[IPABUTEJILCTBO POCCUNCKON ®EJIEPAITM
I[TOCTAHOBJIEHUE
ot 28 aBrycra 2014 roga Ne 871
006 yTBepxxaeHuu [IpaBun GopMupoBaHus NepeUHEH JIEKaPCTBCHHBIX MPENapaToB JIIs

MCAUIIMHCKOI'O ITPUMCHCHUA 1 MUHHUMAJIBHOT'O aCCOPTHUMCHTA JICKAPCTBCHHBIX
openaparos, HGO6XO[[I/IMLIX JJI OKa3aHus MCI[HHHHCKOﬁ IIOMOIITH

C u3menenusamu Ha 12 asrycra 2020 rona

JIOKYMEHT C U3MEHEHHSIMH, BHECEHHBIMHU

noctanoByienreM lIpaBurtenscTBa Poccuiickoit @enepannn ot 12 utonst 2017 roga Ne
700 (OduuunanbHBI HTHTEPHET-MIOPTAT MPABOBOM HH(DOPMAIIE WWW.Pravo.gov.ru,
14.06.2017, Ne 0001201706140013);

noctaHoBieHueM [IpaButennscTBa Poccutickort @enepannn ot 29 oktsaops 2018 roma Ne
1283 (OdunmabHbIi HHTEPHET-TIOPTANT MPABOBOW HH(POPMAIIUT WWW.Pravo.gov.ru,
01.11.2018, Ne 0001201811010013);

noctanoBieHueM [IpasutensctBa Poccuiickoit @enepannu ot 20 HosiOpst 2018 roma Ne
1390 (OdunmanbHblii HHTEPHET-MOPTAN IPABOBOK HHGOPMAIIUU WWW.Pravo.gov.ru,
22.11.2018, Ne 0001201811220043) (Bctynumo B cuity ¢ 1 ssuBapst 2019 roga);
nocranoBieHueM [IpaButensctBa Poccuiickoit @enepanun ot S uronsa 2020 roga Ne 829
(OdunmanbHbIi UHTEPHET-TIOPTAN IPABOBOM MH(MOPMAITUH WWW.Pravo.gov.ru,
09.06.2020, Ne 0001202006090010);

noctanoBieHueM [IpaBurtenscTBa Poccuiickoit @eaepanun ot 12 aBrycra 2020 roga Ne
1212 (O¢unmansHblii HHTEPHET-MOPTAN IPABOBON HHPOPMALIUH WWW.Pravo.gov.ru,
17.08.2020, Ne 0001202008170001).

B cootBercTBUM co cTaThsamu 55 u 60 PenepanbHoro 3akoHa "OO6 obparieHuH
JIeKapCTBEHHBIX cpencTB", crathelt 44 denepanpHoro 3akoHa "OO6 0CHOBaX OXpaHbI
310poBbs TpaxaaH B Poccuiickoii @enepaunn" u crateeit 6.2 @eaepanbHoro 3akoHa "O
rocynapcTBeHHOU counanbHoi nmomourn" IpasurensctBo Poccuiickoit denepanun
(ITpeamOyna B penakuuu, BBeIeHHOH B JieiicTBue ¢ 22 utoHs 2017 roja nocraHOBICHUEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 12 urons 2017 roga Ne 700. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

IIOCTAaHOBJIACT:

1. YTBepauts npunaraemele [IpaBuna popmupoBanus nepedHei JeKapcTBEHHbBIX
IIpenaparoB Ui MEAULUHCKOrO IPUMEHEHNS] U MUHUMAJIbHOI'O ACCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUS MEAUIIMHCKOW MTOMOIIIH.

2. MunucrepcTBy 31paBooxpaHeHus Poccniickoit denepanuy yTBEpAUTH MOJIOKEHHAE O
Komuccu MuHuncrepcerBa 31paBooxpanenus Poccuiickon denepaunu mno
(hopMHUPOBAHHIO TIEPEUYHEH JIEKAPCTBEHHBIX MPETAPATOB JISI MEIUIIMHCKOTO TPUMEHEHHUS



Y MUHUMAJIBHOTO aCCOPTHMEHTA JICKAPCTBEHHBIX MTPENapaToB, HEOOXOAUMBIX IS
OKa3aHHsI MEJULIMHCKOW ITOMOIIH, U COCTAaB YKa3aHHOM KOMHUCCHHU.

3. YcranoButs, uto B 2014 rony npeayioskeHus no popMUpOBaHHUIO IIEpeUHEH
JIEKapCTBEHHBIX MPENapaToB JIJIsl MEIUIUHCKOTO IPUMEHEHUSI 1 MUHUMAaJIbHOTO
ACCOPTHMEHTA JICKAPCTBEHHBIX MPEMapaToB, HEOOXOUMBIX JIJIsi OKa3aHUSI METHUIIMHCKON
MOMOIIH, HAMPaBJISIOTCS B MUHUCTEPCTBO 3ApaBooxpanenus: Poccuiickoit denepannu B
nopsiike, npeaycMoTpeHHoM [IpaBunamu, yTBep:KI€HHBIMU HACTOSIIIUM
MMOCTaHOBJICHHEM, 110 15 cenTsaops 2014 rona.

4. ITynkt 4 nocranosnenus [IpaBurenscrBa Poccuiickoit denepanyu ot 29 okTa0ps
2010 roma Ne 865 "O rocyaapCTBEHHOM PETYJIMPOBAHUH LIEH HA JIEKAPCTBEHHbIC
rpenaparsl, BKIIOYEHHBIC B IIEPEYCHB )KU3HEHHO HEOOXOMMBIX M BaKHEHIIINX
nekapcTBeHHbIX npenapaToB” (Cobpanue 3akoHoaaTenscTBa Poccuiickoit @enepanuu,
2010, No 45, c1.5851; 2012, Ne 37, ¢1.5002) nocie ciioB "MuHUCTEPCTBOM
SKOHOMUYECKOro pa3BuTHs Poccuiickoit @eaepaunn" JOMOIHUTE CIOBaMH ",
MuHUCTEPCTBOM TpyJa U COUMANIBHOM 3amuThl Poccuiickon denepanny,
MuHuCTEpCTBOM peruoHalibHOro pa3putusa Poccuiickoit deneparuu, OenepaibHoi
AHTHUMOHOTIONBHOU CiTy k001, DenepanbHoii CiTy)00H 10 HaA30py B cepe 3aIuTh mpaB
notpedureneit u Onaromnony4us yenoBeka, OeepanbHbIM areHTCTBOM Hay4HBIX
opraHuzanuii".

5. MunucrepctBy 3apaBooxpanenusa Pocculickoit denepanum 1aBath pa3baCHEHUS O
nopsiaike npumeHeHus [IpaBum, yTBep»KA€HHBIX HACTOSIIIUM IOCTAHOBJICHUEM.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit ®enepanuun
H.Mensenes

VYTBEPXJEHDI
noctaHoBieHueM lIpaButenbcTBa
Poccuiickoit ®enepanun

ot 28 aBrycra 2014 roma Ne 871

[TpaBuna opMupoBaHUs IEpEUHEH JIEKapCTBEHHBIX MPENapaToB I MEIUIIHTHCKOTO
MPUMEHEHUS] © MUHIMAJIbHOTO aCCOPTUMEHTA JICKaPCTBEHHBIX MPETapaToB,
HEOOXOIUMBIX JJIsi OKa3aHUsl MEAUIIMHCKON TTOMOIIH
C u3menenusmu Ha 12 aBrycra 2020 roga
1. Hacrosimue [paBumna ycTaHaBIMBaroT MOPSIOK POPMUPOBAHUS:
a) MepeyHs KU3HECHHO HEOOXOAMMBIX U BKHEHUIITNX JIEKAPCTBEHHBIX MPETApaTOB st

MEIULMHCKOTO MPUMEHEHHUS (J1anee - epedeHb BaKHEUIIINX JIEKapCTBEHHBIX
MpernapaToB);



0) rmepevHs JICKapCTBEHHBIX MPENapaToB, MpeaHa3HauYEeHHBIX JIJIs 00eCIIeueHuUs JIUII,
00JIBHBIX TeMO(IIIHEH, MyKOBUCIIU030M, THUITOGU3APHBIM HAHU3MOM, 0oJie3HbI0 [ o1Ite,
3JI0KaYe€CTBEHHBIMA HOBOOOPA30BaHUSAMHU JTUM(OUTHOM, KPOBETBOPHOM M POJICTBEHHBIX
UM TKaHEH, pacCesHHBIM CKIJIEPO30M, TEMOJIMTHKO-YPEMUYECKUM CUHIPOMOM,
FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadaJioM, MyKonoiaucaxapuao3omM I, I u VI tunos,
arIaCTUYECKON aHeMHUell HeyTOUHEHHOM, HacIeACTBEHHBIM Aeduiutom dakropos 11
(dubpuHOTEeHa), VII (;1abunsHoro), X (CTroapTa - [Ipayspa), a Takxe JIdil mocie
TpaHCIUTAaHTAI[MU OPraHoOB U (KMJIM) TKaHEeH (J1aiee - mepeueHb JOPOroCTOSAIIUX
JIEKApCTBEHHBIX IIPETapaToB);

(ITonmyHKT B pepakiuu, BBeileHHOU B neiictBue ¢ 1 stuBapsa 2019 roga noctaHoBieHneM
[IpaButenscTBa Poccuiickoit deneparuu ot 20 Hos0ps 2018 roma Ne 1390; B penakiumy,
BBe/IcHHOM B nierictBre ¢ 17 utons 2020 roga nocranosiaeHueM [IpaBurenbcTBa
Poccuiickoit @eneparnuu ot 5 utons 2020 roga Ne 829. - CM. peapIIyyo peaakiuio)

B) IIEpeYHs JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUSI, B TOM YHUCIIe
JIEKApCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHH S, HA3HAUYAEMBbIX 110
pElIeHNI0 BpayeOHbIX KOMUCCHI METUIIMHCKUX OpraHu3alui (J1ajee - nepeyeHb
JIEKApCTBEHHBIX MPEMapaToB sl 00ECIIEYSHUS OTIETbHBIX KAaTETOPUi Tpax/IaH);

I') MUHUMaJIbHOI'O ACCOPTUMEHTA JIEKAPCTBEHHBIX MIPENapaToB, HEOOXOAUMBIX JUIS
OKa3aHusl MEAMIIMHCKON IOMOIIH (Aajiee - MUHUMAaJIbHBIN aCCOPTUMEHT).

2. [lepevenp Ba)KHEHIINX JIEKAPCTBEHHBIX IIpenapaToB (JOpMUPYETCs TIO
MEX/yHapOAHbIM HEaTEeHTOBAHHBIM HAaMMEHOBAHUSAM 3TUX JICKAPCTBEHHBIX IIPENapaToB
(pu OTCYTCTBUM TaKMX HAMMEHOBAHUH - 110 TPYNIUPOBOYHBIM MIIM XUMHUECKUM
HAaUMEHOBAHMSIM), B TOM YHCJIE C YYETOM CTaHJAPTOB MEAUIIMHCKON TOMOIIH,
PE3yNIbTaTOB KIMHUYECKOM arnpoOanuy METOA0B MPO(PUIaKTUKU, JUATHOCTUKH, JI€UECHUS
U peabuInTaluy U KIMHUYECKHX PeKOMEH Al (IPOTOKOJIOB JIEUSHHs) IO BOIIpOcam
OKa3aHusl MEAUIIMHCKON TTOMOIIIH, U3 JIEKApCTBEHHBIX MIPENapaToB ISl METUIIMHCKOTO
IpUMEHEHHMs (J1ajiee - JeKapCTBEHHbIE MPenapaThl), OTBEYAIOUINX CIEAYIOIINM
KpUTEPUSIM:

(AG3ar B peakuuu, BBeIeHHOH B sieiicTBre ¢ 9 HOs0ps 2018 roja nocraHoBieHNEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 rona Ne 1283. - Cwm.
MPEIBIIYLIYIO PEJAKIIIO)

a) JIEKApCTBEHHBIN Mpernapar 3aperucTpupoBaH B YCTAHOBIIEHHOM Topsiyike B Poccuiickoi
Oenepanny;

0) JIekapCTBEHHBIN MpenapaT MPUMEHSETCS € IeTbI0 IUAarHOCTUKH, TPOPHUIAKTHKH,
JICYEHHUS U peadMINTaluy pY OKa3aHUU MEIULMHCKOMN MOMOIIH B cily4ae 3a00JieBaHUN
U COCTOSIHUI1, B TOM YHKCIIe peolIajaoluX B CTPYKType 3a0oaeBaeMocTu B Poccuiickoit
Oenepanuu, a Takxke 3a00JI€BaHUN, IPEICTABISIIOIINX OMACHOCTD JUISl OKPYKAIOIIHX;
(IToamyHKT B pelakiiuy, BBEJICHHOM B JielicTBue ¢ 9 Hosi0pst 2018 roa mocTaHOBIEHUEM
[IpaBurensctBa Poccuiickoit deneparuu ot 29 okts6ps 2018 roga Ne 1283; B pepakiuu,
BBeJIeHHOM B neiictBue ¢ 17 aBrycra 2020 roga nocranosineHuem [IpaBurenscrBa



Poccuiickoit ®eneparuu ot 12 aBrycra 2020 roga Ne 1212. - CMm. nipeapIayiyto
peIaKInIo)

B) JIEKAPCTBEHHBIN ITpenapaT UMEET IPEUMYIIECTBO 110 CPABHEHUIO C IPYTHUMHU
JIEKapCTBEHHBIMHU IIpenapaTaMy MpH JICUEHUH ONPEIETIEHHOro 3a00eBaHUs WIN
COCTOSIHHUS,;

r) [ToagnynkT yTpatun cuiy ¢ 9 HosOps 2018 rona - mocranoiienue [IpaBurenbcTBa
Poccuiickoit @eneparuu ot 29 oktsiopst 2018 roma Ne 1283 - cm. npeapIAyIyIo
PEeAAKIHIO.

3. [lepedyeHnb JOPOTOCTOSIIMX JEKAPCTBEHHBIX MperapaToB (OPMHUPYETCS IO
MEXIyHapOAHBIM HETIATCHTOBAHHBIM HAUMEHOBAHUSM ITHX JIEKAPCTBEHHBIX MPEIapaToOB
(pu OTCYTCTBUM TAaKMX HAMMEHOBAHUH - 110 TPYNIUPOBOYHBIM MIIM XUMHUECKUM
HaMMEHOBAHMIM) B IIpeiesiaX 00beMOB OIOIKETHBIX AaCCUTHOBAHUM, MPEAYCMOTPEHHBIX B
benepanbHOM OrOKETE HA COOTBETCTBYIONINI (PMHAHCOBBIN I'OJT ¥ IJIAHOBBIN MEPUO, U3
JIEKApCTBEHHBIX MPEMApaTOB, OTBEYAIOIINX CICAYIOIINM KPUTCPUSIM:

(AG3ar B penakiuu, BBeJICHHOM B nericTBre ¢ 22 uroHs 2017 roga mocraHOBICHUEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 12 uronst 2017 roga Ne 700. - Cwm.

MPEIbIAYIIYIO PEIAKIIHIO)

a) JIGKapCTBEHHBIN Mpernapar 3aperucTpupoBaH B yCTAHOBIEHHOM Topsiike B Poccuiickoi
®enepanuu;

0) JlekapCTBEHHBIN NpenapaT BXOUT B EPEUCHb BAXKHEHIIINX JIEKapCTBEHHBIX
[IpenapaTos;

B) JICKapCTBEHHBIN IIpenapaT MMeeT MPEUMYIIECTBO 110 CPABHEHUIO C IPYTUMU
JIEKapCTBEHHBIMU TperapaTaMy MpH JICUSHUH JIHII, OOJIBHBIX reMo(uIneH,
MYKOBHCIIHI030M, THTO(PU3APHBIM HAHU3MOM, OoJie3HbIo0 [ o111e, 3T0KaueCTBEHHBIMU
HOBOOOpa30BaHUAMU TUM(OUTHON, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH,
paccessHHBIM CKJIEPO30M, T€MOJIUTHKO-YPEMUUYECKHUM CHHAPOMOM, FOHOIIIECKUM
apTPUTOM C CUCTEMHBIM HavyajaoM, mykononucaxapunosomM I, Il u VI tunos,
aruIacTU4eCcKol aHeMUEell HeyTOUHEHHOW, HaClIeCTBEHHBIM AepuuuToM paktopos 11
(¢pubpunorena), VII (;mabunpuaoro), X (Ctroaprta - [Ipayspa), a Takske Juil mocine
TpaHCIUIAaHTAIMX OPTraHOB U (WJIN) TKaHEH.

(ITonmyHKT B peaakiuu, BBeieHHOM B neiicTBue ¢ 1 ssaBaps 2019 rona nocraHoBieHneM
[TpaBurensctBa Poccuiickoit deneparuu ot 20 HOs1Opst 2018 roma Ne 1390; B penakiumy,
BBeJleHHOM B neiictBue ¢ 17 utona 2020 roga nocranosnenueM IIpaBurenscrBa
Poccutickoit ®deneparuu ot 5 utons 2020 roga Ne 829. - CM. ipeAbIayIIyIO PEAAKITNIO)

3.1. BkitoueHue JieKapCTBEHHOTO MpernapaTa B epeueHb J0POTrOCTOSIINX
JIEKapCTBEHHBIX MPEMapaToB U MPH HEOOXOIMMOCTH UCKITIOUEHHE U3 HETO B
COOTBETCTBHUHU C MOJOKEHUSAMHU HacTosIIKX [IpaBui albTepHATUBHOTO JIEKAPCTBEHHOTO
npenapara He IOJDKHO IPUBOJIUTH K YBEIMUEHUIO 00HEMOB OFOKETHBIX aCCUTHOBAHHM,
MIPEeIyCMOTPEHHBIX B peiepaibHOM OF0JKETEe Ha COOTBETCTBYIOIINN (DMHAHCOBBIN TO U



TIJIAHOBBIN TIEPUOI.
(ITynkt nononHuTENbHO BKIItOUEH € 22 ntoHs 2017 roja nocraHOBJIEHUEM
[IpaButenscTBa Poccuiickoit @eneparuu ot 12 urons 2017 romga Ne 700)

4, HepequL JICKapCTBCHHLIX IIPCIIapaToOB AJIA obecnieueHus OTACIBbHBIX KaTel"OpI/Iﬁ
rpaxxzaaH (bopMpreTc;I Mo MCXKAYHAPOAHBIM HCITATCHTOBAHHBIM HAUMCHOBAHUAM 3THUX
JICKaApCTBCHHLIX ITPCIIapaTOB (HpI/I OTCYTCTBUHU TAKHX HaMEHOBAaHUM - T10
IrpynmnupOBOYHBIM UM XUMHUYCCKUM HaHMeHOBaHHHM) N3 JICKAPCTBCHHBLIX IIPCIIApaToB,
OTBCHAIOIINX CICAYIOIIUM KPUTCPUAM:

a) JIGKapCTBEHHBIN Mpernapar 3aperucTpupoBaH B yCTAHOBJIEHHOM Topsijike B Poccuiickoi
®denepanuu;

0) JekapCTBEHHBIN MpenapaT BXOAUT B IepeueHb BAKHEUIIINX JIEKaPCTBEHHBIX
[IpenapaTos;

B) JIEKApPCTBEHHBIN IpenapaT UMEET IPEUMYIIECTBO IO CPABHEHUIO C IPYTHUMHU
JIEKApCTBEHHBIMH IIpenapaTaMy IIpU JICYCHUU JILI, UMEIOIIMX [IPaBO Ha I10JIy4YECHUE
rOCYJJapCTBEHHOH COIMAIBHOM MOMOIIH B BUE HA00Opa COIUATBHBIX YCIIYT.

5. MuHUMabHBINA aCCOPTUMEHT (POPMHUPYETCS JUISl Pa3INYHBIX BUAOB allTEYHbIX
OpraHu3alyi U MHAUBUAYAIbHBIX IIPEANPUHUMATEINIEH 110 MEXKIYHAPOIHBIM
HEeNaTeHTOBaHHBIM HAMMEHOBAHUSM JIEKaPCTBEHHBIX MTPENapaToB (IIPU OTCYTCTBUU
TaKMX HAUMEHOBAHUH - 110 TPYNIUPOBOYHBIM WM XMMHUUYECKUM HaUMEHOBAHUIM) U3
JIEKAPCTBEHHBIX IPENAPaTOB I MEAULIMHCKOTO IPUMEHEHUS, OTBEYAIOIINX
CJIEIYOIUM KPUTEPHUSM:

a) JIEKApCTBEHHBIN Mpernapar 3aperucTpupoBaH B yCTAHOBIEHHOM Topsiike B Poccuiickoi
Odenepanny;

0) JexkapCTBEHHBIN NpenapaT BXOAUT B II€PEUEHb BaXKHEUILINX JIEKaPCTBEHHBIX
[Ipenaparos;

B) JIEKapCTBEHHBIN Mpenapar, HaXoJAIIMics B oOpallleHuH Ha Tepputopun Poccuiickoit
®denepanyy, UMEET HE MEHEE 2 COOTBETCTBYIOIINUX €MY MO MEXAYHAPOJHOMY
HEMaTeHTOBAaHHOMY HaUMEHOBAHMIO JINOO 3aMEHSIOLIEMY TaKOe HAMMEHOBaHHE
IPYHIIAPOBOYHOMY WJIM XUMUYECKOMY HAMMEHOBAHUIO BOCIIPOU3BEACHHBIX
JIEKapCTBEHHBIX MPENapaToB B aHAJIOTHYHBIX JIEKAPCTBEHHBIX (hOpMax U T03UPOBKAX,
MIPOU3BOJIUMBIX JABYMS U O0siee MPOU3BOIUTENSIMH (32 UCKITIOYEHHEM JIEKaPCTBEHHBIX
MPEerapaToB, MIPOU3BOIUMBIX €AMHCTBEHHBIM OTEUECTBEHHBIM IPOM3BOIUTENEM);

T') JeKapCTBEHHBIH Mpenapar COrIacHO IaHHBIM 00 00beMax Mpoaax Ha
(dhapmarnieBTrueckoM peiake Poccuiickoit deneparuu BocTpeOOBaH CUCTEMOM
3/1paBOOXPAHEHUS U HACEJIEHUEM B T€UEHUE BCETO KaJIEHAAPHOI0 roja.



6. JIekapCcTBEHHBIE ITpeNapaThl MOAJIEKAT UCKIIOYCHHUIO U3 NIEPEYHS Ba)KHEUIINX
JIEKAPCTBEHHBIX IIPENApPaTOB, IEPEUHS JOPOrOCTOAIIMX JICKAPCTBEHHBIX IIPENapaToB,
IepeYHs JEKapCTBEHHBIX MpenapaToB AJs 00ecriedeHns OTAEIbHBIX KATerOpuid rpakjaH
(nanee - nepeyH) ¥ MUHUMAJIBHOTO aCCOPTUMEHTA B CIEAYIOIIUX CIy4asx:

a) BKJIFOUCHUE AIbTEPHATHBHBIX JIEKAPCTBEHHBIX MPENapaToB, 00JIaJaAr0IIIX
JOKa3aHHBIMU KIIMHUYECKUMHU, U (WJIM) KIMHUKO-9)KOHOMUYECKUMU MPEUMYIIECTBAMU, U
(nn) 0cOOEHHOCTSIMHA MEXaHU3Ma JISHCTBUS, U (MJIH) OOJIBIIeH 0€30IacHOCTBIO TIPH
JMArHOCTHKE, MPOQUIIAKTHUKE, JICUSHUH WK peaduiInTaluny 3a00JeBaHui, CHHIPOMOB U
COCTOSIHUM;

0) NosIBJIEHHE CBEACHHUM O TOKCUYHOCTHU WJIM BHICOKOW YaCTOTE HEXeJIaTeIbHBIX
MOOOYHBIX SIBIICHUH TIPU IPUMEHEHUH JICKAPCTBEHHOTO Mpernapara;

B) IPUOCTAHOBJICHUE IPUMEHEHMSI JIEKAPCTBEHHOT' 0 Iipernapara B Poccuiickoit
®enepanuu;

I') OTMEHA IrOCyIapCTBEHHON PErUCTPALUY JIEKApPCTBEHHOTO Mpernapara;

1) IpeKpaleHne Mponu3BO/ICTBA JIEKAPCTBEHHOTO IpenapaTa J1u00 ero mocTaBoK B
Poccuiickyro denepanuro u (1K) OTCYTCTBUE JICKAPCTBEHHOTO Mpernapara B
rpaxmaanckoM obopoTte B Poccutickoit denepannu B TeUeHUE NIEPUO/Ia, TIPEBHIIIAIOIICTO
OJIMH KaJIeHIapHbIN TOJI;

e) HUCKIIFOYCHHUC JICKAPCTBCHHOI'O IIpCIIapaTta U3 IepeuHA BaKHEHIIINX JICKAPCTBCHHBIX
npemnaparosB - JJIA IEPCUHA JOPOTOCTOANUX JICKAPCTBCHHBIX MTPCIIapaToB, IICPCUHA
JICKApCTBCHHBIX MPCIIapaToB I obecreueHust OTACIBHBIX KaTeFOpI/Iﬁ T'paxxIaH U
MHWHUMAJIBHOTI'O aCCOPTHUMCHTA,

) IpeICTaBIeHNEe HAyYHO 0OOCHOBAaHHOW PEKOMEHIAIMH ITIABHOTO BHEIITATHOTO
cnieruanucta MuHucTepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanuu (nanee -
TJIaBHBIN SKCIEPT) MO pe3ysbTaTaM MIPOBOJUMBIX B paMKaX aHaTOMO-TEparneBTUYECKO-
XUMHUYECKOH TPYMIIbI aHaIn3a HHPOPMAIIMU O CPABHUTEIbHOW KIIMHUYECKON

3¢ GEeKTUBHOCTH U 6€30MaCHOCTH JIEKAPCTBEHHOTO MIpenapara, OLeHKH SKOHOMUYECKUX
MOCJIEACTBHUM €ro MPUMEHEHUSI U U3YUEHHUS JOTIOTHUTEIbHBIX MOCIEICTBUN IPUMEHEHUS
JIEKapCTBEHHOT'0 Mpenapara (J1ajnee - KOMIUIEKCHAs OLIEHKA).

(IToamyHKT 1OMOMHUTENBHO BKIIIOUEH ¢ 9 HOs10pst 2018 rosna nocraHoBIEHHEM
ITpaButenscTBa Poccuiickoit deneparmu ot 29 oktsadps 2018 roga Ne 1283)

6.1. JlekapcTBeHHBIE IpeNapaThl MOJIEKAT UCKIIOUEHHUIO U3 NIEPEUYHEN 1 MUHUMAJILHOTO
aCCOPTUMEHTA, €CIIM B T€UEHHE 6 MECSLEB 110CIIE BKIFOUEHUS JIEKapCTBEHHOT' O Npenapara
B [IEpEUEHb BAXKHEHUIINX JIEKAPCTBEHHBIX MIPENAPATOB HE 3apETUCTPUPOBAHa NpEAEIbHAs
OTITyCKHAasl 1IeHa MPOU3BOIUTEINSI Ha JIeKapCTBEHHBIN Mpenapar.

(ITyHKT 1OTIONTHUTENBHO BKIIIOUEH ¢ 9 HOs0ps 2018 roga mocraHOBICHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 29 okta0ps 2018 rona Ne 1283)



6.2. B nepeuny 1 MUHUMAIIbHBII aCCOPTUMEHT BKJIIOYAIOTCS OJJHOKOMIIOHEHTHBIE
JIeKapCTBEHHbIE Mpenapatbl. KoMOMHUpOBaHHbIE JIEKapCTBEHHBIE MPETapaThl
BKJIIOYAIOTCA B MIEPEYHU B ClIydae, €Clii M0 pe3ysibTaTaM KOMIUIEKCHOM OLEHKU JOKa3aHO
UX NPEUMYIIECTBO B IPUMEHEHUH U CTOUMOCTH 110 CPAaBHEHUIO C OJJHOKOMIIOHEHTHBIMU
JIeKapCTBEHHbIMU MpernaparaMu. llpy BKIroUeHHH KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX
IIPENapaToB B IEPEUHN U MUHUMAJIbHBII aCCOPTUMEHT OJJHOBPEMEHHO BKIIIOUAIOTCS BCE
3apeructpupoBanHbie B Poccuiickoit deaepanuu 0 JHOKOMIIOHEHTHBIE JIEKAPCTBEHHbBIE
IpernapaThl, U3 KOTOPHIX COCTOUT Takask KOMOMHAIIKS.

(ITyHKT HOMOTHUTENBHO BKIIOYEH ¢ 9 HOs0ps 2018 roga mocTaHOBIEHUEM
[TpaBurenbcTBa Poccuiickoit deneparmu ot 29 oktsaops 2018 roga Ne 1283)

7. Ilepedenp BaKHEHIINX JIEKAPCTBEHHBIX MpENapaToB (POPMHUPYETCS €KETOTHO.
Ilepeuenp 1OPOrOCTOSIIKX JIEKAPCTBEHHBIX MPENApaTOB, IEPEUYEHD JIEKAPCTBEHHBIX
MperapaToB I 00ECTICYSHHST OT/ICIBHBIX KaTETOPHHA I'paXk1aH 1 MUHIUMAaIbHBIN
acCOpTUMEHT (OPMHUPYIOTCS HE pEXe OJJHOTO pasa B 3 roja.

8. ®opMHpOBaHUE MTEPEYHEN 1 MUHUMAIBLHOTO aCCOPTUMEHTA OCYIIECTBIISETCS
oOpaszoBaHHOM MUHHCTEPCTBOM 31ipaBooxpaHeHus Poccuiickoit deneparnuu koMuccuen
1o GOPMHUPOBAHUIO TIEPEUHEN JICKAPCTBEHHBIX MPENapaToB 1 MUHUMAILHOTO
ACCOPTHUMEHTA (JaJiee - KOMHUCCHS).

