MMPABUTEJBCTBO POCCUIMCKOHN ®EJEPAIIUU

IHOCTAHOBJIEHUE
ot 28 aBrycra 2014 r. N 871

OB YTBEPKJIEHUU NPABUJ ®OPMUPOBAHUS
MEPEYHE JEKAPCTBEHHBIX MPEIMAPATOB JJISI
MEJJULIMHCKOTO NPUMEHEHUS U
MUHHUMAJILHOT'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPEMAPATOB, HEOBXOJIUMbIX
JUIS OKA3AHMS MEJMIIMHCKOM MOMOIIA

(B pen. [Tocranosnenwuii [IpaBurensctea PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, o
20.11.2018 N 1390, ot 05.06.2020 N 829, ot 12.08.2020 N 1212)

B coorBerctBum co crathsaimu 55 u 60 DenepanpHOro 3akoHa "OO oOpamieHHH JIEKApPCTBEHHBIX
cpeacts", cratbeit 44 @enepanbHoro 3akoHa "OO OCHOBaXx OXpaHbl 3/0POBbS TpaXkJaH B
Poccuiickoit @enepanun" u cratbeil 6.2 denepanbHoro 3akoHa "O rocyaapcTBEHHOM COIMAIbHOM
nomomu" IlpaButensctBo Poccuiickoit ®enepauuu mnocraHosnser: (B pen. IloctanoBnenus
[MpaButenscTBa PO ot 12.06.2017 N 700)

1. YTBepauts npunaraemsie [IpaBuna ¢popmupoBaHus nepeyHer JeKapCTBEHHBIX MpenapaTroB Iis
MEAMIMHCKOTO NPUMEHEHUS M MHUHUMAJIBHOIO AaCCOPTHMEHTAa JIEKapCTBEHHBIX IIPErapaTos,
HEOOXOIUMBIX JUIsl OKa3aHUsI MEAUIIMHCKOM MTOMOILH.

2. MunuctepcTBy 3apaBooxpanenus Poccuiickoit denepain yTBEPAUTh MOJ0KEHHE O KOMHCCHHU
MunucrepctBa 3apaBooxpaneHust Poccuiickoit deneparmuu 1o  GOpMUPOBAHUIO TEpEUHEN
JIEKapCTBEHHBIX MpPENapaToB I MEIUIMHCKOIO NMPUMEHEHUS U MHHUMAJIBbHOIO ACCOPTUMEHTA
JIEKapCTBEHHBIX TMPENapaToB, HEOOXOIWMBIX MJII OKa3aHWs MEIUITMHCKOW ITOMOIIH, M COCTaB
YKa3aHHOW KOMUCCHH.

3. YcranoButh, uto B 2014 roay mpemioxkeHus 1Mo (GpOPMHUPOBAHUIO MEpPEUYHEN JIeKapCTBEHHBIX
[IpenaparoB g MEAULUHCKOIO IPUMEHEHUS U MHUHUMAJIBHOTO ACCOPTUMEHTA JIEKapCTBEHHBIX
IIpernapaToB, HEOOXOIUMBIX I OKa3aHHsI MEIULIUHCKON TTOMOIIIM, HAMIPaBIAIOTCS B MHUHHCTEPCTBO
3napaBooxpaHeHuss Poccuiickonn ®enepauuu B mopsake, InpeaycMorpeHHoMm  IIpaBunamu,
YTBEPKACHHBIMU HACTOSIIIUM ITOCTaHOBJIEHUEM, 110 15 ceHTsOps 2014 .

4. Ilyukt 4 nocranosiienus [IpaBurensctBa Poccniickoit denepanuu ot 29 oktsaops 2010 r. N 865
"O rocyaapCTBEHHOM pEryJupOBaHUM II€H Ha JIEKAPCTBEHHBIE IpENapaThl, BKIIOYEHHBIE B
MepevYeHbh >KU3HEHHO HEOOXOJMMBIX W BAXKHEUIIWX JeKapcTBEeHHBIX mnpemnapaToB" (CoOpaHue
3akoHogarenscTBa Poccuiickoit @eneparun, 2010, N 45, cr. 5851; 2012, N 37, ct. 5002) mocne
cj0B "MUHHCTEPCTBOM 3KOHOMHUYECKOT0 pa3BuTusa Poccuiickoit denepanuu’ 1ONOIHUTH CIOBAMH
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", MuHuCTEpCTBOM TpyAa M cOUUaIbHOW 3amuThl Poccuiickoit ®enepanuur, MUHHCTEPCTBOM
peruoHanbHOrO pasBuTHa Poccuiickoit @eneparnun, DenepanbHOl aHTUMOHOMOJIBHON CIyX)O00ii,
®denepanbHOl Cy)K00W 1O Ham3opy B cdepe 3ammThl MpaB IMOTpeOUTeNnerd W OIaromoyrydus
yenoBeka, denepanbHbIM areHTCTBOM HAay4YHBIX OpraHu3aruii'.

5. MunucrepcTBy 3apaBooxpaHeHuss Poccuiickoii @enepauuu AaBaTh Pa3bsCHEHHUS O TOPSAKE
npuMeHeHus [IpaBuil, yTBEpKI€HHBIX HACTOSALIUM ITOCTAHOBJICHUEM.

IIpeoceoamensv Ilpasumenvcmea
Poccuiickoii @edepayuu

. MEIBEJIEB

VTBEPKX/IEHBI
nocmanosnenuem Ilpasumenscmea
Poccuiickoii @edepayuu

om 28 agzycma 2014 2. N 871

IHPABUJIA

®OPMUPOBAHUS MEPEYHE JEKAPCTBEHHBIX
MPEMAPATOB JJISI MEJJALIMHCKOTI'O MPUMEHEHUS
A MUHUMAJILHOT'O ACCOPTUMEHTA
JEKAPCTBEHHBIX IPEMNAPATOB, HEOBXOJIMMbIX
JJIS1 OKA3AHUSI MEJULIMHCKOM MOMOLIA

(8B pea. IlocranoBnenwuii [IpaButenscrea PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, o
20.11.2018 N 1390, ot 05.06.2020 N 829, ot 12.08.2020 N 1212)

1. Hacrosiue [IpaBuna ycTaHaBIMBAIOT MOPSAAOK (POPMUPOBAHUS:

a) TepeyHs SKU3HEHHO HEOOXOIMMBIX Y BaKHEHIIMX JICKAPCTBEHHBIX TMpENapaTtoB JUIs
METUIIMHCKOTO MPUMEHEHHUS (J1ajiee - mepedeHb BaKHEHUIITNX JIEKAPCTBEHHBIX TIPEMapaToB);

0) mepeuHsl JIEKapCTBEHHBIX MpPENaparToB, MpeAHA3HAYEHHBIX JUIsl OOecreyeHHs JHIL, OOJbHBIX
reMomInei, MyKOBHCIIUI030M, THITOGU3APHBIM HAaHU3MOM, OoJie3HbI0 ['o1IIe, 3710Ka4eCTBEHHBIMH
HOBOOOPA30BaHUAMM JTUM(OUIHONW, KPOBETBOPHON W PpOJCTBEHHBIX MM TKaHEW, pacCesHHBIM
CKJIEPO30M, TEMOJHTHUKO-YPEMHUYECKHM CHHIPOMOM, FOHONIECKHM apTPUTOM C CHCTEMHBIM
HayanoMm, MmykonoiucaxapuaozoMm |, Il u VI Tumos, ammactuueckoil aHeMueil HEyTOYHEHHOM,
HacsencTBeHHbIM Jedpunurom ¢dakropoB |l (pubpunorena), VIl (mabunpnoro), X (Crroapta -
[Tpayspa), a Takke JIMIl IOCJEe TPaAHCIUIAHTAIMM OPraHOB M (WJIM) TKaHEeH (manee - nepeyeHb
JIOPOTOCTOSIIINX JIEKapCTBEHHBIX MpenapartoB); (B pexa. [locranonenuii IlpaButensctBa P® or
20.11.2018 N 1390, ot 05.06.2020 N 829)

B) NnepeuHA JICKAPCTBCHHBIX MIpCHaparoB i MCOAUINUHCKOIO MNPUMCHCHUSA, B TOM YHUCIIC
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JIEKAPCTBEHHBIX IIPENapaTtoB sl MEIHUIMHCKOTO IPUMEHEHHs, Ha3HAYaeMbIX I10 PEIICHUIO
BpaueOHBIX KOMUCCUH MEIUIIMHCKUX OpraHu3aluil (1ajiee - mepeueHb JIEKapCTBEHHBIX MPEmapaToB
JUTsl oO6ecrieyeH s OTAENbHBIX KaTeropuil rpakaaH);

I) MUHHUMAJIBHOTO aCCOPTHMEHTAa JICKAPCTBEHHBIX TPEMapaToB, HEOOXOAMMBIX [UIS OKa3aHHs
MEJIUIIMHCKON MOMOIIH (Jjajiee - MUHUMAaJIbHBIA aCCOPTUMEHT).

2. TlepeyeHb B@KHEWUIIMX JIEKAPCTBEHHBIX MPENapaToB (OPMUPYETCS IO MEKIYHAPOIHBIM
HEMAaTEHTOBAaHHBIM HAMMEHOBAHUSAM ATHX JICKAPCTBEHHBIX MpenapatoB (IIPU OTCYTCTBUU TaKUX
HAMMEHOBAHUH - [0 TPYIIUPOBOYHBIM MM XHUMHUYCCKHMM HAUMEHOBAHHUSIM), B TOM YHCIIE C YYETOM
CTaHIAPTOB  MEAMIIMHCKOW  IOMOIIM, pE3yJbTaTOB KJIMHUYECKOH  ampodalud  METOI0B
npoQUIAKTUKH, JMATHOCTUKH, JIEYCHUS U peadWIUTaluk W KIMHHYECKUX PEKOMEHIAIUi
(MPOTOKOJIOB JICUCHMS) IO BOMPOCAM OKa3aHUS MEIUIMHCKONH TIOMOIIHM, W3 JICKApCTBEHHBIX
npernaparoB JUiss MEAUIMHCKOTO MPUMEHEHUs (Jajiee - JeKapCTBEHHbBIC MPenapaThl), OTBEYAOIINX
cieayromm kputepusm: (B pea. [Tocranosnenus [IpaBurensersa PO ot 29.10.2018 N 1283)

a) JIGKapCTBEHHBIM TIpermapar 3aperucTPUPOBaH B YCTAHOBIEHHOM Topsiake B Poccuiickoit
®enepanuu;

0) JIeKapCTBEHHBIM MpernapaT MPUMEHSETCS C 1EIbI0 JUAarHOCTHKH, MPO(HIAKTHKH, JCUCHHUS U
peabunuTanuu 3a00JaeBaHUI, CHHAPOM M COCTOSHUI, B TOM YHCIIe MPEo0IaalouX B CTPYKTYpe
3a0osneBaeMocT B Poccuiickoit denepanuu, a Takke 3a001€BaHUM, MPEACTABIAIONIMX OMACHOCTb
st okpyxkatomux; (B pea. IlocranoBnenmii IIpaButensctBa P ot 29.10.2018 N 1283, ot
12.08.2020 N 1212)

B) JIEKAPCTBEHHBIN Ipernapar MMEeT MPEUMYIIECTBO MO CPAaBHEHMIO C APYTMMHU JIEKApPCTBEHHBIMU
npenapaTamy py JEYSCHUH ONIPEIelIEHHOr0 3a00I€BaHuUs UJIM COCTOSTHUS,

T') IOAMYHKT yTpaTui cuiy. (B pea. [loctanoenenus [IpaBurenscrea PO ot 29.10.2018 N 1283)

3. IlepedueHb AOPOrOCTOSIIMX JIEKAPCTBEHHBIX IpernapatoB (OPMUPYETCS IO MEXAYHAPOIHBIM
HEMaTeHTOBAaHHBIM HAMMEHOBAHUSAM ATHX JIEKAPCTBEHHBIX MpenapaToB (IIPU OTCYTCTBUU TaKUX
HAaUMEHOBAHMUN - MO TPYNIHUPOBOYHBIM MM XMMHUYECKMM HAaWMEHOBAHUSM) B Ipejienax 00beMOB
OIO/IKETHBIX aCCUTHOBaHHM, MPEAyCMOTPEHHBIX B (hefepaibHOM OrO/KETe Ha COOTBETCTBYIOIIMH
(uHAHCOBBIN IO/l ¥ IUIAHOBBIM NEPHUOJ, U3 JIEKAPCTBEHHBIX MPENapaToB, OTBEYAIOLINX CIIEAYIOIIUM
kputepusm: (B pen. [locranosnenus [IpaBurenscta PO ot 12.06.2017 N 700)

a) JIGKapCTBEHHBIM TIpermapar 3aperucCTPUPOBaH B YCTAaHOBJIEHHOM TMoOpsake B Poccuiickoit
®denepanuu;

6) HCKapCTBeHHLIﬁ npenapar BXOAUT B ICPCUCHb BaKHEHIIINX JICKApPCTBCHHBIX NIPCIIAPATOB;

B) JIEKAPCTBEHHBIA Mpernapar MMEeT NMPEUMYIIECTBO MO CPaBHEHHMIO C APYTUMH JIEKApCTBEHHBIMU
npenapataMM IpH JIEYEHUH JUL, OOJNIBHBIX TeMo(uiIuei, MyKOBHCUUA030M, THIO(PU3APHBIM
HaHU3MOM, Oosie3Hbto  [omie, 370KaueCTBEHHBIMM  HOBOOOPA30BAHUAMU  JTUMGOUTHOM,
KPOBETBOPHOW M POJCTBEHHBIX UM TKAHEH, PACCESIHHBIM CKJIEPO30M, IFE€MOJUTHKO-YPEMHUYECKUM
CHHJPOMOM, FOHOIIIECKUM apTPUTOM C CHCTEMHBIM HadasioM, MykomonucaxapumozoM |, Il u VI
TUIIOB, AIUIACTMYECKOW aHeMHed HEyTOYHEHHOW, HacleACTBEeHHbIM aeduuutoMm ¢aktopos |l
(pubpunorena), VIl (madunsuoro), X (Ctroapta - [Ipayspa), a Taxke JUIl TTOCIIE TpaHCIUIAaHTAITIH
opraHoB u (uiau) Tkaneil. (B pexa. [locranosnenwuii IlpaBurenscrea P® ot 20.11.2018 N 1390, ot
05.06.2020 N 829)

3.1. BkitoueHue JEeKapCTBEHHOTO IIpernapara B TNEpeyYeHb JOPOrOCTOSIIMX JIEKapCTBEHHBIX
IpenapaToB U MpH HEOOXOAMMOCTH HCKJIIOYEHHE M3 HEr0 B COOTBETCTBHU C MOJOXCHHUSIMHU
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HacTosmuX [IpaBWiI adbTEPHATHBHOTO JIEKAPCTBEHHOT'O IIperapara He JOJDKHO TPUBOIUTH K
YBEJIMUEHUIO 00HEMOB OIO/PKETHBIX aCCHUTHOBAHHMA, MPEIyCMOTPEHHBIX B (eiepaibHOM OroKeTe
Ha COOTBETCTBYIOIIMK (MHAHCOBBI TOJ W TUIAHOBBIA miepuon. (B pexa. IlocraHoBieHus
[paButenscTBa PO ot 12.06.2017 N 700)

4. TlepeueHp NEKAapCTBEHHBIX IPENapaToB s OOECIEYCHHs OTHAENbHBIX KaTeropuil TpakIaH
dopmupyeTcss MO MEXAyHapOJIHbIM HENAaTEHTOBAHHBIM HAWMEHOBAaHUSM JTHUX JIEKAPCTBEHHBIX
npenaparoB (IIpyU OTCYTCTBUM TAaKUX HAUMEHOBAHUN - MO TPYNIIMPOBOYHBIM MM XUMHUYECKUM
HalMEHOBAHUSAM) U3 JICKAPCTBEHHBIX IPENapaToB, OTBEYAIONIUX CIEAYIOLUIUM KPUTEPUIM:

a) JIGKapCTBEHHBIM TIIpermapaT 3aperucTPUpOBaH B YCTAHOBIEHHOM Topsiake B Poccuiickoit
denepanuu;

0) JexapCTBEHHBII MpenapaTt BXOJUT B EPEUCHb BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

B) JICKAPCTBEHHBIN MpernapaT UMEET MPEUMYIIECTBO MO CPAaBHEHHUIO C JPYTUMU JICKAPCTBEHHBIMU
npenaparamy IMpU JEUYEHUH JUL, UMEIOUUX [PAaBO Ha MOJYyYEHHE IOCYJapCTBEHHON COLUAIBHON
MOMOIIIX B BUJIE€ HA00OpA COIMATILHBIX YCIIYT.

5. MUHUMaNIbHBIM acCOPTUMEHT (OPMUpPYETCS JUIsl Pa3IUYHbIX BHUJIOB allTEYHBIX OpPraHu3aluid U
WHIVBUAYAJIBHBIX IMPEANPUHUMATENCH 10 MEXKIyHApOJHBIM HENATEHTOBAaHHBIM HAaUMEHOBAHUSAM
JIEKapCTBEHHBIX IPENapaToB (MpU OTCYTCTBUM TaKUX HAUMEHOBAHUW - 10 TPYNIUPOBOYHBIM WIIU
XMMHUYECKHMM HAaUMEHOBAHMSAM) M3 JICKApPCTBEHHBIX IpenapaToB A MEIUIMHCKOIO MPUMEHEHHUs,
OTBEYAKOUIUX CIEAYIOLIUM KPUTEPHUAM:

a) JIeKapCTBEHHBIH TMIperapar 3aperuCTpPUpPOBaH B YCTaHOBIEHHOM Tmopsanke B Poccuiickoii
®denepaunu;

0) JexapCTBEHHBIH NMpenapaTr BXOJUT B IEpEUEHb BaXKHEHIIINX JIEKAPCTBEHHBIX PENapaToB;

B) JIEKapCTBEHHBI Ipemapar, HaxojasduMiics B oOpaimieHun Ha Tepputopun Poccuiickoi
®enepaniv, UMMEET HE MEHee 2 COOTBETCTBYIOLIUX €My 0 MEXIyHAPOJHOMY HENAaTEHTOBAHHOMY
HalMEHOBAHUIO JTMOO 3aMEHSIOIEMY TaKOe HaUMEHOBAaHUE TPYIIUPOBOYHOMY MM XUMHYECKOMY
HaVMEHOBAHMIO BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB B aHAIOIMYHBIX JIEKAPCTBEHHBIX
dopmMax W JO3MPOBKAX, MPOU3BOAMMBIX IBYMsS M Oojiee NPOU3BOAUTEISIMU (32 HCKIIOUCHHEM
JIEKapCTBEHHBIX MIPENapaToB, MPOU3BOIUMBIX €IMHCTBEHHBIM OTE€UECTBEHHBIM ITPOU3BOIUTENIEM);

T') JIEKApCTBEHHBIN MpernapaT COrIacHO JaHHBIM 00 00beMax MpoAaxk Ha (hapMalleBTHUYECKOM PBIHKE
Poccuiickoii denepannn BocTpeOOBaH CUCTEMOH 3IpaBOOXPAaHEHHsI M HACEIIEHUEM B TE€UEHHE BCETO
KaJIeHJapHOTO TO/a.

