CJIEAYIOLIEro CoAep X KaHus:

" InanupyeMass K TrocyAapCTBEHHOI perucrpauyi ILieHa Ha
JeKapCTBEHHBIA MpernapaT pacCUUTHIBAETCS C YYETOM MOJIOKEHHH YacTH 3
ctathu 61 @enepanbHoro 3akona "O6 obpallleHUH JTeKapCTBEHHBIX CpeicTB".";

3) IO3ULUIO, KACAIONIIYIOCS Hanu4us TPOU3BOACTBA  (JIOKAIM3AINH)
JIEKapCTBEHHOIO Ipenapara Ha Tepputopuu Pocculickoih denepauuu, pasgena
"KonuuecTBeHHass OlleHKa MHOIMOJIHUTENBHBIX JaHHBIX O JIeKapCTBEHHOM
npenapare” npuiiokeHuss Ne6 k ykazaHHeIM [IpaBunaM H3JIOXKWUTH B
CleayIolen peaakiuu:

" |Hanuuue mpousBoiacTBa HET 0
(JIoKaH3aLus)
JIEKapCTBEHHOIO Mpernapara |BTOpUYHAs yHNAKOBKa U (W) +1

Ha TeppUTOpHH POCCHHCKOHN |BhIMyCKarOUIMIA KOHTPOJIb KaueCTBa -
Denepanuu za

BTOpHYHAs yaKOBKa U (MJIK) +2
BBITYCKAIOLINNA KOHTPOJIb KaueCcTBa
IIPU HATUYUH 3aKIIOYEHHOTO
CHEHUATBHOT0 MUHBECTULIMOHHOTO
KOHTpPAaKTa, MpeAIoararoiiero
coznanue B Poccuiickoit @enepauuu
MIPOU3BOJICTBA FOTOBOM JIEKAPCTBEHHOM
(hopMBI, BKITIOUYAs TIPOU3BOICTBO
bapmaleBTHUYECKOM cyOCcTaHIUH, - 1a

NepBHYHAs U BTOPUYHAs yIIaKOBKa, +2
BBIITYCKAaIOLIUH KOHTPOJIb Ka4eCTBa -

JAa
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NepBUYHAs ¥ BTOpUYHAas yIIaKOBKa,
BBIITYCKAIOIIUM KOHTPOJIb Ka4yecTBa
IIPH HAIMYUH 3aKIIOYEHHOTO
CIEUUAJILHOTO HHBECTUIIMOHHOIO
KOHTPAaKTa, NPEeANoJIararomero
co3nanue B Poccuiickoit denepanuu
IIPOU3BOJICTBA TOTOBOM JIEKAPCTBEHHOMN
¢dbopMBI, BKITIOYAsi IPOU3BOJICTBO
(dapmalneBTHYECKOH CyOCTaHIHH, - I

+3

BCE CTaIUH NPOU3BOJICTBA, BKIIIOYAs
IIPOU3BOJCTBO I'OTOBOM
neKapcTBeHHOU GopMbl (6e3
IIPOU3BOJCTBA (apMalleBTHIECKOH
cyOcraHLum), - 1a

+4

BCE CTaJu¥ MPOU3BOJCTBA, BKIIOYAs
IIPOU3BOJICTBO TOTOBOM
nexkapcTBeHHOU hopMel (6e3
MIPOU3BOACTBA (hapMareBTHIECKOH
cyOcTaHIIMM), TPU HAJIMYUU
3aKJTIOYEHHOTO CHEeUAITBHOTO
HMHBECTULIMOHHOT'O KOHTPAaKTa,
MIpeANoJaramllero co3gaHie B
Poccuiickoit ®enepanuu
IIPOU3BOJICTBA T'OTOBOM JieKapCTBEHHOU
(GbopMBI, BKIIFOYAS IIPOU3BOJICTBO
¢dapmaneBTHYECKOM CyOCTaHIIMY, - 1a

+5

BCE€ CTaJMy POU3BOACTBA, BKIFOUAs
MPOU3BOACTBO TOTOBOM
JeKapCTBeHHOU HOPMBI U
IIPOU3BOACTBO (papMareBTHIECKOM
cyOcraHnuy, - aa

+7

3346202.doc