(ITlynkr B penakuuu, BBeJileHHOU B feiicTBue ¢ 22 utoHsa 2017 rojga mocTaHOBIEHUEM
[IpaButenscrBa Poccuiickoit @enepanuu ot 12 utons 2017 roga Ne 700. - Cwm.
MPEABIYIIYIO0 PEIAKIIHIO)

9. BHeceHue n3MeHeHu B IEpEYHU U MUHUMAJIbHBIN aCCOPTUMEHT OCYIIECTBIISETCS B
COOTBETCTBHH C MOJIOKEHUSAMH HacToAmux [Ipasu.

(ITlynkr B penakuuu, BBeJleHHOU B feiicTBue ¢ 22 utoHsa 2017 rojga moctaHOBIEHUEM
[IpaBurensctBa Poccuiickoit @enepanuu ot 12 urons 2017 roga Ne 700. - Cwm.
MPEABIYIIYIO PEIAKIIHIO)

9.1. OnepaTuBHOE BHECEHUE U3MEHEHU B IEPEYHN U MUHUMAJILHBIM aCCOPTUMEHT
OCYIIECTBIISIETCS] B COOTBETCTBHUHU C MOJIOXKEHUSAMHU HacTosAux [IpaBui Ha OCHOBaHUU U B
CPOK, KOTOpBIE€ YCTaHOBJIEHBI COOTBETCTBYIOIMM NopyueHueM [IpaBurenscrBa
Poccuiickoit @eaepanuu 0 pacCMOTPEHUN KOMUCCHEN MTPEASIOKEHNHN O BKJIIOUEHUH (00
UCKJIIOUEHHUH ) JIEKAPCTBEHHBIX MIPENAPATOB B IEPEUYHN U MUHUMAJIbHBIM aCCOPTUMEHT.
(ITynkt nononHuTeNbHO BKItOUEH ¢ 22 ntoHs 2017 rojia moctaHOBJIEHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 12 urons 2017 roga Ne 700)

9.2. OnepaTuBHOE BHECEHUE B MIEPEUEHb BAKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB
M3MEHEHUH B YaCTH BKJIFOUEHHS JIEKAPCTBEHHBIX IIPENApaTOB, BOZMOMXKHBIX K
HA3HAYEHUIO M IPUMEHEHMIO JUIs JIeYeHUS U POUIAKTUKH 3a00IeBaHUH,
MPEACTABIISIFOIIUX OMACHOCTD IS OKPYXKAKOIIUX, IPEAYCMOTPEHHBIX METOANYECKUMU
pexkoMeHnanusaMu Munucrtepersa 3apaBooxpanenus Poccuiickon @enepannu, B
YCIIOBUSX Ype3BbIUaliHOM cUTyaluu U (WIK) Npyu BOZHUKHOBEHUU YIPO3bI
pacrpocTpaHeHHs TaKUX 3a00J€BaHUN, OCYIIECTBISETCS IO PEACTABICHUIO



MuHnuctepcTBa 6€3 MPUMEHEHHUs MOJI0KEHUI, YCTAaHOBJICHHBIX MyHKTaMu 13-35
Hacrosmux [Ipasui.

IIpencraBnennsie MuHKMCTEPCTBOM 31paBooxpaHeHus Poccuiickoit denepanun
MIPEIJIOKEHUS TI0 BHECEHUIO YKa3aHHBIX U3MEHEHHH B epeueHb BaXKHEHIIINX
JIEKapCTBEHHBIX IIPENAapaTOB MOJIEkKAT ONIEPAaTUBHOMY PACCMOTPEHHUIO Ha 3aCEaHUU
KOMHCCHHM C Y4acTUeM MpeacTaBuTesieil MuHucTepcTBa 3apaBooxpanenust Poccuiickoi
®enepaunn, MuHUCTEpCTBa TPOMBILLIEHHOCTH U TOproBiu Poccuiickoit denepannu,
®enepanibHOI ciy>K0bI 110 HaA30pYy B cdepe 3npaBooxpaneHus, GenepaabHON CITyKObI
10 HaJ30pY B cdepe 3amuThI IPaB MOTpeOUTENIeH U OJIaronoiyduns 4YeI0BeKa U
®DenepalibHOI AHTUMOHOIIOJIBHOM CITY>KOBI, SIBISIOUIMXCA WieHaMu Komuccuu. Ha
3acejaHue KOMHUCCUU IIPUTIIAIIAOTCS TJIaBHBIM SKCIIEPT, a TAKXKE MIPEACTABUTEIb
MIPOU3BOIUTENS JIEKAPCTBEHHOT'O TIperapara B [EeIsIX PACCMOTPEHUS U COTJIACOBAHUS
LIEHBI Ha JICKAPCTBEHHBIN MpernapaT, KOTOPYO TPOU3BOAUTEIb INIAHUPYET
3aperucTpUpOBaTh.

(ITlynkt nononHuTenbHO BKIItoUeH ¢ 17 arycra 2020 roja nocTaHOBJIEHUEM
[IpaButensctBa Poccuiickoii @enepanuu ot 12 aBrycra 2020 roga Ne 1212)

10. Opranu3anmoOHHO-TEXHUIECKOE 00eCIIeueHNE ACSITeIbHOCTH KOMUCCUU
ocymecTBisieT MUHUCTEPCTBO 3/ipaBooxpaneHus Poccuiickoit deneparmu.

11. B cocTaB koMuccuu BXOAAT NpecTaBuTe I MUHHUCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit denepanuu, MuHNCTEPCTBA IPOMBIIIEHHOCTH U TOProsiid Poccuiickon
®enepaunn, MUHHCTEPCTBA TPY/1a U collManbHOM 3anThl Poccuiickoit denepanumy,
®denepanbHOM CiTy)OBI 110 HAA30pY B chepe 3apaBooxpaHeHust, DeaepanbHO CIyKObI
10 HA/130pY B cpepe 3aluThl paB noTpeduTeneil 1 6J1aronoayyus YyeaoBeka,
®denepalibHON AHTHMOHOIIOJIBHOH CITy:K0bl, PeiepalibHOT0 MeINKO-0MOI0rHYECKOr0
areHTcTBa, MUHUCTEPCTBA HAYKH U BhICIIEro oOpa3oBanus Poccuiickoit denepanumy,
UHBIX (efepantbHbIX OPraHOB UCIIOJIHUTENBHOMN BIIACTH, (eepaIbHBIX FOCYAAPCTBEHHBIX
00pa3oBaTeNbHBIX OpPraHU3alUi BBICIIEr0 METUIIMHCKOTO U (hapMaleBTHIECKOro
oOpa3oBaHMsl, a TaKke eepaIbHbIX FOCYIapCTBEHHBIX METUIIUHCKUX U
(apMareBTUUECKUX HayYHbBIX OpraHU3aIMi.

(A63ar B pepakiiuu, BBeJICHHOM B niericTBre ¢ 22 uroHs 2017 roga moctaHOBIEHUEM
[IpaBurensctBa Poccuiickoit denepanuu ot 12 uronsa 2017 roga Ne 700; B pegakuuu,
BBE/ICHHOM B JiericTBHe ¢ 9 HOs10ps 2018 roga mocranosnenueM [IpaBurenscTa
Poccuiickoit @enepanuu ot 29 okTs6ps 2018 roga Ne 1283. - CM. npenpiyntyto
penakiuio)Ha 3acenanun KOMUCCHM MPUCYTCTBYIOT NPU HAIMYHUH NIPEABAPUTEIHHOTO
oOpaleHus: B TMCbMEHHOH (opMe B a/ipec KOMUCCHH, IIOCTYHUBILEr0 HE MO3/IHEE YeM 3a
5 paGouux HEN A0 AHS COOTBETCTBYIOIIETO 3ace/laHnsl KOMUCCHH, ITPEICTaBUTENb
cyOBeKTa 0OpaleHus JIEKapCTBEHHBIX CPEACTB U (W) OOIIIECTBEHHOTO 00BETMHEHUS,
OCYIIECTBIISIOLIETO IEATEIbHOCTD B cepax 3apaBOOXpaHEeHHs], 0OpaIleHUs
JIEKapCTBEHHBIX CPEACTB U 3aIIUTHI IPaB TpakKaaH B 3TUX chepax (Janee - 3as1BUTEID), a
TaK)Xe MPEJICTAaBUTENIN UHBIX (eiepalbHbIX OPTraHOB UCIIOJIHUTEIBHON BIACTH.

(AG3ar B peakuuu, BBeIeHHOH B jieiicTBue ¢ 9 HOs0ps 2018 roja mocraHOBICHHEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 roma Ne 1283. - Cwm.
IPEIBbIIYIIYIO PEJAKIHIO)



12. 3acenanusi KOMUCCHUH TPAHCIMPYIOTCS Ha o(hUIIMAIbHOM caiiTe MuHHCTEpCTBA
3npaBooxpanenus Poccuiickoit @enepanuu B nuHHOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOMN
cetu "MaTepHer" (nanee - opunmanbHbIN caidT B cetu "MHTepHET").

13. 3agBuTens HanpasiseT He nmo3aHee 10-ro yucna nepBoro Mecsiia Kpapraia B
KOMMCCHIO CJICAYIOIINE MPEAJIONKEHUS B SJICKTPOHHOM BHJIE€ IOCPEICTBOM
MH(OPMALIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUN C MPUIOKEHUEM B 3JIEKTPOHHOM
BHJI€ COOTBETCTBYIOIIUX JIOKYMEHTOB U CBEJICHU:

(AG3ar B penakiiuu, BBeJICHHOU B nielicTBHEe ¢ 9 HOs10pst 2018 roga mocraHoBiIeHUEM
[TpaButenscTBa Poccuiickoit denepamuu ot 29 oktsadps 2018 roma Ne 1283. - Cwm.
MPEbIAYIIYIO PEIAKIIHIO)

a) MPeII0’KEHUE O BKIIFOUCHUH JICKAPCTBEHHOTO MperapaTa B IepEeYHH 10 popme
corJiacHO npuiioxenuro Ne 1;

0) mpeIokKeHNe O BKIIOYCHHUH JIEKAPCTBEHHOTO IIperapara B MUHUMATbHBIN
aCCOPTUMEHT 10 (hOpME COTIACHO MPHITIOKEHHIO Ne 2;

B) TIPEUIOKECHIE 00 MCKITIOYCHHUH JIEKAPCTBEHHOTO TIperapaTa u3 nepevneit mo gpopme
COTJIaCHO mpuiioxkeHuro Ne 3;

T') IpeIokeHre 00 UCKITIOUSHUH JIEKApCTBEHHOTO Mperapara i3 MUHUMAJIbHOTO
acCOpPTHMEHTa Mo (popMe cOriacHO MpHUIoKeHUIo Ne 4.

14. TlynkT yTpatun cuiy ¢ 9 Hos6ps 2018 roga - noctanoBnenue [IpaBurenscTBa
Poccutiickoit ®eneparuu ot 29 oktsi6ps 2018 roga Ne 1283. - Cm. npeapiayuryro
PENAKIIMIO.

15. Komuccust B Tedenue 7 pabounx JHEH co IHS MOCTYIUIEHUS MPENIOKEeHUH,
yKa3aHHbIX B yHKTe 13 HacTosmumx [IpaBui (anee - mpeuioskeHue), OpraHu3yer
MIPOBEJICHUE UX JOKYMEHTAJIbHOMN 3KCIEPTU3bI.

(AG3ar B peakuuu, BBeIeHHOH B ieficTBre ¢ 9 HOs0ps 2018 roja mocraHOBICHUEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 rona Ne 1283. - Cwm.
npeabIaynyto penakiuo) [ Ipu TokyMeHTaIbHOM 3KcIepTru3e IpoBepseTCs Haulexalee
odopmileHrEe IPETIOKEHHS B COOTBETCTBUHU ¢ HacTosmumu [IpaBunamu, noaHoTa u
JIOCTOBEPHOCTH MPECTABICHHON MH(OPMAIMH O JIEKapCTBEHHBIX IpenapaTax, B TOM
4HCJIe €€ COOTBETCTBHE CBEICHUAM, COJIEPKAILUMCS B TOCY1apCTBEHHOM PEECTpe
JIEKapCTBEHHBIX CPEACTB, MO pe3ysbTaTaM KOTOPOi ohopMiIseTcs 3aKiIoueHue mno gopme
coryiacHo npuioxeHuto Ne 5 (fanee - 3aKI0YEHHE M0 pe3ysbTaTaM JOKYMEHTaIbHON
9KCIIEPTU3BI).

16. HpC,Z[J'IO)KeHI/Ie OTKJIOHSIETCS OT JaJIbHEHIIIETro PACCMOTPCHHA B CICAYIOMHNX ClIydadX:
a) HCHAJICKAIICC O(I)OpMJ'ICHI/IC OpCAJIOKCHUA U ITPpUJIAra€MbIX K HEMY JOKYMCHTOB U

CBEJICHMIA, B TOM YHCJI€ HEBO3MOXKHOCTb UX OTKPHITH;
(ITonmyHKT B pelakiiuy, BBEJCHHOM B felicTBue ¢ 9 Hos10pst 2018 roa mocTaHOBIEHUEM



[IpaBurenscTBa Poccuiickoit deneparuu ot 29 oktsiops 2018 roga Ne 1283. - Cwm.
MPEeABIIYIIYIO0 PEIAKIIHIO)

6) [loamyHnkT yrpatun cuiny ¢ 9 Hoa6ps 2018 rona - mocranosnenue IlpaButenscTBa
Poccutiickoit deneparuu ot 29 oktsi6pst 2018 roga Ne 1283 - cM. ipeapIayyio
peIaKInIo;

B) MMpEaACTaBICHHUE JOKYMCHTOB 1 CBGI[CHI/IIZ B HCIIOJIHOM O6’beMC;

T') IpeJCTaBJICHUE B TEYCHUE OJTHOTO KAJICHJAPHOTO rojia TOKYMEHTOB U CBEJCHUH, T10
KOTOPHIM KOMHCCHEH B TEKYIIIEM oIy OBUIO BRIHECEHO pelieHrne 00 0Tka3e BO
BKJIFOUCHUH (MCKIIOUYEHUH ) JICKAPCTBEHHOTO TperaparTa B ePEeYHH, MUHUMAIbHBIN
ACCOPTUMEHT WUJIM B OTHOILLIEHUU KOTOPBIX OCYIIECTBIISIETCS KOMIUIEKCHAs OLICHKA, 32
UCKITIOYEHHEM ciTyvasi, MpeaycMOoTpeHHoro nmyHkToM 9.1 Hactosumx [Ipasun;
(ITopmyHKT B penakuuu, BBEJCHHOM B feiicTBue ¢ 9 HosiOpst 2018 roma mocTaHoBICHUEM
[TpaButenscTBa Poccuiickoit deneparuu ot 29 oktsiops 2018 roga Ne 1283. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

1) IpeICTaBJICHNE HETOCTOBEPHON MIIM MCKaKEHHON HH(OpMAITIH.

17. Ilpu OTKJIOHEHUH NPEJUIOKEHUS OT JaIbHEHIIEr0 PACCMOTPEHUS KOMUCCUEH
3aKJIFOUYEHHUE TI0 pe3yJibTaTaM JOKYMEHTaJIbHOW SKCIIEPTU3bl HAIIPABIISETCS 3aBUTEIIO
MOCPEICTBOM MH(POPMALMOHHO-KOMMYHHUKALMOHHBIX TEXHOJIOTUH B CPOK, HE
IpeBbIIaoIIMi 3 pabouux JHEHN co AHs ero BbiHeceHus.[lopaboTaHHOE 3asgBUTENIEM
MIPEUIOKEHUE C YCTPaHEHHBIMH 3aMEYaHUSIMH, YKa3aHHBIMU B 3aKJIIOUEHUHU TIO
pe3ysbTaTtaM J0KyMEHTaJIbHOMN 3KCIIEPTU3bI, MOXKET OBITH TOBTOPHO HANPaBJIEHO B
KOMHCCHIO TOCPEJICTBOM MH(POPMALMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUI He
no3aHee 10 pabounx nHEN co JHS MOTYUYEHUs 3aKI0UYEHUS 110 pe3yIbTaTaM
JOKYMEHTaJIbHOM 3KCIIEPTU3BI.

(ITynkr B penakuuu, BBeJIeHHOU B feiicTBue ¢ 9 HOs0ps 2018 roga moctaHOBIEHUEM
ITpaButensctBa Poccuiickoit denepanuu ot 29 okra6ps 2018 roma Ne 1283. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

18. ndopmarus 0 MOCTYyNUBUIMX B aApeC KOMUCCUU MPEATIOKEHUSAX, B TOM YHUCIIE
MPOIIEAINX JOKYMEHTAIbHYIO 3KCIIEPTU3Y, pa3MeliaeTcs Ha OpUIIMaIbHOM CalTe B
cetu "UHTepHer".

19. Ilpennoxenusi, B OTHOIIEHUH KOTOPBIX BHIHECEHO MOJIOKUTEIBHOE 3aKITI0UEHHE 10
pe3yabTaTaM JTIOKyMEHTAIbHOW IKCTIEPTH3HI, TTOISKATIIPOBEICHHIO KOMIUIEKCHOM
OLIEHKU B YCTaHOBJIEHHOM HacTtosiumu [IpaBunamu nopsjake.

(ITyHKT B pemakiuu, BBeIEHHOH B feiicTBre ¢ 9 HOsAO0ps 2018 roma mocTaHOBICHHEM
IIpaButenscTBa Poccuiickoit deneparyu ot 29 oktsadps 2018 roma Ne 1283. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

20. Komuccus B CpoOK, HE MPEBHITIAIONTNHN 2 pabOUnX JHEH CO JHS BEIHECEHUS
MOJIOKUTEIBHOTO 3aKJIFOUEHUS 110 PE3YJIbTaTaM JOKYMEHTAIBHOU 3KCIIEPTU3HI B



OTHOIICHHH JICKAPCTBCHHBIX IIPEIIapaToB, IpEaIaracMbIX JJIs1 BKIIFOYCHUA (I/ICKJ'II-OLIGHI/IH)
B IICPCYHHU, HAIPABJIACT NPCAJIOKCHUA C IPCAOCTABICHUCM NOCTYIIA K UX 3JICKTPOHHBIM
BEpCUAM C ITpHUJIaraCMbIMU JOKYMCHTaAMH U CBEACHHUAMU IIOCPEACTBOM I/IH(l)OpMaI_II/IOHHO'
KOMMYHHKAIIUOHHBIX TCXHOJIOT M

a) B henepanpHOE rocyaapcTBEHHOE OI0KeTHOE yupexacHue "LIeHTp akcnepTussl U
KOHTpOJISI KauecTBa MEAMIIMHCKOM oMo' MUHUCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepanuu (nanee - LieHTp skcnepTussl) 1Jis MPOBEACHUS aHATU3a
METOA0JOTUYECKOr0 KaueCTBa KIIMHUKO-3KOHOMUYECKHUX UCCIIEI0BAHNIM JIEKAPCTBEHHBIX
MpenapaToB U UCCIEIOBAaHUMN C UCIIOJIb30BAHUEM aHAIN3a BIUSHUS HA OFOIKETHI
OropKeTHOM cuctembl Poccutickoii denepanuu (anee - 010 KET) B COOTBETCTBUU C
TpeOOBAaHUSAMU K METOJOJOTUIECKOMY Ka4eCTBY KIMHUKO-3KOHOMHYECKHIX
HCCIEA0BaHUH JIEKapCTBEHHOT' O IIpernapara U UCCIEI0BAHMM C UCIIOJb30BaHUEM aHAIN3a
BIIUSTHUS Ha OFOJKETHI OO KETHOU cucTeMbl Poccuiickoit denepanuu, KOTOpPbIS
MpUBEEHBI B priiokeHUH Ne 5.1, a Takke JUisl U3y4eHHUsl T0NOJIHUTEIbHBIX
MOCJICICTBHI MPUMEHEHHUS JICKAPCTBEHHOTO IIpernapaTa Ha OCHOBAHUH IIKAJIbI
KOJIMYECTBEHHOM OLIEHKU JOMOJIHUTENBHBIX JaHHBIX O JIEKAPCTBEHHOM IIperapare,
MPEAYCMOTPEHHON HHTETPAIbHBIMU IIKAJIAMU KOMIIEKCHOM OILEHKH JIEKAPCTBEHHOTO
rpenapara, KOTopble IPUBEAEHBI B IPUII0KeHUHU Ne 6;

0) B mpoubHY0 QeiepalibHyI0 TOCYIaPCTBEHHYIO 00pa30BaTEeIIbHYIO OPTaHU3AIHIO
BBICIIETO 00pa3oBaHus (MEIUIIMHCKOTO U (WH) (hapManeBTHIeCKOro) u (MiIn)
JOTIOTHUTEIBHOTO MPO(ecCHOHAIEHOTO 00pa30BaHus, OCYIIECTBISIONIYIO B KAUYECTBE
YCTAaBHOTO BUJA J€SITEIbHOCTH HAYYHO-HCCIEI0BATENbCKYIO AEATENbHOCTD, JINOO B
MEIUIUHCKYIO U (MiH) (hapMaIleBTUYECKYIO HAyYHYIO OPTaHU3AIHIO,
MIOABEAOMCTBEHHYI0 MUHUCTEPCTBY 3apaBooxpaneHus Poccuiickon Penepaunu uiu
MunucTepcTBy HayKky U Beiciero oopasosanust Poccuiickoit ®denepanun (nanee -
SKCHEepTHAast OpraHu3aLus), 1J1s MPOBEIeHHs aHaINU3a HHPOPMALIUU O CPAaBHUTEIbHON
KJIMHUYeCcKo! 3((hEeKTUBHOCTH M 0€30I1aCHOCTH JIEKAPCTBEHHOTO Mpenapara, OLEeHKH
9KOHOMMYECKHUX MOCJIEICTBUIN €r0 IPUMEHEHHUS HA OCHOBE MHTETPAJIBHBIX LKA,
KOTOpBIE IPUBEACHBI B IPUI0KeHUH Ne 6.

(ITynxt 20 B penakiuu, BBEJCHHOM B felicTBue ¢ 9 Hos10pst 2018 rosa noctaHOBICHHEM
[IpaButensctBa Poccuiickoii @enepanuu ot 29 okta0pst 2018 roma Ne 1283. - Cwm.
MPEIBIIYLIYIO PEJAKIHIIO)

21. IlepedeHsp 3KCMEPTHBIX OpraHU3alMi yTBepKaaeTcsi MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuu u pa3merniaercs Ha OPUITHATHFHOM CaliTe B
cetu "HMHTepHer".

22. KomiutekcHas onieHka npoBoauTes LIeHTpom 3KerepTu3bl U HKCIIEPTHEIMHU
opranuzanusMu B TeueHue 30 paboumx JHel co THS MOIydYeHUs OT KOMUCCHU
IIPEUI0KEHUS.

(ITynkT B penakuuu, BBeIeHHOH B JeiicTBre ¢ 9 HOs10ps 2018 roga nmoctaHOBICHUEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 roma Ne 1283. - Cwm.
NPEBIIYIIYIO PEIAKIIHIO)



23. Jlns mpoBeeHus] KOMITJIEKCHOM OI[EHKHU dKCIEPTHAsi OpraHU3alusl CO31aeT
SKCHIEPTHYIO KOMHCCHIO U3 CIICIIMAIMUCTOB C BBICIIMM MEAUIIUHCKUM,
(hapmaleBTUUECKUM WIIH OMOJIOTUYECKUM 00Pa30BaHUEM C MPEUMYILIECTBEHHBIM
y4acTHEM CIICIUATNCTOB, UMEIOIINX BBICIIEE MEIUIIMHCKOE U (hapMaIleBTHYECKOE
oOpasoBaHHeE.

(ITlynkr B penakuuu, BBeJIeHHOU B feiicTBue ¢ 9 HOs0ps 2018 roga noctaHOBIEHUEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 29 oktsi6ps 2018 roga Ne 1283. - Cwm.
MPEABIIYIIYIO0 PEIAKIIHIO)

24. IIpoBeneHre KOMIIJIEKCHOM OLIEHKH MPECTABIEHHBIX 3aBUTEIEM KIMHUKO-
HKOHOMHUYECKUX UCCIIEJ0BAaHUH JIEKapCTBEHHOTO MpenapaTra 1 000CHOBAaHHOCTH
IIOJIyYE€HHBIX IIPU UX NIPOBEJIEHUHU KIMHUKO-3KOHOMUUYECKUX XapaKTEPUCTHUK,
00YCJIOBIMBAIOIIUX 1[€J1€CO00Pa3HOCTh BKIIOUEHUS (MCKIFOUEHUS ) JI€KapCTBEHHOTO
Ipernapara B IEPEYHHU, OCYIIECTBISAETCS B TOM YHCJIE HA OCHOBaHUM pacueTa CTOMMOCTHU
rOZIOBOr0 Kypca Tepanuy Ipe/iaraéMbiM JIEKAPCTBEHHBIM IIPENapaToOM IO CPaBHEHHIO C
JIEKapCTBEHHBIMU TperiapaTaMy, BKJIIOUEHHBIMU B IEPEYHH, UCXO/S U3 PACUETHOMN LIEHBI,
IIPEJCTABIAIONIEN CTATUCTUYECKYIO MEIMaHy 3apErUCTPUPOBAHHBIX B YCTAHOBJICHHOM
MOPSAJIKE LIEH COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IIpenapaToB (1pu Hanuuuu).llpu
OTCYTCTBHUHM 3apETrUCTPUPOBAHHBIX B YCTAHOBICHHOM MOPSAKE 1IEH Ha JIEKapCTBEHHBIE
IpernapaThl CpPaBHEHHUE U OLEHKA OCYLIECTBIISIOTCS B OTHOILIEHUH PACYETHBIX 1IEH Ha
3aKyIaeMble JIEKapCTBEHHbIE MperapaTbl B COOTBETCTBUU C JAHHBIMU 3JIEKTPOHHBIX
IUIOIIAJIOK, HAa KOTOPBIX IPOBOJSATCS 3JEKTPOHHBIE ayKIIMOHBI 110 3aKyTIKe
JIEKapCTBEHHBIX MIPENapaToB JUIsl TOCYJapCTBEHHBIX U MyHULMIAIBHBIX HYK. [Ipu aTOM
pacueTHas 1ileHa Ha JISKapCTBEHHbIE Mpenaparsl MpeICTaBIseT CTAaTUCTUYECKYIO0 MeIUaHy
1IeH (aKTUYECKUX 3aKyTOK Ha BOCIIPOU3BECHHbBIE JIEKAPCTBEHHBIE ITpenapaTsl (pu
Hamyun). I Ipu orieHKe JOMOTHUTEIBHBIX MOCIEICTBIM MPUMEHEHHS JIEKapCTBEHHOTO
IpernapaTa TaKkKe OCYIIECTBIISIETCS aHAJIN3 JaHHBIX O TOCY/IapCTBEHHOM perucTpanuy,
aHaJIM3 oOpallleHus JIEKapCTBEHHOTO Ipernapara, peuiaraeMoro it BKIOYEHUs
(MCKIIIOYEHNs) B TIEPEYHH, a TAKXKe JIEKAPCTBEHHBIX MTPENapaToB, BKIIOUEHHBIX B
IIEPEYHU ¥ UMEIOIINX aHAJOTUYHBIE BHOCUMBIM JIEKAPCTBEHHBIM IIpENapaTaM MOKa3aHUsI
K Ha3HAUEHUIO B paMKaX COOTBETCTBYIOIINX aHATOMO-TEPANEBTUYECKO-XUMUYECKUX
rpyni.B nensx nosyuyeHus He00X0AUMON JONOTHUTENBHOM HH(OPMALUK U YTOUHEHUS
MIPE/ICTAaBICHHBIX B NIPEJIOKEHNUN CBEACHUN MTPH MPOBEIEHNUN KOMIUIEKCHON OLIEHKH
OCYILECTBIISIETCS MOUCK HH(OPMAIIMHK O JIEKApCTBEHHOM IIpernapare, B TOM YHCIe O
KJIMHUYECKHUX U (MJIM) KIMHUKO-?)KOHOMUYECKUX UCCIIETOBAHUSIX JIEKapCTBEHHOTO
npenapata. [Ipy 3ToM K 3aKIII0YEHMAM, YKa3aHHBIM B IyHKTe 25 HacToAmux [Ipasu,
MpUJIaratoTcs MOJIHOTEKCTOBBIE MyOIMKAMU TAKUX UCCIIETOBaHUM.

(ITynkT B penakuuu, BBeIeHHOH B JieiicTBre ¢ 9 HOs10ps 2018 roga nmoctaHOBICHUEM
[IpaButenscTBa Poccuiickoii @enepanuu ot 29 okta0ps 2018 roma Ne 1283. - Cwm.
MPEIBIIYIIYIO PEJAKIHIIO)

25. Ilo pe3ynpTaTaM KOMIUIEKCHOM OLIEHKU DKCIIEpTHas opraHu3anus u LleHTp
9KCHEPTHU3bI COCTABIIAIOT COOTBETCTBEHHO 3aKJIFOUEHUE 110 pe3yJIbTaTaM aHalIu3a
nH(pOpMAaIUU O CPAaBHUTENbHON KIMHUYECKON 2(PEeKTUBHOCTH U 0€301MacCHOCTH
JIEKapCTBEHHOI'O IIperapaTa, OLeHKH SKOHOMUYECKHUX MOCIEACTBUM €ro MPUMEHEHUs 10
¢bopme cornacHo mpuitokeHuto Ne 7 1 3aKIIIOYEHHUE 110 pe3ysibTaTaM aHalu3a



METOJ0JIOTUYECKOT0 Ka4eCTBa KJIMHUKO-YKOHOMUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHOTO
mpermnapaTa u UCCIIeIOBaHUH ¢ MCIOJIb30BaHUEM aHAIN3a BIUSHUS Ha OIO[KETHI
OrouKeTHOM cucteMbl Poccuiickort Denepanuu, a Takke U3yUeHUs TOTIOTHUTEIbHBIX
MOCIIEACTBHUI MPUMEHEHHSI JIEKAPCTBEHHOT'O MIperapara 1mno gopme corjiacHoO
npuiokeHuto Ne 8 (nasee - 3aKII0UeHHUs 110 Pe3yJIbTaTaM KOMIUICKCHOM OLICHKH) 1
MIPEJICTABIISIOT X B KOMHUCCHIO TIOCPEICTBOM MH(POPMAITMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTHH.