6. HCKapCTBeHHLIC mpenaparbl NOAJICIKAT UCKIOUYCHUIO U3 ICPCUHA BayKHEHIITHX JICKAPCTBCHHBIX
npemnaparoB, IMEPEUHA OOPOroCTOAINMX JICKAPCTBECHHBLIX IMPCIapaToB, NICEPEUYHA JICKAPCTBCHHBIX
npenaparTroB JIsd obecneueHust OTACIBHBIX KaTeI‘OpI/Iﬁ rpaxxJiaH (;[anee - Hepe‘-IHI/I) 1 MUHHUMAaJIbHOI'O
ACCOPTUMCHTA B CIICAYIOIIUX CIIydasax:

a) BKIIOYCHHE aAIbTCPHATHBHBIX JIEKAPCTBEHHBIX IMIPENapaTroB, OO0NaNaOMMX JTOKa3aHHBIMHU
KIIMHUYECKUMH, U (UJIM) KIMHUKO-)KOHOMHYECKUMHU TMPEUMYIIECTBAMH, W (UJIU) OCOOCHHOCTSIMH
MexaHu3Ma JedcTBus, W (WiM) OoJybmield O€30MacHOCTHIO TPH JHUArHOCTHKE, NPO(UIIAKTHKE,
JICYCHUH WIN peaduiInTaluu 3a00JIeBaHU, CHHIPOMOB M COCTOSIHUM;

6) IIOSABJICHUE CBe)IeHI/Iﬁ 0 TOKCUYHOCTH WM BBICOKOM YaCTOTE HEXKEIATEILHBIX TOOOUYHBIX SIBICHUI
NPy IPUMEHEHUH JIEKapCTBEHHOT'O Ipenapara; B) NPUOCTAHOBJICHUE MPUMEHEHHS JIEKapCTBEHHOTO
npenapara B Poccuiickoit @enepanuu;
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I') OTMEHA rOCyIapCTBEHHOW PErHCTPALINH JIEKAPCTBEHHOTO TIpenapara;

1) TIpeKpalieHue MPOU3BOJICTBA JICKAPCTBEHHOTO Mperapara Ju0o ero mocraBok B Poccuiickyro
Oegepannio U (WIM) OTCYTCTBHE JIGKAPCTBEHHOIO IIpenapara B TpaxIaHCKOM 000poTe B
Poccuiickoit denepaiu B TeUCHHE IEPHO/IA, MPEBBIIIAIOIIETO OJIUH KaJleHIapHbIN TOI;

€) UCKJIIOYEHHE JIEKAPCTBEHHOTO Iperapara 13 MepeyHsl Ba)KHEHIINX JIEKAPCTBEHHBIX IIPENapaToB -
JUI TIEpEeUHsl JOPOIOCTOSALIMX JIEKApPCTBEHHBIX MPErnapaToB, MEPedHs JIEKAPCTBEHHBIX IPENaparoB
JUIsl 00€ecTIeYeH sl OTAEIbHBIX KaTerOpuil rpa’kjad U MUHUMAJIBHOI'O aCCOPTUMEHTA.

) TIpe/CTaBICHUE HAYYHO OOOCHOBAHHOM PEKOMEHJAIMH TJABHOTO BHEMITATHOTO CIICIUAIIUCTA
MunucrepcTBa 3apaBooxpaHeHusi Poccuiickoit denmepanuu (manee - TIIaBHBIM OKCIEPT) IO
pe3ysibTaTaM IPOBOJUMBIX B paMKaX AaHATOMO-TEPANEBTHUUYECKO-XMMHUYECKOW TIpYMIbl aHaIu3a
nH(pOpMallMU O CPABHUTENBHON KIMHUYECKOH 3((HEKTUBHOCTH U OE30MMAaCHOCTH JIEKAPCTBEHHOIO
npernapara, OLeHKH YKOHOMUYECKUX IOCIIEIACTBUI €ro MpUMEHEHUS U U3yUYEHUS JOTOIHUTEIbHBIX
MOCIEACTBUIM NMPUMEHEHHUs JIGKApCTBEHHOrO MpernapaTa (Jnajgee - KOMILUIEKCHas OlLeHKa). (B peq.
[Mocranoenenus [IpaBurenscTBa P® ot 29.10.2018 N 1283)

6.1. JlekapcTBeHHbIE MpenapaTbl MOMJIEKAT MCKIOYEHUIO U3 NEpeuYHed M MHUHUMAaJIbHOTO
aCCOPTHMEHTa, €CJIM B TEYEHHE 6 MecAleB I10CJIE€ BKIIIOUEHUS JIEKQpCTBEHHOTO Ipenapara B
NEepeUYCHb BAKHEUIIMX JIEKAPCTBEHHBIX IPENapaToB HE 3apEruCTPUpPOBaHA MpeaeibHasi OTIYCKHAs
[IeHa MPOU3BOIUTENS HA JIEKapCTBEHHBIN npenapar. (B pea. [locranosnenus [IpaButensctBa PO ot
29.10.2018 N 1283)

6.2. B nepeyHn U MUHUMAJIbHBII aCCOPTUMEHT BKJIIOYAIOTCS OJIHOKOMIIOHEHTHBIE JIEKAPCTBEHHbBIE
npenapatsl. KoMOMHUpPOBaHHBIE JIEKApPCTBEHHBIE IpenapaThl BKIIOYAIOTCS B NEPEYHU B Ciydae,
€ClIM 1O pe3yibTaTaM KOMIUIEKCHOM OLIEHKHM JO0Ka3aHO MX MPEUMYIIECTBO B HPUMEHEHUHU U
CTOMMOCTH [0 CpPaBHEHHIO C OJHOKOMIIOHEHTHBIMU JIEKApPCTBEHHBIMM IIpemnapaTamMu. (B pen.
[Tocranosnenus [IpaBurenscta PO ot 29.10.2018 N 1283)

[Ipu BKJIIOYEHMH KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB B MEPEYHU U MHUHHMAIbHBIN
aCCOPTHUMEHT OJHOBPEMEHHO BKIIIOUAIOTCS BCE 3aperucrpupoBaHHble B Poccuiickoin denepanuu
OJIHOKOMIIOHEHTHBIE JIEKApCTBEHHBIE IIPENapaThl, U3 KOTOPbIX COCTOUT Takas KOMOMHAUUs. (B pes.
[MTocranosnenus [IpaBurenscta PO ot 29.10.2018 N 1283)

7. TlepeueHp BaXHEHWIIMX JIEKapCTBEHHBIX HpenapaToB ¢opmupyercs exeronHo. llepedens
A0POroCTodmurx JICKAPCTBCHHBIX IIPEIapaTroB, IMEPCUYCHb JICKAPCTBCHHBIX IIPCIIaparoB JIA
oOecreyeHns: OT/AEIbHBIX KaTeropuil rpakJ1aH U MUHUMAJbHBIA aCCOPTUMEHT (OPMHPYIOTCS He
pexe 0HOro pasa B 3 roja.

8. dopMupoBaHHE TEPEYHEH W MHUHHMAIBLHOTO aCCOPTUMEHTA OCYIIECTBISETCS OOpa30BaHHOMN
MunuctepcTBOM 3apaBooxpanenus Poccuiickoit ®demepanuu Komuccuend 1o  (GHOPMHUPOBAHUIO
nepeyHel IeKapCTBEHHBIX MPEnaparoB 1 MUHUMAIILHOTO aCCOPTUMEHTA (fanee - KoMHUccHsl). (B perl.
[Tocranosnenus [IpaButenscTBa PD ot 12.06.2017 N 700)

9. BHeceHme uW3MEHEHMH B IIEPEYHM M MHHUMAJIbHBIM ACCOPTUMEHT OCYLIECTBISETCS B

COOTBETCTBUM C MOJIOKeHUsAMH HacTosmx [lpasui. (B pexa. [locranosnenus [IpasutenscrBa PO ot
12.06.2017 N 700)

9.1. OmneparuBHOE BHECEHHME W3MEHEHHM B TMEPEYHHM U MHUHHUMAJIBHBIA aCCOPTUMEHT
OCYIIIECTBIISIETCS B COOTBETCTBUM C TOJOKEHUSIMH HAcTOAMUX [IpaBui Ha OCHOBAaHMHM U B CPOK,
KOTOpbIE€ YCTAaHOBJIEHBI COOTBETCTBYIOIIMM nopyueHueM lIpasutenscrBa Poccuiickoii denepanuu o
pPacCMOTPEHMH KOMHCCHEH TMpeasIoKeHUH O BKIIOYEHUH (00 MCKIIIOUEHUH) JIEKapCTBEHHBIX
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MpenapaTroB B MEPEYHH M MUHUMAJILHBIN accopTUMEHT. (B penl. [loctanoBnenus [IpaBurensctBa PO
ot 12.06.2017 N 700)

9.2. OneparuBHOE BHECEHHE B IEPEUYEHb BAXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB M3MEHEHUH B
YacTU BKJIIOUEHHUS JIEKAPCTBEHHBIX IMPENapaToB, BOZMOXKHBIX K HA3HAUYCHHUIO M MPUMEHEHHIO IS
JedeHHss U TPOQWIAKTUKHA 3a00JeBaHUN, TPEICTABISAIONIMX OMACHOCTh JJIS  OKPY’KAIOIIMX,
MPEIyCMOTPEHHBIX ~ METOAMYECKMMH  pEeKOMEHJAaUMusIMH  MMHHUCTEpPCTBA  31PaBOOXPAHEHUS
Poccuiickoit ®enepaiiii, B yCIOBUSX YpPE3BbIUAWHOW CUTyallMd W (WJIM) NMPU BO3HUKHOBEHUU
yIpO3bl  PACIPOCTPAHEHUS TakuX  3a00JIeBaHUM, OCYLIECTBISIETCS IO  IPEICTABICHHUIO
MunucrepcTBa 0€3 NPUMEHEHHS IIOJIOKEHUH, YCTaHOBIEHHBIX MyHKTamu 13 - 35 Hacrosmux
[TpaBui. (B pex. ITocranosnenus IIpasutensctBa PP or 12.08.2020 N 1212)

[IpencraBinennbie MuHUCTEPCTBOM 3ApaBooxpaHeHus: Poccuiickon denepanuu MpemyioxKeEHUs 110
BHECEHMIO YKa3aHHBIX U3MEHEHUU B NIEPEUYECHb BAKHEUILINX JICKAPCTBEHHBIX IPENapaToB MOAJIEKAT
ONEPATUBHOMY pPACCMOTPEHHIO Ha 3aCe€JaHUM KOMHUCCUHM C YYacTHEM IpEICTaBUTENIEH
MunuctepcTBa 3apaBooxpaHenusi Poccuiickon Penepanun, MUHUCTEPCTBA MPOMBIIUIIEHHOCTH U
toproBiu Poccuiickoit @eneparun, denepanbHoii ciay)O0bl IO HAA30pY B cdepe 31paBOOXpaHEHHS,
®DenepalibHOH CITy:KOBI 110 HAJI30PY B cdepe 3allUThI TpaB NoTpeOuTeNe u 61aromnonyyus yenoBeka
u @DenepalbHOIl AaHTUMOHOIIONBHOM CIIyKOBbI, ABJIAIOIIMXCS uYileHaMu Komuccuu. Ha 3acemanue
KOMHUCCUM TPUIJAIIAIOTCSA IJIABHBIM JKCIEPT, a TakKe MPEACTABUTENb IPOU3BOIUTENS
JIEKApCTBEHHOI'O Iperapara B LEJIIX PaCCMOTPEHHsI M COIVIaCOBAHMUS LIEHbI Ha JIEKAPCTBEHHBIN
npenapar, KOTOPYI0 MPOM3BOAMUTENb IUIAHUPYET 3apeructpupoBaTth. (B pen. IlocranoBneHus
[TpaButenscTBa PD ot 12.08.2020 N 1212)

10. OpraHu3alMOHHO-TEXHMYECKOE OO0EeCreYeHue JeATeIbHOCTH KOMHUCCHHM  OCYIIECTBIISIET
MuHHCTEpCTBO 3ApaBooxpaneHus Poccuiickoit deneparium.

11. B coctaB komuccuu BXOIAT IpencTaBUTENM MUHHCTEpCTBA 3ApaBooXxpaHeHus Poccuiickoit
Oenepauny, MuHHCTEpCTBA NPOMBILIIEHHOCTH M ToproBiu  Poccuiickoii  denepanuu,
MunuctepeTBa TpyAa U colranbHoi 3amuthl Poccuiickoit denepaunu, denepanbHoil ciyk0bl 110
Ha/30py B cdepe 3apaBooxpaHeHus, denepanbHoil ciayxkObl M0 Hag30py B chepe 3aluThl MpaB
norpedbureneil u  Omaromomyuust denoBeka, DenepalbHOM  AaHTUMOHOIOJBHOM  CiIyKOBbI,
denepanbHOTO  MEAMKO-OMOJIOTHYECKOr0  areHTCTBAa, MUHHMCTEpPCTBA HAayKd U BBICHIETO
oOpazoBanus Poccuiickoit @enepaiuu, UHbIX (erepalbHbIX OPraHOB MCIOJHUTEIBHOW BIIACTH,
(benepanbHBIX TOCYJIApCTBEHHBIX 00pa30BAaTENbHBIX OpraHU3allMil BBICIIETO MEIUIMHCKOIO U
(dapmalieBTUYECKOT0 00pa30BaHUs, a TaKXke (PelepaJbHBIX TOCYIApPCTBEHHBIX MEIUIMHCKUX U
(dapMmalnieBTUYECKMX HayuyHbIX opraHuzaiuil. (B pexa. I[locranosnenuii IlpaButensctBa P® ot
12.06.2017 N 700, ot 29.10.2018 N 1283)

Ha 3acemanuu koMuccuM TPHUCYTCTBYIOT TPH HAIWYMKA TPEIBAPUTEITHLHOTO OOpamlieHus B
nuchMeHHOU popme B afjpec KOMUCCUH, TIOCTYMHBIIIETO HE MO3JHEE YeM 3a 5 padouyux THEH 10 THS
COOTBETCTBYIOILIETO 3aCeIaHUs KOMHCCUHU, MPEICTaBUTENb CyObekTa oOpallleHusl JeKapCTBEHHBIX
cpeacTB U (WiHM) OOIIECTBEHHOTO OOBEAWHEHHS, OCYIIECTBISIONIETO NEATENHOCTh B cdepax
3IpaBOOXpaHEHHs, OOpaIleHHs JIEKapCTBEHHBIX CPEICTB W 3alUThI MPAaB TPaKIaH B 3TUX chepax
(manmee - 3asBUTENb), a TaKXKe MPEACTABUTENU HHBIX (eJepalbHBIX OPraHOB HCIOIHUTEILHON
Biactu. (B pea. [Tocranosnenus [TpaBurenserea PO ot 29.10.2018 N 1283)

12. 3acemaHust KOMHUCCHMM TpaHCIMPYIOTCS Ha o¢puIuaibHOM caiite  MuHHUCTEpCTBa
3npaBooxpaHeHus: Poccuiickoit ®enepaunu B HHOOPMALMOHHO-TEIEKOMMYHUKALMOHHONW CETH
"NuTepHer" (nanee - opunuanbHblil caidT B cetd "MHTepHeT").

13. 3asgButenp Hampasisier He nosaHee 10-ro uyucna mepBoro Mecsia KBapTajla B KOMHUCCHIO
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CIICIYIOIINE MIPEIIOKCHUS B AIEKTPOHHOM BHUIE MTOCPEJICTBOM
WH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHA C TMPWIOKECHHEM B JJCKTPOHHOM BUJIEC

COOTBETCTBYIOIIIMX JTOKYMEHTOB M cBeacHHil: (B pen. IlocranoBnenus IlpaButensctBa PD ot
29.10.2018 N 1283)

a) TpeIOKCHHE O BKIIOYCHHWH JIEKAPCTBEHHOrO IMpernapara B MEpeyHd 1o (Gopme CcoriiacHo
npunoxenuto N 1;

0) mpemiokeHWe O BKJIIOYCHHH JIEKAPCTBEHHOTO IpermapaTa B MUHUMAIBHBI aCCOPTUMEHT IO
dbopme cornacHo npuitoxeHuto N 2;

B) IPEUIOKECHUE 00 MCKIIOUCHUH JIEKAPCTBEHHOIO Ipenapara U3 nepeyHed mo ¢popme COoriacHo
npuioxennto N 3;

T') IPEATIOKEHHE 00 UCKITFOUEHHUH JIGKAPCTBEHHOTO Mpernapara i3 MUHUMAJIbHOTO aCCOPTHUMEHTA 10
dbopme cornacuo npuinoxenuto N 4.

14. IlynkT yrpatun cuiy. (B pea. [Tocranosnenus [Ipasutenscra PO ot 29.10.2018 N 1283)

15. Komuccus B Tedenue 7 pabouux JHEH co AHS MOCTYIJICHUS MPEAIOKEHUHN, YKa3aHHBIX B ITYHKTE
13 nacrosmux IlpaBun (manee - mpenioXKeHHE), OPraHU3YET IPOBEJACHHE HUX JIOKYMEHTAJIbHOU
skcneptusbl. (B pea. ITocranosnenus IpasutenscrBa PO or 29.10.2018 N 1283)

[Ipy HOKyMEHTAIBHON OJKCHEpTH3E TMpPOBEpseTcs Haiexkanee o(GopMIeHUE MPEIIOKEHUS B
COOTBETCTBUM € HacTtoAmuMu [IpaBuiamu, TOJHOTA W JIOCTOBEPHOCTh MPEICTABICHHOMN
uH(pOpMallMM O JIGKAPCTBEHHBIX IMIpermaparax, B TOM 4YHUCIE €€ COOTBETCTBHE CBEICHUSM,
COJIepKallMCsl B TOCYJAapCTBEHHOM PEECTpe JIEKApCTBEHHBIX CPEICTB, 10 pe3yjbTaTaM KOTOpOM
opopmisieTcs 3akitoueHue mo Qopme corjacHo npuioxeHutro N 5 (mamee - 3akioyeHHE IO
pe3yabpTaTtaM JOKyMEHTAIbHOU SKCIIEPTU3HI).

16. HpennoxceHI/Ie OTKJIOHSETCS OT JaJbHEUIIIero pPacCMOTPCHHUS B CICAYIOIHUX CIIydadX:

a) HeHaJyIexalee opopMIIeHHE PEATOKEHHS U MPUJIaraéMbIX K HEMY JIOKYMEHTOB M CBEJCHMH, B
TOM YHCJI€ HEBO3MOXHOCTh UX OTKPHITh; (B pell. [locranoBnenus [IpaButenscrea PO ot 29.10.2018

N 1283)

0) moanmyHKT yTpaTui cuiy. (B pea. [locranosnenus [IpaBurenscrea PO ot 29.10.2018 N 1283)
B) MpE/ICTaBIIEHNE TOKYMEHTOB M CBEJICHUI B HETIOIHOM 00BEME;

') TpeACTaBICHUE B TEUEHHE OJHOI0 KaJleHIApPHOTO roja JOKYMEHTOB U CBEACHUH, MO0 KOTOPHIM
KOMHUCCHEHN B TEKyIeM rojay ObLIO BBIHECEHO pelIeHHe 00 OTKa3e BO BKJIIOUEHUHU (HMCKIIOUEHUH)
JIEKapCTBEHHOI'0 IpenapaTa B IEPEYHH, MUHUMAJIbHBIA aCCOPTUMEHT WM B OTHOLIEHMH KOTOPBIX
OCYILECTBIISICTCS] KOMILIEKCHAsI OLEHKA, 332 UCKIIIOUEHUEM CITydasi, IPEeAyCMOTPEHHOr0 IyHKTOM 9.1
Hacrosimmx [Ipaswi; (B pen. [locranoenenus [IpaBurenscrea P® ot 29.10.2018 N 1283)

I[) npeaACTaBJICHUC HCI[OCTOBCpHOf/'I WJIH UCKaXKEHHOM I/IH(I)OpMaI_II/II/I.

17. IIlpy OTKIIOHEHUHU NPEJIOKEHUSI OT NAJBbHEUIIEr0 PaCCMOTPEHMS] KOMHCCHUEHN 3aKIIFOUECHHE I10
pe3ysibraTaM  JOKYMEHTAJIbHOM  OKCIEPTH3bl  HANpABISIETCS  3aiBUTEII0  MTOCPEICTBOM
MH(OPMaLlMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJIOTHH B CPOK, HE MpEBbIAOMUN 3 pabounx JHEH co
IHs ero BeiHeceHus. (B pen. [loctanosnenus [paBurensctBa PO ot 29.10.2018 N 1283)

JlopaboTaHHOoe 3asBUTENIEM NPEJIOKEHHE C YCTPAaHEHHbIMH 3aMEYaHUSMH, YKa3aHHbIMU B
3aKJIFOUYEHUH T10 pe3yJibTaTaM JOKYMEHTaJIbHON 3KCIIEPTU3bI, MOXKET OBbITh MOBTOPHO HAIPaBJICHO B
KOMHCCHIO TIOCPEACTBOM HH(POPMAIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOrMid He mno3anee 10
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paboumx JHEH CO JHS MOJyYEHHUsS 3aKIFOYCHHUS IO Pe3yJbTaTaM JOKYMEHTAIBHOW 3KCHEPTH3HI. (B
pen. [Tocranosnenus [IpaBurenpcrBa PO ot 29.10.2018 N 1283)

18. Mudopmanmsi 0 MOCTYNUBIIMX B apec KOMUCCHH IMPEAJIOKEHUSIX, B TOM UYHUCIE TPOIICIIIIX
JOKYMEHTaJIbHYIO IKCIIEPTU3Y, pa3MeliaeTcs Ha opuimanbHoM caidte B cetu "HMHTepHeT".

19. Hpe):[nonceHmI, B OTHOIICHHUH KOTOPBIX BBIHCCCHO IMOJIOKUTCIIbHOC 3aKIIFOYCHHUC 10 pE3yJibTaTaM
HOKYMGHTaHBHOﬁ OKCIIEPTU3BI, IOAJICKAT IMPOBCACHUIO KOMIIJICKCHOM OIICHKKW B YCTaHOBJICHHOM

Hactosammmu IlpaBuwiamu nopsizike. (B pexd. Ilocranosnenus IlpaButensctBa PO ot 29.10.2018 N
1283)

20. Komuccus B Cpok, He MpeBbIIAIOMUNA 2 paboynx AHEH CO JHSI BBIHECEHUS IOJIOKHUTEIHHOTO
3aKJIIOYEHUS 10 pe3ysbTaTaM JIOKYMEHTAJIBHOM SKCIEPTU3bl B OTHOUIEHUM JIEKAPCTBEHHBIX
[pernapaToB, MpeiaraeMbIX JUIsl BKIIOYEHUs (MCKIIOUYECHHsSI) B IEPEYHH, HAIIPABIISET MPEIJIOKESHUS
C IpPENOCTABIEHUEM JOCTyla K MX 3JIEKTPOHHBIM BEPCUSM C IMPUIATa€MbIMU JIOKYMEHTAMHU H
CBEICHMSIMH  TOCPEACTBOM  HMH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX  TEXHOJOTWH: (B  peq.
[Mocranoenenus [IpaBurenscTBa P® ot 29.10.2018 N 1283)

a) B (enepalbHOE IOCyJIapCTBEHHOE OrO/KETHOE yupexjaeHue "LIeHTp sKcmepTH3bl U KOHTPOJIS
KauecTBa MeIUIMHCKOM nomomu" MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu
(manee - lLleHTp »sKcmepTH3bl) [UId HPOBENEHUS aHAIM3a METOJOJOIMYECKOro KadecTBa
KJIIMHAKO-DKOHOMUYECKMX HCCIEJOBAaHUM JIEKAPCTBEHHBIX IIPENAparoB M HMCCIEIOBAHUU C
UCIIOJIb30BAaHUEM aHAJIM3a BIMSAHUSA Ha OrOJKeThl Oro/pkeTHOM cuctembl Poccuiickoit denepauun
(mamee - OMOKET) B COOTBETCTBHHM C TPEOOBAaHMSIMH K METOAOJIOTHYECKOMY KAdeCTBY
KIIMHUKO-DKOHOMHYECKUX MCCICNOBAaHUM JIEKAPCTBEHHOI'O IIpernapara U HCCIENOBAaHUM C
WCIIOJIb30BAaHUEM aHaIM3a BIMSHUA Ha OIOKEThI OrojKeTHOHM cuctembl Poccuiickoit denepanumy,
KOTOpbIe IpuBezeHbl B puiokeHuu N 5.1, a Taxoke Ui U3y4eHUs TOTOJIHUTENbHBIX MOCIEICTBUM
IIPUMEHEHNs JIEKAPCTBEHHOI'O IIpenapara Ha OCHOBAaHUM IIKaJdbl KOJWYECTBEHHOM OLIEHKHU
JOTIOJIHUTEIBHBIX JAaHHBIX O JIEKapCTBEHHOM IIpelapare, IMNpeAyCMOTPEHHOM WHTErpajlbHBIMU
HIKaJaMU KOMIUIEKCHOM OLIEHKM JIEKapCTBEHHOT'O Ipenapara, KOTOpble IPUBEACHBI B IPHIIOKEHUN
N 6; (B pen. ITocranoBnenus [IpaBurenscrea PO ot 29.10.2018 N 1283)

6) B mpodwibHy0 (elepalbHyl0 TOCYAapCTBEHHYIO 00pa30oBaTeIbHYI) OPraHU3aIMI0 BBICIIErO
oOpa3oBaHusi (MeIMUMHCKOrO © (wiM) (QapManeBTUYECKOro) U (WIM) JOMOJIHUTEIHHOTO
npodecCHOHATBLHOI0 00pa30BaHMs, OCYIIECTBISIONIYI0 B KaUYeCTBE YCTAaBHOIO BHJIA AEATEIbHOCTH
HAy4YHO-HCCIIEIOBATENbCKYIO AESITENbHOCTD, JIMOO B MEIUIMHCKYI0 U (Uiu) (hapMaleBTHUECKYIO
Hay4yHYH0 OpraHM3alyio, IOJBEJOMCTBEHHYIO MMUHHCTEPCTBY 3apaBooxpaHeHus Poccuiickoit
®enepanuu i MUHUCTEPCTBY HayKH U BhIclIero oopazoBanusi Poccuiickoit denepanuu (nanee -
SKCIepTHAast OpraHu3alys), A1 IpoBeIeHUs aHalu3a HHPOPMALUK O CPAaBHUTEIHHON KIMHUYECKON
abdexTnBHOCTH W  0E30MacHOCTH  JIGKAPCTBEHHOTO TIpernapara, OIEHKH HSKOHOMHUYECKHX
NOCIEACTBUM €ro IPUMEHEHHs Ha OCHOBE MHTErPajbHBIX UIKAl, KOTOPbIE IIPUBEACHBI B
npuioxennu N 6. (B pex. [Tocranosnenus [IpasutensctBa P® ot 29.10.2018 N 1283)

21. IlepeyeHb OSKCHEPTHBIX OpraHU3alMM yTBEepKAaeTcsi MUHHCTEPCTBOM 3PABOOXPAHEHUS
Poccutickoit deneparnuu u pa3meniaeTcst Ha opuIaibHOM caiite B cetu "MuTepHeT".

22. KommiekcHas OlleHKa MpoBoaUTCS LIeHTpoM sKcrepTH3bl U AKCHEPTHBIMH OpraHU3alusMU B
tedyeHue 30 pabounx THEH co JHS MOIYUYEeHUsI OT KOMUCCHH MpeanoxkeHus. (B pen. [locraHoBneHus
[MpaBurenscTBa PO o1 29.10.2018 N 1283)

23. I[J'I}I IMPOBCACHUA KOMILJICKCHOM OII€HKHU OKCIICPTHaA OpraHu3anusa COo34acCT ISKCICPTHYIO
KOMHUCCHIO M3 CIICOHUAJIMCTOB C BBICHIMM MCAUIIMHCKHM, (bapMaHeBTI/I‘ICCKI/IM WA OMOJOrHYECKUM
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00pa3oBaHUEM C NMPEUMYIIECTBEHHBIM YYaCTHEM CIICIHAINCTOB, MMEIOIINX BBICIIEE MEAUIIMHCKOE
u QapmarneBTudyeckoe oopazoBanue. (B pea. Ilocranosnenus IIpaBurensctea PO ot 29.10.2018 N

1283)

24. IlpoBeneHne KOMIUIEKCHOM OLIEHKH IPEACTABICHHBIX 3asSBUTENEM KIMHUKO-3KOHOMHYECKUX
WCCJICTIOBAHHI JICKAPCTBEHHOTO Mpenapara U 000CHOBAHHOCTH IMOJIYYCHHBIX NPHU UX MPOBEICHHUH
KIIMHUKO-3KOHOMHYECKHX XapaKTePUCTUK, OOYCIOBIMBAIOIIUX I€]€CO00Pa3HOCTh BKIIOUYEHHUS
(MCKJTIOUEHUS) JIEKapCTBEHHOIO MperapaTa B ePeYHH, OCYIIECTBIISIETCS] B TOM YUCJIE HA OCHOBAHHUU
pacuera CTOMMOCTH TOJOBOTO Kypca TepamnuH IpeajiaraéMbIM JIEKapCTBEHHBIM IIPErnapaToM II0
CPaBHEHHUIO C JICKAPCTBEHHBIMHU IpernapaTraMH, BKIIOUYEHHBIMU B MEPEYHU, UCXOJS U3 PaCUETHOU
LEHBI, MPEACTABISIONIEH CTATUCTUYECKYI0 MEIUaHy 3aperuCTPUPOBAHHBIX B YCTAHOBICHHOM
MOpSIIKE 1I€H COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IMpenaparoB (mpu Haimuuuu). (B pel.
[Tocranosienus IIpaButenscTBa PP or 29.10.2018 N 1283)

[Ipu OTCYTCTBMM 3aperUCTPUPOBAHHBIX B YCTAHOBJICHHOM TIOpPSIKE II€H Ha JIEKAPCTBEHHBIC
mpernapaTsl CpaBHEHHE M OLIEHKA OCYIIECTBISIOTCA B OTHOIIGHWU PACUETHBIX I[EH Ha 3aKylaeMble
JIEKApCTBEHHBIEC TPEMapaTbl B COOTBETCTBUU C JIAHHBIMU AJIEKTPOHHBIX ILIOMIAIOK, HA KOTOPBIX
MPOBOAATCS  DJEKTPOHHBIE  AayKIHMOHBI IO 3aKylNKe JIEKAPCTBEHHBIX  IMpenaparoB  IJis
rOCYJapCTBEHHBIX M MYHUIMIAIBHBIX HYXI. [Ipm sTOM pacueTHas 1ieHa Ha JIEKAPCTBEHHBIC
mpemnapaTrbl  MPEACTaBIsSET CTAaTUCTHUYECKYI0 MEAMaHy [eH (akTUYecKMX 3aKylmoK Ha
BOCITPOM3BE/ICHHBIE JIEKAPCTBEHHBIE TmpernapaThl (nmpu Hamuuuu). (B pea. I[locraHnoBnenus
[TpaButenscTBa PD o1 29.10.2018 N 1283)

IIpy OLIEHKE MONOJHUTENBHBIX IOCIEICTBUN INPUMEHEHMs JIEKAPCTBEHHOIO IIpernapara TaKxke
OCYILIECTBIISICTCSI AQHAJIU3 JAHHBIX O TOCYJApCTBEHHOH pPETUCTpalMM, aHaimu3 OOpalieHus
JIEKapCTBEHHOTO Ipernapara, MpearaeMoro i BKIIOYEHUS (MCKIIOUEHHs) B MEpPEYHH, a TakxkKe
JIEKAPCTBEHHBIX IPENAPAaTOB, BKJIIOYEHHBIX B IIEPEYHM M HMMEIOIIUX AHAJIOTMYHBIE BHOCHUMBIM
JIEKapCTBEHHBIM IIpemaparaM II0Ka3aHWs K HAa3HAYeHUI0O B PAMKax COOTBETCTBYIOLIMX
aHaTOMO-TepaneBTHUeCKO-XUMHUueckux rpynn. (B pea. IlocranoBnenus IIpaButensctBa PO o1

29.10.2018 N 1283)

B nensx nmosydyeHus HeoOXOAUMON JOMOJHUTENBHON UHPOPMAIMK U YTOUHEHHUS MPE/ICTaBICHHbBIX
B IPENJIOKEHUU CBEACHUM IpU NPOBEJCHUM KOMIUIEKCHON OLIEHKM OCYIIECTBISETCS TIOUCK
uHpoOpMallMl O JIEKApCTBEHHOM TMpenapare, B TOM 4YHCI€ O KIMHUYECKUX U  (WJIH)
KIIMHUKO-3KOHOMHYECKHUX MCCIIEN0BAaHUAX JIEKAPCTBEHHOIO Mpemnapara. [Ipu 3ToM K 3aKIodeHusIM,
yYKa3aHHBIM B MyHKTe 25 Hacrosmux [IpaBui, npuiiaratoTcsi MOJHOTEKCTOBbIE MyOIMKAIMN TaKuX
uccienoBanuid. (B pen. [locranosnenus [IpaBurenscta PO ot 29.10.2018 N 1283)

25. Tlo pe3ynpTaTaM KOMIUIEKCHOM OLIEHKM OKCHepTHas opraHuzamus u LleHTp skcmepTussl
COCTaBJISIFOT COOTBETCTBEHHO 3aK/IIOYCHHUE 110 PE3YNIbTaTaM aHaIn3a HHYOPMALIUN O CPAaBHUTEIHHOM
KJIMHUYECKOH  3((EeKTUBHOCTH W OE30MaCHOCTH  JIEKAPCTBEHHOIO  Iperapara,  OLEHKU
HPKOHOMHYECKUX TOCJIEJICTBHIA €ro MpUMEHEeHUs 1o ¢GopMme coriacHo mnpuiokeHnro N 7 wu
3aKJIIOYEHHE IO pe3ysbTaTaM aHajiu3a METOIOJOIMYECKOro KauyecTBa KIMHUKO-KOHOMUYECKHX
MCCIIEIOBAaHUH JIEKapCTBEHHOTO IIperapaTra M MCCIEAOBAaHNN C MCHOJIb30BAaHUEM AHAIN3A BIMSHUSA
Ha OroKeThl Oro/pKeTHOM cucteMbl Poccuiickoit @eneparum, a Takke U3yueHHs! JOMOTHUTEIbHBIX
HOCJICAICTBIH TPUMEHEHHs JICKapCTBEHHOTO IperapaTta mo ¢opme cornacHo npuiokeHno N 8
(ayee - 3aKIJIOYEHHS MO pe3ysibTaTaM KOMIUIEKCHOW OLIEHKM) M IMPEICTABISIOT MX B KOMUCCHIO
MOCPEJICTBOM ~ MH(POPMAIMOHHO-KOMMYHUKAIMOHHBIX ~TeXHONOTHH. (B pen. [locraHoBneHHs
[TpaBurenscTBa PO ot 29.10.2018 N 1283)

26. IlpennmoxeHue, B TOM 4YHCIE MpUJIaraéMble K HEMY JOKYMEHTBI W CBEICHUSA, a TaKxKe
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3aKJIIOUYEHUsl TO pe3yJbTaTaM KOMIUIEKCHOW OLIGHKM B TedyeHue 2 padouux JHEH co JIHA HuX
NOJYYCHHUS HANpPAaBISAIOTCS KOMHCCHEH IOCPEACTBOM HMH(POPMAIMOHHO-KOMMYHHUKAIIHOHHBIX
TEXHOJIOTHil TJIaBHOMY 3KCIIEPTY C YYETOM MPOQUIIS €ro ASSITeIbHOCTU AJIsi OJTOTOBKU IO ATOMY
IPEUIOKEHUIO TPEAYCMOTPEHHOW MoAmyHKToM '"k" nyHkta 6 Hactosmux IlpaBun HayyHO
000OCHOBaHHON pEKOMEHJAUU O BKIOYEHUH (00 UCKIIOYEHUH, OTKa3e BO BKIIIOUEHUN)
JIEKapCTBEHHOI'O IIpernapara B IEPEYHH JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIUIMHCKOrO
NPUMEHEHUS M MHUHHMAJIbHBIM aCCOPTUMEHT JIEKapCTBEHHBIX IMPENnapaTroB, HEOOXOTUMBIX IS
OKa3aHUs MEIUIMHCKOW MoMomIH, 1mo ¢opme corinacHo npuioxkeHuto N 9 (mamee - HaydyHO
obocHoBaHHas pekomenaius). (B pea. [locranosnenus I[IpaBurenascrea PO or 29.10.2018 N 1283)

26.1. Ilpu hopMupOBaHHK MUHHUMAJIBLHOTO aCCOPTHMEHTAa KOMHUCCHSI B CPOK, HE NMPEBBIIIAIONTANA 2
pabouux AHEHN cO AHS BHIHECEHUS MOJOKUTEIIBHOTO 3aKJIFOUCHUSI TI0 pe3yJibTaTaM JIOKYMEHTaJIbHON
9KCIEPTHU3bI, MOCPEACTBOM HH(DOPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTHI  HampaBisieT
MpeIJIOKEHUE HE MEHEE YeM 2 TJIaBHBIM KCIIEpTaM C y4eToM Ipoduiis ux nearenbHOCTH." (B pell.
[Tocranosienus IIpaButenscTBa PP or 29.10.2018 N 1283)

27. I'maBHbIi 3KcnepT B TedeHue 10 paboumx qHEH CO JHS MONyYEHHUS TOKYMEHTOB, YKa3aHHBIX B
nyHkTax 26 m 26.1 Hacrosmux IIpaBui, npencrasisger B KOMUCCUIO B JIEKTPOHHOM BHJI€ HAYy4YHO
obocHOoBaHHYI0 pekomeHnanuio. (B pen. I[locranosnenust IlpaButensctBa PO or 29.10.2018 N

1283)

[Ipy moAroTOBKE TaKMX PEKOMEHIALMUI TIaBHBIC HKCIEPTHI B LEIAX IOJYYCHHS JONOTHUTEIHHOM
uHpopManuu 0 0E30MaCHOCTH, KadyecTBe M A(P(PEKTUBHOCTH, a TAKKE O KIMHHUKO-IKOHOMHUYECKUX
XapaKTEePUCTHKAX JIEKAPCTBEHHOTO Tperapara MOTYT HAlpaBlsTh 3alpOCHl B MPOQeCcCHOHATBHEIC
MEIUIUHCKHIE U (hapMaIleBTUYECKHE COOOIECTBA M KOMIIETCHTHBIM CIICIIAAIACTAM.