(ITlynkr B penakuuu, BBeJIeHHOU B feiicTBue ¢ 9 HOs0ps 2018 roga noctaHOBIEHUEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 29 oktsiops 2018 roga Ne 1283. - Cwm.
MPEeABIIYIIYIO0 PEAAKIIUIO)

26. [Ipemyioxenue, B TOM YMCIIE IpUJIaraeMble K HEMY JIOKYMEHTHI U CBEJCHUS, a TaK¥kKe
3aKJIIOUEHUS 10 PEe3yJIbTaTaM KOMILIEKCHOM OIEHKU B T€UeHHE 2 pabounx JAHEH co THS
WX MOTYYCHHSI HAITPABJISIFOTCS KOMHCCHEH TTOCPEICTBOM UH(POPMAITMOHHO-
KOMMYHHKAIIUOHHBIX TEXHOJIOTHI ITaBHOMY 3KCIEPTY € y4eToM Mpodus ero
JEeSATEIbHOCTH JJIs1 TOATOTOBKH I10 3TOMY MPEIJIOKEHUIO TIPEyCMOTPEHHON MTOAITYHKTOM
"x" myHkTa 6 HacTosAuwmx [IpaBui HaydHO 0OOCHOBAaHHON PEKOMEHIAINH O BKIIOYCHHUH
(00 UCKIIIOUEHHH, OTKA3€ BO BKIIOUEHUH ) JICKAPCTBEHHOTO IIpernapara B IepeuHu
JIEKApCTBEHHBIX MPEMapaToB Uisl MEAUIIMHCKOTO MTPUMEHEHNS U MUHUMAJIbHBIN
ACCOPTHUMEHT JIEKAPCTBEHHBIX MPEMapaToB, HEOOXOIUMBIX JIJIsi OKa3aHUS MEAUIIUHCKON
MTOMOIIH, 110 opMe COTJIACHO MPIIoKeHHIO Ne 9 (1arnee - HaydHO 000CHOBaHHAS
PEKOMEHIaIIHsl ).

(ITynkT B penakuuu, BBeJIeHHOH B nieiicTBue ¢ 9 Hosi0ps 2018 roga mocraHOBICHHEM
[IpaButenscTBa Poccuiickoit deneparuu ot 29 oktsiops 2018 roga Ne 1283. - Cwm.
MPEABIYIIYIO PEIAKIIHIO)

26.1. Ilpu popMupoBaHUH MUHUMAIILHOT'O aCCOPTUMEHTA KOMUCCHS B CPOK, HE
MPEBBILIAOIINN 2 pabounX AHEN CO JHS BBIHECEHHS MTOJIOKUTEIBHOTO 3aKII0UEHUS 110
pe3ynbTaTtaM J0KyMEHTaJIbHOMN 3KCIEePTU3bI, TOCPEACTBOM HH(OPMALIOHHO-
KOMMYHMKAIIMOHHBIX TEXHOJIOTMH HAIIPaBJIAET IPEUIOKEHNE HE MEHEE YEM 2 TJIABHBIM
SKCIIEPTAM C YYETOM MPO(UIIS UX AEATEIBHOCTH.

(ITyHKT tomoHUTENBHO BKIOUEH ¢ 9 HOs0ps 2018 roga nmocraHOBICHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 29 okta0pst 2018 rona Ne 1283)

27. I'naBHbIi 5KcniepT B TeueHue 10 pabouux THEH co AHS MOITy4YeHHs TOKyMEHTOB,
YKa3aHHBIX B ITyHKTax 26 u 26.1 Hactosuux [IpaBui, npeacrasiser B KOMUCCHIO B
JIEKTPOHHOM BHUJI€ HAYYHO 0OOCHOBAaHHYIO PEKOMEH/IAIUIO.

(AG3ar; B penakuuu, BBeJICHHOH B JeiicTBre ¢ 9 HOs10ps 2018 roga nmoctaHOBICHUEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 roma Ne 1283. - Cwm.
NpeabIayIy o peakiuio) [ Ipy moaroToBke Takux peKOMeHaluil I1aBHbIe SKCIIEPTHI B
LEeJSIX OJTyYeHUs JOMOJHUTENbHON HHPOopMaIiK 0 0€3011acCHOCTH, Ka4eCTBE U

3G HEKTUBHOCTH, a TAKXKE O KIMHUKO-SKOHOMHUYECKUX XapaKTEPUCTHKAX JIEKapCTBEHHOTO
IpernapaTa MOT'YT HalpaBisTh 3alPOCHI B TpodeccroHalbHbIe METUIIMHCKUE U
(apMarieBTUYECKHE COOOIECTBA U KOMIIETEHTHBIM CIIELIUAINCTaM.



28. Ilpu Hecornacuy MOJHOCTHIO MM YaCTUYHO C 3aKIIOYSHUSIMHU 10 pe3ysibTaTaM
KOMIUICKCHOM OIICHKH TJIaBHBINA YKCIEPT TOTOBUT HAYYHO OOOCHOBAHHYIO
PEKOMEH/IalMI0, B KOTOPOM yKa3bIBaeT 3aMEUaHUs C AETaJIU3UPOBAHHBIM 000CHOBAaHUEM
Y CChUIKAMU Ha IyOJIMKAIMK O TJAHHBIX KJIMHHYECKUX MCCIIEIOBAHUMN JIEKAPCTBEHHOTO
npenapara u (WIu) TaHHBIX MOHUTOPHHTA ero 3(PpPEeKTUBHOCTH U 0€301TaCHOCTH Ha
tepputopuu Poccuiickoit denepanuu v (W) 3a pyoekom, a TaKKe TaHHBIX KIHHHKO-
SKOHOMMYECKUX MCCIIEI0OBAaHUMN U pacieTOB, 00OCHOBBIBAIOIINX €r0 BBIBOIBI, C
MIPUIOKCHUEM ITHX Ty OIHKaIii.

(ITyHKT B pemakiuu, BBeICHHOH B feiicTBre ¢ 9 HOsAO0ps 2018 roma mocTaHOBICHHUEM
[TpaButenscTBa Poccuiickoit deneparmm ot 29 oktsadps 2018 roma Ne 1283. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

29. IlyskT yTpatuia cuiy ¢ 9 nHosi6ps 2018 roga - nocranosnenue [IpaBurenscTBa
Poccwuiickoit @eneparuu ot 29 oktsiopst 2018 romga Ne 1283. - CM. npeasiayyro
pelaKLuIo.

30. ITynkt yrpatun cuiy ¢ 9 Hos0Ops 2018 rona - nocranosnenue [IpaBurenscra
Poccuiickoit @eneparuu ot 29 oktsi0ps 2018 roma Ne 1283. - CM. npeapiayryto
peaKuuio.

31. 3acenanusi KOMUCCUU TTPOBOJATCS /10 10-TO YKCiia BTOPOro mMecsiia KBaprana,
CJIEAYIOLIETO 3a KBapTajaoM, B KOTOPOM IpeACTaBICHO npeaioxenue. [Ipu sTom Ha
OJTHOM 3acelaHMH KOMHUCCHHU paccMaTpuBaeTcst He Oosee 15 nmekapcTBeHHBIX
npemnaparos.Pemienns no npeayoKeHusIM IPUHUMAIOTCS Ha 3acelaHUsIX KOMUCCUH B
COOTBETCTBHUH C JIUCTAMH OJIOCOBAHUS YJIEHOB KOMHUCCHH, COJEPKAIIIUMHU PE3YJIbTAThI
KOMILIEKCHOW OLIEHKH, C YYETOM Hay4YHO 0OOCHOBAaHHOM pPEKOMEHAIUU TJIaBHOTO
skcrepTta. [Ipu 3ToM HaydHO 000CHOBaHHAs! pEeKOMEHAAIMsI TJIIaBHOTO AKCIEpTa
MPEJCTaBISACTCSA YWICHAMH KOMHCCUU.

(ITynkr B penakuuu, BBeJIeHHOU B feiicTBue ¢ 9 HOs0psa 2018 roga moctaHOBIEHUEM
ITpaButensctBa Poccuiickoit denepanyu ot 29 oktsa6ps 2018 roma Ne 1283. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

32. Ha 3aceanue KOMMCCHH ITPUIJIAILIAIOTCA peacTaBuTenn LleHTpa skcrepTussl U B
LeJISIX HAyYHOTO ONIIOHUPOBAHUSI IPEACTABUTEIH SKCIIEPTHONW OpraHU3aIl|H.

(ITynkT B penakuuu, BBeIeHHOH B JieiicTBre ¢ 9 HOs10ps 2018 roga noctaHOBIEHHEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 29 okta0pst 2018 roma Ne 1283. - Cwm.
NPEBIIYIIYIO PEAAKIIHIO)

33. Undopmanus o Xxoie U pe3ysbTaTaX paCCMOTPEHUS MPEATIOKEHUS, a TAKXKE O MECTE,
JaTe ¥ BPEMEHU 3acelaHus KOMUCCHH pa3MeIiaeTcs 3a 7 pabounx JHEH 10
COOTBETCTBYIOIIETO 3aceJaHus Ha opuiaabHoM caiite B ceTH "UnHTepHer".UHpopmarms
O TIPUHATHIX Ha 3acelaHIH KOMICCHHU PEIICHUAX pa3MenaeTcsi Ha OQHUIIaIbHOM CaiiTe B
cetu "MHTepHeT" B TeueHue 5 pabouymx JHEH Mociie MpoBeIeHHs 3aceaHns] KOMHCCHH.
(ITyHKT B pemakiuu, BBeIEHHOHN B feiicTBre ¢ 9 HOsAO0ps 2018 roma mocTaHOBICHHUEM
IIpaButensctBa Poccuiickoit deneparyu ot 29 okrsadps 2018 roma Ne 1283. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)



34. IIpu BO3HUKHOBEHUHU KOH(MDINKTA HHTEPECOB COOTBETCTBYIOIINE YJICHBI KOMUCCUU HE
Y4acTBYIOT B IIPOLIETypaX MPUHATHUS PEUICHUHN IO KOHKPETHOMY

npemioxkeHuto. CenuaiicTsl SKCIIEpTHON opranu3anuu U LleHTpa sKcrnepTussl,
Y4acCTBYIOIIME B MOJIFOTOBKE 3aKIIOYEHUS IO pe3yIbTaTaM KOMILJIEKCHOU OIICHKH,
TJIaBHBIC SKCTIEPTHI M YIEHBI KOMUCCUH, IPEICTABUBIIINE HEIOCTOBEPHYIO HH(POPMAIIHIO
WJIM HE TIPEJICTaBUBIINE (HECBOCBPEMEHHO MPEACTABUBINNE) B KOMHCCHUIO HH(POPMAIIHIO
0 HAJIMYUHU 0OCTOSATEIBCTB, CHOCOOHBIX MMPUBECTU K KOH(GIMKTY UHTEPECOB MPHU
PacCMOTPEHHUH MPEITIOKEHUM, TTO PEHICHUI0O KOMUCCUHU OTCTPAHSIOTCS OT JaIbHEHIIETO
y4acTHs B ACATEIHHOCTH 11O (POPMHUPOBAHHIO TIEPEUHEH 1 MUHUMAJILHOT'O aCCOPTUMEHTA,
a pelleHue Mo NPEII0KEHUIO, MPUHITOEC KOMUCCUEH MPU UX YUACTHH, HOJJICKHUT
MePECMOTpY.

(AO3an B penakuuu, BBeJIeHHOU B feiicTBue ¢ 9 HOs0psa 2018 roga mocTaHOBIEHUEM
[IpaButenscTBa Poccuiickoit deneparuu ot 29 oktsiops 2018 roga Ne 1283. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

35. IloaAroToByIeHHBIE TIO PE3yJIbTaTaM 3aCeIaHU KOMUCCUU TTPOEKTHI IEPEUHEN U
MHUHUMAJIbHOT'O ACCOPTUMEHTA, CHOPMUPOBAHHBIE 110 MEXTyHAPOIHBIM
HEMATCHTOBAHHBIM HANMEHOBAHHAIM JIEKAPCTBECHHBIX IMPENapaToB (MPU OTCYTCTBHH
TaKuX HAUMEHOBAHUH - 110 TPYIITUPOBOYHBIM MM XMMHUYESCKUM HAUMEHOBAHHMSIM) C
yKa3aHHEM JIEKapCTBEHHBIX (HOpM, pa3MelatoTcsa Ha OPHUIIMATEHOM CaliTe B CETU
"NuTepuer" Ha cpok He MeHee 10 paboumnx gHEH.

(ITlynkt B penakiuu, BBeIeHHOM B feiicTBue ¢ 9 HOos0ps 2018 roga moctaHOBIEHUEM
[TpaButenscTBa Poccuiickoit denepammm ot 29 oktsadps 2018 roma Ne 1283. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

36. IIpoexTsl nepeuyHell 1 MUHUMAaJIbHOTO aCCOPTUMEHTA MOJIEKAT COTTIACOBAHHUIO C
MuHHCTEpCTBOM IPOMBILIUIEHHOCTH 1 TOproBiu Poccuiickont denepannu,
MunucrepctBoM ¢puHaHcoB Poccuiickoit denepanyn, MUHUCTEPCTBOM TpyJa U
conMabHOM 3amuThl Poccuiickoi @enepannn, MUHACTEPCTBOM SIKOHOMUYECKOTO
pa3ButHs Poccuiickoit ®enepanuu, PeaepanbHOl aHTUMOHOMOIBHOM CiTy k001,
®denepanbHOM CITy)001 110 HAA30py B chepe 3aluThl MpaB MOTpedouTenen u
Onaronony4us 4eaoBeka U MUHUCTEPCTBOM HAayKH M BBICIIET0 00pa3oBaHuUs
Poccuiickoit @enepanuu.

(ITynkt B penakiuu, BBeIeHHOU B feiicTBue ¢ 22 utoHa 2017 roga mocTaHOBJIEHUEM
[TpaBurensctBa Poccuiickoit deneparuu ot 12 urons 2017 roga Ne 700; B pegakuuu,
BBEJICHHOI! B fieiicTBue ¢ 9 HOs10ps 2018 roga nocranoBneHueM IIpaButenscTBa
Poccuiickoit @eneparuu ot 29 oktsi0ps 2018 roma Ne 1283. - CMm. npenpiayityto
PENAKIINIO)

[Ipunoxenne Ne 1

k [IpaBunam popmupoBanus nepedyHeit
JIEKapCTBEHHBIX IIPENApaTOB

JUTSL METUIIUHCKOTO IPUMEHEHUS

Y MUHMMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPEeNapaToB, HEOOXOIMMBIX
JUISL OKa3aHMsI METUIIMHCKOM ITOMOIIHU



(B penakiuu, BBeICHHOM B JACHCTBUE

¢ 22 uronsg 2017 roga

nocraHoByieHueM IlpaBurenbcTBa
Poccuiickoit @eaepanun

ot 12 nronst 2017 roga Ne 700;

B pEIaKU1H, BBEJCHHOW B ICMCTBHE

¢ 9 Hos6ps 2018 rona

rocraHoByicHueM IIpaBuTelbcTBa
Poccuiickoit ®eaepanun

oT 29 okTs10pst 2018 roma Ne 1283;

B pellaKIMH, BBEJICHHOU B ICMCTBHE

c 1 suBaps 2019 rona

nocraHoByenuem IlpaBurenncrBa
Poccuiickoit @eaepanun

ot 20 Hos10pst 2018 roga Ne 1390;

B pEIaKU1H, BBEJICHHOW B ICICTBHE

¢ 17 nrong 2020 rona

rocranoByicHueM IlpaBurTelbcTBa
Poccuiickoit @eaepanmu

ot 5 urong 2020 roga Ne 829. -

Cwum. mpenpinymyto penakuuio)(hopma)B komuccuro MunmncrepcTa
3apaBooxpaHenus Poccuiickoit denepaunu
1o GOPMHPOBAHUIO TIEPEUHEH
JIEKAPCTBEHHBIX MPEMapaToB JJIs
MEIUIIMHCKOTO MPUMECHCHHS

1 MUHUMAJIBHOTO aCCOPTHUMEHTA
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX
JUIS OKa3aHUs MEAUIMHCKOM ITOMOIIA

HpennomeHI/Ie O BKIIFOYCHHUU JICKAPCTBCHHOI'O IIPCIIapaTa B ICPEYHU JICKAPCTBCHHBIX

mnpemnaparoB AJisI MECAUIIUHCKOTO HpI/IMeHeHI/ISI*

* 3arosiHeHnE BceX MyHKTOB MpeAsIokeHns 00sa3arensHo. [Ipu oTcyTcTBHN CBEACHUH 11O
COOTBETCTBYIOILIEMY ITYHKTY YKa3bIBaeTcs ""CBEIEHUS OTCYTCTBYIOT". JIOKyMEHTHI U
MaTepuasbl IPECTaBISIOTCS HAa PyCCKOM SI3bIKE, B CIIydae MPe10CTaBICHUS
myOIuKaIui, TOKyMEHTOB U CTaTell Ha HHOCTPAHHBIX S3bIKAX JTOTMOTHUTENHHO
IpularaeTcs nepeBeIeHHOe Ha PYCCKUM A3BIK pe3I0Me YKa3aHHbBIX MaTepUaioB,
3aBEPEHHOE 3asIBUTEIIEM.

1. Hacrosmee npeuioxkeHre KacaeTcsl BKIIOUEHUS JIEKApCTBEHHOIO IIpenapara B
IIEPEYHM JICKAPCTBEHHBIX ITPENApaATOB:

1.1. MEpCUCHb ) KU3HCHHO HCO6XO,Z[I/IMLIX U BaXKHEHIIINX JICKApPCTBCHHBIX NPCIIapaTOB;

1.2. MNEPCUCHb JOPOTOCTOAMUX JICKAPCTBCHHBIX MTPETIapaTOB;



1.3. mepedeHb JeKapCTBEHHBIX MIPEnapaToB JIsi 00ecredeH s OTACIbHBIX KaTeropHii
rpaXkJIaH.

2. NUadopmanus o 3asBUTEIE:

2.1. HaMMEHOBaHUE OPraHU3aANNU WIH (HaMUTIHSI, UM, OTYECTBO (TIPU HATTHYHUH)
rpaxJIaHuHa

2.2. OTBETCTBEHHOE JINIIO, JTOJLKHOCTh :
2.3. aapec (MeCTO HaXOXICHHS ) HJIM MECTO JKUTEJIbCTBA X

tenedoH (dakc) ;

AJIEKTPOHHAS MOYTa

3. Uudopmarnius o jexkapcTBEHHOM Ipenapare:
3.1. HauMeHOBaHMeE JEKAPCTBEHHOI'O IIpernapara:
3.1.1. MexxayHapoIHOE HEMTaTEHTOBAHHOE HAMEHOBAaHUE ;

3.1.2. B cmydae OTCYTCTBHS MEXTYHAPOJIHOTO HETIATEHTOBAHHOTO HAMMEHOBAHUS -

rpynnoupoBOYHOC HANMCHOBAHHUEC ;

3.1.3. B cimydae OTCYTCTBHSI MEKIYHApOJHOTO HENMATEHTOBAHHOIO U
IPYIIIHPOBOYHOIO

HanMMEHOBAHWH - XUMHYEeCKOE HAaNMEHOBaHHE :

3.1.4. B ciaydae OTCYTCTBUS UHBIX HAUMEHOBAHMI - TOPrOBOE HAUMEHOBAHHE

3.2. KOJl aHaTOMO-TEPANEBTUYECKO-XUMUYECKON KJTaCCU(UKALINHU JIEKAPCTBEHHOTO
npenapara

3.3. 3asgBICHHBIC ITIOKA3aHUS K MPUMCHCHUIO JICKAPCTBCHHOT'O ITpelapaTa COrjiaCHO



MHCTPYKIMHU 10 IPUMEHEHUIO C YKa3aHueM Koja MexyHapoaHOH cTaTUCTHYECKOM
kinaccudukanuu 0ones3Heil u mpobdiaem, CBI3aHHBIX CO 3I0POBbEM (TIEPEUUCIIUTH)

3.4. rocylapcTBeHHas perucTpalius JeKapCTBEHHOro npenapara B Poccuiickoii
denepauuu:

Jata (44.MM.ITIT)

HOMEP PErUCTPALIMOHHOTO yYA0CTOBEPEHUS ;

JlaTa MOATBEPKICHUS TOCYIapCTBEHHON PETUCTPALlMU JIEKApCTBEHHOT0 Ipenapara

(npu HaNU4YUM) (44.MM.ITIT)

3.5. HauMeHOBaHMeE U a/ipec (MECTO HAXOXKACHMUS) FOPUIMUECKOIO JIMIA, HA UMSI
KOTOPOT'O BBIJJAHO PETUCTPALIMIOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara,
HCIOJIb3YEMOr0 B KaUeCTBE IperapaTa CpaBHEHUS (IPU HATUYHH)

MPOM3BOIUTENH JIEKAPCTBEHHOTO TIpernapaTa, UCIOJIb3yeMOro B Ka4eCTBe Mpernapara
cpaBHeHUs (TIPU HATMYWH ) ;

3.6. naHHBIE O MPOU3BOJICTBE JIEKAPCTBEHHOTO Npenapara B Poccuiickoii denepannn
(py
HaJIU4YuN)

3.7. mpennaraeMble K BKIOUYEHHIO JIEKAPCTBEHHBIE (POPMBI 3apETUCTPUPOBAHHOTO
JIEKApCTBEHHOTIO IIpernapara, IpelyCMOTpeHHbIe [IlepeunemM HauMeHOBaHUI
JIEKapCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO PUMEHEHNUS,
yTBEpKIEHHBIM MUHHCTEPCTBOM 31paBooxpaHeHus Pocculickon denepaunun
(mepe4yncauTh)

3.8. cBeeHUs O BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX Mpernaparax (Ipy HaTHYUN)

4. CBC}IGHI/IS[ W JAHHBIC O JICKAPCTBCHHOM IIpCIiapare, nmpeajiaracMom Ajid BKIHOUCHUA
B IICPCYHU JICKAPCTBCHHLIX MMPCIIapaTOB:



4.1. HayyHO 00OCHOBAHHBIE JJAHHBIE O HEOOXOAUMOCTH 1 0OOCHOBAHHOCTH
MPUMEHEHHS JIEKApCTBEHHOTO Mperapara Jjsi T1arHOCTUKHU, MPO(PUITAKTUKH, JTCUCHHUS
WIN peabuIuTalnny 3a00JIeBaHUM, CHHIPOMOB U COCTOSIHUI, IPpeo0Ia aroiuX B
CTPYKTYp€ 3a00JI€BaeMOCTH U CMEPTHOCTH TpaxkaaH Poccuiickoit denepamnyn Ha
OCHOBAHHUU JIaHHBIX FOCYIaPCTBEHHOI'O CTATUCTUYECKOTI0 HAOII01eHUS (IIPU HAIMYUU
TaKHUX CTaTUCTUYCCKUX I[aHHBIX);

4.2. Hanuuyre HayYHO OOOCHOBAHHBIX TAaHHBIX O KIIMHHUECKUX U
(hapMaK03KOHOMHYECKHUX MPEUMYIIECTBAaX MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara s
JIeUEHHUsI JIUIL, OOIBbHBIX TeMO(UIHeN, MyKOBUCIIU030M, TUIIO(U3aPHBIM HAHH3MOM,
601e3ubt0 ['o111€e, 310Ka4eCTBEHHBIMH HOBOOOPA30BaHUSAMHU JTUMGPOUTHOM, KPOBETBOPHOM
Y POJICTBEHHBIX UM TKaHEH, pacCEsTHHBIM CKJIEPO30M, TEMOJIUTHKO-YPEMHUUECKUM
CHUH/IPOMOM, IOHOILIECKUM apTPUTOM C CUCTEMHBIM HauajioM, MyKorosncaxapuao3om I, 11
u VI THIIOB, alIacTUYECKO# aHeMHel HEYTOYHEHHOM, HAaCIeICTBEHHBIM JIE(UIIUTOM
¢dakropos Il (dpubpunorena), VII (mabunsHoro), X (Crroapra - [Ipayspa),1uil nocie
TPaHCIUTAHTAIIMK OPTAHOB U (MJIM) TKAHEH, TI0 CPAaBHEHHIO C TIpenapaTamH, yxe
BKJIFOUEHHBIMH B [I€PEUHU JICKAPCTBEHHBIX MPENapaToB;

4.3. Hanmu4Kre Hay4YHO OOOCHOBAaHHOW O MpEeuMyIIecTBax U (W) 00 0COOEHHOCTAX
MeXaHU3Ma JICHCTBHS JIEKApCTBEHHOTO Mperapara Mo CPaBHEHHIO ¢ aHAJIOTaAMH, B TOM
Yyclie BXOSAIIMMHU B MEPEUHU JICKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO
MIPUMEHEHHUS], IPU JUATHOCTHUKE, MPOPUIIAKTUKE UIIH JIEYeHUH 3a00JIeBaHUN, CHH/IPOMOB
Y COCTOSIHMI C y4eTOM CTaTUCTHYECKUX JaHHBIX O CTPYKTYpe 3a00JI€Ba€MOCTH U
cMepTHOCTH B Poccuiickon @enepanny;

4.4. BocTpeOOBaHHOCTD (CoLlMaIbHAasi 3HAUUMOCTb) JIEKAPCTBEHHOT'O TIperapara
CHCTEMOM 3/JpaBOOXPAaHEHHUS M HACEIEHHEM C yYETOM HAJIMYHS JICKApCTBEHHOTO
IpernapaTa B IEPEUHX JIEKApCTBEHHBIX IpenaparoB, (MHAHCUPYEMBIX 3a CUET CPECTB
OroKxeToB cyobekToB Poccuiickoit denepannu;

4.5. Hanmu4Ke TEKapCTBEHHOIO IIpenapara B IEpeUHe CTPATETNYECKU 3HAYMMBbIX
JIEKapCTBEHHBIX CPE/ICTB, IPOU3BOJCTBO KOTOPHIX JOKHO ObITh OOECIeueHo Ha
tepputopuu Pocculickon denepannu, yrBepKACHHOM pacnopsbkeHreM IIpasurenscrsa
Poccuiickoit ®enepanuu ot 6 utoins 2010 roga Ne 1141-p;

4.6. Hanmuyue (JIOKaIu3alus) IPOM3BOACTBA JIEKaPCTBEHHOI'O Ipernapara B
Poccuiickoit denepanun.

5. O0ocHOBaHUS JJIL BRKITFOYCHUS JICKAPCTBCHHOT'O IIPCIIapaTa B ICPCYHU
JICKApPCTBCHHBIX MPCIIapaTOB:

5.1. snuaemMuosornuecKe TaHHbple (TpU HATMYUH) - TaHHBIE 110 320071€Ba€MOCTH,
CMEpPTHOCTH, UHBAIHIHOCTH B OTHOIICHUH 3a00JIeBaHMsI, CHHAPOMA WM COCTOSHUS, IS
JTUArHOCTUKH, TPOMQUIAKTHKH, JICUCHUS WK PeaObuIMTallid KOTOPBIX TIOKa3aH
JIEKapCTBEHHBIN Mpemnapar (IpeaCTaBISIOTCS HA OCHOBAaHUU PE3yJIbTaTOB
rOCyJapCTBEHHOTO CTAaTUCTUYECKOTO HAOIIOACHUS, IPYTUX OPHUITHATHFHBIX HCTOYHHKOB U
AMUAEMHOJIOTHUECKUX HCCIEAOBAHNN PACTIPOCTPAHEHHOCTH 3a00JIeBaHMS ),

5.2. KTMHUYECKUE JAHHBIE - MOJTHOTEKCTOBBIE BEPCUU KIIMHUYECKUX MCCIIETOBAHUN
(cTaThm, OTYETHI HA PYCCKOM SI3BIKE WJIM TIEPEBEACHHBIC HA PYCCKUH S3BIK, 3aBEPEHHBIC
3asBUTENIEM) (YKA3bIBAIOTCS aBTOPHI, HANMEHOBAHUE, TU3aliH UCCIICIOBAHMSI, KOJIMYECTBO
MAIMEHTOB, BKIIFOUEHHBIX B HCCIIEI0BaHUE, IEPUO]T HAOIIOIEHUS, TOKAa3aHUE K



MEAUIIMHCKOMY PHUMEHEHUIO JIEKapCTBEHHOT'O Mpenapara, KOTopoe U3y4ajaoch B
WCCIICIOBAaHUH, KPUTEPHUU OTICHKH 3P PeKTUBHOCTH (O€30MMACHOCTH), JICKAPCTBEHHBIC
mpenapaThsl, C KOTOPHIMU CPABHUBAJICS MpeJularaeMblid JIeKapCTBEHHBIH npenapart (npu
HAJIMYUH ), I1a11e00-KOHTPOIb WM OTCYTCTBHUE JICUCHUS, PE3YIbTAThI UCCIICIOBAHMUS C
yYKa3aHHEM KOJMYECTBEHHBIX JaHHBIX, 3aKIII0UYEHHUE, CIIUCOK JINTEPATYPHI 10 CXEME:
aBTOp, HAUMEHOBAHME MCCIIEIOBAHNUS, BHIXOIHBIE JaHHbIC. [10 KaXA0My KIIMHUYECKOMY
UCCIIEIOBAaHUIO YKa3bIBA€TCS YPOBEHB J0Ka3aTebHOCTU 3((HEKTUBHOCTH
JIEKapCTBEHHOTO MpenapaTta coryiacHo npuioxenuto Ne 6 k [Ipasunam popmupoBanus
nepeyHel JIeKapCTBEHHBIX MPEnapaToB AJIs MEAUIIMHCKOTO IPUMEHEHUS U
MUHHMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX IS
OKa3aHusl MEAUIIMHCKON TTOMOIIIH, YTBEPKACHHBIM IOCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 28 aBrycrta 2014 rona Ne 871);

5.3. JaHHBIE O TEPANCBTHYECKOW IKBUBATEHTHOCTH (IIPU HEOOXOTUMOCTH) -
MOJTHOTEKCTOBBIE BEPCHH CPAaBHUTEIILHBIX KIMHUYECKUX HCCIICOBAHUH (CTaThH, OTYETHI
Ha PYCCKOM SI3bIKE WJIM CTAaThH, OTYETHI, IIEPEBEICHHBIC HAa PYCCKH S3bIK, 3aBEPEHHBIC
3asBUTEEeM) (YKa3bIBaIOTCSl aBTOPHI, HANMEHOBAHHE, TU3aiH HCCIEA0BaHUS, KOJINIECTBO
MAIMEeHTOB, BKIFOYEHHBIX B UCCIIEAOBAaHIE, IEPHO]] HAOIIOICHHS, TOKa3aHHue K
MEIUIMHCKOMY NTPUMEHEHUIO JIEKAPCTBEHHOTO TIpernapara, pe3yJIbTaTbl HCCICTOBAHUS C
yKa3aHUEeM KOJIMYECTBEHHBIX JaHHBIX, 3aKIII0YEHHE, CIIUCOK JINTEPATyPHI 110 CXEME:
aBTOP, HAMMEHOBAHUE MCCIICIOBAHNUS, BBIXOAHbIC TAaHHBIC);

5.4. naHHBIE O KIIMHUKO-?)KOHOMHYECKHX ((papMaKOIKOHOMUYECKUX ) XapaKTEPUCTUKAX
JIEKapCTBEHHOT'0 Mpernapara - oJIHOTEKCTOBbIE BEPCHH KIIMHUKO-?)KOHOMHYECKHX
HCCIIEIOBaHUM (CTaTbH, OTUETHI HA PYCCKOM SI3bIKE WJIU CTaTbH, OTUETHI, IEPEBEICHHbBIE
Ha pYCCKUH S3bIK, 3aBEPEHHBIE 3asBUTENIEM) (YKa3bIBAIOTCS CBEJIEHHUs 00 aBTOpax,
HauMEHOBAaHME UCCIIEIOBaHMs, CChUIKM Ha UCCIIEJOBaHNE, AU3aliH HCCIIe10BaHus
(peTpocIieKTUBHOE, MPOCIIEKTUBHOE, MOICTUPOBaHUE™*), BUJ| aHaNN3a, CBEIEHUS O
JIEKapCTBEHHBIX MpernapaTax, KOTOPbIe HCIOIb30BAIKChH JIJIsl CPABHEHUS C MPEAIaraéMbIM
JIEKapCTBEHHBIM IIPENapaToM, 3aTPaThl, KOTOPbIE YUUTHIBAINCH B UCCIIEJOBAaHUH, U
KOJIMYECTBEHHBIE 3HAYEHUS 3aTpaT B pyOIIsx, 3P PEeKTUBHOCTH CpaBHUBAEMBIX
JIeKapCTBEHHBIX NpenapaToB (KpUTepUn oLeHKH 3((HEKTUBHOCTU M KOJTMYECTBEHHBIE
3HAYEHUS ), PE3yJIbTAThl UCCIIEOBAHMSI, CIIUCOK JINTEPATYPHI - aBTOP, HAUMEHOBAHNE
HCCIICI0BAHMS, BBIXOAHBIC JaHHBIC )™ **;

** [Ipu UCTIOIB30BAaHUHM MaTEMATHUYECKOTO MOICTUPOBAHUS TIPECTABISIIOTCS B
AJIEKTPOHHOM BHJI€ BCE pa3pabOTaHHBIE MOJIENIH, & TAKXKE JOMYIIEHHUS JIJIs pa3paboTKu
COOTBETCTBYIOIIUX MOJiesiel U (OpMYIIbI paCUETOB, HCIIOIH30BAHHBIE B MOJENAX. *** C
Y4ETOM TOJI0KEeHU yacTu 6 ctatbu 18 denepanpHoro 3akona "O6 obpamenun
JIEKapCTBEHHBIX cpencTB" 1 yacTu 3 ctathu 13 DenepanbHoro 3akoHa "OO ocHOBaxX
OXpaHbl 3710pOBbs TpaxkiaH B Poccuiickoit denepannn’.

5.5. maHHBIE O CTOMMOCTH U LIEHE JIEKAPCTBEHHOTO Mpernapara:



5.5.1. ctouMoOCTh OJTHOTO Kypca JIeYeHHsI JIEKapCTBEHHBIM IIPErapaToM ;

5.5.2. ctouMOCTb JI€UeHUs JIEKapCTBEHHBIM IIPENapaToOM B TE€YEHHE OJHOIO roja

5.5.3. nata npoBeAEHUS pacueTOB LIEHbI HA JIEKAPCTBEHHBIN Mpenapar

5.5.4. 1eHa, KOTOPYIO MPOU3BOAUTENH INITAHUPYET 3aPETUCTPUPOBATH B COOTBETCTBUU
¢ TpeOOBaHUSAMHM 3aKOHOAATeNbcTBa Poccuiickoit denepanum ****

*#4% [InanupyemMasi K roCyapCTBEHHOM PETrHCTPAIMK IIeHA Ha JIEKApPCTBEHHBIN IpernapaT
paccuuThIBaeTCs C yUeTOM IoJIoKeHUH yacTu 3 cratbu 61 denepanbHoro 3akoHa "O6
oOpallleHHH JIEKApPCTBEHHBIX CPEACTB" M IIPU TOCYIAPCTBEHHON PETUCTPALlUU HE MOKET
[IPEBBIIIATH TAKYIO LICHY.

5.6. nanHbIe 0 (haKTHUECKUX 00BbEMax MPOAAXK JIEKAPCTBEHHOTO Mpenapara B
Poccuiickoit @eaeparuu 3a roj, NpeaIecTBYIOUUI oJaue MPeII0KEHHS, B
HATYpaJbHBIX ITOKA3aTEJIAX IO JIEKAPCTBECHHBIM (hopMam

3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX
[IpenaparoB

5.7. naHHBIE OTYETOB O Pe3yIbTaTaX MOHUTOPHHIA 0€30IIaCHOCTH JIEKAPCTBEHHOTO
npemnapara (B Poccuiickoii ®@eneparnun u (im) 3a pyoexom)

5.8. JAHHBIC, ITPEACTABJIICHHLIC 3aABUTCIIEM B HHUIITUATHBHOM ITOPAIAKE

6. O6H_[CC KOJIMYCCTBO MMPEACTABIICHHBIX TOKYMCHTOB

Ha JUCTAX.
IMoamnucek 3assBUTENA / /

Jara
[Tpunoxenne Ne 2
k [IpaBunam hopmupoBaHus nepedyHeit
JIEKapCTBEHHBIX MPEMAPATOB



JUISL MEAUITUHCKOTO PUMEHEHUS

¥ MUHUMAJILHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToB, HEOOXOMMBIX
JUISL OKa3aHMS MEIUIIMHCKOM ITOMOIIN

(B penakiuu, BBeIGHHOH B JACHCTBUE

¢ 9 Hos10ps 2018 rona

nocranoByieHueM IlpaBurTenbcTBa
Poccuiickoit @eaepanun

oT 29 oktsa6ps 2018 roga Ne 1283. -

CwM. npeapinymyto penakuuio)(popma)B komuccuio MuHucTepCTBa
3apaBooxpaHenus Poccuiickoit denepannn
1o (hOPMUPOBAHUIO TTEPEUHEN
JIEKapCTBEHHBIX MPEIapaToB JJIs
MEAUIIMHCKOTO MTPUMECHCHHUS

1 MUHUMAJIbHOT'O aCCOPTHMEHTA
JICKapPCTBCHHBIX MTPENapaToB, HEOOXOIUMBIX
JIUIS OKa3aHUA MEIUIIMHCKOM TOMOIII

[Ipennoxxenue o BKIOUEHUH JIEKAPCTBEHHOIO IIpenapaTa B MUHUMaJIbHbIA aCCOPTUMEHT
JIEKapCTBEHHbIX IIPENapaToB, HEOOXOIUMBIX Ul OKa3aHHUs MEAMLIMHCKONW OMOIIU

1. Uudopmarnus o 3asiBUTENE:

1.1. HaMeHOBaHKE OPTraHU3AMH WK (HaMIIIUS, UMS1, OTIECTBO (TIPH HATHMYUH )

rpaxJiaHruHa

1.2. oTBETCTBEHHOE JINIIO, JOJKHOCTh X

1.3. agpec (MecTo HaX0XKIEHHUs) UIIK MECTO KHUTEIHCTBA X

tenedoH (dakc)

AJIEKTPOHHAS TOYTa

2. Uadopmanus o JeKapCTBEHHOM Ipernapare:

2.1. HauMeHOBaHue:

2.1.1. MexxTyHapOJHOE HEMATEHTOBAHHOE HANMEHOBAHHUE ;

2.1.2. B cimydae OTCYTCTBUS MEXAYHAPOIHOTO HEMATEHTOBAHHOIO HAMMEHOBAHUS -



IpyHIIUPOBOYHOE
HAaUMEHOBaHUE ;

2.1.3. B cityuae OTCYTCTBHS MEXyHAPOJAHOTO HEMTATEHTOBAHHOTO U
IPyIIMPOBOYHOIO HAMMEHOBAHUH - XMMHYECKOE

HaMMCHOBAaHUEC ;

2.14.8 ClIydac OTCYTCTBHA MHBIX HaMEHOBAaHUM - TOProBOC HAUMCHOBAHHEC

2.2. KOJ1 aHaTOMO-TEPaNeBTUIECKO-XUMHUECKOHN KJIaCCU(UKAIMHU JICKAPCTBEHHOTO
npernapara

2.3. 3asBICHHBIC [TOKa3aHUs K IPMMEHEHHIO JIEKApCTBEHHOI'O MpernapaTa corjlacHO
MHCTPYKIMHU IO IPUMEHEHUIO C YKa3aHueM Koja MexyHapoaHOH cTaTUCTHYECKOM
Kkiaccudukanuu 0one3Hel u mpobiaeM, CBI3aHHBIX CO 3/I0POBbEM (TIEPEUNCIIUTH )

2.4. rocyJapcTBeHHasl perucTpalnus JeKapcTBEHHOro npemnapara B Poccuiickoit
denepanuu:

JaTa (44.MM.ITIT) ;

HOMEp PErUCTPAlMOHHOTO YIOCTOBEPEHHUS ;

JlaTa MOATBEPKACHUS FOCY1apCTBEHHON PETUCTPAallMU JIEKapCTBEHHOT'O Mpernapara
(mpu

HaTUYUH) (49.MM.TTIT) ;

2.5. naHHBIE O IPOU3BOJICTBE JIEKapCTBEHHOTO Npemnapara B Poccuiickoit @enepanumn

(pu HAJIUYMH) ;

2.6. npeasiaraeMble K BKIIOUEHHIO JIEKApCTBEHHBIE ()OPMBI 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOI'O IIpemnapara, peaycMoTpeHHble IlepeunemM HanMeHOBaHUN
JIEKapCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO MPUMEHEHHUS,
yTBEPKIEHHBIM MUHHCTEPCTBOM 31paBooxpaHeHus Pocculickon denepanuun
(mepe4yncauTh)




2.7. cBenieHusl 0 BOCIIPOU3BEIEHHBIX JICKAPCTBEHHBIX MpenapaTax (Mpu HATUYHH )

3. CBeneHus U JaHHBIE O JICKAPCTBEHHOM TIperapare, IpeaaracMoMm ISl BKIIFOUCHHS B
MUHUMAJTBHBIN aCCOPTUMEHT JICKAPCTBEHHBIX MPENapaToB, HECOOXOAMMBIX JIJISl OKa3aHHS
MEIUIIMHCKON ITOMOIIH:

3.1. nekapcTBEHHbIN Mpernapar BXOIUT B IEpeYeHb )KU3HEHHO HEOOXOAUMBIX U
BAYKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB;

3.2. nexapCTBEHHBIH MpenapaT COrIaCHO MHCTPYKIMH 10 IPUMEHEHUIO MOXKET
HPUMEHSTHCS IIPH OKa3aHUU MEAUIMHCKOI OMOIIY B aMOYJIATOPHBIX YCIOBHSIX IIPU
JIMarHOCTHKE, MPOPUIAKTHKE, ICYSHUH WIIH peadinTanuy Hanbomee
PacmpoCTpaHeHHbBIX 3a00JIeBaHUil, CHHAPOMOB U COCTOSIHUIA,

3.3. HanMuMe rocyapCcTBEHHOM peructparuu B Poccuiickoit @eaepanun
COOTBETCTBYIOLIUX 10 MEXYHAPOJIHOMY HEIIATCHTOBAHHOMY HAaMMEHOBAHUIO, JINOO
3aMEHSIOIIEMY €T0 TPYNITUPOBOYHOMY I XUMUYIECKOMY HAMMEHOBAHUIO
BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX CPEJICTB B AaHAJOTHYHBIX JICKAPCTBEHHBIX (hopMax H
J03UPOBKAxX JIByX U 00Jiee MPOU3BOAMTENEH (32 HCKIIOUEHUEM JICKAPCTBEHHBIX
MperapaToB, MPOU3BOIUMBIX €AMHCTBEHHBIM OTCUECTBEHHBIM IIPOU3BOIUTEIIEM);

3.4. BocTpeOOBaHHOCTD JIEKAPCTBEHHOTO IIperapaTa CUCTEMOH 3paBOOXPaHEHUs U
HAaCEJICHHEM Ha OCHOBAHMH JIaHHBIX OPIaHOB UCIIOJIHUTEIBHOM BJIACTH CYObEKTOB
Poccuiickoit @enepanuu B chepe 0XpaHbl 310pOBbsI U MAPKETUHTOBBIX MCCIIEJOBAHUH O
npoja)xax JISKapCTBEHHOTO Tpernapara B Poccuiickon @enepanuu npu OKa3aHUU
MEIULMHCKON TOMOIIM B aMOYJIaTOPHBIX YCIIOBHSX B TEUEHHE KaJIEHIApHOIO To/1a
(BXOXKJIeHUE B COTHIO HanboJee Mpo/1aBaeMbIX JIEKApCTBEHHBIX IIPENapaToB Ha PbIHKE
Poccuiickoit @eneparuu 3a KaleHIapHbBIN TOJ).

4, Z[aHHLIe, O6OCHOBBIB8.IOH_[I/IC MMPEIJIOKCHUA O BKIIFOUCHUH JICKAPCTBCHHOTO IIPCIlapara
B MHHHMAaJILHBII ACCOPTUMCHT JICKAPCTBCHHBIX ITPCIIapaToB, HGO6XOI[I/IMI>IX JUIA
OKa3aHus MGHHHHHCKOﬁ IIOMOIIIHU:

4.1. >nuAeMUOJIOTHYECKUE TaHHbIC (TIPY HAJIMYUH) - TAHHBIE O 3a00J1€Ba€MOCTH,
CMEPTHOCTH, UHBAJIHMIHOCTH B OTHOIIIEHUH 3a00JIeBaHMs, CHHAPOMA UJIH COCTOSHUS, IS
JAUAardHoCTHUKH, HpO(l)I/IJ'IaKTI/IKI/I, JICUCHU S UJIN pea6I/IJ'II/ITaIII/II/I KOTOPBIX IMTOKa3aH
JIEKapCTBEHHBIN Mpenapar (MpeACTaBIsI0TCS HA OCHOBAHUHU PE3YJIbTaTOB
rocyaapCTBEHHOTO CTATUCTUYCCKOI'O Ha6J'IIO}IeHI/I${, APpyrux OCbI/II_[I/IaJ'II)HBIX NUCTOYHHUKOB U
AMUAEMHOJIOTHUECKUX HCCIEAOBAHUN PACTIPOCTPAHEHHOCTH 3a00JIeBaHMS);

4.2. 1aHHBIE O CTOUMOCTH U IIEHE JIEKaPCTBEHHOTr' O IIpernapara:

4.2.1. cTOMMOCTB OJTHOTO Kypca JieueHHUs (OHOTO MeCsIa JICUCHUS JIEKapCTBEHHBIM



penapaTom) ;

4.2.2. nata npoBeEHUS pacyeTOB 3aTpaT Ha JICUEHHUE JIEKAPCTBEHHBIM IIPENapaToM

4.3. nanHble 0 paKkTHYECKHX 00BEMaxX MPOJaX JCKAPCTBEHHOTO Tperapara B
Poccuiickoit @exnepaiuu 3a roji, IpeAIECTBYIOMINI oAa4Ye NPEAJIOKEHUS, B
HATYpaJbHBIX IMOKA3aTENSAX 0 JIEKAPCTBEHHBIM (hopMam

3apCruCTPUPOBAHHBIX JICKAPCTBCHHBIX MPLCIIAPaATOB

4.4, AAaHHBIC, IMTPEACTABJICHHLBIC 3aABUTCIIEM B MHUIIUATHBHOM IOPAIAKE

5. O0111ee KOJIMYECTBO MPEJICTABICHHBIX JOKYMEHTOB

Ha JIUCTaX.
[Moanucek 3asiBUTENS / /

Jlara

[Ipunoxenne Ne 3

k [IpaBunam popmupoBaHus nepedHeit
JIEKapCTBEHHBIX NIPENApaToB

JUTSL METUILIUHCKOTO TIPUMEHEHUS

Y MUHMMAaJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaToB, HEOOXOIMMBIX
JUISL OKa3aHUsI METUIIMHCKOM ITOMOIIHU

(B penakiuu, BBeIEHHOM B JACHCTBUE

¢ 9 Hos10ps 2018 rona

nocraHoBieHueM [IpaBuTenbcTBa
Poccuiickoii deneparuu

ot 29 okTs6ps 2018 roga Ne 1283. -

CwM. npeapinyiyto penakuuio)(popma)B komuccuio MuHucTepcTBa
3apaBooxpaHenus Poccuiickoit denepannn
1o (hOpMUPOBAHUIO MTEPEUHEN
JIEKapCTBEHHBIX MIPENapaToB JIs
MEAULIMHCKOTO IPUMEHEHMS

Y MUHUMAaJIbHOTO aCCOPTHMEHTA
JIEKapCTBEHHBIX MpenapaToB, HEOOXOIUMBIX
JUTSL OKa3aHUsI METUIIUHCKOM MOMOIIN




[Ipennoxxenue 00 UCKIIIOUEHUH JIEKAPCTBEHHOTO MpernapaTa 13 nepeyHeit
JIEKAPCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHUS

1. Hacrosmee MPCAJIOKCHUC KAaCACTCA NCKIIIOYCHUS JICKAPCTBCHHOI'O IIpcriapara u3
nepequﬁ JICKApPCTBCHHLBIX IIp€rapaToB A1 MCAUIIUHCKOI'O IPUMCHCHHU:

1.1. mepevHs KU3HEHHO HEOOXOAMMBIX M BaKHEHIIHNX JIEKAPCTBEHHBIX MPETapaToB;
1.2. mepedHs JOPOroCcTOSALINX JIEKAPCTBEHHBIX IIPENApaTOB;

1.3. mepedHs JeKapCTBEHHBIX MPEMApaTOB IS 00SCIICUeHUs OTICIBHBIX KaTeropuit
rpakJIaH.

2. NUudopmanus o 3asBUTEIE:

2.1. HauMeHOBaHUE OPraHU3alny WK (HaMUIHsL, UMs, OTYECTBO (TIPU HATTMYHUH)
rpakJIaHUHA

2.2. OTBETCTBEHHOE JIUIIO, TOJLKHOCTD ;
2.3. agpec (MECTO HaXOXJIEHUS) WK MECTO KHUTEIbCTBA ;
Teneon/daxc) :
AIIEKTPOHHAS 110YTa

3. Nudopmarus o 1eKapcTBEHHOM Mpernapare:

3.1. HaMMEeHOBaHHE:

3.1.1. MexxayHapoIHOE HEeMTaTEHTOBAHHOE HAMMEHOBAHUE ;

3.1.2. B ciydae OTCYTCTBHS MEXKIyHAPOJHOTO HETTATEHTOBAaHHOI'O HAMMEHOBAHUS -
IrpyHNIUPOBOYHOE

HanMEeHOBaHUE ;

3.1.3. B cimydae OTCYTCTBHS MEXIYHAPOJIHOIO HETATEHTOBAHHOTO U
IpyIIMPOBOYHOIO HAMMEHOBAHUH - XUMHUECKOE

HanMEeHOBaHUeE ;




314.8 ClIydac OTCYTCTBHA MHBIX HaMEHOBAaHUM - TOProBOC HAMUMCHOBAHHEC

3.2. K01 aHATOMO-TEPANEeBTUIECKO-XUMHUECKON KiIacCU(DUKALIMU JICKaPCTBEHHOTO
npenapara

3.3. 3asBJICHHBIC MTOKAa3aHMS K MPUMEHEHHIO JICKAPCTBEHHOTO IMperapara CorjlacCHO
WHCTPYKIIUY TIO TPUMEHEHHIO ¢ YKa3aHueM Koaa MexayHapOaHON CTaTHCTUISCKOM
Kkiaccudukanuu 0osie3Hel U TpodsIeM, CBI3aHHBIX CO 3JI0POBhEM (TIEPEUHCITUTB)

3.4. rocyaapcTBeHHas perucTpalus JIeKapcTBeHHOro npenapata B Poccuiickoit
denepannu:

JaTa (44.MM.ITIT) ;
HOMEp PErUCTPALMOHHOIO YIOCTOBEPEHHUS ;

JlaTa NOATBEP KIEHHs FOCy1apCTBEHHON pEerucTpaluy JIEKapCTBEHHOIO IpenapaTa
(npu HAJIMYMH)

(44.MM.TTIT) ;

3.5. mpeasaraemble K UCKJIIOUEHHIO JIEKApPCTBEHHBIE (DOPMBI 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOT'O Mpenaparta (IepeuncinTh)

3.6. CBCACHUA O BOCIIPONU3BCACHHBIX JICKAPCTBCHHBIX IIPCIIapaTax (HpI/I HaJII/I‘-II/II/I)

4, CBe,Z[eHI/ISI " JAHHBIC O JICKAPCTBCHHOM IIpCIiapare, npeajaracMom Ijid UCKIIFOUYCHUS U3
HepequI‘fI JICKAPCTBCHHLBIX pE€HapaToB JJIA MCAUITUHCKOI'O IPUMCHCHHU !

4.1. Hanuyue Hay4YHO 000CHOBAaHHOW MH(OpPMaLIMU O MTPEeUMYyLIeCTBaxX U (UJIH)
0COOEHHOCTSIX MeXaHU3Ma JIeicTBUsA, OoublIel 6e30MacCHOCTH albTEPHATUBHOTO
JIEKapCTBEHHOI'0 IIperapara, BKIIF0UaeMOro B IepeueHb, IPU JUarHOCTHKE,
npoUIaKTUKE, JICYEHUH WM peaduInTanuy 3a001eBaHui, CHHIPOMOB U COCTOSIHUH C
Y4E€TOM CTaTUCTHYECKHUX JAHHBIX O CTPYKTYpe 3a00J1€Ba€MOCTH U CMEPTHOCTH B
Poccutickoit ®enepanuy;



4.2. BHOBb HOSBHUBIIHECS CBCJCHHUS O TOKCHYHOCTH HJIN BBICOKOM 4acTOTE
HEJKeJIaTeJIbHBIX TOOOYHBIX SBJICHUI IIpyU MPUMCHCHUU JICKAPCTBCHHOI'O ITpCIiapara,

4.3. npuocTaHOBJIEHNE IPUMEHEHHUS JIEKAPCTBEHHOT0 Mpenapara B Poccuiickoii
denepanuu;

4.4. oTMeHa roCy1apCTBEHHOW PErucTpallii JEKapCTBEHHOIO Mpernapara;

4.5. npekpalieHre Npon3BOCTBA JEKAPCTBEHHOIO IIpenapaTa Ju0o ero NocTaBoK B
Poccuiickyro denepanuio u (Mn) OTCYTCTBUE JIEKAPCTBEHHOTO Mpernapara B
rpaxmaanckoM obopoTte B Poccuiickoit denepanuu B TedeHUE TIEPUO/Ia, TIPEBHIIIAIOIIETO
OJIMH KaJIeHIapHbIN TOJ.

5. ObocHOBaHHS JJIA UCKITFOYCHUA JICKAPCTBCHHOI'O IIpCIiapara U3 nepequﬁ
JICKApCTBCHHBIX NPCIapaToB A MEAUIUHCKOTIO NPUMCHCHUA:

5.1. KIIMHUYECKHE JAAaHHBIC - ITIOJJTHOTCKCTOBLIC BEPCHUH CPABHUTCIbHBIX KIIMHHYCCKUX
I/ICCJIGZIOBaHI/Iﬁ (CTaTI)I/I, OTYCTHI Ha PYCCKOM A3BIKC WM IMICPCBCACHHBIC HA pyCCKI/Iﬁ SA3BIK,
3aBCPCHHBIC BaﬂBI/ITCHeM) (YK8.3BIB8.IOTC$I aBTOPbI, HAUMCHOBAHUC, HHSaﬁH HUCCIICOOBAaHUA,
KOJMYCCTBO NAaIMCHTOB, BKIIFOYCHHBLIX B UCCIICAOBAHUEC, IICPUOL] Ha6JIIOIl€HI/IH, ITOKa3aHue
K MCAUIIMHCKOMY IMPUMCEHCHUTIO JICKAPCTBCHHOI'O ITPEIlapaTa, pe3yJbTaTbl HCCICAOBaHUA
C YKa3aHUCM KOJIMYCCTBCHHBIX NAHHBIX, 3aKJIIFOYCHUC, CIIMCOK JIMTCPATYPHI - aBTOP,
HaMMCHOBAHUC UCCIICIOBaHUsA, BEIXOJAHBIC I[aHHLIe);

5.2. naHHbBIE O KIMHUKO-PKOHOMUYECKHX ((hapMaKOIKOHOMHUYECKUX) XapaKTePUCTHKAX
JIEKapCTBEHHOTO MperapaTa - MOJTHOTEKCTOBBIE BEPCHH KIMHUKO-DPKOHOMHUYECKUX
HCCIIeIOBaHMH (CTaThH, OTUETHI HA PYCCKOM SI3bIKE WJIA CTaThH, OTUETHI, IEpEeBEICHHBIC
Ha PYCCKUH S3bIK, 3aBEPEHHBIC 3asBUTENIEM) (YKa3bIBAIOTCS CBEJICHUS 00 aBTOpax,
HaVMEHOBAHME MCCIIEJOBAHUs, CChUIKU Ha MCCIIEIOBaHUE, TU3aliH UCCIEI0OBaHUS
(peTpocTeKTUBHOE, TPOCTIEKTUBHOE, MOJIETTUPOBaHUE™ ), BUJ] aHAJIN3a, CBEJCHUS O
JIEKaApCTBEHHBIX Ipenaparax, KOTOPbIE HCIIOIb30BAIUCH VISl CPABHEHUS C IIPEIaraéMbIM
JIEKApCTBEHHBIM IpEnapaToM, 3aTpaThl, KOTOPbIE YUUTHIBAIUCH B UCCIICIOBAHUH, U
KOJIMYECTBEHHBIC 3HAUEHUS 3aTPaT B PyOIIsiX, 3P PeKTUBHOCTh CPAaBHUBAEMBIX
JIEKapCTBEHHBIX MPenapaToB (KPUTEPUH OLIEHKH 3((HEKTUBHOCTH U KOJIMYECTBEHHBIC
3HAYEHUS ), Pe3yIbTAThl UCCIIECOBAHMSI, CITUCOK JINTEPATYPHI - aBTOP, HANMEHOBAHUE
WCCTIEIOBaHMS, BEIXOAHBIC JaHHBIC )™ *;

* TIpu MCTIONIb30BAaHUN MAaTEMATUYECKOTO MOJICIIUPOBAHHUSI IPEACTABISIOTCS B
AJIEKTPOHHOM BHJI€ BCE pa3pabOTaHHBIE MOJIEIH, & TAKXKE JOMYIIEHUS JIJIs pa3paboTKu
COOTBETCTBYIOIIUX MOJiesiel U (OpMYIIbI pacCUeTOB, HCIIOIB30BaHHBIE B MOJIEsIX. ** C
Y4ETOM MOJI0KEeHU yacTu 6 ctatbu 18 denepanpHoro 3akona "O6 obpameHun
JIEKapCTBEHHBIX cpencTB" 1 yacTu 3 ctarbu 13 denepanbHoro 3akoHa "OO0 ocHOBax
OXpaHbl 3710pOBbs TpakiaH B Poccuiickoit denepannn’.