28. Ilpu Hecormacuy MOJIHOCTHIO WJIM YAaCTUYHO C 3aKIIOYEHHMSMHU IO pe3ysibTaTaM KOMIUIEKCHON
OILIEHKHU TJIABHBIN DKCIIEPT TOTOBUT HAYYHO OOOCHOBAHHYIO PEKOMEHIAINNIO, B KOTOPOH yKa3bIBaeT
3aMEYaHusl C JIeTAJU3UPOBAHHBIM OOOCHOBAaHMEM M CCBUIKAMU Ha MyOJUKAIMM O JaHHBIX
KJIMHAYECKUX HCCIIEIOBAaHUN JICKApCTBEHHOTO Tpemnapata W (WJIM) NaHHBIX MOHHTOPWHTA €ro
3 PeKTUBHOCTH U Oe3omacHOCTH Ha Tepputopuu Poccuiickoit @enepaunu u (mnn) 3a pyoexom, a
TaKXKe JAaHHBIX KIMHUKO-d)KOHOMHYECKUX HCCIENIOBAaHUIA M PacyeToB, OOOCHOBBIBAIOIIUX €T0

BBIBOJIbI, C TNPWJIOKEHUEM 3Tux nyonukanuid. (B pen. IlocranoBnenus IlpaButensctBa PO ot
29.10.2018 N 1283)

29.-30. Ilynkter ytpatiim cuiy. (B pea. Ilocranosnenust IlpaButensctBa PO or 29.10.2018 N
1283)

31. 3acenanusi komuccuu npoBoasTcs a0 10-ro uynciaa BTOporo Mecsiia KBapraja, CIeIyIOEero 3a
KBapTaJoM, B KOTOPOM IPEACTABIEHO IpeanoxkeHue. [Ipu 3ToM Ha OHOM 3acelaHuu KOMHCCHH
paccMmarpuBaeTcsi He Oonee 15 sexkapcTBeHHbIX TmpenapatoB. (B pea. IlocranoBnenus
[IpaBurenscTBa PO ot 29.10.2018 N 1283)

Pemienust mo mpeaioKeHUsIM MPUHUMAIOTCS Ha 3aCeJaHUsIX KOMHCCHUU B COOTBETCTBHHM C JIMCTaMH
TOJIOCOBAHUSI WICHOB KOMHCCHH, COACPIKAIIMMU PE3yJIbTaThl KOMIUIEKCHOW OIICHKH, C YYETOM
Hay4YHO OOOCHOBAaHHOW pEKOMEHJAllMM TJaBHOTroO skcrmepra. [Ipu 3ToM HayyHO 0O0OCHOBaHHAs
PEKOMEH/Ialus TIIABHOTO JKCIepTa MpEACTaBIseTcs WieHaMu Komuccuu. (B pen. [loctaHoBieHwMs
[IpaBurenscTBa PO ot 29.10.2018 N 1283)

32. Ha 3acemanve KOMHCCHM IpUIVIAIIAIOTCS MNpeAcTaBuTenu LleHTpa sKcrepTu3bl M B LENAX
HAY4YHOTO ONIOHMPOBAHUS TPEACTaBUTENN HKCIEPTHOM opraHuzanuu. (B pen. IloctanoBnenus
[TpaButenscTBa PD o1 29.10.2018 N 1283)
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33. Undopmarus o XoJe U pe3yibTaTaX PacCCMOTPEHHsI MPEJIOKEHHUS, a TAKXKE O MECTe, JaTe U
BPEMEHHU 3acelaHMsl KOMUCCUM pa3Melaercs 3a 7 pabouux JHEH 10 COOTBETCTBYIOLIETO 3acelaHus

Ha opunmanbHOM caiite B cetu "HutepHer". (B pen. IlocranoBnenus IlpaButensctBa PD or
29.10.2018 N 1283)

Wudopmaiivs 0 NMPUHATBIX HA 3aCEHaHUM KOMHUCCHHM PEUICHUSX pa3MeIaeTcs Ha O(UIMaTbHOM
caiite B cetu "MHTEepHeT" B TeueHue 5 pabouux JHEH MOCJe MPOBEACHUS 3acelaHusi KOMUCCHH. (B
pen. [Tocranosnenus [IpaBurenpcrea PO ot 29.10.2018 N 1283)

34. Ilpm BO3HMKHOBEHMM KOH(JIMKTa MHTEPECOB COOTBETCTBYIOIIME WIEHbl KOMHCCHU HeE
Y4acTBYIOT B IIPOLIEyPAX IIPUHATHUS PELICHUM 10 KOHKPETHOMY IIPEIIIOKEHHUIO.

Crenuanuctsl 3KCIEpTHOW opraHu3anuu U LleHTpa sKcmepTu3bl, Yy4acTBYIOIIME B IOJTOTOBKE
3aKJIIOUEHUsI MO pe3ysibTaTaM KOMILUIEKCHOM OIIEHKH, TJIaBHBIE ASKCIEPTHl U YJIEHBl KOMHCCHU,
MPEICTAaBUBIINEC HEIOCTOBEPHYIO HMH(DOpPMAIMIO WM HE MpeAcTaBHBIINE (HECBOCBPEMEHHO
MPEJICTABUBIINE) B KOMHCCHUIO MH(OPMALIMIO O HAJIUYUU OOCTOATEIBCTB, CIOCOOHBIX MPHUBECTH K
KOH()JIMKTY MHTEPECOB MPU PACCMOTPECHUHU TMPEIOKECHUHN, TT0 PEINICHHIO KOMUCCHH OTCTPAHSIOTCS
OT JallbHEHIIero ydacTusi B JEATEJBHOCTH IO (OPMHPOBAHHUIO MEpeYHEed M MUHHUMAaIbHOTO
ACCOPTUMEHTA, a PELICHUE MO MPEUIOKEHUI0, TPUHATOE KOMHUCCHUEH MPU UX YYACTHH, MOIJICKUT
nepecmotpy. (B pen. [locranornenus [IpaBurensctea PO ot 29.10.2018 N 1283)

35. IloaroToBieHHBIE IO PE3yIbTaTaM 3aceAaHUil KOMUCCHH MPOEKTHI MEPEeYHel 1 MUHIUMAJIHHOTO
aCCOPTUMEHTa, C(OPMHUPOBAHHBIE IO MEXKIYHApPOAHBIM HENAaTEHTOBAHHBIM HAMMEHOBAHUSAM
JIEKapCTBEHHBIX IMpenapaTtoB (IPU OTCYTCTBHHM TaKMX HAWUMEHOBAHHH - MO TPYMITUPOBOYHBIM HIIH
XMMHUYECKMM HAaUMEHOBaHMSIM) C yKa3aHUEM JICKapCTBEHHbIX (opM, pa3MelnaroTcs Ha
opunmansHom caite B cetu "WuTepuer" Ha cpok He MenHee 10 pabGoumx nHel. (B pen.
[Tocranosnenus [IpaBurenscta PO ot 29.10.2018 N 1283)

36. IIpoexkTsl mepeyHeM W MHUHUMAJIBHOTO AaCCOPTHMEHTA IOJUIEkKAaT COTJIACOBAHHIO C
MuHHCTEPCTBOM  NPOMBINIIEHHOCTH U ToproBiau Poccuiickoir ®enepanun, MuHHCTEPCTBOM
¢unanco Poccuiickoit denepanuu, MUHUCTEPCTBOM TpyJa U COLMAIBHOM 3amuThl Poccuiickoit
®enepannnr, MUHUCTEPCTBOM 3KOHOMHYECKOTro pa3Butusa Poccuiickoin @enepanun, OenepanbHON
AHTUMOHOMONBHON Cciyk00i1, DenepanbHOil ciay)00i MO Ham30py B cdepe 3aluThl TpaB
norpedureneil U Oiaronoyiyuus yenoBeka M MHMHHMCTEPCTBOM HAayKH U BBICIIETO OOpa30BaHMS

Poccuiickoii @enepanun. (B pea. Ilocranosnenuit IlpaButenscrBa PO or 12.06.2017 N 700, ot
29.10.2018 N 1283)

Tpunoowcenue N 1

k Ilpasunam ¢hopmuposarnus nepeuneii
JIeKapCmeeHHbIX NPenapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

U MUHUMATILHO20 ACCOpMUMeEHmAa
JIeKapCMEEeHHbIX NPenapamos, HeodX0OUMbIX

OJ151 OKA3AHUSL MEOUYUHCKOU NOMOUU

(¢popma)
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B xomuccuro Munucmepcmea
30pasooxpanenus Poccutickoti @edepayuu
no gopmuposanuio nepeynel
JIeKapCmeeHHbIX Npenapamos O
MEOUYUHCKO20 NPUMEHEHUs

U MUHUMATILHO20 ACCOPMUMENMA
JIeKapCmMEeHHbIX NPenapamos, HeodX0OUMbIX

07151 OKA3AHUSL MEOUYUHCKOU NOMOUU

HPEJJIOKEHHUE O BKUIIOYEHUU JIEKAPCTBEHHOTI'O
IHPEITAPATA B IEPEUYHH JIEKAPCTBEHHbIX

HPEITAPATOB JJIAA MEJUIIUHCKOI'O IPUMEHEHUSA
<*>

(8B pea. IlocranoBnenuii [IpaButenscrea PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, o
20.11.2018 N 1390, ot 05.06.2020 N 829)

1. Hacrosmiee MPEIJIOKCHUC KaCAaCTCA BKIKOUCHUA JICKAPCTBCHHOI'O IIpCliapara B IMCPEUYHU
JICKApPCTBCHHBIX NPCIIapaToB:

1.1. mepedeHb KU3HEHHO HEOOXOJUMBIX M BaKHEHIINX JIEKapCTBEHHBIX NIPENapaToB;

1.2. mepedeHp JOPOrOCTOSIINX JIEKAPCTBEHHBIX IIPENapaToB;

1.3. mepedeHsb JIEKapCTBEHHBIX MPENapaToB s 00ecreueH s OTAENbHbIX KaTeropuil rpax/iaH.
2. Undopmanus o 3asBUTENE:

2.1. HauMeHOBaHUE OpraHU3AMU WK (HaMuIusg, UMs, OTYECTBO (NIPU HAIUYWHK) TpaxAaHUHA

2.2. OTBETCTBEHHOE JIMLIO, JOJKHOCTD
;
2.3. azapec (mecTo HaXO0XJICHUS ) WITH MECTO JKUTETHCTBA
;
TenedoH (dpakc)

9JICKTPOHHAA mo4dra
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3. Nudopmanus o 1eKkapcTBEHHOM IIpernapare:
3.1. HauMeHOBaHUE JIEKaPCTBEHHOT'O TIpenapaTa:

3.1.1. MEXyHapOIHOE HEIMaTeHTOBAaHHOE HAaMMEHOBaHUE

3.1.2. B ciyyae OTCYTCTBHMS MEXIYHapOAHOIO HEMATEHTOBAHHOTO HAUMEHOBaHMS -
rpyNIMPOBOYHOE HAUMEHOBAHUE ;

3.1.3. B ciayyae OTCYTCTBHSI MEXIyHapOJHOTO HENATEHTOBAHHOTO M TPYNIHPOBOYHOTO
HAaMMEHOBAHUH - XUMUYECKOE HANMEHOBaHUE ;

3.14. B chmydae  OTCYTCTBHS  HHBIX  HAaMMEHOBAaHMM -  TOProBO€  HaWUMEHOBAHHE

3.2. KOJ aHaTOMO'TepaHeBTquCKO-XHMquCKOﬁ KHaCCI/I(I)I/IKaI_II/II/I JICKaPCTBCHHOTI'O IIpCIiapaTa

3.3. 3agBlIeHHBIC TTOKA3aHUsI K IPUMEHEHUIO JIEKApCTBEHHOTO IpernapaTa COrjJacHO MHCTPYKIUU 10
NPUMECHCHHIO C yKa3aHWeM Kojaa MeXIyHapOJHON CTaTHCTUYECKOW KiacCH(HUKAIMu O0Je3HeH u
npooiieM, CBS3aHHBIX co 3I0pOBbEM (TepevncInTh)
; (B pen.

[Tocranosienus IIpaButenscTBa PP or 29.10.2018 N 1283)

3.4. rocyapcTBeHHasi perucTpaius JeKapCTBEHHOTO npenapaTa B Poccuiickoii denepanuu: nara
(44.MM.TTTT) ;

HOMCDP PECTUCTPALITUOHHOI'0 YAOCTOBCPCHUSA 5

JlaTa MOJATBEPKACHUS TOCYJapCTBEHHON PErucTpaluyu JeKapcTBEHHOro mpenapara (Ipyu HaTU4YUH)
(44.MM.TTTT) ;

3.5. HaMeHOBaHUeE U ajjpec (MECTO HaXOXKJIEHHs) IOPUIMYECKOr0 JIMIA, Ha UMsI KOTOPOTO BBIJAHO
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapaTa, MCIOJIb3yEMOr0 B KauecTBe
npemnapara CpaBHEHUs (pu HAJINYHH)

MIPOM3BOIUTENH JIEKAPCTBEHHOT'O TpernapaTta, MCIOIb3yeMOro B KadecTBE IpenapaTa CpaBHEHUS
(TIpu HAJTUYMH) ;

3.6. naHHBIE O MMPOU3BOJICTBE JIEKAPCTBEHHOT 0 npenapara B Poccuiickoit @enepariuu (pu HATHYUN)

3.7. mpeuiaraeMble K BKIIFOUEHHIO JIEKApCTBEHHbIE (DOPMBI 3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, npeaycMorpeHHsle [lepeuneM HauMeHOBaHMM JIEKApCTBEHHBIX (OPM JIEKapCTBEHHBIX
IIPENapaToB JUIsl MEAULIMHCKOIO MIPUMEHEHHUS, YTBEPKACHHBIM MUHUCTEPCTBOM 34paBOOXPAHEHHUS
Poccuiickoit  denepanuu  (MEpeYUCINUTD) ; (B pen.
[Tocranoenenus [IpaBurenscrBa P® ot 29.10.2018 N 1283)

3.8. cBemeHuss O BOCHPOM3BEICHHBIX JIGKAPCTBEHHBIX Mpemaparax (IpH  HAJIWYUH)
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4. CBeneHusi M JaHHbBIE O JIEKAPCTBEHHOM IIpernapaTe, IpeiaracMoM JJisi BKJIIOYEHHs B MEPEUHU
JIEKAPCTBEHHBIX MPENapaToB:

4.1. may4yHo O0OOCHOBaHHBIC JaHHbIE O HEOOXOIUMOCTH U OOOCHOBAaHHOCTH TPHUMEHEHHUS
JEKapCTBEHHOT0 Mpemnapara Uil AMAarHOCTUKH, NPO(GWIAKTUKH, JEYCHUS WIH peadwmiInTanuu
3a00/eBaHUN, CHHIPOMOB M COCTOSHHUH, IpeoOnafaommx B CTPYKType 3a00JeBaEMOCTH U
cMepTHOCTH TpaxnaH Poccuiickoli @enepannu Ha OCHOBAaHMM JAHHBIX T'OCYAAapCTBEHHOTO
CTaTUCTHYECKOTO HAOIIOACHUS (IPH HAIMYHU TAKUX CTATUCTHYECKUX JAHHBIX);

4.2. Hamuyhe Hay4YHO OOOCHOBAHHBIX J@HHBIX O KIMHUYECKHX M (PapMaKOdIKOHOMUYECKUX
NpeuMyIecTBaX NPUMEHEHHs JIEKapCTBEHHOTO Iperapara Juis JIYeHUS JIHI, OOJBHBIX
remMounueii, MyKOBUCIUI030M, TUIIO(GU3APHBIM HaHW3MOM, 00sie3HbI0 ['o11e, 310KaueCTBEHHBIMU
HOBOOOPA30BaHUAMH JTUM(OHUIHONW, KPOBETBOPHOM W POJCTBEHHBIX MM TKaHEW, pacCcesHHBIM
CKJIEpO30M, TE€MOJUTUKO-YPEMHUYECKUM CHHJIPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM
HayasioM, Mmykonojucaxapuao3om |, Il u VI Tunos, ammactudeckoil aHeMue HEYTOUHEHHOM,
HacnencTBeHHbIM nedunurom ¢dakropoB |l (bubpunorena), VIl (mabunbnoro), X (Crroapra -
[Ipayspa), nau1l mocie TpaHCIUIAHTAIIMM OPTraHoB M (WJIM) TKAaHEW, M0 CPaBHEHUIO C IperapaTamu,
y)K€ BKJIIOYCHHBIMH B TEpPEYHM JIEKAPCTBEHHBIX IMpemapaToB; (B pea. IloctanoBneHuit
[MpaBurenscTBa PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

4.3. Han4yre HayYHO OOOCHOBAaHHOM HMH(pOpMAIMH O NpeuMyliecTBaX U (Wim) 00 0COOEHHOCTSIX
MeXaHHU3Ma ACHCTBHs JICKapCTBEHHOTO Ipernapara MO CPaBHEHHIO C aHAJIOraMd, B TOM YHUCIE
BXO/SIIIUMH B TIEPEYHH JICKAPCTBEHHBIX IMPENapaTroB Ui MEAMIWHCKOTO IPHUMEHEHUs, MpU
JTUArHOCTHKE, MPO(UIAKTUKE WM JIeYeHUH 3a00JIeBaHHM, CHHAPOMOB M COCTOSIHHM C y4eToM
CTAaTUCTUYECKUX JAHHBIX O CTPYKType 3aboseBaeMocTu U cMepTHOCTU B Poccuiickoit denepanuu;

4.4. BOCTpeOOBAaHHOCTH (COIMallbHAs 3HAUYMMOCTH) JICKAPCTBEHHOTO Tpermapara CHCTEMOM
3IpaBOOXPAHEHUS] U HACEJICHHEM C YYETOM HaJM4usl JICKAPCTBEHHOTO TMperaparta B TMEPEeUHsX
JIEKapCTBEHHBIX MpEenapaToB, PUHAHCUPYEMBIX 3a CUET CPENICTB OI0KETOB CyOBheKkTOB Poccuiickoii
denepannu;

4.5. HaNM4YWe JIEKApCTBEHHOTO MperapaTa B MEPEYHE CTPATErMuYeCKH 3HAYMMBIX JIEKApCTBEHHBIX
CPEICTB, MPOM3BOACTBO KOTOPHIX MJOJDKHO OBITH oOecmedeHo Ha Tepputopun Poccuiickoii
®denepannn, yTBepKACHHOM pactiopsbkeHuem [IpaBurtensctBa Poccuiickoit denepanuu oT 6 Uromst
2010 r. N 1141-p;

4.6. Hamuyue (JTOKaIU3alMs) MPOM3BO/ICTBA JIEKAPCTBEHHOTO npenapara B Poccuiickoit deaepanuu.

5. OOocHOBaHUS MJi1 BKJIIOYEHHS JIEKAPCTBEHHOI'O IIpernapaTa B MEPEYHU JIEKapCTBEHHBIX
IIpEnapaToB:

5.1. SIUAEMHOJOTHYECKUE AaHHbIe (IIPH HAIWYUH) - JaHHBIE MO 3a00JIeBa€MOCTH, CMEPTHOCTH,
WHBAJIMIHOCTH B OTHOIICHWW 3a00JIeBaHMs, CHHIpPOMA WM COCTOSIHUS, JUIS JUArHOCTHKH,
npodUIAKTUKH, JIEYCHHS WIM peadWInTallMi KOTOPBIX ITOKa3aH JIeKapCTBEHHBIM Ipermapar
(MIPEeIICTABIAIOTCS HAa OCHOBAHWU PE3YJIbTATOB TOCYJIAPCTBEHHOTO CTAaTHCTHUYECKOTO HAOIIOJCHUS,
IpYyTuX O(PHUIHATBHBIX HCTOYHHKOB M SIMHIEMHOJIOTMUYCCKUX HCCIIEIO0BAHUN PacpOCTPaHEHHOCTH
3a00JIeBaHNUsA);

5.2. KTMHUYECKHE JaHHbIE - TOJHOTEKCTOBBIE BEPCUN KIIMHUYECKHX MCCIEeI0OBaHUN (CTaThH, OTUETHI
Ha PYCCKOM S3bIKE€ WJIU MEpEeBECHHbIE Ha PYCCKUIl SI3bIK, 3aBEpEHHbIE 3asBUTENIEM) (YKa3bIBalOTCA
aBTOpbl, HAWMEHOBAaHWE, [M3allH MCCIEAOBAaHUSA, KOJIMYECTBO TAIMEHTOB, BKIIOUEHHBIX B
UCCIJIEIOBaHKE, NEePHOJI HAOII0IeHUs, TOKa3aHUEe K MEIUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOIO
mpenapara, KOTOpPO€ HW3ydaloCch B  HCCICIOBAaHWU, KPUTEPUH OLEHKU d(PPeKTHUBHOCTH


https://normativ.kontur.ru/document?moduleid=1&documentid=324677#l12
https://normativ.kontur.ru/document?moduleid=1&documentid=363960#l6
https://normativ.kontur.ru/document?moduleid=1&documentid=367955#l3

(6e3omacHOCTH), JIEKAPCTBEHHBIC TpEMmaparbl, C KOTOPHIMH CPaBHUBAJICA IpeaiaracMbIi
JICKapCTBEHHBIN Tpemapar (Mpu HAIWYWHU), IUIAe00-KOHTPOJIb WM OTCYTCTBUE JICUCHHUS,
pe3yJbTaThl HWCCICAOBAaHUS C YKa3aHHEM KOJWYECTBCHHBIX JaHHBIX, 3aKIIOYCHHE, CIIMCOK
JUTEpaTyphl MO CXEME: aBTOp, HAUMEHOBAHHME WCCIICIOBAHUSA, BBIXOJHBIC NaHHBIC. [10 Kaxxmomy
KJIMHUYECKOMY  HCCIICJIOBAaHUIO  YKa3bIBaeTCsl YPOBEHb  JIOKa3zaTelbHOCTH  3(ddekTuBHOCTH
JICKapCTBEHHOTO Tperapara corjacHo npmiokenntro N 6 k IlpaBunam gopmupoBaHus nepeuHeit
JICKApCTBEHHBIX MPENapaToB s MEIUIUHCKOTO MPUMEHEHHS M MHUHUMAJIbHOTO acCOPTHMEHTA
JICKapPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX IS OKa3aHHS MEAUIIMHCKON MTOMOIIH, YTBEP KICHHBIM
nocranoBjeHueM [IpaBurenscrBa Poccuiickoit @eneparuu ot 28 aBrycra 2014 r. N 871);

5.3. naHHBIE O TEpPaneBTUYECKOM HSKBUBAJIEHTHOCTU (MPU HEOOXOAMMOCTH) - TMOJHOTEKCTOBBIC
BEPCUU CPaBHUTEIBHBIX KIMHUYECKUX MCCIIEOBAaHUN (CTAaThU, OTUETHI HA PYCCKOM SI3bIKE WJIU
CTaTbH, OTYETHI, IEPEBE/ICHHbIC Ha PYCCKUI S3bIK, 3aBEPEHHBIC 3asBUTENIEM ) (YKa3bIBAIOTCS aBTOPBI,
HAaMMEHOBAaHME, U3AH HMCCIIEIOBAHUS, KOJUYECTBO IMAIIMEHTOB, BKJIIOYEHHBIX B HCCIIEIOBAHUE,
nepuoj; HaONIOJIeHUs, MOKa3aHHe K MEAMIIMHCKOMY IMPUMEHEHHIO JIEKapCTBEHHOI'O IIperapara,
pe3yabTaThl MCCIENOBAHMUS C YKAa3aHMEM KOJIMYECTBEHHBIX JaHHBIX, 3aKJIIOYEHUE, CIIHCOK
JUTEPaATypPHI [0 CXEME: aBTOP, HAUMEHOBAaHUE MCCIIEI0OBAHUS, BBIXOIHbIE TaHHbBIE);

5.4. npaHHBIE O  KIMHUKO-dKOHOMHYECKHX  ((apMaKOIKOHOMHYECKHX) XapPaKTEPUCTHUKAX
JIEKapCTBEHHOT0 Mpernapara - MOJHOTEKCTOBbIE BEPCUM KIMHMKO-?KOHOMHUYECKHMX HCCII€IOBAaHUM
(craTbu, OTYETHI HAa PYCCKOM SI3bIKE WJIM CTaTbU, OTYETHI, MEPEBEJACHHBIE HAa PYCCKUU S3BIK,
3aBepeHHbIEe 3asBUTENEM) (YKa3blBalOTCS CBEACHUS 00 aBTOpax, HAUMEHOBAHUE HCCIIEIO0BaHMS,
CCBUIKM Ha HCCIENOBaHWE, JW3ailH HcciaenoBaHusl  (PETPOCHEKTUBHOE, IPOCHEKTUBHOE,
MOJeNupoBaHue <**>)  BuJ aHaNU3a, CBEIEHUS O JIEKapCTBEHHBIX Ipernaparax, KOTOpble
MCIIOJIb30BAJIMChH JJIsl CPAaBHEHUS C MPEAJIaraéMbIM JIEKapCTBEHHBIM IIPENapaToM, 3aTpaThl, KOTOpPbIE
YUUTBIBAIUCh B HCCIIEAOBAaHUM, U KOJMYECTBEHHBIE 3HAUEHUS 3aTpaT B pyOssiX, 3PPeKTUBHOCTD
CPaBHMBAE€MbIX  JIEKAPCTBEHHBIX  MpenapatoB  (KpUTEpUH  OLEHKH  AP(PEKTUBHOCTH U
KOJINYECTBEHHBIE 3HAYEHHUs), PpEe3yJbTaThl MHCCIECAOBAaHUS, CIHMCOK JUTEepaTypbl - aBTOp,
HAaWMEHOBAHME UCCIICIOBAHUS, BEIXOHBIC TAHHBIE) <***>;

5.5. 1aHHBIE O CTOMMOCTH W II€HE JIEKAPCTBEHHOro mpenapara: 5.5.1. CTOMMOCTh OJHOrO Kypca
JICYEHUS JICKAPCTBEHHBIM IIPENapaToM;

5.5.2.  cTOoMMOCTb JIeYEHMs] JIEKAPCTBEHHBIM IpenaparoM B TEYEHHE OJHOrO0  roja

5.5.3. nara IIPOBEJICHUS pacueToB LICHbI Ha JIeKapCTBEHHBIH npemnapar

5.5.4. 1eHa, KOTOpPYI TMPOU3BOJUTENL IUIAHUPYET 3aperucTpUpoOBaTb B COOTBETCTBUU C
TpeOOBaHUSIMHU 3aKOHOJaTeIbLCTBA Poccuiickoit ®denepannn kEEES

; (B pen.

[Mocranosnenus [IpaButenscTBa PD ot 12.06.2017 N 700)

5.6. naHHble O (QakTHYEeCKHMX o00beMax NpoJak JIEKapCTBEHHOro mnpenapara B Poccuiickoit
®denepanyy 3a roj, NPEALISCTBYIOIIUN IOAAYe IPEIIOKEHMs, B HATyPAJIbHBIX IIOKA3aTENAX IO
JIEKAPCTBEHHBIM bopmam 3apETUCTPUPOBAHHBIX JIEKaPCTBEHHBIX [IpernapaToB

5.7. naHHBIE OTYETOB O pe3yJbTaTax MOHUTOPUHTA OE30MACHOCTH JIEKAPCTBEHHOI'O Ipernapara (B
Poccuiickoit denepauuu u () 3a pyOexom)



https://normativ.kontur.ru/document?moduleid=1&documentid=295359#l11

5.8. JaHHBIC, MMPEaACTaBJICHHBIC 3asABHUTCIIEM B HMHUIWMAaTUBHOM MMOpAOKE

6. OOmee KOIMYECTBO TMPEACTABICHHBIX JIOKYMEHTOB ; Ha
JUCTaXx.

IToamnuce 3asBUTENS / /

Jara

<*> 3amonHeHHe BCeX IYHKTOB MpeJIoKeHUs o0s3arenbHo. [Ipu OTCyTCTBUM CBeIeHHM IO
COOTBETCTBYIOIIEMY IYHKTY YKa3bIBaeTCs 'CBEIEHHUs OTCYTCTBYIOT". JIOKYMEHTHI M MaTepHalibl
MPEJICTABIISIFOTCS HA PYCCKOM SI3BIKE, B CIIy4yae MpeoCcTaBIeHuUs My OIHKaIi, TOKyMEHTOB U CTaTel
Ha WHOCTPAHHBIX SI3bIKAX JIOMOJIHUTEIFHO MPUJIAraeTCsl MEPEeBEICHHOE HA PYCCKHM SI3BIK PE3IOME
yYKa3aHHBIX MaTEPHUAaJIOB, 3aBEPEHHOE 3asIBUTEIIEM.

<**> [Ipu KCIOJIb30BAHUM MaTEMaTUYECKOTO MOJEIUPOBAHUS MPEACTABIAIOTCS B 3JIEKTPOHHOM
BUJE BCE pa3pabOTaHHblE MOJENM, a TaKXKe JONYLIEHHs Uil pa3padOTKU COOTBETCTBYIOLIUX
Mojienel U (hopMyIibl pacyeTOB, UCIIOJIb30BAHHBIE B MOJIEIISIX.

<k**> C yyeTtoM moJoKeHWH yacth 6 crathu 18 denmepampHoro 3akona "OO oOpamieHUH
JeKapcTBeHHbIX cpeAcTB" u dactu 3 crtatbu 13 @DenepanbHoro 3akona "OO OCHOBax OXpPaHbI
3710pOBbs Tpaxkaan B Poccuiickoii deneparun’.

<¥**%> [lnanupyeMass K TOCYAApCTBEHHOW PETHCTpAllMM II€Ha Ha JIGKapCTBEHHBIM Mpenapar
paccuuThIBaeTCs ¢ y4eToM MNoJioskeHnui yactu 3 cratbu 61 denepanbHoro 3akoHa "OO oOpaieHun
JIEKapCTBEHHbIX CpPEeACTB" M NPU TOCYAAPCTBEHHOW DPErMCTpallMd HE MOXKET MPEeBBIIATh TaKylo
neny. (B pen. [locranosnennii [IpaBurenscrBa P® ot 12.06.2017 N 700, ot 29.10.2018 N 1283)

Ipunoowcenue N 2

k Ilpasunam ghopmuposarnus nepeunet
JIeKapPCMBEHHbIX NPEenapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

U MUHUMATLHO20 ACCOPMUMEHMA
JIeKapCMBEHHbIX NPenapamos, HeodX0OUMbIX

OJ151 OKA3AHUSL MEOUYUHCKOU NOMOUU

(¢popma)

B xomuccuro
Munucmepcmea 30pasooxpanerus

Poccuiickoii @edepayuu
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no gopmuposanuio nepeyneil
JIeKaAPCMBEHHbIX NPENnapamos OJisl
MEOUYUHCKO20 NPUMEHEHUSs.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKaApPCMEEHHbIX NPENnapamos,
HeoOX00UMbIX 0151 OKA3AHUS

MeOUYUHCKOU NOMOWU

MPEJJIOKEHUE O BKJIIOYEHUM JIEKAPCTBEHHOT'O
MPEMAPATA B MUHUMAJILHBIIA ACCOPTUMEHT
JEKAPCTBEHHBIX IPEMAPATOB, HEOBXOIUMbIX
JIIS1 OKA3ZAHUS MEJUIIMHCKOM MOMOIIUA

(B pexn. ITocranosienus IIpaBurenscrea PO ot 29.10.2018 N 1283)

1. Uudopmarnius o 3asiBUTENE:

1.1. HauMeHOBaHHE OpraHW3alMU WU (QamMuiIus, UMs, OTY4ECTBO (IIPH HAJIMYMHU) TpakJaHUHA

1.2. OTBETCTBEHHOE JIHILIO, JIOJKHOCTh
)

1.3. azpec (mecTo HAX 0K ICHHSI WIn MECTO KHUTEJIbCTBA)

TenedoH (dpakc)

AIIEKTPOHHASI moyra

2. Uadopmanust 0 JeKapCcTBEHHOM IIpernapare:
2.1. HauMeHOBaHUE:

2.1.1. MCKIAYHAPOAHOC HCIIaTCHTOBAHHOC HaMMCHOBAHHUC

2.1.2. B ciyyae OTCYTCTBUS MEXKIYHAPOJHOIO HEMATEHTOBAHHOTO HAUMEHOBAHUA -
rPYNIHUPOBOYHOE HAMMEHOBAHUE ;
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2.1.3. B ciuy4ae OTCYTCTBHS MEKIYHApOJHOTO HEMATEHTOBAHHOTO W TPYNIUPOBOYHOTO
HauMEHOBAHUU - XUMHYECKOE HAUMEHOBaHIE )

2.14. B ciyyae OTCYTCTBUSI HMHBIX HAaUMEHOBAaHMH -  TOProBO€  HAMMEHOBAHUE

2.2. KOJI aHAaTOMO-TEPaNeBTHYECKO-XUMUYECKOW KiIaccu(UKAIMKU JIEKApCTBEHHOTO TIperapara

2.3. 3asBJICHHBIC TIOKA3aHUs K MPUMEHEHHIO JICKAPCTBEHHOTO Iperapara COrJacHO WHCTPYKIIMU 110
MPUMEHECHUIO C yKa3aHWeM Kojaa MeXIyHapOJHOW CTaTHCTUYECKOW KilacCUpUKauUu OOJe3HeH u
po0Jem, CBSI3aHHBIX co 3I0POBBEM (epeyucnuTh)
; (B pen.

[Tocranosienus IIpaButenscTBa PP or 29.10.2018 N 1283)
2.4. rocyapCTBEHHAs perucTpanus JeKapcTBEHHOTo npenapara B Poccuiickoit @enepanuu:

JaTa (44.MM.ITTT)

HOMCDP PETUCTPALIUOHHOI'O YAOCTOBCPCHUA

JaTa MOATBEPKACHUS IOCYIapCTBEHHOM perucTpanuu J'IeKapCTBeHHOFO npenapata (Ipy HAJIUYUH)
(44.MM.TTTT) ;

2.5. naHHBIE O MPOU3BO/ICTBE JIEKapCTBEHHOI0 NpenapaTa B Poccuiickoit ®enepannu (Mpu HATUYHK)

2.6. mpeuiaraeMble K BKIIFOUSHHIO JICKAPCTBEHHBIE (DOPMBI 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, npexycMoTpeHHble [lepeuHeM HanMEHOBaHUH JieKapCTBEHHBIX (OPM JeKapCTBEHHBIX
IpenapaToB UIi MEAUIIMHCKOTO MPUMEHEHHs, YTBEP)KICHHBIM MUHUCTEPCTBOM 31paBOOXPAHEHUS
Poccuiickoit  denepanuu  (MEpEeYUCINTD) ; (B pen.
[Mocranosnenus [IpaButenscTBa P® ot 29.10.2018 N 1283)

2.7 cBemeHuss O  BOCIPOM3BEACHHBIX  JIGKAPCTBEHHBIX  Mpemnaparax (Opyd  HaJIUYUH)

3. CBeaeHus H JaHHBIE O JIEKAPCTBEHHOM IMIpemapare, NpeajiaraéMoM JJisl BKJIIOYEHHS B
MUHUMAJIBHBI aCCOPTUMEHT JICKAPCTBEHHBIX IMPEMapaToB, HEOOXOAUMBIX JUIS  OKa3aHHS
MEJUITTHCKOM TTOMOIITH

3.1. JexapCTBEHHBIH TMpemnapaT BXOJAWT B TEPEYEHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIITHX
JIEKapCTBEHHBIX IPEIAPATOB;

3.2. neKapCTBEHHBIM NpPENapaT COIIACHO MHCTPYKIUHU 10 MPUMEHEHUI0 MOYKET MPHUMEHATHCA MPHU
OKa3aHUM MEIUIMHCKON MOMOIIM B aMOYJaTOPHBIX YCIOBHUSX IPU JUArHOCTUKE, MPO(UIaKTHKE,
JIEYCHUH WK PeadMINTaluu Hanbosee pacpoCTpaHEHHBIX 3a00JIeBaHHM, CHHIPOMOB U COCTOSIHUIA;

3.3. Hanuuue rocylapcTBeHHOM peructpaiuu B Poccuiickoit denepanyii COOTBETCTBYIONIUX IO
MEXIYHAPOAHOMY HEMAaTEeHTOBAHHOMY HaMMEHOBAHHUIO, 6o 3aMEHSIOIIEMY ero
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TPYINIUPOBOYHOMY HJIM XUMHUYECKOMY HAUMEHOBAHHMIO BOCIHPOHU3BEICHHBIX JICKAPCTBEHHBIX
CPEIICTB B aHAJIOTUYHBIX JICKAPCTBEHHBIX (DOpMax U JO3UPOBKAX JIBYX U OoJiee MPOU3BOIUTENCH (32
UCKJITIOYCHHEM JICKAPCTBEHHBIX IPEIapaToB, IMPOM3BOJAUMBIX €IUHCTBCHHBIM OTCUYCCTBEHHBIM
MIPOU3BOIUTEIIEM );

3.4. BoCcTpeOOBaHHOCTH JICKAPCTBEHHOT'O Mperapara CUCTEMOM 3/[paBOOXPAHEHUS U HACEIEHUEM Ha
OCHOBaHUU JAHHBIX OPTaHOB HCIOJHUTENBHOM BiacTu cyobekToB Poccuiickoit @enepannu B chepe
OXpaHbl 3/I0POBbS U MAPKETHHTOBBIX HCCIEAOBAHUI O MpoAakax JIEKapCTBEHHOrO Iperapara B
Poccuiickoit denepani mpu OKa3aHUM MEAWIIMHCKOW ITOMOINM B aMOyJIaTOPHBIX YCIOBHUSX B
TEYCHHE KAJICHJAPHOTO roja (BXOXKICHHE B COTHIO HauOoliee MPOJaBAEMBIX JICKAPCTBEHHBIX
npenaparoB Ha peiHKe Poccuiickoii @enepanyu 3a KajJeHIapHBIA o).