5.3. nanHble 0 (haKTHUECKUX 00bEMax MPOAaX JIEKapCTBEHHOT o npenapara B Poccuiickoit
®enepannu 3a rof, NPEAUIECTBYOLIUHI 1101a4e IIPEJIOKEHHUs, B HATYPaJIbHBIX



IIO0Ka3aTessiX MO JIEKapCTBEHHBIM (hOpMaM 3aperucTpupOBaHHbBIX JIEKAPCTBEHHBIX
IpenapaToB (IIpU HAJIUYUK);

5.4. naHHBIE U JTOKYMEHTHI, IOATBEPKIAIOIINE TPEKPALLIEHUE IPOU3BOACTBA
JIEKapCTBEHHOT'0 Npenapara J1ubo ero nocraBok B Poccuiickyro ®enepanuto 1 (min)
OTCYTCTBHE JIEKAPCTBEHHOI'O IIperapara B rpaxxaaHckoM obopote B Poccuiickoi
®enepanyy B TeUEHUE NIEPUO/IA, IPEBBILIAIONIETO OAUH KaleHJapHbIi rox (Ipu
HaJIU4un);

5.5. maHHBIC OTYETOB O Pe3yJIbTATaX MOHUTOPUHTA O€30MACHOCTH JICKAPCTBEHHOTO
npenapara (B Poccuiickoit deneparuu u (win) 3a pyoexom);

5.6. JaHHBIC, TPCACTABJICHHBIC 3a4BHUTCIICM B MHUIITUATUBHOM ITOPAIKE.

6. OO0111ee KOJIMYECTBO MPEJICTABICHHBIX JOKYMEHTOB

Ha JINCTAXx.
[Moanucek 3asiBUTENS / /

Jlara

[Ipunoxenue Ne 4

K [IpaBunam popmupoBaHus epeyHen
JIEKApCTBEHHBIX IPENAapaToB

JUISL MEAUIIUHCKOTO TPUMEHEHUS

Y1 MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPEeNapaToB, HEOOXOIMMBIX
JUIs OKa3aHUs MeauIuHCKon nomou(dpopma)B komuccuro MunucrepcTa
3apaBooxpaHenus Poccuiickoit denepannu
1o (hOpMUPOBAHMIO NTEPEUHEN
JIEKAPCTBEHHBIX MPENApaTOB JJIs
MEIULMHCKOIO IPUMEHEHUS

1 MUHAMAJIBHOT'O aCCOPTUMEHTA
JIeKapCTBEHHBIX IpenapaToB, HEOOXOUMBIX
JUISL OKa3aHUS MEAUIIMHCKON TOMOIIHN

[IpennoxxeHue 00 UCKIIIOUEHUH JICKAPCTBEHHOTO Mpenapara 13 MUHUMAIIbHOTO
ACCOPTUMEHTA JIEKAPCTBEHHBIX MIPETNapaToB, HEOOXOAUMBIX JJISI OKa3aHUS METUITMHCKON
TOMOILA

1. Uudopmarus o 3asBUTENE:

1.1. HauMeHOBaHMe OpraHU3aluy WK HaMUIHsl, UM, OTYECTBO (TIPU HATMYUK)
rpaxJaHuHa



1.2. OTBETCTBEHHOEC JIUIIO, TOJDKHOCTD X

1.3. agpec (MeCTO HAX0XKIEHUS) WIIK MECTO KUTEIbCTBA ;

tenedoH (dakc) ;

ANEKTPOHHAS TIOYTa

2. Undopmanus o 1ekapcTBEHHOM Ipenapare:

2.1. HauMeHOBaHUE:

2.1.1. MCKAYHAPOJHOC HCIIATCHTOBAHHOC HAMMCHOBAHHEC ;

2.1.2. B ciydae OTCYTCTBHSI MEXyHApOJHOI'O HEIaTEHTOBAaHHOI'O HAUMEHOBAHUS -
IpyIIUPOBOYHOE

HanMEHOBaHUE ;

2.1.3. B citydae OTCYTCTBHS MEKYHAPOIHOTO HETTATEHTOBAHHOTO U
IpyNIHMPOBOYHOTO HAMMEHOBAHUH - XMMUYECKOe

HanMEHOBaHUE ;

2.14.B CJIydac OTCYTCTBUA NHBIX HaMEHOBAaHUM - TOProBOC HAMMCHOBAHHC

2.2. K0J1 aHaTOMO-TEPaNIeBTUIECKO-XUMHUYECKOH KJIacCU(UKAIINH JIEKApCTBEHHOTO
npernapara

2.3. rocyapcTBEHHAs perucTpanus JeKapCcTBEHHOro npenapara B Poccuiickoi
denepanuu:

nata (44.MM.ITIT) ;

HOMEp PErUCTPAlMOHHOTO YIOCTOBEPEHHUS ;



JaTa MOATBEPKACHUS FOCYAapCTBEHHON PETUCTPAallUY JIEKapCTBEHHOTO Mpernapara
(pu HANTUYKN)

(44.MM.ITTT) ;

2.4. naHHbI€ O MIPOU3BOJICTBE JEKAPCTBEHHOr0 penapara B Poccuiickoit dexneparuu
(TIpu HATTUYKN) ;

2.5. mpeuiaraemMsle AJis UCKJIFOUEHMS JIeKapCTBEHHbIE (POPMBI 3apErMCTPUPOBAHHOTO
JIEKapCTBEHHOI'O IIpernapaTa (IepeyuciInTh)

2.6. cBelleHUsl O BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIpenaparax (Mpy HATUYUH)

3. OcHoBaHusA AJI UCKITFOYUCHUA JICKAPCTBCHHOTO IMpCIiapaTta U3 MUHUMAJILHOI'O
ACCOPTUMCHTA JICKAPCTBCHHLIX IIPCIIapaToB, HeO6XOI[I/IMI>IX JUISL OKa3aHUS MEIUIIMHCKOM
IIOMOIIU:

3.1. texapCTBEHHBIN MpenapaT He BXOJUT B MEPEYCHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB;

3.2. npuMeHeHue JeKapcTBeHHOro npenapara B Poccuiickoit denepanun
IIPUOCTaHOBIIEHO;

3.3. rocyiapcTBEHHAs perucTpalus JeKapcTBEHHOT o penapara B Poccuiickoit
®denepaii OTMEHEHA;

3.4. mpexpallleH rpakIaHCKui 000pOT JIEKapCTBEHHOTO Mpenapara B Poccuiickoi
denepanyu, B TOM YUCIIEe TPEKPAIICHO €ro MPOU3BOACTBO.

4. IOKyMEHTHI U JaHHbIE, 000CHOBBIBAIOIINE NIPEIOKEHHE 00 HCKIIOUEHUN
JIEKapCTBEHHOI'0 IIpernapaTa U3 MUHUMAaJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX
MpenapaToB, HEOOXOIUMBIX JJIsl OKa3aHUsI MEAUIIMHCKOW TOMOIIH:

4.1. 1OKyMEHTHI U 1TaHHBIE, IOJITBEP>KJAIOLIHIE NTPEKPaIlleHNEe TPaXk1IaHCKOro 000poTa
JIEKapCTBEHHOT 0 npemnapara B Poccuiickon denepanyu, B TOM YUCIIE PEKPALLEHUE ETO
MIPOU3BOJICTBA

4.2, AAaHHBIC, MTPCACTABJICHHLIC 3aABUTCIICM B MHUIITUATHBHOM IIOPAJAKE




5. O6mee KOJIMYCCTBO MMPEACTABIICHHBIX JOKYMCHTOB

Ha JINCTax.

TToanuce 3asBUTENA / /

Hara
[Ipunoxxenne Ne 5
K [IpaBwiiam popmMupoBanus rnepedHeit
JIEKApCTBEHHBIX MPEMapaToB
JUISL MEAUIIUHCKOTO IPUMEHEHUS
Y1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaToB, HEOOXOIUMBIX
JUTSL OKa3aHUSI MEUIIMHCKON TTOMOIIN
(B penakiuu, BBeIGHHOH B JACHCTBHE
¢ 9 Hos16ps 2018 rona
nocraHoByieHueM lIpaBuTenbcTBa
Poccuiickoil deneparuu
ot 29 okts6ps 2018 roga Ne 1283. -
CM. ipeIpIIyIyIo penakiuo )(hopma)

3aKJII0UYEHNE 10 Pe3yJIbTaTaM NPOBEACHUS JOKYMEHTAIbHON SKCIEPTU3bI IIPEUI0KCHUS
0 BKJIFOUEHUHU (MCKIIFOUEHUH) JIEKAPCTBEHHOTO IIpernapaTa B [IEPEYHH JIEKaPCTBEHHbIX
IpenapaToB U MUHUMAJbHBIM aCCOPTUMEHT JIEKapCTBEHHBIX IpenapaToB, HEOOXOUMBIX
JUTSL OKa3aHMSI MEIUIIMHCKON TOMOIIN

1. Hacrosimee 3akiiroueHre KacaeTcs MaTepUasoB, MPEACTABICHHBIX JJIS:

1.1. BKIIFOUEHMS JIEKAPCTBEHHOTO IIpenapara B:

1.1.1. nmepedyeHpb >KU3HEHHO HEOOXOAUMBIX U BXXHEHUIIIUX JIEKAPCTBEHHBIX MIPEMapaToB;
1.1.2. nepeyeHb AOPOrOCTOSIIMX JEKAPCTBEHHBIX MPENapaToB;

1.1.3. mepeyeHb JeKapCTBEHHBIX penapaToB JJisi 00eCcTIedeHUsl OTAENbHBIX KaTeropui
rpax/iaH;

1.1.4. MUHUMAaNTBHBIN ACCOPTUMEHT JIEKAPCTBEHHBIX MTPETApPaTOB, HEOOXOAUMBIX JUIS
OKa3aHusl MEAUIIMHCKON MOMOIIN (MUHUMAJIbHBIN aCCOPTUMEHT);

1.2. UCKIIIOUEHMS JIEKApCTBEHHOTO IIpenapara us:
1.2.1. nepeyHs )KM3HEHHO HEOOXOAMMBIX U BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToOB;

1.2.2. NEpCUHA JOPOTOCTOAMUX JICKAPCTBCHHLIX ITPCIIapaToOB,



1.2.3. nepeyHs IeKapCTBEHHBIX MPENapaToB AJis 00ecrnevyeHus OTAEIbHBIX KaTeropHii
TpaXK/IaH;

1.2.4. MUHUMAJIBHOTO aCCOPTUMEHTA.
2. Undopmanus o 1ekapcTBEHHOM Ipernapare:

2.1. HauMeHOBaHuE:

2.1.1. MexXayHapOAHOE HEMATEHTOBAaHHOE HAUMEHOBAHHE

2.1.2. B cimydae OTCYTCTBUSI MEXIYHAPOJAHOTO HETIATCHTOBAHHOTO HAMMEHOBAHUS -
IPYNIUPOBOYHOE

HanMMCHOBAHUC

2.1.3. B citydae OTCYTCTBHS MEKIYHApOJHOTO HENNATEHTOBAHHOIO U
IPYHIIAPOBOYHOIO HANMEHOBAHHUN - XUMUYECKOE

HaMMCHOBAaHUC

2.1.4. B citydae OTCYTCTBUSI MHBIX HAMMEHOBAHUH - TOPTOBOE HAMMEHOBAHUE

2.2. KoJl aHaTOMO-TepaneBTHYECKO-XUMUYECKON Ki1accu(UKaluy JeKapCTBEHHOT O
npenapara

2.3. mpeanaraeMble K BKIIOYSHHIO JIEKApCTBEHHBIE (DOPMBI 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa (MepeyucinTh):

2.4. mpeanaraeMble K UCKIIOYECHUIO JIEKapCTBEHHBIE ()OPMBI 3apEeTrUCTPUPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa (MepeyucinTh):

3. Cpoku NpoBeIeHUS JOKYMEHTAIBHON YKCIIEPTU3BI:
c o

4. JlokyMeHTaapHas SKCTIepTH3a MPEI0KEeHUsI (B COOTBETCTBUU C IPHIIOKEHUIMHA 1 1 2
k [IpaBunam popmupoBaHus epeyHel TeKapCTBEHHBIX MPENapaToB s METUIIUHCKOTO

IMPUMEHCHUS 1 MUHUMAJIBHOT'O aCCOPTUMCHTA JICKAPCTBCHHBIX MIPCIIapaTos,



HEOOXOAMMBIX JUIsl OKAa3aHUSI MEUIIMHCKOM TOMOILH, YTBEPHKAEHHBIM [IOCTAHOBJIEHUEM
IIpaButensctBa Poccuiickoit @enepanuu ot 28 aBrycra 2014 roga Ne 871):

TpebOyemble cBeeHMs WNudopmanus o npeacTaBieHUN
|| TpeOyeMBbIX CBEJICHUI 3asBUTEIIEM
4 2 | 3
1||Uudpopmanust o 3asBuTENE 1.1 mpencTasieHa B HOJIHOM 00beMe
1.2 npencrasiieHa HE B IIOJIHOM 00bEME
(mepeunciauTh):

|1.3 HE MpeJICTaBIeHa

N |

Wudopmanus o gekapcTBEHHOM npenapare (2.1 mpeacraBieHa B HOJIHOM 00beMe
2.2 npeacTaBiieHa HE B IIOJIHOM 00bEMe
(mepeuncnuThb):2.3 HEe NpecTaBIeHa

Wl

CaenieHus 0 J€KapCTBEHHOM Ipenapare i ||3.1 mpencraBieHbl B HOJTHOM 00beMe
BKJIFOYEHHUS (MCKIIIOUYEHHUS) B IEPEUHU 3.2 mpeacTaBieHbl HE B IOJTHOM 00beMe
(mepe4nciauTh):
JICKaPCTBEHHBIX MPEMApaToOB U 3.3 He mpeICcTaBICHbI
MUHUMAaJIbHBII aCCOPTUMEHT
4||JanHble, 000CHOBBIBAIOLIME MTPEIOKEHHUE O 4.1 TpeacTaBiIeHbl B IOJHOM 00beMe

BKJTIOYCHUH (MCKITIOYEHUH ) JIEKApCTBEHHOTO (4.2 MpeaCcTaBIeHBI HE B IOJTHOM 00beMe
(mepeuncianTh):

Ipernapara B IEPEYHHU JEKapCTBEHHBIX 4.3 He npeAcTaBIEHBI

MpenapaToB U
MUHHMAaJIbHBII aCCOPTUMEHT

5. 3ameuaHus 1o pe3yabTaTaM JJOKYMEHTAIbHOU SKCIIEPTU3BI MPEATIOKEeHUs (TIpU
HaJIMYUU HY’)KHOE OTMETUTB):

5.1. HeHajuIeXkKalIee OPOPMIICHHUE MTPEJIOKEHHS U MTPUIIaraéMbIX K HEMY JOKYMEHTOB U
CBEICHMI, B TOM YHCJIE HEBO3MOKHOCTb UX OTKPBITH;

5.2. UCKIIIOYUEH;
5.3. mpencraBieHrue JOKYMEHTOB U CBEJCHUI B HEMOJIHOM 00BbEME;

5.4. npeacraBieHue B TEYEHUE OJTHOTO I'0J1a JOKYMEHTOB M CBEICHMH, 10 KOTOPBIM
KOMHCCHEH B TEKYILEM rojly ObLJIO BBIHECEHO pelIeHue 00 0TKa3e BKIIOUEHHS
(MCKIJIIOUEHNS) B IEPEYHH, MUHUMAJIbHBIN aCCOPTUMEHT WJIM B OTHOUIEHUH KOTOPBIX
OCYLIECTBIIAETCS KOMIUIEKCHAs OLICHKA, 32 UCKIIFOUEHHUEM CIIy4dast, IPELyCMOTPEHHOIO
nyHkToM 9.1 IlpaBun popmMupoBaHus epevyHel JIeKapCTBEHHBIX MTPENapaToB s
MEIULUHCKOTO MPUMEHEHUS 1 MUHUMAJIbHOTO ACCOPTUMEHTA JIEKAPCTBEHHBIX
MPernapaToB, HEOOXOAUMBIX [T OKa3aHHsI MEAUIIMHCKOM MOMOIIH, YTBEPKICHHBIX
noctanoBieHueM lIpasurensctBa Poccuiickoit @enepannn ot 28 aBrycra 2014 r. Ne 871;



5.5. mpencraBieHUEe HEAOCTOBEPHOU MM UCKAKEHHOW HH(POPMAIIHH;

5.6. mpeacTaBiIeHUE JOKYMEHTOB U CBEICHUM, 10 KOTOPhIM KOMHCCHEH ObIJIO BEIHECEHO
pelieHue 00 0TKa3e BO BKJIIOYEHUH (MCKIIIOUEHHN) JIEKapCTBEHHOTO IIpenapara B
NIEPEYHH JIEKAPCTBEHHBIX NpenapaToB, MUHUMAJIbHBIA accopTUMEeHT.KOHKpeTHbIe
3aMe4aHus:

6. Pesynprar:
6.1. HarpaBUTH MPEAJIOKEHNE HA KOMIUIEKCHYIO OLICHKY:;

6.2. HaIlpaBUTh B aIp€C 3asABUTECIIA 3aKIIFOYCHUE C 3aMCUaHUSAMU O HECOOTBETCTBHUU
YCTaHOBJICHHBIM TpC6OBaHI/I$IM;

6.3. HanpaBUTh NPEAIOKEHUE BHEIITATHOMY CIIEHUaIucTy MUHHUCTEpCTBA
3apaBooxpanenus Poccuiickoit denepanuu 1isi HOATOTOBKM PEKOMEHIAALUN O
BKJIFOUEHUU (MCKIIFOUEHUH) JIEKAPCTBEHHOT'O IIpernapara B MUHUMAIbHBINA aCCOPTUMEHT.

[Ipencenarenb kKoMUcCHU
MuHucTepcTBa 31paBOOXPAHEHUS
Poccuiickoit deneparuu

110 (HOPMUPOBAHHIO MTEPEUHEH
JIEKapCTBEHHBIX MPENapaToB s
MEIUIIUHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOIMMBIX JIJIs1 OKa3aHHS
MeEIUIMHCKOI TOMOIIH

/

(mata) (moamuck, pacurndpoBKa MOAMHUCH)

[Tpunoxenne Ne 5.1

k [IpaBunam hopmupoBaHus nepedyHeit
JICKapPCTBCHHBIX MPEIapaToB

JUTSL METUITUHCKOTO TIPUMEHEHHUS
1 MUHHUMAJIEHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPerapaToB,
HeO6XO}II/IMBIX Il OKa3aHUust
MEAUIIMHCKOW TTOMOIIIH
(JlomoTHUTENIBHO BKJTFOYEHO

¢ 9 Hos10ps 2018 rona
IIOCTAHOBJICHUEM HDaBI/ITGHBCTBa
Poccuiickoii Deneparuu

ot 29 okTs6ps 2018 roga Ne 1283)




TpeGoBaHMs K METOIOJIOTHYECKOMY Ka4ECTBY KIMHUKO-YKOHOMUYECKHUX MCCIICI0BAaHUM
JIEKApCTBEHHOTO MperapaTa U UCCIIEIOBAaHUN C UCTIOJIHb30BAHUEM aHau3a BIUSIHUS Ha
Oro/KETHI OI0KETHOM cucTeMbl Poccuiickoit deneparuun

1. MeTogomornyeckoe KaueCTBO KIIMHUKO-IPKOHOMUYECKUX HUCCIIETOBaHHM
JIEKaPCTBCHHBIX MPENApaTOB U aHAIHM3a BIUSHUS HA OFOKEThI OF0)KETHON CUCTEMBI
Poccutickoit deneparuu (nanee - O0KET) TPU3HACTCS YAOBIETBOPUTEIHHBIM MPH
COOJIIOJICHNH OJTHOBPEMEHHO TPeOOBAHUIA:

a) YKa3aHHBIX B IyHKTE 2, - JUISI KIIMHUKO-9KOHOMHUYECKUX MCCIICIOBAaHUI U aHAIH3a
BJIMSAHUA Ha OIOIKET;

0) YKa3aHHBIX B IIYHKTE 3, - IUIsI KIIMHUKO-9KOHOMHYECKUX UCCIICIOBAHUIA;
B) YKa3aHHBIX B IIYHKTE 4, - JJIs1 aHaJIM3a BIUSHUS Ha OIOJIKET.

2. B nensx ocyniecTBiieHUs: TpeOOBaHMI K KIIMHUKO-3KOHOMHYECKHM HCCIICAOBAHUSIM U
aHAIM3Y BIUSHUA HA OI0/KET HEOOXO0IMMO COOJI0IEHNUE CIASAYIOIIMX YCIOBUMA:

a) MpeJ/ICTaBICHUE PE3yJIbTATOB OTEYECTBEHHBIX UCCIIEI0BAaHUM;

0) COOTBETCTBUE IMOKA3aHUH K MPUMEHEHHIO TIPEJIaracMoro JICKapCTBEHHOTO TIperapara,
10 KOTOPBIM IIPOBOIMIACH KJIMHUKO-DKOHOMUYECKas OIICHKA U aHAJIU3 BIIUSHUS Ha
OFOJKET, MOKA3aHMM, COICPIKAIUMCS B MHCTPYKITUU 110 MEAUIIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO MperapaTa, a TakKe B Cliydae HAJIMUUS HECKOJIBKUX TMOKa3aHUN K
MIPUMEHEHHUIO - PEACTaBICHUE PE3YyJIbTATOB KIMHUKO-3KOHOMUYECKUX UCCIEAOBAHUHN U
aHaJIM3a BIUSHUS Ha OFOJKET MO BCEM MOKA3aHUAM JIMOO 1O MOKa3aHUSIM MPU
3a00JIeBaHUAX, XapAKTEPU3YIOLIUXCS HAanOOMbIIel 3a001eBa€MOCThI0, CMEPTHOCTBIO U
WHBaJIAIU3aIei;

B) MIPE/ICTABJICHHUE pacyeTa 3aTpaT Ha OCHOBAHUHM 1IEHBI HE HUXKE IICHBI, TUTAHUPYEMOH K
rOCyIapCTBEHHOM PErUCTPaLliM, a B CIIy4ae €CIIM LIeHa Ha IIpeiaraéMblil
JICKapCTBEHHBIN MpenapaT y»Ke 3aperucTpupoBaHa - HA OCHOBaHUU MPEIETbHON
OTITYyCKHOM 1I€HBI POU3BOIUTEINSI C yUETOM HaJ0aBOK, YCTAHOBICHHBIX
3aKoHoJaTenbcTBOM Poccuniickor denepannu;

T') OCYIIECTBIICHHE pacyeTa MPSIMbIX MEIUIIMHCKHUX 3aTPaT UCXOJIA U3 CPETHUX
HOPMAaTUBOB ()MHAHCOBBIX 3aTpaT HA EAMHUILY 00heMa METUITMHCKOM TOMOIITH,
YCTaHOBJICHHBIX MTPOTPAMMON TOCYIapCTBEHHBIX TapaHTHI OECTIATHOTO OKa3aHUs
rpakJaaHaM MEIMIMHCKON TOMOIIM Ha OYEPETHOM 'O/ U TUIAaHOBBIM NIEPUOL;

1) yKa3aHHUe B OTUeTe (CTaThe), IPEICTAaBICHHOM B COOTBETCTBUH C MOAIYHKTOM 5.2
npusnoxenus Ne 1 k [IpaBunam popMupoBaHus epedHelt JIeKapCTBEHHBIX MPEnapaToB
JUISL MEAUIIMHCKOTO MPUMEHEHNSI I MUHUMAJIBHOT'O aCCOPTUMEHTA JIEKAPCTBEHHBIX
[IpernapaToB, HEOOXOAUMBIX JUISI OKa3aHUsI MEIUIIMHCKOM MOMOIIH, YTBEPKACHHBIM
noctaHoBieHueM lIpaBurenscTBa Poccuiickoit @enepannn ot 28 arycra 2014 r. Ne 871



(I[anee - HpaBI/IJ'Ia), CCBIJIOK Ha MCITIOJIb30BAHHBIC HCTOYHHUKH I/IH(bOpMaI_II/II/I JUIA KaXKa0T0
3HaA4YCHUA HOKaSaTeHeﬁ, a TaKKC MMPUBCACHUC MCTOAUKHA paCUCTa,

€) MIPECTaBICHHUE MTPU NPOBEACHUN KIIMHUKO-3KOHOMHYECKHUX UCCIIEOBAHUN U aHAJIN3a
BIIUSIHUS Ha OIOJIKET C UCIOJIB30BaHUEM METO0B MaTeMaTH4YE€CKOI0 MOJIETUPOBAHUS B
cocTaBe OTYeTa (CTaThH), IPEICTABIECHHOIO B COOTBETCTBUU C IpuiiokeHneM Ne 1
[IpaBunam, niu B IpUIIOKEHUHU K HEMY MaTEMaTUYECKON MOJIEeNN, aAallTUPOBAHHON K
CUCTEME OTEUECTBEHHOIO 3/IpaBOOXPAHEHUS, C OIMCAHUEM METOIUKHU MOJEIUPOBAHNUS,
BKJIFOYAIOLIEH OMUCAaHUE CTPYKTYPbl MOJEIIH, OCHOBHBIX JOIYIIEHUN MOJEIIN € UX
000CHOBaHUEM, KITFOYEBBIX MTAPAMETPOB I PACYETOB, UICTOYHUKOB HH(POPMALIUHU O
3HAQUYEHMAX KJIIFOYEBBIX [TAPaMETPOB UIIM NIPUBEACHUE METOIUKHU pacyuera.

3. B mensx ocymiecTBieHUs: TpeOOBaHHA K KIIMHUKO-2KOHOMUYECKUM HCCIIETOBAHUSIM
He00X0UMO COOIIOICHUE CIEAYIOUINX YCIOBHI:

a) IpY HAJIMYMU 10 pe3ysibTaTaM KIMHUYECKUX UCCIIEeIOBAaHUN CTATUCTUYECKH 3HAYMMBbIX
paznmuunii o 3(pHEeKTUBHOCTH U (WITH) OE30MACHOCTH MEXTy MpeIaraeMbIM
JICKapCTBEHHBIM IIPENapaToM U IMpernapaToM CpaBHEHUs UCIOIb3YHOTCS METOAbI
COOTHOIIIEHUS 3aTpaTt 1 3(p(PEKTUBHOCTH WIIM COOTHOLICHHS 3aTPAT M MOJIE3HOCTH (TIPH
OTCYTCTBUM I10 pe3yJIbTaTaM KIMHUYECKUX UCCIIEIOBAaHUI CTATUCTUYECKU 3HAYMMBbIX
paznmaunii o 3 GEeKTHBHOCTH U (M) OE30TACHOCTH MEXKIY MpeIIaraeMbiM
JIEKapCTBEHHBIM IIPENapaToM U IpernapaToM CpaBHEHHSI HCHOJb3YETCs] METO
MUHUMU3ALMNU 3aTpar);

0) B KauecTBe Mpernapara CpaBHEHUSI UCIIOIb3YETCs JIEKapCTBEHHBIHN Mpenapar
(mpenapatbl), BKJIFOUEHHBIN B IIEpeUEHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB /Uil MEIUIIMHCKOTO IPUMEHEHNS (Jlasiee - epeyeHb) 1
MIPUMEHSIOIINICS B TEKYIIEH MPAKTUKE JICYECHHS MAllUEHTOB I10 TEM K€ NTOKAa3aHUsIM U B
TaKOW K€ KIIMHUYECKOW CUTYyallH, 4TO U IpeIaracMbli JI€KapCTBEHHBIN IIpenapar
(cpaBHEHUE C JIEKapCTBEHHBIMU IIperapaTaMy, He BKIIOYEHHBIMU B IIEpPEUYEHbD,
JIOTIYCKAeTCs IIPU OTCYTCTBHUHM B IIEPEYHE AIbTEPHATUB JUJIs CpaBHEHUs). ONTHUMaIbHOU
aIbTEpHATUBOM U1 CpaBHEHMUS sIBiIsieTCs Haubosee 3 (HEeKTUBHBIN U3 JIEKapCTBEHHBIX
[IpenaparoB, BKIOYEHHBIX B IIEPEYECHD U UCIIOJIB3YIOMIMUXCA 10 TEM K€ IIOKa3aHUIM U B
TaKOW K€ KIIMHWUYECKOW CUTYyalluy, 4TO U MpeJylaraeéMblil JJ€KapCTBEHHbIN npenapar. [Tpu
HAJIMYMH HECKOJIBKUX JIEKAPCTBEHHBIX MPENapaToB ¢ 0AMHAKOBOH 3(p(PEeKTHBHOCTHIO
ONTUMAJIbHON aJIbTEPHATUBOM I CPABHEHHUS SIBISIETCS] TOT U3 HUX, KOTOPBIN
XapaKTEPU3yeTCsl HAUMEHBIIEH CTOMMOCTBIO 3a IIEPUOJ JICYCHUS;

B) MPOU3BOJUTCS BBIOOP KPUTEPUEB OLIEHKHU 3(PPEKTUBHOCTHU JIEKAPCTBEHHOTO
npernapara, UCII0JIb30BAHHBIX MTPH MIPOBEIEHUN KIMHUKO-3KOHOMHYECKOTO
UCCIIEIOBaHMs HA OCHOBAHUHU PE3YJIbTATOB KIIMHUYECKUX HCCIIEI0BaHM,
MIPe/ICTaBICHHBIX B COOTBETCTBYIOLIEM MPEANIOKEHNH, YKa3aHHOM B myHKTe 13 [IpaBuu;

I') IPY ONUCAHUH PE3YJIbTATOB HCCIIEI0BAaHUS OTIEIbHO YKa3bIBAIOTCA:3aTpaThl Ha
IpeJularaeMblii JIEKapCTBEHHBIN IpenapaT 1 npemnapart (Ipernaparsl) CpaBHEHUS;IpyTrue
MpsiMble MEAUIIMHCKHE 3aTPaThl (€CIIN PACCUNTHIBATIUCH );[IPSIMble HEMETUIIUTHCKUE



3aTpathl (€CIU PACCUUTHIBAIIUCH );HETIPSMBIE (KOCBEHHBIE) 3aTPaThl (€CiIn
PacCcUnTHIBAIINCH);

1) pe3yJIbTaT aHaJIM3a MUHUMU3ALMU 3aTpaT MPEICTaBIISIETCS B BUIE Pa3HULIBI B
3arparax, 00yCJIOBJIEHHBIX IPUMEHEHUEM IIpeIaraeMoro JeKapCTBEHHOI' O penapara u
IpenapaTa CpaBHEHUS;

€) pe3yJIbTaT aHaJln3a COOTHOIIEHUS 3aTPaThl U 3(H(HEKTUBHOCTHU MPECTABIAETCS B
CITy4asix:eCiM Mpe/ylaraeMblii JJIeKapCTBEHHBIN MTpenapaT XapakTepu3yeTcst 0oJbInei
3(PEKTUBHOCTHIO M OOJIBIIICH CTOMMOCTBIO, YEM TIperapar CpaBHEHUS (B BUIC
COOTHOIIIEHUH "3aTpaThl WK d3PGEKTUBHOCTD" IS MIPEAIaraeMoro JIeKapCTBEHHOTO
rpernapaTa U rpernaparta CpaBHEHUS U MoKa3aTels npuparieHus 3h(GeKTUBHOCTH 3aTpat
(MHKpEeMEeHTHOTO ToKa3areys "3aTpaThl WK dPPEeKTUBHOCTD'" );eCIH MpeIaraeMblii
JIEKapCTBEHHBIN Mpernapar xapakrepusyeTcs 0oubliieii 3pPeKTUBHOCTIO U MEHBIIIEH
CTOMMOCTBIO, YeM Iperapar CpaBHEHHs (B BUJIC PA3HUIIBI B 3aTpaTax U pa3HUIIBI B

3¢ (HEeKTUBHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB);

) MIPOBOJIUTCSI aHAJIN3 YyBCTBUTEIBHOCTH PE3yIbTaTOB PACYETOB K M3MEHEHUAM
OCHOBHBIX UCXOJIHBIX ITAPAaMETPOB MOJIEIH, TAKUM KaK I[EHbI Ha JICKAPCTBECHHBIC
MpernapaThl U oKa3aTeNy KITMHUYeCKON 3((EeKTUBHOCTH.