4. JlanHple, OOOCHOBBIBAIOIIME TPEUIOKCHHUSI O BKJIIOYCHHUU JIGKAPCTBEHHOTO IIpernapara B
MUHHUMQJIbHBIA ~ aCCOPTHUMEHT JICKAPCTBEHHBIX IpENapaToB, HEOOXOAMMBIX JUISI OKa3aHHs
MEIULUHCKOU TOMOIILIU:

4.1. snupeMuosiornyecKkrue JaHHble (IpU HaJIM4MU) - JAaHHbIE O 3a00JIEBAEMOCTH, CMEPTHOCTH,
UHBJIUIAHOCTH B OTHOLIEHUM 3a00JieBaHMs, CHHIpPOMA WJIM COCTOSHHUS, JUIl JAUAarHOCTUKH,
npoQWIAKTUKY, JIEYCHUS WIH peadWIMTallMd KOTOPBIX II0Ka3aH JIEKApCTBEHHBIM Iperapar
(IpeCTaBIAIOTCS Ha OCHOBAaHMU PE3YJIbTAaTOB I'OCYJAPCTBEHHOIO CTATMCTUYECKOIO HAOIIIOJICHMS,
Jpyrux o(UIMaIbHBIX HUCTOUYHUKOB M 3MUJEMHOJIOTMYECKUX HCCIEAOBAHUN PacpOCTPAHEHHOCTH
3a00s1eBaHusA);

4.2. naHHBIE O CTOMMOCTH U 1LI€HE JIEKApCTBEHHOTO Mpernapara:

4.2.1. cTouMOCTh OJJHOTO Kypca JieueHus (OJAHOr0 Mecslla JICYEHUs JIEKAPCTBEHHBIM MpPErapaToM)

4.2.2. nara TpOBEACHMS pacueToB 3aTpaT Ha JIEYEHHE JIEKapCTBEHHBIM IpenapaToM

4.3. nanHble O (axkTHyeckHMX oO0BEMax MPOJAX JIeKapCTBEHHOro Impenapara B Poccuiickoil
@enepanii 3a roJi, MpeaUIeCTBYIONIUMN Mojaue MPEJIOKEHUs, B HATypaJbHBIX IOKa3aTesX IO

JIEKapCTBEHHBIM dbopmam PETUCTPHUPYEMBIX JIEKapCTBEHHBIX mpernapaToB
;
4.4. JaHHbIE, MPEICTaBICHHbBIE 3asiBUTENIEM B WHUIIUATHBHOM MOPSIKE
5. OOmiee KOJIMYECTBO TMPEACTABICHHBIX JOKYMEHTOB Ha
JTUCTAX.
[Monmnuce 3asButens [/
JlaTa

Ipunooscernue N 3
k Ilpasunam ¢hopmuposarnus nepeunel
JIeKapCcmeeHHbIX NPenapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS



U MUHUMATILHO20 ACCOpMUMeHmAa
JIeKapCmMEeHHbIX NPenapamos, HeodX0OUMbIX

07151 OKA3AHUSL MEOUYUHCKOU NOMOUU

(¢popma)

B komuccuio

Munucmepcmea 30pasooxpaneHus
Poccuiickoii @edepayuu

no opmuposanuio nepeyrel
JIEKAPCMBEHHBIX NPENAPamos OJisl
MEOUYUHCKO20 NPUMEHEHUS.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKapCMBEeHHbIX NPEnapamos,
HeobX00UMbIX 0151 OKA3AHUS

MEOUYUHCKOU NOMOWU

HPEJJIOKEHHUE Ob UCKJIIOYEHHUH
JEKAPCTBEHHOI'O NIPEMNAPATA U3 NEPEYHEN
JIEKAPCTBEHHbBIX IIPEITAPATOB JJISA
MEAUIINHCKOI'O IPUMEHEHUS

(B pex. [Tocranosnenus [IpaBurenscrBa P® ot 29.10.2018 N 1283)

1. Hacrosmee npeanoxkeHWe KacaeTcsi MCKIIOYEHUs JIEKapCTBEHHOIO Ipernapara W3 NepedHen
JIEKapCTBEHHBIX IPEnapaToB Il MEIUIIMHCKOTO IPUMEHEHUS:

1.1. NEepCUHs ) KU3HCHHO HCO6XOIII/IMBIX U BaXKHEHIINX JICKAPCTBCHHBIX NPCIIAPATOB;

1.2. nmepedHss 1OpOrocTosANMX JIEKAPCTBEHHBIX IIPENApaToB;

1.3. mepeuHs 1eKapCTBEHHBIX MPEMapaToB sl 00ECTIEYSHHS OT/IETBHBIX KAaTEeTOPHI TPaXIaH.

2. Undopmarnus o 3asBUTENE:

2.1. HanmMEHOBaHHE opraHu3alu HJIN (I)aMI/IJ'II/I}I, HUMsa, OTUYCCTBO (HpI/I HaJII/I‘-II/II/I) rpaxxiaHnHa

2.2.

OTBETCTBCHHOC

JIMI1IO, JOJKHOCTD
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2.3. azapec (mecTo HaXO0XJICHUS ) WITH MECTO JKUTETLCTBA

tenedon/daxc

AIICKTPOHHASI moyra

3. Mudopmarius o 1eKapcTBEHHOM TIperapare:
3.1. HanMeHOBaHUE:

3.1.1. MCKAYHAPOAHOC HCIIAaTCHTOBAHHOC HanMCHOBAHHUC

3.1.2. B ciayyae OTCYTCTBUS MEXIYHAapOJHOTO HEMATCHTOBAaHHOTO HAWMEHOBAaHUS -
IpyNIAPOBOYHOEC HANMEHOBAHHE ;

313. B cIydac OTCYTCTBUSA MCECKAYHAPOAHOI'O HCIATCHTOBAHHOIO W TI'PYNIIUPOBOYHOI'O
HAMMEHOBAaHUM - XUMHUUECKOC HAMMCHOBAHIE ;

3.14. B cjyvdac OTCYTCTBUA HHBIX HauMEHOBaHUH - TOProBo¢ HanMMCHOBAHUC

3.2. KO aHaTOMO-TepaneBTHUYECKO-XMMUYECKOW Kilaccu(UKaluM JIEKapCTBEHHOIO Ipernapara

3.3. 3asBlIeHHbIE TOKA3aHUs K IPUMEHEHUIO JIEKapCTBEHHOIO IpernapaTa COrjlaCHO MHCTPYKILUU 110
NPUMEHEHHIO € YKa3aHueM Koja MeXIyHapoJHOM CTaTUCTHYecKOW Kiaccupukanuu Ooie3Hed u
po0JieM, CBSI3aHHBIX CO 3/I0POBbEM (IIE€PEUMCIIHUTD) ; (B pen.
[Tocranosnenus [IpaBurenscta PO ot 29.10.2018 N 1283)

3.4. rocynapcTBEHHas perucTpanus JIEKapcTBEHHOro npenapara B Poccuiickoit denepanuu:

JaTa (44.MM.ITTT)

HOMeEp PETUCTPALIMOHHOTO YAOCTOBEPEHUS

JlaTa TIOATBEPKIAEHUS TOCYIapCTBEHHON PErHCTpaliy HCKapCTBeHHOTO npenapara (Mpy HaJIUYMN)
(99.MM.TTTT) ;

3.5. mpeuiaraeMele K HCKIIFOUEHHIO JIEKApCTBEHHbBIE (POPMBI 3aperMCTpHpOBaHH0ro JIEKapCTBEHHOI'O
npemnapara (IepeyuciIuTb) ;

3.6. cBemeHuUsT O BOCIPOM3BENCHHBIX JIGKAPCTBEHHBIX Mpemnaparax (OpU  HAJTUYHUN)
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4. CBenieHMs M JaHHBIE O JIEKAPCTBEHHOM Ipernapare, mpeiaraeMom JUIsl UCKIIOYeHUsI U3 TIepeyHei
JIEKAPCTBEHHBIX MPETAPATOB JJISI MEIUIIMHCKOTO TPUMEHEHUS:

4.1. panmuuue HayyHO OOOCHOBAaHHOW HMH(pOPMAIMM O MPEUMYIIECTBaX U (MJIM) OCOOEHHOCTSIX
MeXaHu3Ma JAeUCTBUs, Oouiblield O€30MacCHOCTH aJIbTEPHATHMBHOIO JIEKAPCTBEHHOIO Ipernapata,
BKJIIOYa€MOT0 B IME€PEYeHb, NPU AUATHOCTHKE, NPOPUIAKTUKE, JICYCHWH WU peabuiIuTaiuu
3a00J€BaHUN, CHHAPOMOB M COCTOSHHUH C Yy4Y€TOM CTAaTUCTHYECKMX JaHHBIX O CTPYKType
3a00s1eBaeMOCTH U cMepTHOCTH B Poccuiickoit denepannu;

4.2. BHOBb NOSIBUBIIMECS CBEICHUS O TOKCHUYHOCTM WM BBICOKOM 4YacTOTE HEXKEJIATEIbHbIX
110OOYHBIX SIBJICHUI NPU IPUMEHEHUH JIEKAPCTBEHHOTO IIpenapara;

4.3. nproCTaHOBJIEHNE IPUMEHEHUSI JIEKaPCTBEHHOT 0 Iipernapara B Poccuiickoit ®denepanuuy;
4.4. otMeHa rocyJapCTBEHHOHM pErucTpalnuy JEKapCTBEHHOIO IIPenapara;

4.5. mpekpalleHrue MPOU3BOJCTBA JIEKAPCTBEHHOTO Ipemnapara Jubo ero moctaBok B Poccuiickyro
Oenepariro ¥ (WIM) OTCYTCTBHE JIGKAPCTBEHHOTO IIperapata B TpaxkIaHCKOM o00opoTe B
Poccutiickoii deneparuy B TEUCHHE ITEPUOA, MPEBHIIAONIETO OJWH KaJICHIApHBIN TO/.

5. ObGocHOBaHMs ISl MCKIIOYECHHUS JIEKAPCTBEHHOTO IIperapara W3 IepeYHel JIeKapCTBEHHBIX
IpenapaToB /Uil MEIUIUHCKOIO IPUMEHEHUS:

5.1. KNIMHUYECKNE JaHHBIE - IOJHOTEKCTOBBIE BEPCUM CPABHUTEJIBHBIX KIMHUYECKUX UCCIEI0BAHNUN
(cTaThu, OTYETHI HA PYCCKOM SI3bIKE WJIM NIEPEBEICHHBIE Ha PYCCKUM A3BIK, 3aBEPEHHBIE 3asIBUTEIIEM )
(yka3pIBaroTCs aBTOpbl, HAaWMEHOBaHHWE, JAM3alH HUCCIEIO0BaHMs, KOJUYECTBO MAIMEHTOB,
BKJIIOUEHHBIX B HMCCIIEJOBaHUE, MEpUOJ HAOJOJEHHS, TOKa3aHUE K MEJUIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOI'0 IIperapara, pe3yjabTaTbl UCCICIOBAHUS C YKA3aHUEM KOJIMYECTBEHHBIX INAHHBIX,
3aKJII0UYEHNE, CIIUCOK JIUTEPaTyphl - aBTOP, HAMMEHOBAHUE MCCIIEI0BAHUS, BBIXO/IHbIE JaHHbBIE);

5.2. pHaHHblE O  KIMHUKO-DKOHOMHYECKMX  ((hapMaKOIKOHOMHYECKHX)  XapaKTEepHCTHUKAX
JIEKAapCTBEHHOT'O TIpenapara - MOJHOTEKCTOBBIE BEPCHUU KIMHUKO-dKOHOMUYECKUX HCCIIEIOBAHUMN
(cTaThu, OTYETHI HAa PYCCKOM SI3bIKE MM CTAaThU, OTYETHI, MEPEBEJACHHBIE HA PYCCKHUH S3BIK,
3aBEpeHHBIC 3asBUTEEM) (YKa3bIBaIOTCS CBEACHUsT 00 aBTOpax, HAMMEHOBAHUE MCCIIEIOBAHUS,
CCBUIKM Ha HCCIeNOBaHWE, JW3aliH HcclenoBaHUs  (PEeTPOCMEKTUBHOE, TMPOCHEKTUBHOE,
MOJCNIUpOBaHUE <*>) BHUJ aHaJIW3a, CBEICHHS O JIEKAPCTBEHHBIX Mpernaparax, KOTOpPbIE
MCIIOJIB30BAIKUCH VISl CPABHEHHUS C MPEAJIaraeMbIM JIEKapCTBEHHBIM MPENapaToM, 3aTpaThl, KOTOPBIE
VUYUTHIBAIUCh B HCCIEAOBAHUHU, U KOJUYECTBEHHBIC 3HAUEHUS 3aTpaT B pyOIsix, 3¢(HEeKTUBHOCTh
CpPaBHHMBAE€MbIX  JIEKAPCTBEHHBIX  MpemapaToB  (KpUTepud  ONEHKH  IPGPEKTUBHOCTH U
KOJMYECTBEHHBIC 3HAYCHUs), pEe3yJbTaThl MCCIEAOBAHUS, CIUCOK JIMTEPAaTypbl - aBTOP,
HAUMEHOBAHHE UCCIIEIOBAHMS, BBIXOJHBIC JaHHBIE) <**>;

5.3. naHHble O (aKTUUECKUX oObeMax MpoJaKk JEKapCTBEHHOro mpemapara B Poccuiickoit
@enepanii 3a Troji, MPEIUIECTBYIONUI IMoAaue NMPEAJIOKEHUs, B HATypaJbHBIX IOKa3aTesX o
JIeKapCTBEHHBIM (hopMam 3aperucTpUpPOBAHHBIX JICKAPCTBEHHBIX MPenapaToB (Mpy HAJTMYUK);

5.4. nmaHHBIE W JOKYMEHTBI, NOATBEPKIAIOIIME INPEKPAIIEHUE IPOU3BOACTBA JIEKAPCTBEHHOTO
npenapata Jau00 ero mocraBok B Poccuiickyto ®denepanuio u (Win) OTCYTCTBUE JIEKAPCTBEHHOTO
mpernapata B TpaxJIaHckoM oOopote B Poccuiickoit @exepanii B TeueHUE NEpUOAA,
IPEBBIIIAIOIIETO OJJUH KaJICHIAPHbIH rof] (Mpy HAJTMYUN);

5.5. maHHBIE OTYETOB O pE3yNbTaTax MOHUTOPUHTA OE30MACHOCTH JIEKapCTBEHHOIO MperapaTa (B
Poccutickoit deneparuu u (Win) 3a pyoexom);



5.6. naHHbBIC, IPEICTABIICHHBIC 3asIBUTEIIEM B MHUIITMATUBHOM TTOPSIIKE.

6. O6H_[€€ KOJIMYCCTBO IMPECACTABICHHBIX JOKYMCHTOB Ha
JINCTAax.

IMoamnucek 3asBUTENS / /

[ara

<*> TIpu WCMOJIL30BAHUHM MAaTEMaTUYECKOTO MOJCIUPOBAHMS TPEICTABISIOTCS B AJICKTPOHHOM
BUJIE BCE pa3pabOTaHHbIE MOJENIH, a TakXKe MIOMYIICHUS JUIsl pa3pabOTKU COOTBETCTBYIOLIMX
Mojeneit 1 GopMyIIbl PacyeTOB, UCIIOIB30BAHHBIE B MOAECTISX.

<#*> C yuetroM mnonoxeHul dYactu 6 cratbu 18 DepepanbHoro 3akoHa "OO oOpamieHun
JeKapCTBEHHbIX cpeAcTB" M yactu 3 crtatbu 13 @PenepasibHoro 3akoHa "OO OCHOBaxX OXpPaHbI
310pOBbs TpaxksiaH B Poccuiickoit @enepanun".

Ipunoowcenue N 4

k IIpasunam gpopmuposanus nepeunetl
JIEKAPCMBEHHBIX NPENapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKaPCMBEHHbIX NPEenapamos, HeoOXo0OUMbIX

0J151 OKA3AHUSL MEOUYUHCKOU NOMOUU

(popma)

B xomuccuro Munucmepcmea
30pasooxpanenus Poccutickoti @edepayuu
no opmuposanuio nepeunell
JIEKAPCMBEHHBIX NPEenapamos OJisl
MEOUYUHCKO20 NPUMEHEHUs

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKAPCMBEHHBIX NPEnapamos,
HeoOX00UMbIX 0JI51 OKA3AHUS

MEOUYUHCKOU NOMOWU

HPEJJIOKEHHUE Ob UCK/IIOYEHHUH
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JIEKAPCTBEHHOTI'O MPEMAPATA U3
MMUHHUMAJILHOT'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPEIMMAPATOB, HEOBXOIMMbIX
JUIS OKA3AHMS MEJMIIMHCKOM MOMOILA

1. Uadopmanus o 3asBUTENE:

1.1. HauMeHOBaHHE OpraHW3alUU WU (QamMuiIus, UMs, OT4ECTBO (IIPH HAJIMYMHK) TpakJaHUHA

1.2. OTBETCTBCHHOE JINIIO, JIOJDKHOCTh
)

1.3. azapec (mecTo HaXO0KJICHHUS ) WU MECTO JKUTEIIbCTBA

Tenedon (dpakc)

AJIIEKTPOHHAS rmoyra

2. Uadopmanus o JeKapCTBEHHOM Ipernapare:
2.1. HauMeHOBaHUE:

2.1.1. MCKIAYHAPOAHOC HCIIaTCHTOBAHHOC HaMMCHOBAHHUC

2.1.2. B ciydac OTCYTCTBUA MCKAYHAPOAHOI'O HEIMaTCHTOBAHHOI'O HaNMMCHOBAaHU -
TpyarnnnupoBOYHOC HANMCHOBAHUC 5

213. B cIydac OTCYTCTBUSA MCKAYHAPOAHOI'0O HCHATCHTOBAHHOI'O W TI'PYNIIUPOBOYHOTO
HAMEHOBAaHUM - XUMHUUECKOS HAMMCHOBAHIE 5

2.1.4. B cJIy4dac OTCYTCTBUA HWHBIX HalMEHOBaHHU - TOProBoOC HanMCHOBAHUC

2.2. KOJ aHaTOMO-TEPaneBTUYECKO-XUMHUYECKON Kiaccu(PuKanuu JIEKapCTBEHHOTO TMperapara

2.3. TocyIapCTBEHHAs PErHCTpaIUs JICKAPCTBEHHOTO HpenapaTa B Poccwuiickoii denepanym: mara
(99.MM.TTTT) ;

HOMCEDp PEruCTpaiuOHHOT O YAOCTOBCPCHUA

JaTa TOATBEPKICHUS TOCYIapCTBEHHON PEruCTpalvy JIEKApCTBEHHOro Mpernapara (Ipy HAIUYUH)



(99.MM.TTTT) ;

2.4. na"HHBIC O POU3BOJICTBE JIEKAPCTBEHHOTO Mpernapara B Poccuiickoit deneparuu (pu HATHYUH)

2.5. nmpennmaraeMble  JUIsi  MCKIIOYEHHUS  JIEKapCTBEHHbIE  (OPMBI  3apErHCTPUPOBAHHOTO
JIEKapCTBEHHOIO TpernapaTa (MepeyucinTh) ;

2.6. cBeiaeHHMA O  BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX Ipenaparax (Ipy  HAJIWYUM)

3. OcHoBaHHus AJId UCKIIIOYCHUSA JICKAPCTBCHHOI'O IIp€riapaTa W3 MHUHUMAJIBHOIO aCCOPTUMCHTA
JICKApCTBCHHLIX IIPCIIapaToB, HCO6XO,Z[I/IMBIX JJIA OKa3aHMA MGHHHHHCKOﬁ ITIOMOIIIH .

3.1. HeKapCTBeHHBIﬁ npernapar HE BXOAUT B IICPCUYCHBL KU3HCHHO HCO6XOI[I/IMI)IX A BaXHEHIINUX
JICKAPCTBCHHLIX MTPCIIapaTOB;

3.2. mpuMeHeHHe JeKapcTBeHHOTo npemnapara B Poccuiickoit deaepanuu npuoCcTaHOBICHO;

3.3. rocymapcTBeHHasl perucTpanusi JeKapcTBEeHHOro mpemnapara B Poccuiickoit denepanuu
OTMEHEHA;

3.4. mpekpallleH TpakIaHCKUI 000pOT JieKapcTBEeHHOro mpemnapata B Poccuiickoit denepanuu, B
TOM YHCJIE IPEKPALLEHO €r0 IPOU3BOJICTBO.