4. B mensix ocymiecTBIICHUs TpeOOBaHMI K aHATTN3Y BIMSHUS HA OFODKET HEOOXOIUMO
COOJIIOJICHHE CIICAYIOUINX YCIOBUIL:

a) pacyeThl HEe YUUTHIBAIOT MPSIMbIE HEMEIULIMHCKIE U HETIpsIMble (KOCBEHHBIE) 3aTPAThI
(pu onucaHuU pe3yIbTaTOB OTJENBHO YKa3bIBAIOTCS 3aTPaThl HA JIEKAPCTBEHHYIO
TEpaIuo);

0) onTUMaNbHBINA BpEMEHHOH MepHo/1 aHAIM3a BIMAHUSA Ha OIO/IKET cocTaBisieT He Ooee
5 neT, IpHu 3TOM OTAEIBHO YKa3bIBAIOTCS PE3YJIbTaThl PACUETOB 3a 1-if ro1 mpruMeHeHUs
JIEKapCTBEHHOI'O IIpernapara;

B) XAPAKTCPUCTHUKU U YUCIICHHOCTDb IICJ'IGBOfI MOMMyJIAHUK MaIuEHTOB, KOTOPbIM
npeanojaracTesa NpuMEHCHUC MPEAJIaracMoro JCKAapCTBECHHOT'O IIPeIiapaTa ONpPEACIICHBI;

I') pe3y/bTaT aHaIM3a BIMSHUS Ha OIODKET MPE/ICTABIIACTCS B BUJE Pa3HUILIBI B IPSIMBIX
MEIUIMHCKUX 3aTpaTaxX MEeXy TeKyllel MpaKkTUKOH JiekapCTBEHHOU Tepanuu (6e3 yuera
BKJIFOYEHHUS B TIepeUeHb MPeIaraeMoro JIeKapcTBEHHOTo Ipernapara) U 0XKH1aeMOi
MPAKTUKOMH (C yueTOM BKIIIOUEHUS B IEpPEUYEHb MPEAJIaraeMoro JeKapCTBEHHOTO
mpernapara) 3a ykazaHHbII BpEMEHHOM Mepuo;

,Z[) AHaJIN3 YYBCTBUTCIIbHOCTU PE3YJILTATOB PACYCTOB K UBMCHCHHUAM OCHOBHBIX
HUCXOJHBIX IMapaMETPOB MOJCIIN, TAKUM KaK ICHBI Ha JICKAPCTBCHHLIC ITPEIIapaTbl U
YHUCJICHHOCTD HGHCBOﬁ NOMMyJIsINrUU MalMCHTOB, IIPOBCACH.



[Tpunoxenue Ne 6

K [IpaBunam popmupoBaHus nepeyHent
JIEKapCTBEHHBIX MPEMApaTOB

JUISL MEAUITUHCKOTO IPUMEHEHUS

Y MUHUMAJIbHOTO aCCOPTUMEHTA
JICKapPCTBEHHBIX MTPENapaToOB, HEOOXOIUMBIX
JUTSI OKa3aHUs MEIUIIMHCKOM ITOMOIIH
(B penakiuu, BBeIEHHOM B ACCTBUE

¢ 9 Hos6ps 2018 rona
rocraHoByicHueM IlpaBuTelbcTBa
Poccuiickoit ®eaepanun

oT 29 okts16pst 2018 roma Ne 1283. -
CM. IpeapIIyIyo peaakiuio)

I/IHTCFpaHBHBIe IIKAJIBI KOMIUIEKCHOM OLCHKHU JICKAPCTBCHHOI'O IIpCIIapara

[ITkana ouEeHKN yPOBHEN JOKA3aTEIbHOCTH PE3YJIbTATOB KIMHUYECKUX UCCIIEA0BAHUM

1
JIEKapCTBEHHBIX IIPENapaToB

XapakTepucTrKa UCCIIEIOBAaHUN YpoBeHb [Ixana
JI0Ka3aTeIbHOCTH OLIEHKHU
pe3yIbTaTOB (6amnoB)
Cuctematnueckue 0030pbl U METa-aHAINU3bI I 10
PannoMHU3MpOBaHHBIE CIIETIbIE KIMHUYECKHE I 9
WCCIIEIOBAHHS
PannioMn3upoBaHHbBIE OTKPBITHIE I 8
KIIMHUYECKHUE UCCIIE0BAHUS
CereBoil MeTa-aHaU3 (B TOM YUCIIE Il 7
HETPSIMbIE CPAaBHEHHSI U CMEIIIaHHbIE
CpaBHEHU)
Koroprasle uccienosanus v 6
HccnenoBanus "ciy4yaii-KOHTPOIb" \Y 5
Onucanue ciay4yacB U CEpUU CITy4acB Vi 4
MHeHue 3KcnepToB Vil 3

[[Ixana oreHKN ypoBHEH YOS TUTEIFHOCTH I0KA3aTEIbCTB KIMHUYECKUX UCCIICTOBAHUN

2
JIEKapCTBEHHBIX MpenapaToB ()

YpoBeHb XapakTeprucTHKA MOKa3aTest [IIxana
y0eauTenbHOCTH OLICHKHU
JI0KAa3aTeIbCTB (6anioB)




JIOKa3aTeNIbCTBA YO IUTEIbHBI: 3

HUMEIOTCS BECKHE JI0KA3aTeIbCTBA IIPEIJIaracMoro
YTBEPXKICHUS

OTHOCHUTEJIbHAS YOSAUTEIIbHOCTh JJOKA3aTeNIbCTB: 2

MMEIOTCS AOCTAaTOYHBIE JOKA3aTEIbCTBA B II0JIB3Y TOIO,
YTOOBI PEKOMEHI0BATh MIPE/II0KEHHBIN JIEKaPCTBEHHbBIN
npenapar JUisl BKIIOUSHHs (MCKIIIOUEHUS) B
COOTBETCTBYIOLIUHI IIEPEUEHD JIEKAPCTBEHHBIX
npenaparoB (K3 MepeyHs)

JOCTAaTOYHBIX A0KA3aTCJIIbCTB HCT: UMCIOIIUXCS 1

J0Ka3aTCJIbCTB HCAOCTATOYHO JJIA BBIHCCCHU A
PEKOMEHAAINH, HO pCKOMEHAAIIMU MOT'YT OBITh JaHbI C
Y4€TOM HMHBIX 00CTOATEILCTB

I/IHTerpaJ'IBHaSI KOJINYCCTBCHHAA OLCHKA Ka4CCTBa KIMHHUYCCKOI'O UCCICA0BaHUA

JICKApCTBCHHOTO IIplIiapara

XapakTepucTUKa YpoBeHb YpoBeHb OO1as oeHka
UCCJIEIOBAHUS JTIOKA3aTeJIbHOCTH || yOeAUTEIIbHOCTH HCCTIEI0BAHUS
JTAHHBIX JI0Ka3aTeIbCTB (6amnoB)
Cucremaruueckuii 0030p I A omnpeaesieTcs Kak
PaHIOMHU3UPOBAHHBIX MPOU3BEICHUE OIICHKU
KIIMHUYECKUX UCCIIeTOBAHUS
UCCIEeI0OBaHMUI U MeTa- (6anoB) ypoBHA
.3 0Ka3aTeJIbHOCTU
aHAJIN3 C HU3KOW  WJTH a
4 JAHHBIX U OT[CHKU
cpenHeir ( )BEpPOATHOCTHIO HCCIIeIOBaHUS
OIHOO0K
PannomusupoBanusie I A (6ansioB) ypoBHA
KIIMHUYECKHE yOeIUTENTbHOCTH
L2 J0KA3aTeIIbCTB
HCCIEA0BaHUS C HU3KOU
L4
WJIU CpeJTHEn
BEPOSTHOCTHIO OIIMOOK
CereBoil MeTa-aHanus (B Il A
TOM YHCJIC HETIPSIMBIE
CpPaBHEHHUS U CMEIIIaHHBIE
B
CpPaBHEHHUS) C HU3KOH WU
.4
cpenHeil ( )BepOsSITHOCTBIO
onoOoK
KoroptHble uccnenoanus v B

T
C HU3KON ( )uiu

N
CpCaHCH BCPOSATHOCTBIO



[0)1185(310) 4

Uccnenosanus "cioyyaii- Vv

L3
KOHTPOJIb" ¢ HU3KOW  WJIH

.4
Cp€AHEN BEPOATHOCTBIO

[0)1185(310) 4

Onucanue ciaydaeB, cepuit VI

CIIy4yaes
MHeHue 3KcnepToB

Vil

Uccnenosanus 1r000ro HTHI

IU3aliHa ¢ BLICOKOH

a
BEPOSTHOCTHIO OLIMOOK
(HM3KOTO METOAMYECKOIO

KadecTBa)

IVVVIVII

CCC

CCCC

Htorosas HHTCIrpajibHasA KOJIMYCCTBCHHAA OLICHKA KaY€CTBA KIMHUYCCKOI'O

UCCIIEIOBaHMs JIEKAPCTBEHHOTO MIpernapaTa:He MeHee 18 - 1715 pekoMeHaauu K
BKJIIOUEHUIO JICKAPCTBEHHOTO Mpernapara;He MmeHee 12 - s peKOMEeHJaIuH K

BKIIFOUCHHUIO OJISA opcbaHHoro JICKApCTBCHHOI'O IIpCIiapara.

KonnyecTBeHHas OLICHKAa 9(1)(1)CKTI/IBHOCTI/I IMPUMCHCHUA JICKAPCTBCHHOI'O IIpC€IIapara B
paMKax KIMHUYCCKUX HCCJICIOBaHUMN

HanmenoBanue Onenka cTenenu JlocTrkeHue 1es1eBoro [Ixamna
KpUTEPHUSI OLICHKU JIOCTUKEHUS 11EJIEBOTO pe3yJsibTarta ¢ y4eTomM OLIEHKH
3(pEKTUBHOCTH pe3yJsbTara ¢ y4eToM npeumyuiecTsa nepesx || (6amion)
MPEUMYLIECTBA 10 Tepanuen npemnapaTamu
CPaBHEHHUIO C TEpANHEn CpaBHEHUs (IIPOLIEHTOB)
npernapaTamMy CpaBHEHUS
Hampuwmep, TIOJTHOCTBIO JIOCTHTHYT 100 10
KpUTEpUI: L(E€JIEBOM pe3yJIbTaT
CHIDKEHUE YpOBHS  (BbICOKasi 3()EKTUBHOCTD)
apTepHaIbHOTO
JABJICHUS 110 YaCTUYHO JOCTUTHYT =90 9
L[EJIEBOI0 3HAYEHUS LIEJIeBOU pe3ybTaT (CpenHss
3¢ (HEeKTUBHOCTB)
=80 8
=70 7
Z6 6
Z50 5
Z40 4



=30 3
Z20 2
Z10 1

HE JIOCTUTHYT LIEJIEBOM 0

pe3ysbTaT (HU3Kast

3¢ (HEeKTHBHOCTH WIIN

OTCyTCTBHE d3(PPEKTUBHOCTH)

Hroro cpennsis oneHka 3 (HEKTUBHOCTH (OTHOIIICHUE CYMMBI OAJIJIOB 110

KaX/I0MY KpUTEpHIO 3(P(PEKTUBHOCTH K KOJIMYECTBY KPUTEPUEB)

KonuuecTBenHas orneHka 0€30MacHOCTH MPUMEHEHUS JIEKAPCTBEHHOTO MIpenapara B
pamMKax KIMHUYECKUX UCCIIeI0BaHUN

OueHka ypoBHs Hucno ciryyaes O1enka Becosoii
0e30MacHOCTH 0OOYHBIX JEHCTBUI (6amoB) K03 (ppunreHT

JIEKapCTBEHHOTO TIpernapara (TIpoI1IEHTOB)
[ToGouHbIC TeliCTBHS 0 0 0
OTCYTCTBYIOT
[ToOounEbIe neiicTBUS =10 -1 0,25
JIETKOM CTENeHU

=20 -1

=30 -1

=40 -2

=50 -2

Z60 -3

=70 -3

=80 -3

Z90 -4

100 -4
IToGouHbIe nEeHCTBUS =10 -2 0,5
CpeIHel CTerneHu

=20 -2

230 -3

=40 -3

=50 -4

=60 -4

=70 -5

=8 -5



Z90 -6

100 -6
[ToGouHbIEC HEHCTBHS =10 -4 1
TSKEIION CTCIICHH -
COCTOSIHUSI, PO/JICBAIOIINE
HaXOXICHUE
MalMeHTa B CTallHOHAPE =20 -4
WJTU TIPEJICTaBIIAIOINE
YIpo3y ISl )KU3HU
=30 -5
=40 -5
=50 -6
Z60 -6
= -7
=80 -8
= -9
100 -10
Hroro OIICHKA YPOBHSI 0€30MacCHOCTH (CyMMa MpPOU3BEICHUIN

CpeIHHX 0aIOB O KaXXOMY YPOBHIO 0€30MaCHOCTH
JICKApCTBEHHOTO Mperapara u COOTBETCTBYIOIIETO BECOBOTO

Ko dunmeHTa)
KonnuecTBeHHas olieHKa JOMOIHUTEIBHON TEParieBTUYECKON IEHHOCTH JIEKapCTBEHHOTO
npenapara
HanmenoBanue kputepus JONOITHUTEIBHON Pesynprar onenku [Ixana
TEepaneBTUYECKON LIEHHOCTH OLIEHKH (0asn)

1. KpaTHOCTh IpHEMa COKpAIIEHHE KPaTHOCTH +2
npuemMa
COXpaHEHHE KPaTHOCTHU 0
npueMa
YBEJIIMUEHUE KPATHOCTH -2
npruemMa

2. HoBbIli MEXaHHU3M JIEUCTBUS HMEET KIIMHUYECKNE +2
MIpeUMyLIECTBA
HE UMEET KIIMHUYECKUX 0
MIPEUMYIIECTB

[IIkana OLIEHKH CTOMMOCTH Kypca (ro/1a) JiedeHHsl JIEKapCTBEHHBIM IIpernapaToM



Pesyinbrar onienku IIpouent [Ixana

OTKJIOHEHUS OLICHKH
(Gamn)
1. CroumocTh Kypca WiH roJJOBOTO JeueHus npepiaraembiM  6osee 200t 10 +2+1
JIEKapCTBEHHBIM MpErapaToM HUXKE, Y4eM CTOMMOCTh 1o 20
JIeUeHHUs TIPeTapaToM CpaBHEHUS
2. CTOMMOCTB Kypca WM TOJJ0BOTO JICUECHUS MpeIiaraeMbIM 1o 10 0
JIEKapCTBEHHBIM MpPErapaToM COMOCTaBUMa CO
CTOMMOCTBIO JICUEHUS TIPETapaToM CPaBHEHUS
3. CtoumocTh Kypca WiIH FOJJOBOTO JICUCHUS MpeIIaraeMbiM ot 10 o -1-2
JICKaPCTBEHHBIM IIPENapaToM BbIIIE, YEM CTOMMOCTh 2060mee 20
JIeYEHHUsI TIPETIapaToM CPaBHEHUS
. 14
[Ikana KIMHUKO-KOHOMUYECKOW OLIEHKH JIeKapcTBEHHOTO mpernapara ()
Pesynprar onenku IIponient [Ixama
OTKJIOHEHUS OIICHKHU
(6amm)
1. Knuandeckas 3¢(HEKTUBHOCTD MPEAJIaracMoro 6omnee 600t 40 +
JICKapCTBEHHOTO TIperapara cTaTucTiuuecku 3Haqumo 110 60ot 20 no  10+9+8+7
10 o 4001 10 mo 20
BHIIIIE  KIWHUYECKOU 3()()eKTUBHOCTH Mpernapara
CpPaBHEHHS, IIPH TOM IIPUMEHEHHE JIEKAPCTBEHHOTO
npernapara XxapakTepu3yeTcss MEHbIIMMU 3aTpaTaMH,
4yeM MIPUMEHEHHE MpernapaTa CpaBHEHUs
2. Knunndeckas 3(GeKTUBHOCTb MPeJIaraeMoro 1o 10 +6

JICKApPCTBCHHOTO Iperiapata CTaTUCTUYCCKU 3HAYUMO

Bmmem KJIMHUYecKol 3((heKTUBHOCTH Mpernapara
CPaBHEHHSI, TPU 3TOM IIPUMEHEHHE JIEKAPCTBEHHOT O
Ipernapara XapakTepu3yeTcsl HECYIECTBEHHBIMU
pa3IUUMSIMU € 3aTpaTaMM Ha IPUMEHEHHUE Ipernapara
CPaBHEHHUS

3. Knuauueckast 3¢(peKTUBHOCTh MpeAIaracMoro - -
JIEKapCTBEHHOTO Mpernapara colmocTaBuMa
KJIMHUYECKON 2P PEeKTUBHOCTH IpernapaTa CpaBHEHUS

11
(CTaTI/ICTI/IquKH 3HAYUMBIC Pa3JIndusgd OTCYTCTBYIOT )

3.1. npuMeHeHne JIeKapcTBEHHOTO TIpenapaTa oomee 600t 40 +8+6+4+2
XapaKTEepU3yeTCsl MEHBILIMMU 3aTpaTaMu, YeM 1o 60ot 20 no
IIPUMEHEHNE ITpenapaTa CPaBHEHUS 400t 10 mo 20

3.2. npuMeHeHHe JIEKapCTBEHHOTO TIpernapaTa 1o 10 0

XapaKTCPU3YCTCA HCCYIICCTBCHHBIMU Pa3JINYHUAMU C
3aTpaTaMHy Ha IIPUMEHCHUC ITPEIIapaTa CpaBHCHUA

3.3. mpuMeHeHHne JIEKapCTBEHHOTO TIpenapaTa or 10 mo 20or  -2-4-6-8



4.1.

4.2.

4.3.

XapaKTEPU3YETCsl OOJBITUMU 3aTpaTaMu, YeM 20 o 400t 40
IIPUMEHEHUE IIperapara CpaBHEHUSI 1o 606o0nee 60

Knuanyeckast 3¢(eKTHBHOCTH MpeAIaraeMoro JISKapCTBEHHOTO Mpernapara

10 .
CTAaTHCTUYECKU 3HAYMMO BBIIIIE  KIMHUYECKOU 3(h(HEeKTHBHOCTH Mpernapara
CpaBHEHUS, [IPY 3TOM IIPUMEHEHHUE JIEKAPCTBEHHOI'0 IIpenapaTa XxapakTepu3yercs

12
OOJILIITMMU 3aTpaTaMu, YeM MPUMEHEHHUE TIperapaTa CpaBHEHUS
MHKPEMEHTHBIN MOKa3aTelb "3aTpaThl MU 6onee 600t 40
s dexTuBHOCTD" IS TpeIaraeMoro jgekapcTBennoro 1o 60ot 20 mo
Ipernapara HUKe, 4eM UHKPEMEHTHBIH 110Ka3aTeib 400t 10 0 20

"3aTparhl WK 3)PEeKTUBHOCTD" MTpenapara CpaBHEHHS

MHKPEMEHTHBIN MoKa3aTeib "'3aTpaThl WU 10 10
3¢ (HEeKTHBHOCTE" MPEIaraeMoro JICKapCTBEHHOTO

mpernapaTa COoCTaBUM C MHKPEMEHTHBIM MOKa3aTeleM

"3arpatrhl WK Y3PPEKTHBHOCTH" TpenapaTa CpaBHEHUS

MHKPEMEHTHBIN MOKa3aTelb ""3aTpaThl U 6onee 600t 40
3¢ PeKTUBHOCTR" TIpeAsIaracMoro JICKapCTBEHHOTO 1o 60ot 20 10
Ipernapara BblIlIe HHKPEMEHTHOIO I10Ka3aTes 400t 10 o 20

"3aTparhl WK 3PPEKTUBHOCTD" TIpenapara CpaBHCHHS

Kinnanueckas 3¢ heKTUBHOCTH IPEIIaracMoro oomnee 600t 40
JIEKapCTBEHHOI'0 IIperapara cTaTUCTUUeCKH 3HauumMo 110 60ot 20 1o

10 . 4001 10 mo 20
HUOKE  KJIMHHYECKOU 3D (PeKTHBHOCTH Ipernapara

CpaBHEHUs, IIPU ITOM IIPUMEHEHHUE JIEKAPCTBEHHOIO
npenapara XapakTepu3yeTcss MEHBIINMHU 3aTPaTaMy,
4yeM IIPUMEHEHUE IIpenapara CpaBHEHUS

Knunnueckast 3 pexTHBHOCTD IpeiaraeMoro 1o 10
JIEKapCTBEHHOTO Mpernapara CTaTUCTUYECKH 3HAYUMO

HIDKE  KJIMHHUYecKoH 3¢ (ekTuBHOCTH Mpenapara
CPaBHEHHsI, IIPU 3TOM 3aTpaThl HA IPUMEHEHUE
JIEKapCTBEHHOTI'0 IIperapara XapakTepu3yrTCs
HECYIIECTBEHHBIMU PA3JIMYUSAMU 10 CPABHEHUIO C
3aTpaTaMu Ha IpenapaTr CpaBHEHHUs

Knuanueckast 3¢ (eKTHBHOCTH MpeaIaracMoro ot 10 no 200t
JIEKapCTBEHHOI' 0 Ipernapara craTuctuuecku 3Hauumo 20 o 400t 40
1o 606o1ee 60

HI/I)Kem KIMHUYECKON 3 (eKTUBHOCTH Npenapara
CPaBHEHHSI, ITPU 3TOM NIPUMEHEHHE JIEKaPCTBEHHOTO
npernapara xapakTepusyeTcst 00JIbIINMH 3aTpaTaMu 110
CPaBHEHHUIO C 3aTpaTaMM Ha IpernapaT CpaBHEHUS

+9+8+7+6

+5

+1+2+3+4

+10-1-2

-4-5-6-7

[[Ixana o1eHKU BIUSHUS JIEKAPCTBEHHOTO MIpenapara Ha 010 KeThI OO KETHON CHCTEMBI

Poccuiickoit @enepanyun



Pesyinbrar onienku IIponent [Ixana

OTKJIOHEHUS OLICHKHU
. (6amm)
1. IlpumeHeHune TpeIaracMoro JeKapCTBEHHOTO 6omnee 60ot 40 o  +8+6+4+2
npenapara NpUBOAUT K CHUKEHUIO TTPSMbBIX 60ot 20 1o 400t 10
13 10 20
MEIUIIMHCKUX 3aTpaT
2. [IpuMeHeHue mpejraraeéMoro JeKapcTBEHHOTO 10 10 +1
npenapara npuBOJIUT K HECYILIECTBEHHOMY
13
M3MCHEHHMIO MPSIMBIX MEIUIIMHCKHUX 3aTpaT  (
)
3. [IpumeHeHue npeIaraeMoro JeKapcTBEHHOTO ot 10 no 2001 20 no  0-1-2-4
npenapara NpuBOJIUT K YBEIUUEHUIO MTPSMBIX 400t 40 mo 60601€C
13 60

MCAUIHUHCKHUX 3aTpar

[IIxana KOJIMYEeCTBEHHON OIIEHKH JTOTIOJHUTEIbHBIX JAaHHBIX O JIEKAPCTBEHHOM
npernapare

Kpurepuu onenku Pesynbrar onenku [Ixana
OLICHKHU
(6amm)

Heo0xoaumMocTh IpUMEHEHUS JlaHEeT +20
JIEKapCTBEHHOTO Mpernapara JJis
JTUATHOCTUKH, TPODUIAKTHKH, JICUCHUS
WM peaObuITUTAINK NIPH OKa3aHUH
MEIHUIIMHCKON TOMOIIM B CIy4dae
3a00JIeBaHUM M COCTOSIHUM,
peo0diajatonnX B CTPYKType
3a0051eBa€MOCTH U CMEPTHOCTH
rpaxaaH Pocculickon @enepanuu, Ha
OCHOBAaHMUH JAHHBIX TOCYAAPCTBEHHOTO
CTaTUCTUYECKOTO HAOIIOACHUS

Hanuuue 3aperncrpupoBaHHBIX B JTaHET +10
Poccutickoit denepanun

BOCITPOM3BEICHHBIX JIEKAPCTBEHHBIX

IIpenaparoB

Hanuune nekapcTBeHHOro0 npenapara B HeT/a 0+1
IIEPEYHE CTPATErNYEeCKN 3HAYUMBIX

JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJICTBO

KOTOPBIX JOJKHO OBITH 0O€CTeueHo Ha

tepputopun Poccuiickor denepannu,

YTBEPKACHHOM PacCIOpsHKEHUEM

IIpaBurenscrBa Poccuiickoit

®enepanun ot 6 urosst 2010 r. Ne 1141-



p

Hanuuue nekapcTBeHHOrO0 npenapara B
MEePEYHSX JIEKAPCTBEHHBIX IIPENapaToB,
(uHAHCUPYEMBIX 3a CUET CPECTB
OroKeTOB CyOBeKTOB Poccuiickoii
denepanuu

Hanuuue npousBoacTBa (J0KaIu3a1us)
JIEKaApCTBEHHOTO Mperapara Ha
tepputopun Poccuiickoit denepannu

HeTaa 0+1

HETBTOPUYHASI YITAKOBKA U (WJIH ) 0+1
BBIITYCKAIOIINKA KOHTPOJIb KauecTBa -
na
BTOPHYHAsI YIIAaKOBKA U (WIIH) +2
BBIITYCKAIOIIUN KOHTPOJIb Ka4ecTBa
NPU HATMYHHU 3aKITFOYEHHOTO
CTEUATBHOTO HHBECTHIIMOHHOTO
KOHTpaKTa, MPEII0IararoIero
co3nanue B Poccuiickoit @enepanyu
IIPOM3BOJICTBA TOTOBOM
JIEKapCTBEHHOM ()OpMBI, BKIItOYast
MIPOM3BOJICTBO (hapMaIeBTHUECKON
cyOcranuuu, - 1a

MepBUYHAs U BTOPUYHAS YIIAKOBKA, +2
BBIITYCKAOIIUA KOHTPOJIb KauecTBa -
Ia
MepBUYHAsI U BTOPUYHAS YIIAKOBKA, +3
BBIITYCKAIOIINI KOHTPOJIb Ka4eCTBa
MIPU HATMYWHU 3aKITFOYEHHOTO
CIIEIIUAIFBHOT'0 MHBECTUIHOHHOTO
KOHTPAKTA, MPE/IOIaratonero
coznanue B Poccuiickoit deneparuu
MIPOU3BOJICTBA TOTOBOM
JIEKapCTBEHHOU (OPMBI, BKIIIOUAsI
MPOU3BOJICTBO (hapMaIleBTUUECKON
cyOcTaHIuy, - 1a
BCE€ CTaJUU IPOU3BOCTBA, BKItOUAs +4
IIPOU3BOJCTBO T'OTOBOU
neKapcTBeHHOH GopMel (€3
MPOU3BOJICTBA (DApMaIIEBTHIECKOM
cyOcTaHIum), - 1a

BCE CTaIMU IPOM3BOJICTBA, BKIIOYAS +5
MPOU3BOACTBO TOTOBOM
JexapcTBeHHOH popmsl (6€3
MIPOU3BOJICTBA (papMaIeBTUIECKOM
cyOCTaHINM), TPU HATTHYUHU
3aKITFOYCHHOTO CIEIHaTBLHOTO
MHBECTULIMOHHOTO KOHTPAKTa,
MPEIOJIAraroIIero Co3IaHke B



Poccuiickoit deneparuu
IIPOU3BOJICTBA TOTOBOM
JIEKapCTBEHHOMN (DOPMBI, BKITFOYAS
MIPOU3BOJICTBO (papMarieBTUIECKON
cyOcraHnuw, - 1a

BCE€ CTaJIMU ITPOU3BOICTBA, BKIIOYAS +7
IIPOU3BOJCTBO F'OTOBOU
JIEKapCTBEHHOU (DOPMBI U
MIPOU3BOJICTBO (papMarieBTUIECKON
cyOcraHnuw, - 1a

HTorosas olieHKa NPOYUX JAAHHBIX 110 MPEATIOKEHUIO (HE MeHee +2 I peKOMEHAALUHU K
BKJIFOUEHHMIO JJIs1 Op(haHHOTO JIEKapCTBEHHOT'O Iperapara; He MeHee +4 11
PEKOMEHAALNY K BKIFOUEHHIO OCTAJIbHBIX JIEKAPCTBEHHBIX IIPENapaToB ¢ y4eTOM OalioB,
BBICTABJICHHBIX IVIABHBIM BHELITATHBIM CIIELIMAINCTOM MUHHUCTEPCTBA 3(paBOOXPAHEHUS
Poccuiickoit @enepaunu B nyHkre 10 Hay4yHO 0OOCHOBAaHHBIX PEKOMEHAALUH,
NpUBEACHHBIX B IpuiioskeHuu Ne 9 k IIpaBunam ¢popmupoBanus nepeuHeit
JIEKapCTBEHHBIX NIPENApaTOB JUIs MEAULUHCKOTO IPUMEHEHUS 1 MUHUMAJIbHOTO
ACCOPTUMEHTA JIEKAPCTBEHHBIX MPEMapaToB, HEOOXOAMMBIX JJISl OKa3aHUsI METUIIMHCKON

MIOMOIIIH, YTBEP>KICHHBIM 1ocTaHoBiieHHeM [IpaBurensctBa Poccuiickoit @enepannu ot
28 aBrycra 2014 1. Ne 871).

YPOBCHB AO0Ka3aTCJIbHOCTU PE3YJIbTATOB KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ IMPUMCHSACTCA
JJIA (bOpMaHLHOﬁ OLICHKH Ka4y€CTBa OTACIIbHOI'O KIIMHNYCCKOI'O UCCIICA0OBAaHMA
JICKApCTBCHHOT'O IIpCIiapara. Knuandecknx ucciieJ0BaHui OJTHOTO JICKApCTBCHHOT'O
Ipemnapara MOXET OBITh HECKOJIBKO, 1 YPOBHHU UX JOKA3aTCIIbHOCTH B 3aBUCHUMOCTHU OT

nu3aifHa KJIMHUYECKOTO HCCIEA0BaHUS MOTYT ObITh Pa3INYHBI. : YpoBeHb
yOeIUTEIPHOCTH JI0Ka3aTeIbCTB 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MTPEIapaTOB
MPUMEHSIETCS MTPH OIIEHKE COBOKYITHOCTH MCCIIEOBAHUHI OJHOTO U TOTO XKe
JeKapCcTBEHHOTO npernapaTa. OcyiecTBisieTcs 00001eHne JaHHBIX 00 YPOBHSIX
JI0Ka3aTENbHOCTH OTAETBHBIX UCCIEAOBAHUN PA3IMYHOTO KauecTBa M MPUCBAUBACTCS

OJIMH U3 3 ypOoBHEN y6eI[I/ITeJH>HOCTI/I.3 Huskas BeposSsTHOCTb OIMOOK MIPHUCBAaUBAETCs
crucTeMaTHYecKM 0030paM WM MeTa-aHajau3aM MpH COOII0I€HUN OHOBPEMEHHO
CJIEAYIOLIMX YCIOBUI:MIOUCK ¥ OTOOp paOOT BBIIIOIHEH ABYMs WU Oojiee
HCCIIEI0BATEISAMU; ISl IOMCKA JINTEPATyPbl UCIIOIb30BAIMCH KaK MUHUMYM 2
ANEKTpOHHBIE OuOIHOorpaduueckue 06a3bl JaHHBIX;IpEACTaBIeHa HHPOPMAIIHUS O
KOJINYECTBE BKJIIOUEHHBIX U UCKIIIOUEHHBIX PA0OT C yKa3aHUEM MPUUUH

. 4
UCKJIIOUEHUS; IIPECTABIICHA XapaKTEPUCTHKA BKIFOUEHHBIX uccienoBanuil. Cpenssisa
BEPOSITHOCTH OIIMOOK MPUCBAUBACTCS UCCIIEIOBAHMAM JF000T0 Tn3aiiHa B ciydae
OTCYTCTBHS HH(QOPMAIIK UM HETOCTATOYHOCTH HH(OpMaLIUY 10 OAHOMY UJIH Oolee

YCIJIOBUAM OLICHKHU BEPOATHOCTH BO3SHUKHOBCHUSA OIINOOK. 2 Hwuskas BEPOATHOCTH
OLIMOOK paHI0MHU3UPOBAHHBIM KITMHUUYECKUM HUCCIIEOBAHUAM ITPUCBAUBACTCS MIPH
COOJIFOJICHUH OJTHOBPEMEHHO CIIEAYIOIUX YCIOBUN: PAHJOMHU3AIUs IPOBOANIACE HA
OCHOBE CIIy4aliHOH MOCJIEI0BAaTENIbHOCTH YUCEIl, TEHEPUPYEMON
KOMITbIOTEpOM; " ocrieruieHre" OblIo 3asBJICHO WM OTCYTCTBHUE "OCNEIUIeHHUs" He MOTJIO
MOBIUATH Ha 2(PPEKT BMEIIaTeIbCTBA (€C/IM U3yYaeMblil B UCCIIEI0BAaHUH MTEPBUYHBIN



kputepuit 3¢ HEKTUBHOCTH WM 0€30MMaCHOCTH SBIISICS 0ObEKTUBHBIM );10J1s TTAIIUCHTOB,
BBIOBIBIINX U3 UCCIIEIOBaHUS, COCTaBIIa MeHee 20 MPOIEHTOB WIIM U3yYaJiCs aHATTN3
BpPEMEHHU JI0 COOBITHs (HarpuMep, o0I1asi BLDKUBAEMOCTbh, BBDKUBACMOCTh 0€3
MIPOrPECCUPOBAHUS U JIP. );IPEACTABICHBI PE3yIbTATHI [0 BCEM 3aIUIAHUPOBAHHBIM JIJIS

U3y4eHUs KpuTepusiM 3(p(HEeKTUBHOCTH B OE30MaCHOCTH. d Huzkas BepossTHOCTB OLIMOOK
CEeTEBbIX METa-aHaJIM30B (B TOM YHCIIC HETIPSIMBIX CPABHEHUI U CMEIIaHHBIX CPABHEHHIA)
IIPUCBAMBACTCS P COOIIOICHUU OJTHOBPEMEHHO CIIEIYIOIINX YCIOBHUI:B CETEBOH MeTa-
aHanu3 (B TOM YHCJIe HENPSAMOE CPAaBHEHUE U CMEIIAaHHOE CPABHEHNE) BKIIFOUCHBI TOJIBKO
PaHIOMH3HPOBAaHHbIE KJIMHUYECKHE UCCIEOBAHMS MITH METa-aHATIH3bI
PaHIOMHU3UPOBAHHBIX KIMHUYECKUX MCCIIEAOBAHMI;XapaKTEPUCTHKH TTOMYIISIINH,
BMEIIATENbCTB U OOIET0 KOHTPOJIS COMOCTABUMBI;IIPEICTABICHO IPaUuecKoe HITH
TaOJIMYHOE ONMCAHHUE CETH J0Ka3aTeNbCTB;IPUBEICHBI PE3yIbTAThI OTIEIbHBIX
UCCIICIOBaHMI, BKIIIOYCHHBIX B CETEBOM MeTa-aHalI3 (B TOM YHCJIe HENPSIMOE CPaBHEHHUE

U CMEUIaHHOE CPABHEHUE). 7 Huskas BeposSTHOCTb OIMOOK KOTOPTHBIM HCCIIEIOBAHUAM
MIPUCBAUBAETCS IPU COOJIIOIEHUN OJTHOBPEMEHHO CIIEAYIOLIUX YCIOBUN:KOrOpTa
SBJIACTCS PENPE3CHTATUBHOM 110 OTHOLLEHUIO K N3y4aeMOH MOIYJIALNN; U3ydaeMble
KOTOPTBI OTOOpaHBI M3 OJHOM U TOH K€ MOMYJISIIIUN;TOITBEPKIACHO OTCYTCTBUE
UHTEpeCyIoUIero Kputepust 3 (HeKTUBHOCTH UM O€3011aCHOCTH B Hayaje
ucciefoBaHus;KpuTepun 3G PpeKTHBHOCTH MM 0€30ITaCHOCTH OLIEHUBAIUCH C TIOMOIIBIO
HE3aBUCHMOM OLIEHKH (B TOM YHUCJIE C OCJIEIUIEHUEM) HIIH HCII0JIb30BAJINCH CBEICHUS O

MalKueHTax u3 0a3 TaHHBIX (PETUCTPOB). : Hwu3zkast BeposTHOCTB OIMOOK HCCEA0OBAHUAM
"cIy4ail-KOHTpOJb" MPUCBANBAECTCS MPU COOIIOACHUN OTHOBPEMEHHO CIIEAYIOLIUX
ycioBui:rpynna "ciy4aeB" sSBISETCS penpe3eHTaTUBHOM;rpynna "KoHTposei"”
oTOMpanack U3 TOU e MOMYJISAIUH, YTO U Tpyma "ciydaeB" ;IOATBEPKICHO OTCYTCTBUE
MHTEpECYIONIero Kpurepus 3pPexTUBHOCTH WM O€30MaCHOCTH B Havyaje
HCCIeIOBaHUS ; KpUTepr dPGEKTUBHOCTH WU 0€30MaCHOCTH OLIEHUBAIUCH C MTIOMOIIBIO
HE3aBHUCHUMOM OIICHKHU (B TOM YHCIIE C OCTEIIICHUEM ) HJIM UCTIOIh30BAIIUCH CBEJICHUS O

g
nanueHTax u3 6a3 JaHHbIX (perucTpoB).  BbIcokast BEpOSTHOCTh OIIMOOK
UCCIIEIOBAaHMSIM JTF000T0 TU3aiiHa IPUCBAUBAETCS B CIIydae HECOOIIOAEHUS OHOTO WU

o 10
0oJ1ee yCcIIOBUI OLIEHKH BEPOSITHOCTH BO3HUKHOBEHUS omnOoK.  [Ipu onenke
CTaTUCTUUYECKON 3HAUMMOCTH pa3ianuuil B 3()()eKTUBHOCTH JIOBEPUTEIbHBII HHTEPBaAI HE
BKJItOUaeT | (1711 OTHOCUTENIBLHOTO PUCKA, OTHOILIEHUS IIIAHCOB, OTHOILIEHUS YTPO3) U

. 11 .
(wnn) mokazaTenb craructTuueckon 3Haunmoctu P<0,05. " Ilpu olieHKe CTaTUCTHYECKOM
3HAYUMOCTHU paziuduil B 3¢ (HEKTUBHOCTH JOBEPUTETHHBIN HHTEpBaN BKJItOYaeT 1 (s
OTHOCHUTENILHOTO PUCKA, OTHOIIIEHUS IIIAHCOB, OTHOIIEHUS YIpo3) U (WUJIH) TOKA3aTeNb

CTaTHCTHYECKO# 3HaumMocTu P =0,05. = B ciydae eciu nipeiaraéMelii JIieKapCTBEHHBIN
npenapar He UMEET aHAJIOTUYHBIX JIEKAPCTBEHHBIX MPENAPATOB B MEPEUHSIX
(mpencrapiseT coO0K HOBBIM MOIX0/T K JICYCHUIO), THKPEMEHTHBIN TTOKa3aTelb "'3aTpaThl
win 9 PeKTUBHOCTB" 711 HETO CPAaBHUBAETCS C MHKPEMEHTHBIM MTOKa3zaTeieM "3aTpaTsl
nu 3GGHEKTUBHOCTR" JIJIs JISKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B IEPEYHU U
MIPUMEHSIFOIIMXCS TIPU 3a00JIEBaHUSAX U3 TOTO XKe Kilacca MeXTyHapoHOM
CTATUCTUYECKOM KiaccudUKaIuy 0oJIe3HEeH 1 mpooieM, CBI3aHHBIX CO
310poBbeM.CpaBHUBAIOTCS MHKPEMEHTHBIE TIOKa3aTeNu "3aTpaThl Wi ) PEeKTUBHOCTE",



paccuuTaHHbIE HA OJJUHAKOBBINA KIMHUYECKHH 3D (EKT (qocTHKEHHE BBI3IOPOBICHHUS,

. . o 13
pPEMUCCHUH, T'OJ] COXPAaHCHHOM XU3HH, I'0 COXPAaHCHHON KaYE€CTBCHHOU KN3HU U ,I[p)

3anaTBI, CBA3aHHBIC C IIPOUECCCOM OKa3aHUsA MeﬂHHHHCKOﬁ IIOMOIIIH (SanaTBI Ha
JICKApCTBCHHBIC MPCIIapaThbl, MCAUINHCKUEC U3ACITINA, MCAULUHCKUC YCIIYTH,
na6opaTopHLIe U MHCTPYMCHTAJIBHBIC METOJAbI UCCIICAJOBAHUA, paCXOAHBIC MAaTCPUAIbI,
COACPIKAHUC ITAlTUCHTA B MGI[PII_II/IHCKOP'I opraHnu3alnyuv UJinu MCIUIIMHCKUC YCIIYT'U Ha

JIOMY, TPAHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM H JIp. ). 4 Hrorosas ouenka no
pe3ysibTaTaM OLIEHKH SKOHOMHYECKUX MOCIEICTBUI MPUMEHEHUS JIEKapCTBEHHOTO
npemapata (He MeHee 6 0ayuIOB XOTs ObI IO OJTHOMY U3 3asIBJICHHBIX TTOKa3aHUM) TSt
PEKOMEHIalliU K BKJIFOUEHUIO, TIPU ATOM OaJUIbl MO HIKaJIe KIMHUKO-DKOHOMUYECKOU
OILICHKHU JIEKapCTBEHHOTIO Mpernapara H 1IKajie OLEHKH BIUSHUS JICKaPCTBEHHOTO
npemnapaTa Ha 010/pKeThl Ot KeTHOU cucteMbl Poccuiickoit denepanuu (aanee -
OrokeT) cymmupyrorces. OnieHKa CTOMMOCTH Kypcea (Toa) JIeUeHUs JICKapCTBEHHBIM
MpernapaToM He BIMSIET Ha UTOTOBYIO OIICHKY.B ciyuae npeacraBiieHus 3asiBUTENIEM
PE3YIbTATOB HCCKOJIBKUX KIIMHUKO-OKOHOMHWYCCKUX I/ICCJ'IG[IOBaHI/II\/JI B paMKax OAHOr'o
MOKa3aHus Ui OTPe/IeNIeHUs] HTOTOBOW OIIEHKH BBIOMpaeTCs UccleoBaHue, HabpaBsiiee
Hanbonpmid 6a1.B cirydae nmpencTaBieHus 3asiBUTEIEM PE3yIbTaTOB HECKOIBKUX
UCCIIeIOBAaHUM BIMAHUA Ha OIO/KET B paMKax OJJHOTO MMOKa3aHUs Ui OMpeesieHus
WUTOTOBOM OIICHKU BBIOMPAETCS UCCIIeIOBaHKEe, HabpaBiiee HanOompIwii 0ayu.B ciryuae
MIPEICTaBJICHHUS 3asIBUTEJIEM PE3YJIbTAaTOB HECKOIBKUX KIIMHUKO-?KOHOMUYECKUX
I/ICCJIG[[OBaHI/Iﬁ I10 pa3HBIM IMOKa3aHHAM UTOI'OBas OLCHKA OCYIICCTBIIACTCA MO0 KAXKIOMY
3asiBJIGHHOMY TOKa3aHui0.B ciyuae npeacraBneHus 3asBUTEIEM PE3yIbTaTOB
HECKOJIbKUX I/ICCJICIIOBaHI/II\/JI BIIMSIHHUS HA 6IOI[)K6T I10 pa3HBIM ITOKa3aHHAM UTOrOBas
OLIEHKA OCYIIECTBIISETCA MO KAXKIOMY 3asBIIEHHOMY MOKa3aHUIO.

[Ipunoxxenne Ne 7

k [IpaBunam hopmupoBaHus nepeyHeit
JIEKapCTBEHHBIX MPETapaToB

JUISL MEAUITUHCKOTO IPUMEHEHUS

1 MUHUMAJIBHOTO aCCOPTHUMEHTA
JIEKapCTBEHHBIX MPEMapaToB, HEOOXOIUMBIX
JUTSL OKa3aHMSI MEIUIIMHCKON TTOMOIIN

(B penaxiiuu, BBeZIeHHOH B IeliCTBHE

¢ 9 Hos16ps 2018 rona

nocraHoByieHueM lIpaBuTenbcTBa
Poccuiickoil deneparuu

ot 29 okTs6ps 2018 roma Ne 1283. -

Cwm. npensinymryto penakiuio)(dhopma)B komuccruo MuHUCTEpCTBA
3apaBooxpaHeHnus Poccuiickoi denepaunu
1o pOpMHUPOBAHUIO NIEpPEUHEI
JIEKAPCTBEHHBIX MPEMAPATOB AJIs
MEIUITMHCKOTO MPUMEHECHHS

1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToOB, HEOOXOIUMBIX
JUISL OKa3aHUS MEAUIIMHCKON MTOMOIIN




3akiIro4ueHre o pe3ysibTaTaM aHajan3a HHGOpPMaIuu O CPABHUTEIbHON KIIMHUYECKON
3¢ (HEeKTUBHOCTH M 0€30MACHOCTH JIEKAPCTBEHHOTO MPenapaTa, OIEeHKA YKOHOMUYIECKUX
MOCIIEACTBHUM €ro MPUMEHEHUS
1. HacTosiee 3akitoueHne KacaeTcs MaTepuasoB, IPeICTaBICHHbBIX JIS:
1.1. BKJIFOUEHHMS JIEKAPCTBEHHOTO TIperapara B:
1.1.1. nepedyeHb )KU3HEHHO HEOOXOAMMBIX U BaXHEHUILINX JIEKAPCTBEHHBIX [IPENAPATOB;

1.1.2. nepedeHp TOPOTrOCTOSIINX JEKAPCTBEHHBIX MPENapaToB;

1.1.3. mepeveHb JIeKapCTBEHHBIX MTPENapaToB I 00ecIeueHus OTACIbHBIX KaTeropui
TpaXK/IaH;

1.2. uckiroueHust IEKapCTBEHHOTO Mperapara us:
1.2.1. nepeyHs )KM3HEHHO HEOOXOAMMBIX U BaXKHEHUILINX JIEKAPCTBEHHBIX NIPENapaToB;
1.2.2. nepeydHsi AOPOTrOCTOSIIUX JIEKAPCTBEHHBIX IIPENapaToB;

1.2.3. mepeyHst TIEKapCTBEHHBIX MPENApaTOB JJIsl 00ECTeueHUs! OTJEIbHBIX KaTeropuit
TpaKJIaH.

2. Undopmanius 06 S3KCIIEpTHON KOMHCCHH:
2.1. HaMMeHOBaHUE 3KCIEPTHON OpraHNU3aUuU

2.2. cocTaB 3KCIEePTHON KoMUCCHU ((paMuIUs, UMsI, OTYECTBO, TOIKHOCTH)

2.3. agpec (MeCTO HaX0XKJIEHHUs1) SKCIIEPTHOM OpraHU3aIuu X

tenedoH (dakc) ;

9JICKTPOHHAA Imo4Ta

3. Undopmarnus o 1ekapcTBEHHOM Tpemnapare:

3.1. HAMMEHOBAHUE: ;




3.1.1. MexayHapoIHOE€ HEMATEHTOBAHHOE HAMMEHOBAHHUE ;

3.1.2. B cmydae OTCYTCTBHS MEXKIYHAPOJIHOTO HETTATEHTOBAHHOTO HAMMEHOBAHUS -
IPYNIIUPOBOYHOE

HaMMCHOBAaHUEC ;

3.1.3. B cirydae OTCYTCTBHSI MEKIYHAPOJHOTO HENTAaTEHTOBAHHOIO U
IPYHNIIAPOBOYHOIO HAUMEHOBAHUM - XUMUYECKOE

HanMEeHOBaHUE ;

3.1.4. B cmydae OTCYTCTBHS MHBIX HAUMEHOBAHUM - TOPrOBOE HAMMEHOBAHUE

3.2. K01 aHATOMO-TEPANEBTUIECKO-XUMHUECKON KIIacCCH(DUKALINHU JICKaPCTBEHHOTO
npenapara

3.3. mpennaraeMble K BKJIOUYEHHUIO TN UCKITFOUYEHHUIO JIEKAPCTBEHHbIE (POPMBI
3aperucTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpernapara (IepeyrciinuTh)

3.4. uHpopmanus 0 BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX Mpenaparax (IMpu HAJTUYUH):

4, CpOKI/I IMMPOBEACHU SKCIICPTUIBI:
C Io

5. Pe3ynbTarhl KIMHUYECKOU OLICHKH MPEJI0KEHNS (B COOTBETCTBUU C IIPHIIOKEHNEM Ne
6 k [IpaBunam popmupoBaHus NepeyHel JeKapCTBEHHbIX NIPENapaToB JIIs
MEIUIIMHCKOTO MPUMEHEHNSI U MUHUMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX
MpenapaToB, HEOOXOIUMBIX JJIsl OKa3aHUs MEAUIIMHCKON TOMOIIIH, YTBEPKIECHHBIM
nocranoBieHueM [IpaBurensctBa Poccniickoit @enepanyu ot 28 aBrycra 2014 roga Ne
871):

5.1. Pe3ynbTaThl OLIEHKW Ka4yeCcTBa KIIMHUYECKUX UCCIIEIOBAHUI JIEKAPCTBEHHOTO
npenapara, npeACcTaBICHHBIX 3asiBUTEIEM U (WJIK) HAACHHBIX CAMOCTOATEIBHO
AKCIEPTHON KOMHUCCHEH

XapakTepucTrka YpoBeHb YpoBeHb O6mas oneHka
IIPEICTAaBIECHHOIO yOeauTenbHOCTH || yOeAMTENbHOCTH || MCCIeJOBaHUS B
KIIMHUYECKOT O JTAHHBIX JIOKa3aTesbCTB Oauiax




| HCCIIEIOBAHUS |

=[O Bw]IN]|| -

Ap.

Wroro: cpeanee 3HaueHue (OTHOLICHUE CYMMBI OLIEHOK MCCIIEIOBAHUS
K MX KOJIUYECTBY)

5.2. Pe3ynbTaThl KOJIMYECTBEHHOMN OLIEHKH d(h(HEKTUBHOCTH JICUSHHUS JIEKAPCTBEHHBIM
MpenapaToM B paMKaxX KIMHUYECKUX UCCIIEOBAaHUM, TIPEICTABIICHHBIX 3asSBUTEIIEM U
(unn) HaMIEHHBIX CAMOCTOSTEIHHO SKCIIEPTHON KOMUCCHEH

HaumenoBanue OrneHKa CTENEeHN JIOCTHKCHUS Joctuxenue
KpPUTEPUS OIIEHKH LIEJIEBOTO Pe3yJIbTaTa 11€JIEBOTO
3¢ (HEeKTHBHOCTH pe3ynbTata (B
MPOIICHTAX )

OueHka B
Oajutax

LIEJIEBOM pe3yJIbTaT NOIHOCTHIO
JOCTUTHYT (BBICOKast
3¢ (HEeKTUBHOCTB)

LIEJIEBOM pe3yJIbTaT YaCTUYHO
JOCTUTHYT (CpemHsis
3 PEKTUBHOCTD)

LIEJIEBOM pE3yJIbTAT HE
JOCTUTHYT (HU3Kast

3¢ PEeKTUBHOCTD, OTCYTCTBHE
3¢ (HEeKTUBHOCTH)

Wtoro: cpeansist oueHka 3¢p(HeKTUBHOCTH (OTHOLIEHHE CyMMBbI OAJIIOB IO
KaX/10My KpUTEpHIO 3((HEKTUBHOCTH K KOJIMUYECTBY KPUTEPUEB)

5.3. Pe3ynbTaThl KOIMYECTBEHHON OLIEHKH 0€30MacHOCTH JICYSHHUsI IEKapCTBEHHBIM
MpenapaToM B paMKaxX KIMHUYECKUX UCCIIECOBAaHUM, TIPEICTABIICHHBIX 3asSBUTEIIEM U
(M1M) HalIEHHBIX CAMOCTOSITEIBLHO SKCIIEPTHON KOMUCCHUEH

Orenka ypoBHs 6€30MacHOCTH
JIEKapCTBEHHOI'O IIperapara

Yucno cnyyaeB moOOUHBIX
JeicTBHi (B MPOLIEHTaX)

O1eHKa B
Oaiutax

|HO60‘{HBIC JIEUCTBUSI OTCYTCTBYIOT

|HO60‘1HBI€ NENCTBUS JIETKOM CTEIIEHN




HTorosas onieHKa ypoBHs 0€30MaCHOCTH (CyMMa MPOU3BEICHUI CPEAHUX OAJIJIOB IO
Ka)X/IOMY YPOBHIO 0€30MIaCHOCTH JICKAPCTBEHHOTO Mperapara u COOTBETCTBYIOIIETO
BECOBOI0 Kod(pduiinenra)

|H060qule JICHCTBHSI CPEIHEHN TSKECTH ||

|H060qule NENUCTBUS TIKEIOU CTENEHU ||

5.4. Pe3ynbTaThl OLICHKH JIOTIOJIHUTEIBHONU TEPaeBTUYECKON IIEHHOCTH JIEKAPCTBEHHOTO
npenapara, npeJcTaBiICHHOMN 3asBUTeNIeM U (MJIM) HalJIGHHONW CaMOCTOSITEIIbHO
SKCIEPTHOM KOMHUCCHEH

HaunmenoBanue kpuTepusi 1ONOJIHUTEIbHON
TEepaNeBTUYECKON EHHOCTH

O1eHKa B
bamnax

5.5. UtoroBast OLieHKA KIIMHUYECKON OLIEHKH PEUI0KEHHS (CyMMa HTOTOBBIX 3HAUCHUIT
tabmun 5.1-5.4).

Pesynbprar
OIICHKH

|1. KpatHocTs mpuema

|2. HoBb1ii Mexauusm neicTBus

6. Pe3ynbTaThl OIIEHKH SKOHOMUYECKUX TTOCIIECTBUN TPUMEHEHHUS JIEKAPCTBEHHOTO
npernapara:

6.1. pacuer cTouMoCTH Kypca (roja) JeueHus mpeiaraeMbiM JeKapCTBEHHBIM
MpenapaToM Mo CPaBHEHUIO C JIEKAPCTBEHHBIMU TIpenapaTamMu, BKIIOUEHHBIMHU B
MepEYHH, YKa3aHHbIE B MyHKTE 1.1 HAcTOsIIEro J0KyMeHTa, U MPUMEHSIOIUMHUCS 110 TEM
JKe TIOKa3aHMsIM, YTO U Tpe/jIaraeMblid JIEKapCTBEHHBIN ITpenapar:

Mexnynapoanoe ||[Jlekapct-|| [lokazanue (kox | Ctoumocts || CroumocTh Onenka
HEeMaTeHTOBaHHOE|| BeHHasl ||MexXIyHapoJHOM|| ToJ0BOTO roZI0BOTO (6anmnoB) mmst
HavMEHOBaHME || ¢opMa || CTATUCTUUYECKON Kypca, Kypca, MpeIaracMoro
KJaccu(uKaluy || yKa3aHHas B ||pacCUMTaHHas |[JIeKapCTBEHHOTO
Ooyile3HEH M ||IPEUIOKEHUH|| IKCTIEPTHOM npemnapara
npobiuem, 3asBUTENIEM |lOpraHu3anuei
CBSI3aHHBIX CO (pyOueit) (pyOuteit)
3JI0POBbEM,
pacirdpoBka)

6.2. pe3ynbTaThl KIMHUKO-3KOHOMUYECKOH OI[EHKH U OLIEHKH BJIMSHUS Ha OI0KETHI
OromxeTHOM cuctembl Poccuiickoit @eneparinu (nanee - 010KeT) JIeKapCTBEHHOTO

mpernapara 1o KaxJjoMy MoKa3aHHIO ¢ yKa3aHHeM KoJla Mex1yHapoJHOH
CTATUCTUYECKON Kiaccudukanuu 0osie3Hel u mpooieM, CBSI3aHHBIX CO 3/T0POBHEM,

pacungpoBka:



KJIMHUKO-3KOHOMUYECKOE UCCIIEI0BAHUE
(aHayM3 BIUSHUSA HA OIOJKET)

PesynbraT onienku || Ouenka (6ayioB)

Knuanko-3k0HOMHYECKOE I/ICCJ'IeI[OBaHI/ICAHaJ'II/IS BJIMSHHS HaA 6IOI[)K€T

Hrorosas OIICHKA I10 pe3yJibTaTaM OLCHKHN SKOHOMUYCCKHUX HOCJ'ICI[CTBI/Iﬁ
MPUMCHCHUS JICKAPCTBCHHOI'O ITPEIiapaTa 1o IoKa3saHuro

7. Uckirouen

8. ToroBast cyMMa OILEHKH MPE/I0KEHUS U BBIBOJIBI SKCIIEPTHOU KOMUCCHH O
1e1eco00pa3HOCTH I HElENecO00pa3HOCTH BKIFOUEHUS (MCKIIIOUEHUS)
JIEKaPCTBEHHOTO IPEIapara B IEPEYHU JIEKAPCTBEHHBIX MIPENAPATOB:

[Toanucu u pacmm@poBKa MOAMNKUCEN SKCIIEPTOB:

(¢.1.0. pyKOBOAMTEIIS SKCIIEPTHOM OpraHU3alnK (PKCIIepTa)

9. UckmroueH

10. Uckimrouen

[Ipunoxenne Ne 8

k [IpaBunam popmupoBaHus nepedyHeit
JIEKapCTBEHHBIX MPETapaToB

JUISL MEAUITUHCKOTO IPUMEHEHUS

Y1 MUHUMAJIBHOTO aCCOPTHUMEHTA
JIEKapCTBEHHBIX MPENAPATOB,
HEOOXOIMMEIX JIsI OKa3aHU
MEOULMHCKON ITOMOIIN
(JlomoTHUTENBHO BKJIFOYEHO

¢ 9 Hos10ps 2018 rona
nocraHoByieHueM IlpaBuTenbcTBa
Poccuiickoit ®eaepanuun

oT 29 okta6psa 2018 rojma Ne 1283;

B pEIIaKI[MH, BBEJICHHOW B ICICTBHE

¢ 17 urons 2020 rona
nocranoByieHneM IlpaBuTennpcTBa
Poccuiickoit ®eaepanuun

oT 5 mrousg 2020 roga Ne 829. -

CM. npenpinymyio penakuuio)(popma)




B Komuccuro Munucrepcersa 3apaBooxpanenus Poceuiickon ®@enepannn
3AKIIIOYEHUE
10 pe3yJIbTaTaM aHaJI13a METOLO0JOTHYECKOr0 Ka4eCTBA KIIMHUKO-3KOHOMHUYECKUX
MCCJICIOBAHMM JIEKAPCTBEHHOI'O IIPENapara U UCCICJOBAHUN ¢ UCIIOJIb30BaHUEM AHAIIN3A
BIIUSTHUS Ha OOJIKETHI OF0KETHOU cucTeMbl Poccuiickoii denepanum, a Takxke
U3YYCHHUSI TOTIOIHUTEIIbHBIX ITOCJIEICTBUN IPUMEHEHUS JIEKApCTBEHHOT O IIpernapara

1. HaCTOHI_Hee 3aKJIIFOYCHHUE KaCacTCA MaTCpUuajioB, IMPEACTABIICHHBIX !

a) JUIsl BKJIFOUEHHUS JIEKapCTBEHHOTO Tpernapara B CleIyIolIHe IepeuHu:epeueHb
KU3HEHHO HEOOXOIMMBIX U BAXKHEUIITNX JICKAPCTBEHHBIX MPETAPATOB ISl METUITUHCKOTO
MpUMEHEHHUs (JaJee - MepeueHb )KU3HEHHO HEOOXOJUMBIX M BaKHEHIIINX JIEKapCTBEHHBIX
MIperapaToB);IepeueHb JCKApPCTBEHHBIX MIPEIapaToB, MPEIHASHAYCHHBIX JIJIS
o0ecrniedeHus JuIl, OOTBHBIX reMO(IINel, MyKOBHCIIUI030M, THIIO(HU3apHBIM
HaHU3MOM, 00JIe3HBI0 [ o1IIe, 310KaYeCTBEHHBIMUA HOBOOOPA30BaHUSAMU JIUM(OUTHOH,
KPOBETBOPHOU U POJCTBEHHBIX UM TKaHEH, paCCESHHBIM CKIIEPO30M, T€MOJIUTHUKO-
YPEMHUYECKUM CHHIPOMOM, FOHOIIIECKUM apTPUTOM C CHCTEMHBIM HA4aJIoM,
Mykononucaxapuo3om I, Il u VI tunos, annactuueckoil aHeMHuel HEYTOUYHEHHOM,
HacsecTBeHHBIM nepunuroM gaktopos I (ubpunorena), VII (;rabunsHOTO0), X
(Ctroapra-Ilpayspa), mui mocne TpaHCIUTAHTAIUU OPTaHOB M (WJIM) TKaHeH (najee -
MepPEeUeHb JIOPOTOCTOSIIINX JICKAPCTBEHHBIX IMPENApaTOB);IICPEUCHD JICKAPCTBCHHBIX
MpernapaToB Jisl MEAUIIUHCKOTO MPUMEHEHHS, B TOM YUCIIE JIEKAPCTBEHHBIX MPENapaToB
JUTSE METUITUHCKOTO MIPUMEHECHHMSI, HA3HAYAEMBIX 110 PEIICHUIO BPaueOHBIX KOMHCCUN
MEIUIIMHCKUX OpraHu3aIuii (Janee - mepevyeHb JeKapCTBEHHBIX MPEenapaToB s
o0ecrnieueHUs OTICITBHBIX KaTEeTOPHIA TPaXIaH);

0) /7151 MCKITIOYEHHUS JIEKAPCTBEHHOTO MperapaTa U3 nepeyHs >KU3HEHHO HEOOXOJUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX MIPENApaToOB, MEPEYHS JOPOTrOCTOSIIHX JIEKAPCTBEHHBIX
IIPEnapaToB U NepeydHs JEKAPCTBEHHBIX MPEenapaToB A 00ecreueHus OTAEIbHbBIX
KaTerOpHil IpaxkIaH.