4. JIOKyMEHThI W JlaHHBbIC, OOOCHOBBIBAIOIINE NPEUIOKCHHE 00 WCKIFOYCHHUU JICKAPCTBEHHOTO
mpernapata U3 MHHHMAJIbHOTO aCCOPTHMEHTa JIEKApPCTBEHHBIX IMPEnapaToB, HEOOXOIUMBIX IS
OKa3aHUsl MEIUITMHCKON MTOMOIIIN:

4.1. nOKyMEHThl W JaHHble, MOJATBEPXKAAOLINE MPEKpalleHHe TIpakJaHCKOro 00opoTa
JeKapCcTBeHHOro Impenapara B Poccuiickonn ®enepanuu, B TOM YHCIE MPEKPALIEHHE €r0
IIPOU3BOJICTBA

4.2. JTaHHBIE, Npe/ICTaBJICHHBIC 3asiBUTEIIEM B WHULIMATUBHOM MOpSJIKE
5. OOmee KOJMUYECTBO TMPEICTABICHHBIX JOKYMEHTOB Ha
JINCTAXx.
[Monnuce 3asButens [/
Jara

Ipunooicenue N 5

k Ilpasunam ¢hopmuposarnus nepeunel
JIeKapCmMEeHHbIX NPenapamos

0J151 MEOUYUHCKO20 NPUMEHEHUS

U MUHUMATILHO20 ACCOpMUMenma

JIEKAPCMEBEHHbIX npenapamaoe, HeobxX00UMbIX



07151 OKA3AHUSL MEOUYUHCKOU NOMOUU
(popma)

SAK/IIOYEHHUE 11O PE3YJIBTATAM INPOBEJIEHUA
JTOKYMEHTAJIbHOM 3KCIEPTU3bI TPEJJIOKEHUS
O BKVIIOYEHUHU (MCKIIIOYEHUN)
JIEKAPCTBEHHOI'O IIPEITAPATA B IIEPEYHUAU
JEKAPCTBEHHBIX IPETAPATOB U MUHUMAJIbHBIN
ACCOPTHUMEHT JIEKAPCTBEHHBIX ITPEITAPATOB,
HEOBXOJUMBIX JJ151 OKA3AHUSA MEJUIIMHCKOH
HoOMOIuu

(B pexn. ITocranosienus IIpaBurenscrea PO ot 29.10.2018 N 1283)

1. Hacrosiiee 3akitoueHue KacaeTcs MaTepHalioB, IPeCTaBICHHbIX JIJIS:

1.1. BKIIIOYEHUS JIEKAPCTBEHHOTO IIpernapara B:

1.1.1. nepevyeHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIIUX JIEKAPCTBEHHBIX IIPENAPATOB;

1.1.2. nepedyeHb JOPOroCTOSALINX JEKAPCTBEHHBIX MIPENapaToB;

1.1.3. mepedeHb JIeKapCTBEHHBIX MpenapaToB AJs 00ecleueHus OTAEIbHBIX KaTeropuil rpakaaH;

1.1.4. MUHMMAaNBHBIA ACCOPTHMEHT JIEKApPCTBEHHBIX MpENnapaTroB, HEOOXOAMMBIX Ui OKa3aHUs
MEUIIMHCKON MOMOIIHM (MUHUMAJIBbHBIA aCCOPTUMEHT);

1.2. uckItoueHus JIEKapCTBEHHOTO Npenapara us:

1.2.1. nepevHst KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB;

1.2.2. nepeyHst 1OpOTrOCTOAIIMUX JIEKAPCTBEHHBIX MIPENapaToB;

1.2.3. nepeyHst IeKapCTBEHHBIX MPENapaToB AJsl 00ecrieueHus: OT/IEIbHBIX KaTerOpuil rpax/iaH;
1.2.4. MUHMMAJIBHOTO aCCOPTHMEHTA.

2. Nndopmanus o J1eKapcTBEHHOM Iperapare:

2.1. HanMeHOBaHHUE:

2.1.1. MEKIyHapOaHOE HEMaTEHTOBAHHOE HaMEHOBAaHHE

2.1.2. B ciayyae OTCYTCTBHSI MEXKIYHApOJHOTO HEMAaTEHTOBAHHOIO HAWMEHOBaHUS -
rpyHNIUPOBOYHOE HAUMEHOBAHUE ;

2.1.3. B ciyyae OTCYTCTBUS MEXKIYHAPOJHOTO HEMAaTEHTOBAHHOIO M TPYHIHPOBOYHOTO
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HaMEHOBAaHUM - XUMHUUECKOS HAMMEHOBAHIE 5

2.14. B ciydac OTCYTCTBUA HWHBIX HaMEHOBaHUM - TOProBoc HanMCHOBAHUC

2.2. KOJ aHaTOMO'TepaHGBTqucKO-XHMHHGCKOﬁ KJ'IaCCI/I(l)I/IKaI_II/II/I JICKaApCTBCHHOI'0 IIpf€rapara

2.3. mpeyiaraeMple K BKIIFOUEHHUIO JICKAPCTBEHHBIE ()OPMBI 3apErHCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara (MepevYrciInTh): ;

2.4. mpeyraraeMble K HCKJIFOUYCHHUIO JIEKAPCTBEHHBIC (DOPMBI 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara (MepeYrciInuTh):

3. CpOKI/I IMPpOBCACHUA ,HOKYMGHTaHBHOﬁ OKCIICPTHU3BI: C 8 (0)

4. JIoKyMeHTaJIbHasl JKCIIEPTU3a MPEJIOKEHUsI (B COOTBETCTBHUHM C MPWIOKEHUsAMH | u 2 K
[TpaBunam popmupoBaHUs MepeyHelt JeKapCTBEHHBIX MPEnapaToB i MEIUIIUHCKOTO TPUMEHEHUS
U MHUHUMAJIBHOTO AaCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToOB, HEOOXOIUMBIX JJIA OKa3aHUs
MEAMIIMHCKON MTOMOIIH, YTBEPKISHHBIM MocTaHoBlIeHreM [IpaBurensctBa Poccuiickoit @eneparu
or 28 aBrycra 2014 r. N 871):

Tpebyemble cBeIeHUS WNudopmanus o npeacTaBieHun
TpeOyeMbIX CBE/IEHUH 3asBUTEIEM
1 2 3
1  [Mudopmanus o 3asButene 1.1 mpeacrapieHa B HOJIHOM 00beMe
1.2 npencrapiieHa HE B MOJTHOM o0beMeE
(TIepevnciIuTh):

1.3 He mpencTaBiIcHa

2  |[Mudopmanus o nekapcTBEHHOM npenapate 2.1 mpecTaBieHa B OJIHOM 00beme
2.2 mpeacTaBiieHa HE B MOJIHOM o0bemMe
(TIepevYnciIuTh):

2.3 He mpejicTaBIeHA

3 |CBexeHus o0 JIeKapCTBEHHOM mpemnapare (3.1 mpeacTaBieHbl B IOJIHOM 00beMe
TSI BKITFOUEHHUS (MCKJIIOUEHHUS) B IEpeyHH (3.2 Mpe/CTaBlIEHbl HE B TOJIHOM 00beMe

NIEKapCTBEHHBIX IPENapaToB U (TIepeyucInTh):
MHUHUMAaJIbHBIA aCCOPTUMEHT 3.3 He npeICcTaBIEHbI
4 JlanHble, 000CHOBBIBatOLIME MpeIokeHne @.1 mpeacTaBaeHsbl B OJIHOM 00beMe
0 BKJIFOUEHUU (MCKJIFOUEHUN) 4.2 npencTaBiieHbl HE B TOJIHOM 00beMe
IIEKapCTBEHHOIO IIpernapara B [IepeYHU (TIepeyncInTh):
lIEKapCTBEHHBIX NIPENAPaTOB U 4.3 He peCTaBIECHBI

MUHUMAaJIbHBIN ACCOPTUMEHT
5. 3amedaHus Mo pe3ynbTataM JOKYMEHTAJIbHOW 3KCIEePTU3bI MPEATIOKEHUs (IIPH HAINYUHN HYKHOE
OTMETHTH):

5.1 Henaexamiee oopmiieHHE MPEJIOKEHUS U IPUIIaraeéMbIX K HEMY IOKYMEHTOB U CBEJIEHUH, B
TOM YHUCJIE HEBO3MOXHOCTb UX OTKPHBITH; (B pel. IlocranoBnenus [Ipasurtenscrea PO ot 29.10.2018
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N 1283)
5.2) moamyHKT yrpatii cuiy. (B pea. Ilocranosnenus [IpasutenscrBa PO ot 29.10.2018 N 1283)

5.3 mpexacTaBieHUE TOKYMEHTOB U CBEJICHUI B HEMIOJIHOM 00beMe;

5.4. mpejcTaBieHHE B TE€UEHUE OJHOTO I'0Jia JIOKYMEHTOB M CBEIEHUH, [0 KOTOPHIM KOMHUCCUEH B
TEKyIIeM rojay ObLJIO BBIHECEHO pelleHHe 00 OTKa3e BKIIOYEHHS (MCKIIIOUEHUS) B MEpEeyHH,
MUHHUMAJIbHBIA ACCOPTUMEHT WJIM B OTHOIICHUH KOTOPBIX OCYILECTBISETCS KOMIUJICKCHAs OLIEHKA, 3a
UCKJIIOYEHHEeM ciy4asi, npeaycmorpeHHoro mnyHkTtoMm 9(1) IlpaBun dopmupoBanus nepeunen
JIEKAPCTBEHHBIX MPENapaToB I MEAUIMHCKOIO MPUMEHEHUS U MHUHUMAJIBLHOTO aCCOPTHUMEHTA
JICKapCTBEHHBIX IPENapaToB, HEOOXOAUMBIX AJISl OKa3aHHsI MEAUIIMHCKON MTOMOIIH, YTBEPXKICHHBIX
noctaHosienreMm [IpaBurensctBa Poccuiickoit ®enepanuu ot 28 aprycrta 2014 r. N 871; (B pen.
[Tocranosienus IIpaButenscTBa PP or 29.10.2018 N 1283)

5.5 mpencraBieHne HETOCTOBEPHOW WIIM MCKaKEHHON MH(pOpMaIum;

5.6 pe/icTaBICHHE TOKYMEHTOB U CBEACHUH, IO KOTOPHIM KOMUCCHEN OBLTIO BEIHECEHO pellieHre 00
OTKa3e BO BKIIIOUEHUM (UCKIIOYEHHH) JIEKAPCTBEHHOrO Mpernapara B MEPEeYHH JIEKapCTBEHHBIX
npenapaToB, MUHUMAJIbHBIA aCCOPTUMEHT.

KOHerTHHe 3aMCYaHus:

6. Pesynbrar:

6.1 HampaBUTb IpPEJIOKEHHE Ha KOMIUIEKCHYIO OLeHKY; (B pen. Ilocranosnenus IlpaBurenbcTBa
P® ot 29.10.2018 N 1283)

6.2 HaNpaBWTh B aJIpec 3asIBUTENS 3aKIIOYCHUE C 3aMEYaHUSIMHU O HECOOTBETCTBUU YCTaHOBIICHHBIM
TpeOOBaHUSAM;

6.3 HampaBUTh MpPEAJIOKEHUE BHEIITATHOMY CHEUHATUCTy MUHHCTEpCTBa 3/paBOOXpPaHEHUs
Poccuiickoit ®enepauuu A MOATOTOBKM PEKOMEHJAIMM O BKIOYEHUH (MCKIHOYEHHUH)
JIEKapCTBEHHOI'O IIpenapaTa B MUHUMAJIbHBIN aCCOPTUMEHT.

[Ipeacenarens koMuccUH
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoi ®enepannun
1o GOPMHUPOBAHUIO TIEpEUHEH
JIEKAPCTBEHHBIX MPENAPaTOB AJIs
MEUIIMHCKOTO TIPUMEHEHUS
1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaTOB,
HEOOXOIUMBIX AJIsI OKa3aHUs
MEIUIMHCKON ITOMOITHA

(mara) (moanuce, pacirdpoBKa MOIMUCH)
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Ipunoosicenue N 5.1

k Ilpasunam ghopmuposarus nepeunetl
JIeKAPCMBEHHBIX NPEnapamos

07151 MEOUYUHCKO20 NPUMEHEHUs.

U MUHUMATILHO20 ACCOPMUMEHMA
JIEKAPCMBEHHBIX NPEnapamos,
HeobX00UMbIX 0/isl OKA3AHUS

MeOUYUHCKOU NOMOWU

TPEBOBAHUSA K METOJOJOI'HYECKOMY
KAUYECTBY KJIMHUKO-5KOHOMUWYECKHUX
NUCCJEJIOBAHUN JIEKAPCTBEHHOI'O ITIPEITAPATA U
UCCJIEJOBAHUMU C UCIIOJIb30BAHUEM AHAJIN3A
BJIUSAHUSA HA BIOJKETHI BIOJ)KETHOW CUCTEMBbI
POCCHUHCKOM ®EJEPAIIUU

(B pex. [TocranoBnenus [IpaBurenscrea P® ot 29.10.2018 N 1283)

1. Merononorndeckoe KadecTBO KIMHUKO-DKOHOMHUYECKHX HCCIIEJOBAHUHA  JIEKapPCTBEHHBIX
MpernapaToB M aHaluW3a BIMSHHUS Ha OFO/KEThl OMJDKETHOW cucteMbl Poccuiickoit ®eneparuu
(mamee - OOJDKET) TPU3HACTCS YAOBICTBOPUTENBHBIM TPU  COOJIOJIEHUU OJHOBPEMEHHO
TpeOoBaHUI:

a) YKa3aHHBIX B MyHKTE 2, - ISl KIMHUKO-DKOHOMHUYECKUX MCCIICIOBAaHUA M aHal3a BIWSHUS Ha
OIOJIKET;

6) YKa3aHHBbIX B ITYHKTC 3, = JJIA KIIMHUKO-O9KOHOMHWYCCKUX I/ICCJICI[OBaHI/Iﬁ;
B) YKa3aHHbIX B ITYHKTC 4, - I aHaJIi3a BIIMAHUSA HaA 6IOI[)KCT.

2. B OeaX OCYHICCTBIICHUA Tp€60BaHHfI K KIIMHHUKO-3KOHOMHWYECKHUM HCCIICIOBAHUSAM U aHAJIU3y
BIIMSIHUSA Ha OI0KET He00X0AUMO COOII0IEHUE CIETYIOIUX YCIOBUMI:

a) MpEACTaBJIICHUC PE3YJIbTATOB OTCYHCCTBCHHBIX HCCHCHOB&HHﬁ;

0) cooTBEeTCTBHE IMOKa3aHMM K MPUMEHEHHIO MpeJiaraéMoro JIEKapCTBEHHOIO Ipemnapara, o
KOTOPBIM TPOBOAMIIACH KIMHUKO-D)KOHOMHMYECKasl OIEHKAa M aHalW3 BIUSHHUS Ha OIOJIKET,
MOKA3aHUsM, COJIEP)KALIUMCSI B HMHCTPYKIMH IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO
npernapara, a TakKe B Cllyyae HaJUYUs HECKOJBKUX IOKa3aHUM K MPUMEHEHUIO - Mpe/CTaBlIeHUE
pPE3yJIbTaTOB KIMHUKO-3KOHOMHYECKHX HCCIIEIOBaHUI U aHaiu3a BIUSHUS Ha OIOKET MO BCEM
NOKa3aHUAM JMOO0 TO TOKa3aHUsAM TNpu 3a00JEBAHUAX, XapPAKTEPUIYIOIUXCS HamOONIbIIeH
3200J1I€eBa€MOCTbI0, CMEPTHOCTBIO U UHBAIMIN3ALINEH;

B) IMpEJCTaBJICHHME pacyeTa 3aTpaT Ha OCHOBAaHUU II€Hbl HE HWXKE I€Hbl, IUIAHUPYEMOH K
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rOCyJJapCTBEHHOMN pEerucTpanuy, a B CIydae €Ciau LIeHa Ha IIpealaraéMblil JISKapCTBEHHBIN Mpenapar
YK€ 3aperucTpUpOBaHa - HA OCHOBAaHUU MPECIbHON OTIMYCKHOM LIEHBI MPOU3BOJUTENS C yYETOM
Ha10aBOK, YCTaHOBJICHHBIX 3aKOHOAaTeIbCTBOM Poccuiickoii @enepanuuy;

I) OCYIIECTBJICGHHE pacueTa MNPSIMBIX MEIUIMHCKUX 3aTpaT HMCXOJsi M3 CPEIHHUX HOPMATHBOB
(MHAHCOBBIX 3aTpaT Ha €AMHUIYY 00beMa MEIUIIMHCKON MOMOIIH, YCTaHOBJICHHBIX MPOrpaMMOi
rOCYJapCTBEHHBIX TapaHTH OECIUIaTHOTO OKa3aHWs TpaKJaHaM MEIUIMHCKOW TIOMOIIM Ha
OYEPETHON IO/l ¥ IIJIAHOBBIN MTEPUO/T;

1) yKa3aHHe B OTYETE (CTaThe), MPEICTaBICHHOM B COOTBETCTBUU C MOAMYHKTOM 5.2 npuioxeHus N
1 x IlpaBumam ¢dopMupoBaHus TEpevyHEH JEKApCTBEHHBIX IpENapaToB ISl MEAULUHCKOTO
NPUMEHEHUS M MHHHMMAJIbHOTO aCCOPTHMEHTa JIEKapCTBEHHBIX IpernapaTroB, HEOOXOIUMBIX IS
OKa3aHUs MEIULUHCKON IOMOIIM, YTBEPKIACHHBIM nocraHoBieHueM IIpaBurenscra Pocculickoi
Oenepannu ot 28 aBrycra 2014 r. N 871 (manee - IlpaBwmia), CChIJIOK Ha HCIIOJIb30BaHHBIC
UCTOYHUKHA WH(GOpMAIMU Ui KKIOrO 3HAYCHHUS IOKas3aTelel, a TakkKe NMPHUBEICHHE METOIUKU
pacuera;

€) IpEeJCTaBICHHUE MPHU MPOBEACHUU KIMHUKO-DPKOHOMUYECKUX HCCIEIOBAHUN M aHAIIM3a BIHMSHUS
Ha OIO/UKET C HCIOJIb30BAaHHEM METOJI0B MAaTeMAaTHYEeCKOTO MOCITHUPOBAaHHS B COCTaBE OTYETa
(craThu), mMpeaCTaBICHHOTO B cooTBeTcTBUM ¢ TpuiokeHueM N 1 k [IpaBuiiam, Ui B NpuiioKeHUH
K HEMy MaTeMaTH4YECKON MOJIEH, alaiTUPOBAHHON K CHCTEME OTE€YECTBEHHOTO 3/[paBOOXpaHEHUS,
C OMHCaHUEM METOJUKU MOJIEIUPOBAHUS, BKIIOYAIOIICH OMUCAHUE CTPYKTYPhI MOJIEIH, OCHOBHBIX
JOTMYIIEHUA MOJIETHM C UX OOOCHOBAHHMEM, KIIOUEBBIX MapaMeTpOB IJisi pacyeTOB, MCTOUYHHUKOB
nH(}OpPMaIIMU O 3HAYEHUSIX KIIFOUEBBIX apaMeTPOB UJIU MPUBEICHIE METOJIUKH pacyera.