2. Undopmanust 06 oCyIECTBIAIOMINX pACCMOTPEHNE MATEPHATIOB COTPYIHUKAX
(beneparbHOro rocyAapCTBEHHOT0 OI0PKETHOTO yupexaeHus "LIeHTp skcrepTH3bl u
KOHTPOJISI KauecTBa MEAUIIMHCKON momouu" MuHHCTEpCTBa 3ApaBOOXPAHEHUS
Poccuiickoit @eneparuu (nanee - LleHTp sKcHepTU3bl) BKIIOYAET B ce0s:

a) amMumuio, MMs, OTYECTBO COTPYAHHUKA, €TO TOKHOCTH;

0) agpec LlenTpa sxcnieptussl, TenedoH (pakc), JEKTPOHHYIO MOYTY.

3. Undopmanust 0 JeKapCTBEHHOM IIpenapare BKIOUYaeT B ceOs:

a) HAMMEHOBAHKE, B TOM YHUCIIC:MEXKAYHAPOJHOE HEMATeHTOBAHHOE HAUMEHOBAHIE;B

CJIydac OTCYTCTBHA MCKAYHAPOAHOTO HEMMATCHTOBAHHOI'O HAMMCHOBAHUA -
rpynmnupoBOYHOC HAMMCHOBAHUC ;B CIIy4aC OTCYTCTBUA MCKAYHAPOAHOTO



HCIIATCHTOBAHHOI'O WJIU I'PYIIIIMPOBOYHOI'O HaMEHOBAHUM - XUMHUUYECKOE
HAaNMMCHOBAHHUC;B CJIYUaC OTCYTCTBUSA YKa3aHHbIX HAaMMEHOBaHUM - TOProBo¢
HaNMMCHOBAHUC,

0) KOl aHATOMO-TEPANEeBTUIECKO-XUMHUECKON KIIacCU(UKAITUU JICKAPCTBEHHOTO
npernapara;

B) Ipe/yiaraeMble K BKJIFOUEHHUIO WM UCKIIFOUEHUIO JIEKApCTBEHHBIE (hOPMBI
3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MpenapaTa (He0OX0IMMO TIepEUnCIINTh);

) UHOOPMALIUIO O BOCTIPOU3BEACHHBIX JICKAPCTBEHHBIX IpenapaTax (Tpy HAIUYHUH ),

1) UH(OPMALIHIO O JIEKAPCTBEHHBIX Iperaparax, BKIIOYEHHbIX B IEPEUEHb )KU3HEHHO
HEOO0XOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MIPENAapaToB, B PAMKAaX COOTBETCTBYIOIINX
AHATOMO-TEPANEBTUYECKO-XMMUYECKUX TPYIII, a TAK)KE O JICKAPCTBEHHBIX IIpernaparax ¢
AQHAJIOTUYHBIMU [TI0KA3aHUAMU K IPUMEHEHUIO.

4. Pe?;y.]H)TaTI)I OLICHKHU METOJ0JIOTHYCCKOI'O Ka4€CTBa KIIMHNKO-39KOHOMUYCCKUX
UCCJICJOBAaHHI U MCCIICIOBAHUI C MCIIOJIb30BaHHEM aHAIIN3a BIUSHUS HAa OIOKETHI
OroKeTHOM cucteMbl Poccuiickoit @enepanuu (nanee - O10HKET) BKIIOYAIOT:

a) pe3yJIbTaThl OLIEHKU METOA0JIOTHYECKOI0 KaueCcTBa KIMHUKO-3KOHOMHUYECKOT O
HCCIIEI0BaHMsI, KOTOPbIE 3allOJIHAOTCS 10 cleayromeit popMe Ha KaXkaoe MOKa3aHue K
[IPUMEHEHHUIO:

Kpurepuit Onenka ObocHoBaHME
COOTBETCTBHS pE3yJIbTaTOB OLEHKU
TpeOOBaHUSIM METOI0JIOTUYECKOTO
(cOOTBETCTBYET MU KayecTBa
L HE COOTBETCTBYET)

1. TlpencraBieHbl pe3yiabTaThl
OTEUECTBEHHOI'0 UCCIICIOBAHMS
(aBTOp, HA3BaHHE, UCTOYHHUK
yOJIMKAITUH, TO/)

2. PaccmaTpuBaeMeble OKa3aHUS K
MPUMEHEHUIO

3. BriOop npenapara cpaBHEHUs

4. Metoa KIMHUKO-?KOHOMUYECKOTO
MCCIIEIOBAHHS - COOTHOIIICHUS
3arpar u 3¢ exkTuBHOCTH,
COOTHOIIICHUS 3aTpaT U
MOJIE3HOCTH, MUHIUMM3AlIUs 3aTpaT

5. BrIOOp KpUTEpHEB OLIEHKU
s pexTuBHOCTH



10.
11.
12.

Ilena Ha JieKapCTBEHHBIN Tpernapar

PacueT npsampIx MEIUIIMHCKUX
3arpat

Ornucanne MaTeMaTH4ecKou
Mozenu (TIpy HAJTMYWH )

[IpencraBnenue 3arpat npu
ONUCAHUU PE3YJIbTATOB

[IpencraBnenue pe3yapTaToB
Anammnz YYBCTBUTCIIbHOCTHU

CChUIKH HA UCTIOJIH30BAHHbBIC
UCTOYHUKU UHPOpMaIUu

BriBoa (MeTO05I0THYECKOE KAaueCTBO
KJIIMHUKO-3KOHOMHYECKHUX
WCCIIETIOBAaHUM U aHAIM3a BIUSHUS Ha
OIOJKET yJIOBICTBOPUTEIHHOE HITH
HEYJI0BJIETBOPUTEIHHOE)

0) pe3ybTaThl OLIEHKH METO/I0JIOTMYECKOro KauyecTBa UCCIIeI0BAaHUN C UCTIOIb30BAaHUEM
aHaJM3a BIMSHUS Ha OI0JKET, KOTOPBIE 3aMOJHSIOTCS MO CIIeAyomel GopMe Ha KaxIoe
MOKa3aHue K MPUMEHEHUIO:

"l

Kpurepnii

Onenka
COOTBETCTBUA
TpeOOBaHUSM

(coOTBETCTBYET MU
HE COOTBETCTBYET)

O06ocHoBaHuE
Pe3yIbTaTOB OICHKU
METOI0JIOTHYECKOTO

Ka4yecTBa

[Ipencrasnens! pe3yiabTaThl
OTE€YECTBEHHOT'O MCCIICIOBAHHUS
(aBTOp, HA3BaHUE, HICTOYHUK
myOIUKaIuu, TO/)
PaccmaTpuBaemble mokazaHus K
MIPUMCHECHHUIO

[lena Ha nexkapCTBEHHBIN IIpenapar

Pacuer npsMbIX MeIULIMHCKUX
3arpat

Onucanne MaTeMaTH4ECKON
MoieH (TIpH HAJTUYHUN)
[IpencraBnenue npsiMbIx

MCIUIIMHCKUX 3aTpaT Inpu
OIMMMCAaHUU PE3YJIBTATOB



BpemeHHo# ropu3oHT
XapaKkTepUCTUKU U YUCIICHHOCTh

HCHCBOfI MOIyJIsINWU IMAlIUCHTOB

9.
10.
11.

[IpencraBnenue pe3yabTaToB
Anamuz YYBCTBUTCIIbHOCTU

CCBUIKM HA UCHOJIb30BAHHEBIE

HMCTOYHUKU MH(pOpMaLIUU

BeiBoj (MeTOIOIOrHYECKOE KAYECTBO
KIIMHUKO-9KOHOMHUYECKHX
UCCIICIOBaHUI M aHAIN3a BIIMSHHS Ha
OIOJKET yJIOBJICTBOPUTEIHHOE HITH
HEYIOBJICTBOPUTEIBHOEC)

5. Pe3ynbTaThl U3y4eHUs JOMOTHUTEIBHBIX TIOCIEACTBHI IPUMEHEHHUS JIEKAPCTBEHHOTO
IpenapaTa BKIOYalOT B ce0sl:

a) CBCACHHUA O FOCY,HapCTBeHHOﬁ perucrpanuu, O6paH_IeHI/II/I, o0beMax TOoCyJapCTBCHHBIX
3aKYyIIOK IpcjraracMoro JCKapCTBCHHOIO IMperiapara, a TaKKE JICKapCTBCHHBIX
IIpeIriapaToB, BKIIFOUCHHLBIX B IICPCUCHDb )KU3HCHHO H606XOI[I/IMBIX M BaXKHEHIIINX
JICKApCTBCHHBIX NPCIapaToB, B paMKax COOTBECTCTBYIOIIUX aHATOMO-TCPAINICBTUYCCKO-
XUMHYCCKUX I'PYIIIl, UMCIOINX aHAJIOTUYHBIC [TOKAa3aHUA, 110 CJIC,HYIOIIIGI;'I (I)OpMeZ

MexnyHa-
poaHoe
HenaTeH-
TOBaHHOE
HanmMe-

HOBAHUC

Jlekapct-
BEHHAs

dhopma

Howmep
PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS
(1 BKJTFOYAEMOTO
WJIA UCKII0YaEMOTO
JIEKapCTBEHHOTO
npenapara)

HWJIH KOJIUYECTBO
pEruCTpallMOHHBIX
YIOCTOBEPEHMI JJIsI
JIEKapCTBEHHBIX
MpErnaparos,
BKJIIOUEHHBIX B
MepeyYEeHb
J)KU3HEHHO
HEOOXOINMBIX 1
BaXXHEUIITUX
JIEKapPCTBEHHBIX
MpernapaToB

Cpox
IeUCTBUS
perucrpa-
IIHOHHOTO

YAOCTO-

BEPEHUS

O6partenue
(ymakoBkH) 3a
Tepuo. He
MEHEee OJTHOTO
KaJICHJapHOTO

roja, npe-

IECTBYIOILIETO
nojaye

TIPEIOKEHUS

OO0BeMEBI
rOCY1apCTBEHHBIX
3aKyIOK 3a
MPEAIECTBYOLIUN
KaJICHAAPHBIN roj

YIaKOBOK || pyOuieit




0) pe3yabTaThl HIKCIEPTU3BI MPOUYHX JAHHBIX I10 JIEKAPCTBEHHOMY Mpenapary 1mno

cienyromien hopme:

Kputepuu oneHku

OrneHka
(6ayoB)

Heo6xoauMocTh IprUMEHEHUS JICKapCTBEHHOTO TIpernapara Jijisl JMarHOCTUKH,
POUIAKTUKH, JICUCHUS WM peadUIUTAIIUN TIPU OKa3aHUU MEIUITUMHCKOM
MTOMOIIH B cITydae 3a00JIeBaHUMN M COCTOSIHUN, TPEOOIAAIOIINX B CTPYKTYpe
3a00J1€Ba€MOCTH M CMEPTHOCTHU TpakaaH Poccutickoii denepanum, Ha
OCHOBAaHHMH JIAHHBIX TOCYIaPCTBEHHOI'O CTATUCTUYECKOTO HAOIIOICHUS

Hanwnuue 3aperncrpupoBannbix B Poccniickoit @enepanun
BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX IIPENIapaToB

Hanuuue nekapcTBEHHOr0 npenapara B IEPEeYHe CTPAaTErn4eCKy 3HaYUMBbIX
JIEKapCTBEHHBIX CPEACTB, IPOU3BOJICTBO KOTOPHIX JIOJKHO OBITH 00ECTIeYeHO

Ha Tepputopuu Poccuiickoil deneparuu, yTBepKICHHOM paclopsKeHUEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 6 uroinst 2010 r. Ne 1141-p

Hanuuue nekapcTBeHHOro npenapara B IEpEeYHsIX JEKapCTBEHHbIX
IIpernaparoB, (PMHAHCHPYEMBIX 32 CUET CPE/ICTB OI0JKETOB CYOBEKTOB
Poccuiickoit denepanun

Hanuumne npousBoacTBa (JT0KaIM3alnK) JEKapCTBEHHOTO TIpenapara Ha
teppuropuun Poccuiickon denepannu

Hrorosas omeHka MpOoYrX JAHHBIX IO MPEATIOKCHUTIO

B) CBEJICHUS O PEKOMEHIAIMIX HHOCTPAHHBIX ar€HTCTB MO OLIEHKE MEIUIIMHCKUX
TEXHOJIOTUH O 11eJ1IeCO00Pa3HOCTU TOCYTaPCTBEHHOTO (PMHAHCUPOBAHUS B MHOCTPAHHOM
rocy/apCcTBe MpeAiaraeMoro JeKapcTBEHHOTO Mpernapara o cieayromeit popme:

ITokazaHnue K PexoMen marumn HHOCTPAHHBIX ar¢HTCTB 110 OLICHKC

MMPUMCHCHHUTIO MEAUITMHCKUX TEXHOIOTHI

6. CBC,Z[CHI/ISI JJIs1 IOATOTOBKH HpeI[J'IO)KCHI/Iﬁ MO0 UCKIIFOYCHHIO JICKAPCTBCHHBIX

MpernapaToB U3 YKa3aHHBIX B MOAMYHKTE "0" MyHKTa 1 HACTOAIIETO 3aKIIOYCHHS
MepEYHEN B paMKaX COOTBETCTBYIOIINX aHATOMO-TEPANIEBTUYECKO-XUMUIECKUX TPy U

JICKApCTBCHHBIX NPCIapaTOB, UMCIOMNUX AHAJIOTNYHBIC ITOKA3aHU, 4 TAKKC
MPEAJTOKCHUSA 1O KOPPEKIHUN HaMEHOBaHUMN JICKAPCTBCHHLBIX NPCIIapaToB U



HaMMEHOBAHMH JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPENApaToB B COOTBETCTBUHU C
rOCYapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJICTB IO Cleayomel dpopme:

Mexnynapoanoe ||JIlekapctBeHHas || OTedeCTBEHHBIN CBeneHus UIsI HOATOTOBKU
HEIATCHTOBAHHOE ¢bopma WJIM UHOCTPAHHBIN IIPEAIOKEHUH 110
HalMEHOBaHUE MPOU3BOAUTEND || HCKIIFOUEHUIO JIEKAPCTBEHHBIX
MpenaparoB, a TAKKe
MPEUIOKEHUS 110 KOPPEKIIUU
HanMEHOBaHMH
JIEKapCTBEHHBIX MPENapaToB 1
HanMEHOBaHMH
JIEKapCTBEHHBIX (hOpM
JIEKAPCTBEHHBIX MPENapaToB

7. lonmucu n pacmudpoBka noanuceil corpyaHukoB LleHTpa skcnepTHssl,
OCYIIECTBIISIONMIUX OILICHKY METO/I0JIOTHYECKOTO KaueCTBa KITMHUKO-DKOHOMHUYECKUX
WCCIIEIOBaHMM U UCCIIeIOBAaHUI C MCIIOJIb30BAHUEM aHallM3a BIUSHUS Ha OIOJIKET:

(¢.n.0. corpynnuka LleHTpa sKcnepTU3bI, TOIIHCH)

(pyxoBomutens LlenTpa sxcneptussl, §.1.0., MOIMICH)

ara

[punoxenne Ne 9

k [IpaBunam hopmupoBaHus nepeyHeit
JIEKapCTBEHHBIX MPETapaToB

JUISL MEAUITUHCKOTO IPUMEHEHUS

1 MUHUMAJIBHOTO aCCOPTHMEHTA
JIEKapCTBEHHBIX MPENAPATOB,
HEOOXOIMMBIX JIsT OKa3aHUs
MEIUIIMHCKON ITOMOIIH
(J1lomoaHUTENBHO BKIIFOUYEHO

¢ 9 Hos10ps 2018 rona
nocraHoByieHueM IIpaBuTenbcTBa
Poccuiickoit denepanuu

oT 29 oxta6ps 2018 roya Ne 1283;
B pPEIaKL MU, BBEJICHHOU B IEMCTBHE




¢ 17 nronsa 2020 rona
nocranopieHueM [IpaBuTeancTBa
Poccuiickon @eaepanun

ot 5 urong 2020 roga Ne 829. -

CMm. npeasInyyo peaakiuio)(dopma)

Haquo 000CHOBaHHAs PEKOMCHAaWA O BKIKOUCHU N (06 HCKJIIIOYCHHNH, OTKA3€ BO
BKJIIO‘-IGHI/II/I) JICKAPCTBCHHOI'O IIpcIiapaTa B ICPCYHU JICKAPCTBCHHBIX MPCIIapaTOB IJIA
MCIUIUHCKOI'O IPUMCHCHUSA U MHHHMAaJIbHBIN ACCOPTHUMCECHT JICKaPCTBCHHBIX
npemnaparos, HGO6XOI[I/IMLIX JJI1 OKa3aHusA MGI[HLII/IHCKOP'I oMo

1. HaumeHoBaHue JeKapCTBEHHOTO Ipernapara (MexX1yHapoAHOEe HeaTeHTOBAaHHOE,
IPYyIIUPOBOYHOE UM XUMUYECKOE)

2. JlekapcTBeHHast popMa JIEKapCTBEHHOTO ITpenapara

3. HacTosmuii 1OKyMEHT KacaeTcsi MaTepuaioB, IPEICTaBICHHbIX:

a) JUIs BKJIFOUEHUS JIEKApCTBEHHOIO IIpenapaTa:B IepeueHb KU3HEHHO HEOOXOUMBbIX U
BaYKHEHINX JIEKAPCTBEHHBIX MPENapaToB AJIs MEAULIMHCKOI0 IPUMEHEHHUS (1anee -
NepevyeHb BaXXHEHIINX JIEKapCTBEHHBIX IPENapaToB);B IepEUEHb JIEKAPCTBEHHBIX
MperapaToB, MpeaHa3HAYCHHBIX JIsi 00eCTIeYeHus JINL, OOJIBHBIX reMopuIneH,
MYKOBHCIU/1030M, TUIIO(H3apHBIM HAaHU3MOM, 00Jsie3HbI0 [ o111e, 3710KauecTBEHHBIMU
HOBOOOpPa30BaHUAMH JTHUM(OHTHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH,
pacCesHHBIM CKIIEPO30M, FTEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOILIECKUM
apTPUTOM C CUCTEMHBIM HavyajioMm, mykononucaxapuao3om I, II u VI tunos,
arIacCTUYeCcKoi aHeMuell HeyTOUHEHHOM, HaclIeZICTBEHHBIM ehuiuToMm (axtopos I1
(dubpunorena), VII (;tabunwsuoro), X (Ctroapta-Ilpayspa), auil mocie TpaHCIUIaHTAIIMA
OpraHoB U (MJIM) TKaHeH (Janee - mepeyeHb JOPOroCTOSAIIMNX JIEKapCTBEHHBIX
IIpEnapaToB);B N€PeUEHb JEKAPCTBEHHBIX MIPENapaToB sl MEAULIUHCKOTO PUMEHEHUS,
B TOM YHCJIE JICKAPCTBEHHBIX MPENApaTOB I MEIULIMHCKOTO IIPUMEHEHUS,
Ha3HAYaeMbIX 110 PEHICHUIO BpaueOHbIX KOMUCCUN MEAMIIMHCKUX OpraHu3aluil (nanee -
NepeveHb JIEKAPCTBEHHBIX MPENnapaToB sl 00ecreueH s OTAeIbHbBIX KaTeropHii
rpa)x/1aH);B MUHUMAaJIbHbIN aCCOPTUMEHT JIEKApPCTBEHHBIX IIPENapaToB, HEOOXOIMMBIX
JUIsL OKa3aHMUs MEIUIIMHCKON TIOMOIIH (Aajiee - MUHUMAJIbHBIA aCCOPTUMEHT);

6) AJIL UCKITFOYCHU S JICKAPCTBECHHOTO ITpeTIapaTa:u3 MepeUHs ) KU3HCHHO HCO6X0,I[I/IMBIX u
BayKHEHUIITHX JICKApPCTBCHHBIX NPECIapaTOB; U3 MEPCUHA JOPOTrOCTOAINX JICKAPCTBECHHBIX
npenapaTroB, U3 NCPCUH JICKAPCTBCHHLIX MPCTIApaTOB IJIA obecneueHUs OTACIBbHBIX
KaTeFOpI/II\/II TpaXxXJaH; U3 MUHUMAJIBHOTO aCCOPTUMECHTA.

4. 3asBJICHHBIC ITOKA3AHUS AJI1 IPUMCHCHU A JICKAPCTBCHHOT'O IIpCIiapara.

5. O0partenne JeKapcTBEHHOTO TIperapara Ha phIHKE U HAJTMYHe TPOU3BOJICTBA
(Jroxanu3anum) JeKapcTBEHHOro npemnapara B Poccuiickoit denepanuu, BKIOYAs:



a) BpeMsi BbIBO/JIa JIEKAPCTBEHHOTO Mpenapara Ha phIHOK B MUPE;
0) rocynapcTBeHHYI0 peructpanuto B Poccuiickoit denepanuu;
B) HaJM4KE MPOU3BOJICTBA BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MTPENapaToB.

6. AHanoruyHble JEKAPCTBEHHbIE MPENapaThl B paMKaxX aHaTOMO-TE€pareBTUUECKO-
XMMHMYECKHX TPYIII, a TAK)KE HA OCHOBAaHUU IOKA3aHUM K IPUMEHEHHIO, CTaHIApTOB
MEAULIMHCKON ITOMOIIHN U KIIMHUYECKUX PEKOMEHIAIUI (IIPOTOKOJIOB JIEUYEHUS) U
HaJIn4YKMe BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB (B TOM YHUCIIE POCCUICKUX).

7. Kpartkas cpaBHUTENbHAS XapaKTepucTHKa 3()(HEKTUBHOCTH 1 O€30MaCHOCTH
JIEKapCTBCHHOT'O TIperapaTra, a Tak)Ke 0COOCHHOCTH KIIMHUYECKOTO MTPUMCHCHHUS
JICKApCTBEHHOT'O Mpernapara B CPaBHEHUH C aHAJIOTaMu (KIIMHUYECKUE TPYIIIIBI
MAIMEHTOB, BKIIFOYAsi BO3PACTHBIC OCOOSHHOCTH U MPOPUITb O€30TTaCHOCTH U JIP.) C
yKa3aHHEM UTOTOBOM OIICHKH IO Pe3yJIbTaTaM KOMIUIEKCHOW OlleHKH (0ayioB).

8. KpaTKOG KIIMHUKO-3KOHOMHNYECKOC CPABHCHUC MMPCAJIAracMoro JCKapCTBECHHOI'O
Inpcliapata ¢ aHaJloraMu (CTOI/IMOCTB JICKAPCTBCHHOTO IIpCIlapaTa U Kypca JICHCHUS 110
3a4ABJICHHBIM ITIOKa3aHHUAM, CPABHCHUC 3aTpaT CUCTCMBI 3IpAaBOOXPAHCHUA U I[p) C
YKa3aHuemM HATOTOBOM OILICHKH I10 pe3yJjibTaTaM KOMILUICKCHOM OLICHKHU (6aJ'IJ'IOB).

9. Pe3ynpTaThl METOAOJIOIMYECKOTIO Ka4eCTBA KIIMHUKO-9KOHOMUUYECKUX UCCIIEI0BAaHUN U
HCCJIEIOBAaHUM C MCIIOJIb30BAaHUEM aHAIM3a BIUSHUS Ha OI0JKETHI OI0/IKETHOW CUCTEMBI
Poccuiickoii denepanuu ¢ ykazaHHEM UTOINOBOM OLEHKH I10 PE3YJIbTATAM KOMIUIEKCHON
OLIEHKH (0aJisIoB).

10. IlenecooOpa3HOCTh BKIIOYCHUS B YKa3aHHBIC B ITYHKTE 3 HACTOSIIETO JOKYMEHTA
NEpCUYHU JICKAPCTBCHHOTI'O ITpCIiapaTa (B CBsI3H C HAJIMYUEM B KIIMHUYCCKUX
pekoMeHIanusAX (MPOTOKOJIaX JICYCHHS) M CTAHIapTaX MEIUIIMHCKOW TTIOMOIIH 110
COOTBCTCTBYIOIIIUM HOKaSaHI/ISIM) C y4€TOM peKOMCHI[yeMOfI YaCTOThI MPEAOCTABIICHHUA
o crexyromei popme:

Kpurepuu onenkn Pesynprar [IIxana
OIICHKH OIICHKH
(6amnoB)
[lenecooOpa3HocTh BKIIOUEHUs (Hanugue aekapctBeHHoro 0,8 U BbIiie +3
rpenapara B CTaHIapTaX MEIUIIMHCKON TTOMOIITH) C
y4eToM
PEKOMEHTyEMOM 4acTOThI MPEAOCTABICHUS 0,6-0,8 +2
0,4-0,6 +1
0,2-0,4 +0,5

ke 0,2 +0,2



LlenecooOpa3HocTh BKIIOUEHUS (HAIMYUE JIEKAPCTBEHHOIO na +2
Ipenapara B KIIMHUYECKUX PEKOMEHIALUAX (IIPOTOKOJIAX

JICUYCHUS) HET 0

11. 3aMeyanust r1aBHOIO BHELITATHOT'O crieliManucTa MUHUCTEPCTBA 3IpaBOOXPAHEHUS
Poccutickoit deneparuu K pe3ynbTaTaM KOMIUICKCHOHN OLICHKH (TP HAJTUYHH ).

12. Utorosble Gajljibl C y4eTOM PE3yJIbTaTOB KOMIUIEKCHON OLIEHKU U B COOTBETCTBUU C
nyHkTamu 10 u 11 HacTosAIIErO TOKyMEHTA.

13. Kpartkwuii BBIBOJ O 11€J1eCO00pa3HOCTH BKIIOUEHHS (MUCKIIIOUEHUS) IEKaPCTBEHHOTO
rpenapara B IepeyHr 1 MUHUMAJIbHBIN aCCOPTUMEHT, YKa3aHHBIC B ITYHKTE 3
HACTOSAIIETO TOKYMEHTA.

14. Hpezmo;erI/m 8 (o) HCH6C006paSHOCTI/I HCKIIIOYCHUA JICKAPCTBCHHOI'O IIPCIIapaTa U3
Hepequﬁ U MUHUMAJIbBHOI'O aCCOPTUMCHTA, YKa3aHHBIX B ITYHKTC 3 HaCTOAIICTO
AOKYMCHTA, B paMKaX COOTBCTCTBYIOIIIUX aHATOMO-TCPAINICBTUUCCKO-XUMUYCCKUX I'PYIIII,
B TOM YHUCJIC JICKAPCTBCHHBLIX IPLCIIapaTOB, UMCIOIINX aHAJIOTHUYHBIC ITOKAa3aHHUA K
IIPUMCHCHUIO.

MOAINKUCH U paclIM(ppoBKa MOANKUCH JaTa

* Pexomenaanuu GOpMUPYIOTCS ¢ yUETOM 3aKIFOUEHUN IO pe3ylibTaTaM aHaIn3a
METOJIOJIOTHYSCKOr0 KaueCTBa KIMHUKO-YKOHOMHYSCKNX HUCCIICAOBAHUI M aHAIN3a
nH(OpMAaIIUY O CPABHUTENBHOM KIMHUYECKOH d(h(heKTUBHOCTH U 6€30MacHOCTH
JIEKapCTBEHHOTO Ipernapara, OUEHKH SKOHOMUYECKHUX MOCIEICTBUN €ro MPUMEHEHHS,
W3y4YEHUS JONOJHUTEIBHBIX MOCIEICTBUN IPUMEHEHHUS JIEKAPCTBEHHOTO Iperapara,
NpuBeIeHHBIX B npuiiokeHusix Ne 7 u 8 k [IpaBunam ¢popmupoBanus nepeyHeit
JIEKaPCTBEHHBIX IMPENAPATOB I MEAULMHCKOTO IIPUMEHEHUSI U MUHUMAJIbHOTO
ACCOPTHUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX /I OKa3aHUsI MEIUITMHCKON
IOMOIIH, YTBEPKIAECHHBIM IocTaHoBieHueM [IpasurensctBa Poccuiickoit denepanuu ot
28 aBrycra 2014 r. Ne 871.