3. B nensix ocymiecTBiaeHus: TpeOOBaHUN K KIMHUKO-I)KOHOMUYECKHUM UCCIIEIOBAHUSIM HEOOXOIUMO
COOJTIOJIEHHE CIEIYIOLINX YCIOBUI:

a) MPY HAJIMYUU TI0 pe3yibTaTaM KIMHUYECKUX MCCIETOBAHUN CTATUCTHUECKU 3HAUUMBIX Pa3IUunit
10 3QQPeKTUBHOCTU U (WiIK) 0€30MaCHOCTH MEXy IpeIaraéMbIM JIEKapCTBEHHBIM IMpEenapaToM U
IpenapaToM CpPaBHEHHs HCHOJIb3YIOTCS METO/Abl COOTHOIICHUs 3aTpaT U SPQPEKTUBHOCTH WU
COOTHOILEHUS 3aTpaT U MOJIE3HOCTH (TPU OTCYTCTBUH IO pe3yJibTaTaM KIMHUYECKUX MCCIIETOBaHUM
CTAaTUCTHYECKH 3HAUUMBIX pa3nuuuii 1o 3¢p¢dexkTuBHOCTH U (WiKM) O€30MaCHOCTH MEXAY
npeyiaraéMbplM JIEKAPCTBEHHBIM IIPENapaToM M MpernapartoM CpPaBHEHUS HCIIOJIb3YETCS METO]
MUHHMHU3ALUY 3aTpaT);

0) B KauecTBe Ipemnapara CpaBHEHHUS HCIOJIb3yeTCs JIEKapCTBEHHBIM mpenapar (Tpenaparsl),
BKJIIOYEHHBIN B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB A
MEAMIIMHCKOTO MPUMEHEHUS (fajee - nepeyeHb) U NPUMEHSIOMUNCS B TEKYyIeH MPaKTUKE JICUEeHUs
MALAEHTOB [0 TEM € MMOKA3aHUSAM M B TaKOHM K€ KIMHUYECKOW CUTyaluH, 4TO U IIpeaaracMbli
JIEKapCTBEHHBIN MpernapaT (CpaBHEHHE C JIEKapCTBEHHBIMHU IpenapaTtaMi, HE BKJIIOYEHHBIMU B
NIEPEUYEHb, AOMYCKAETCS] IPU OTCYTCTBUM B NIEPEYHE AIbTEPHATHUB I cpaBHEHUs). ONTUMaIbHON
aNbTEpHATUBON JJIsl cpaBHEHUS siBiiseTcs HanOonee 3(h(HeKTUBHBINA U3 JIEKaPCTBEHHBIX IIPENapaTosB,
BKJIFOYEHHBIX B [IEPEYEHDb U UCIIOJIB3YIOIUXCS 10 TEM K€ MOKA3aHUAM U B TAKOU K€ KIIMHUYECKOU
CUTyallud, 4YTO U IpeJIaraéMblil JIEKAPCTBEHHBIM mpernapar. [Ipy HaIWuMm HECKOIBKUX
JIEKapCTBEHHBIX MpPENapaToB ¢ OJMHAKOBOM 3(P(PEKTHUBHOCTHIO ONTHUMAIBHOIN albTepHATHUBOM Ui
CpaBHEHUS SBJISIETCS] TOT U3 HUX, KOTOPBIA XapaKTEPU3YETCsl HAUMEHBIIEH CTOMMOCTBIO 3a TIEPHOL
JICYCHUS,;

B) MMPOU3BOAUTCA BLI60p KPpUTCPUCB OLCHKU 3(1)(I)CKTI/IBHOCTI/I JICKApCTBCHHOTO IIpfriapara,
HCIIOJIB30BAHHBIX IIPpHU TMPOBECACHHUU KIWHHKO-3KOHOMUYCCKOTO HCCICAOBAaHHUA Ha OCHOBAaHUH
PC3YyJIbTAaTOB KIIMHUYCCKUX HCCJIGI[OBaHHfl, NpEACTABJICHHBIX B COOTBCTCTBYIOLICM MPCAJIOKCHUMU,



yka3zaHHOM B nyHkTe 13 IlpaBui;

T') IPU ONMCAHHUH PE3YJIbTATOB UCCIICAOBAHMS OTIIEIBHO YKa3bIBAIOTCS:

3aTpaThl Ha MpeJIaracMblil JICKAPCTBEHHBIN MTpernapaT u npenapart (mpenapaTthbl) CPaBHCHHUS,
JIpYTHE MPSMbIC MEAUIIMHCKUE 3aTPATHI (€CIIM PACCUUTHIBAIIUCH);

NpsSIMbIE HEMETUITMHCKHE 3aTPAThI (€CIIH PACCUUTHIBAIIUCH);

HempsMbIe (KOCBEHHBIC) 3aTPaThl (€CIN PACCUUTHIBAIIUCH);

1) pe3yibTaT aHallu3a MHUHUMHU3ALMM 3aTpaT MpPEJCTaBIs€TCS B BUJIE PAa3HUIBI B 3aTparax,
OOyCIIOBJICHHBIX TNPUMEHEHHEM MpeJiaraéMoro JIeKapCTBEHHOIO IIpermapaTa M Ipernapara
CpaBHEHUS,

€) pe3ysbTaT aHaJi3a COOTHOLICHHS 3aTPaThl U 3(p(PEKTUBHOCTH NPEACTABISIETCS B CIyYasiX:

€ClIM TpejaaraeMblil JIEKapCTBEHHBIN Ipernapar XapakTepusyercs Ooublield 3(PQeKTUBHOCTbIO U
OonbIIel CTOMMOCTBIO, YE€M Ipernapar cpaBHEHHs (B BHJAE COOTHOLIECHWM '"3aTpaThl WIH
3¢ ¢deKTUBHOCTL" Ul MpeUlaraeMoro JIEKapCTBEHHOIO IIperapara M Ipernapara CpaBHEHHUS U
nokaszaressi TpupanieHuss PQPEeKTHBHOCTH 3arparT (MHKPEMEHTHOTO TIOKaszarens '3aTpaThl WIH
s dexTuBHOCTD");

€ClIM TpelsaraeMblii JIEKapCTBEHHBIH Mperapar xapakrtepusyercs Oounbiieil 3pPeKTUBHOCThIO U
MEHBIIEH CTOMMOCTBIO, YEM IpernapaT CpaBHEHUs (B BHUJE pa3HULIBI B 3aTpaTax M pa3HULBl B
3¢ (HeKTUBHOCTH TaKUX JIEKAPCTBEHHBIX MPEMapaToB);

) HPOBOAMTCS aHaJM3 YyBCTBUTEIBHOCTH PE3YJIbTaTOB pPAacuyeTOB K H3MEHEHHUSM OCHOBHBIX
UCXOIHBIX IApaMETPOB MOJEINN, TaKUM KakK LIEHbl Ha JIEKapCTBEHHBIE Npenaparbl U IMOKa3aTeNlx
KIIMHUYECKON 3 (HEKTUBHOCTH.

4. B uensx ocylecTBiIeHUs TpeOOBaHUN K aHAINU3Y BIIMSHUS Ha OIOJKET HEOOXOAUMO COOII0CHHE
CIENYIOLIUX YCIIOBUM:

a) pacyeTbl HE YYHUTHIBAIOT IpPSMble HEMEIUIMHCKHE U HempsMble (KOCBEHHbIE) 3aTpaThl (IpH
OTNHCAaHUM PE3YIbTATOB OTJIEIBHO YKA3bIBAIOTCS 3aTPAThl HA JIEKAPCTBEHHYIO TEPAIUIO);

0) onTUMaNIbHBIA BpeMEHHOMN MepHo/] aHaIM3a BIUSHUS Ha OI0JDKET COCTaBIIseT He Oosee 5 jer, npu
TOM OTAENBHO YKa3bIBalOTCSl PE3yJbTaThl pacueToB 3a - roJ MPUMEHEHHUs JIEKapCTBEHHOTO
npenapara;

B) XapaKTCPUCTUKU U YUCIICHHOCTDH HGJ’I@BOI\/JI MMOoMmyJIAOMK MMaUECHTOB, KOTOPBIM MHPEAIIOIaractcsa
MPUMCHCHHUC MPCAJIAracMoro JCKapCTBCHHOTI'O MpceIiapaTta ONpPECACIICHBI;

I) pe3yibTaT aHalu3a BIMSIHUA Ha OIOJDKET MpPEJCTaBIsAeTCS B BHJE PA3HUIBl B MPIMBIX
MEAMIIMHCKUX 3aTpaTax MexAy TeKyIled TMpakTUKON JeKapCcTBeHHOM Tepanuu (0e3 ydera
BKJIIOUEHUS B NIEPEUEHB IIPEIaraéMoro JIEKapCTBEHHOrO Mpernapara) U OKUJaeMON IPAKTHUKOM (¢
Y4E€TOM BKJIIOUEHHS B IEpEUYeHb NPEIaraeMoro JEeKapCTBEHHOTO Ipernapara) 3a yKa3aHHBIH
BPEMEHHOH NIEPUOL;

}1) aHaJIN3 4YYBCTBUTCJIBHOCTH PEC3YJIbTAaTOB PACUCTOB K HN3MCHCHUAM OCHOBHBIX HMCXOAHBIX
napaMeTpoB MOACIIH, TAKUM KaK ICHBI Ha JICKAPCTBCHHBLIC NPCHIAapaTbl U YUCICHHOCTb L[CJICBOI>'I
MOMyJIIHUU IMMAllUCHTOB, ITPOBCACH.



Ipunoosicernue N 6

k Ilpasunam ghopmuposarus nepeunetl
JIeKAPCMBEHHBIX NPEnapamos

07151 MEOUYUHCKO20 NPUMEHEHUs.

U MUHUMATILHO20 ACCOPMUMEHMA
JIEKAPCMBEHHBIX NPEnapamos,
HeobX00UMbIX 0/isl OKA3AHUS

MeOUYUHCKOU NOMOWU

UHTETPAJIBHBIE HIKAJIBI KOMIIIEKCHOM OLIEHKH
JIEKAPCTBEHHOI'O IIPEITAPATA

(B pex. [Tocranopnenus [IpaBurenscrea PO ot 29.10.2018 N 1283)

[ITkana ouEeHKN YPOBHEN JOKA3aTEIbHOCTH PE3YJIbTATOB KIMHUYECKUX HCCIIEI0BAaHUI
JICKapCTBEHHBIX MpenapaToB <1>

XapakTepucTUKa UCCIICI0BAHUI YpoBeHb [lIxana oneHku
JI0Ka3aTeIbHOCTH (6amnoB)
pe3yIbTaToOB
Cucremarnueckue 0030pbl U METa-aHAIN3bI I 10
PannoMu3MpOBaHHBIE ClIETIbIE KIMHUYECKHE I 9
WCCIIEIOBAHHS
PannomMu3upoBaHHbIE OTKPBIThIE KITMHUYECKUE I 8
WCCIIEIOBAHHS
CereBoil MeTa-aHa/IN3 (B TOM YUCIIE HENPSIMbIE i 7
CpaBHEHHMSI U CMEIIaHHbIE CPABHEHUS)
Koroprasle uccienosanus v 6
Wccnenoanus "ciy4ail-KOHTpOIb" \Y 5
Onucanue cay4yaeB U CEpUU CITy4acB VI 4
MHeHHEe SKCIEPTOB VI 3

[[Ixana oreHKW ypoBHEH YOS TUTEIFHOCTH I0KA3aTEIbCTB KIMHUYECKUX UCCIICTOBAHUN
JIEKapCTBEHHBIX MpernapaToB <2>

YpoBeHb XapakTeprucTHKA MOKa3aTest [Ixama
yOeauTenbHOCTH OLIEHKHU
JI0Ka3aTeJbCTB (6amioB)
A JI0Ka3aTeIbCTBA YOS IUTEIIbHBI: 3

MMEIOTCS BECKHE JOKA3aTENIbCTBA IIPEIaraeMoro
YTBEPXKICHUS
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B OTHOCHTEIIbHAS YOSAUTEIIbHOCTD JTOKA3aTeIbCTB: 2
MMEIOTCS IOCTaTOYHbIE JOKA3aTeIbCTBA B MOJIb3Y TOTO,
4TOOBI PEKOMEHI0BATh MPEIIOKEHHBIHN JIEKapCTBEHHBIN
npenapar JUisl BKIOYEHUs! (UCKIIIOUEHUS) B
COOTBETCTBYIOIIUI NIEPEUCHb JIEKAPCTBEHHBIX IIPETapaToB
(13 mepeyHs)

C JIOCTAaTOYHBIX JOKA3aTeNLCTB HET: 1
HMEIOIIUXCS JOKA3aTeILCTB HEIOCTATOYHO IS
BBIHECEHHUS PEKOMEH/IAIIMN, HO PEKOMEH/IAIIMA MOTYT
OBITh JJAaHBI C YYETOM UHBIX OOCTOSITEIILCTB

I/IHTeraJ'IBHaH KOJIMYCCTBCHHAA OLICHKA Ka4€CTBA KIIMHUYCCKOT'O MUCCIICAOBAaHUA JICKAPCTBEHHOT'O

npernapara
XapakTepucTuKa UCCIeI0OBaHUS YpoBeHb YpoBeHb OO61mmas oreHka
ITOKa3aTeNbHOCTHyOEIUTEIBbHOCTH|  MCCIIEI0BaHUs
JTAHHBIX JI0Ka3aTeIbCTB (6amnoB)

Cucrematuueckuii 0630p I A olpezensercs Kak
PaHIOMU3UPOBAHHBIX KIIMHUYECKUX pOU3BeICHUE
UCCJIEJOBAaHUM U METa-aHaJIu3 ¢ HU3KON OLIEHKH
<3> wnu cpenHen <4> BEPOSATHOCTBLIO HCCJIEJOBAaHU
ommodoK (6anoB) ypoBHs
PannoMusupoBaHHbIE KITUHUYECKHE I A JT0Ka3aTEeIbHOCTH
WCCIIEIOBAHUS C HU3KOU <5> WJIM CpeaHen JTAHHBIX U OLIEHKHU
<4> BepOATHOCTBIO OLIMOOK UCCIIEIOBaHMS
CereBoil MeTa-aHaIN3 (B TOM YHUCIIE Il A (6amioB) ypoBHS
HENpsIMbIE CPABHEHUS U CMEIIaHHBIE yOeauTenbHOCTH
CpaBHEHHS) C HU3KOM <6> WK cpeaHen JI0KA3aTeNbCTB
<4> BepOATHOCTBIO OLIMOOK
KoroptHeie uccnenoBanus ¢ Hu3kou <7> |V B
WK cpefHel <4> BepOosATHOCThIO OIMOOK
HccnenoBanus "ciry4ail-KOHTpOIb" € \Y B
HU3KOHN <8> unu cpegHen <4>
BEPOSITHOCTHIO OIHOOK
Onucanue ciaydyaes, CEpuil Cllydaes VI C
MHeHue 3KcrepToB Vil C
Hccnenoanus mo00ro nu3aiiHa ¢ I C
BBICOKOH BEPOSATHOCTHIO OIIMOOK <9> I C
(HM3KOTO METOMYECKOT0 KauyecTBa) Il C

v C

\Y C

Vi C

VIl C

Hrorosas HHTCrpajibHasd KOJWYCCTBCHHAA OICHKAa KadeCTBa KIMHHUYCCKOIO HCCICAOBAHUA
JIEKapCTBEHHOI'O IIpernapara:
He MeHee 18 - s pekoMeHAalMy K BKJIFOYEHHUIO JIEKAPCTBEHHOIO Mpenapara;

He MeHee 12 - 15 peKoMeHaluy K BKIIOUYEHHUIO /I Op(aHHOrO JIEKapCTBEHHOTO Mpenapara.



KonmuecTBeHHas oneHka 3((hEeKTHBHOCTH MPUMEHEHUS JIGKAPCTBEHHOTO MperapaTa B paMKax
KIIMHUYECKHUX UCCIIEJOBAHUM

HaumenoBanue Ouenka crenenu noctwkenus | Jloctmkenue ueneporo | Ilkama
KPUTEPHUS OIICHKH | IEJICBOTO Pe3yJibTaTa C YIeTOM [ pe3yJbTaTa ¢ yUeTOM | OLIEHKH
3 PEeKTUBHOCTH  [IPEMMYIIECTBA [0 CPABHEHHUIO ¢| TMpeuMylecTBa repea | (6amwion)

Tepanuen npenaparaMu Tepanuey npenaparamMu
CpaBHEHUS cpaBHEHUs (ITPOILIEHTOB)
Hanpuwmep, kputepuii: moJIHOCTHIO JOCTUTHYT 1eieBoit 100 10
CHIDKEHUE YPOBHS pe3ynbTar (BhICOKast
apTepHaIbHOTO 3¢ HEKTUBHOCTD)

JIaBIIEHHS JI0 IEIEBOr0 YaCTHYHO JIOCTHTHYT IENeBOH == g 9
3HAYCHUS pe3ynbTat (cpemHsis = 8
3(PEKTUBHOCTD) - 80

= 50 5)
= 10 1
HE JJOCTUTHYT 1I€JIEBOU 0 0

pe3yabTat (Hu3Kas
3G EKTUBHOCTD UITH
oTcyTcTBHE 3()(PEKTUBHOCTH)
Hroro cpenHsis onieHka 3(pPeKTHBHOCTH (OTHOIIEHHUE CYMMBI OaJsIOB MO
KaKJIOMY KpUTEpHUIO 3G (HEKTUBHOCTH K KOJIMYECTBY KPUTEPUEB)

KonuyecTBenHas orneHka 0€301MacHOCTH TPUMEHEHUS JIEKAPCTBEHHOTO TIpenapara B paMKax
KJIIMHUYECKHUX UCCIEA0BAHUI

Orenka ypoBHs Oe3onacHOCTH | Uncemo cimydaeB moOounbIx | OrieHka Becosoiut
JIEKapCTBEHHOTO Ipernapara JEHCTBH (ITPOIIEHTOB) (6anmoB) | ko3 durmeHt

[ToGounsle neiicTBust 0TCyTCTBYIOT O 0 0
[ToGouHbIE AEHCTBUS IETKON = 10 -1 0,25
CTCTICHH

2 20 '1

:3 30 '1

= 40 -2

2 50 '2

2 60 '3

= 70 -3



[ToGouHbIe nEHCTBHS CpeHEH
CTENEeHU

I[ToOo4HBIE IEeiCTBUS TIKEION
CTEIICHU - COCTOSHHS,
MPOICBAIOIINE HAXO0XKICHUE
MALMEHTA B CTAlMOHAPE UJIU
MPEACTABIISIIOLIUE YTPO3Y IS
JKU3HU

HUroro

= g0 3
> 90 4
100 -4
> 10 2
= o0 2
> 30 3
= 40 3
= g 4
= 60 4
= 20 5
> g0 5
= 90 6
100 6
= 10 4
> o0 4
= 19 5
> 40 5
= g 6
= 60 6
> 20 7
= g0 8
> 90 9
100 -10

0,5

OLIEHKA YPOBHs 0€30IaCHOCTH (CyMMa IIPOU3BEICHHUN
CpeaHMX OaJIOB MO KaXK0MY YPOBHIO O€3011aCHOCTH
JIEKapCTBEHHOTO Npenapara U COOTBETCTBYIOIIETO

BECOBOT0 K03 uIneHTa)

KonnuecrBennas OLICHKA JIOTIOJIHHUTEIIFHOM TepaHeBTquCKOﬁ HEHHOCTH JICKAPCTBECHHOTO

nperapara

HaumenoBanue kpurepus
JOIIOJIHATEILHOMN
TEPANEBTUYECKON LIEHHOCTH

PC3YJ'ILT3.T OLICHKHN

[IIxama oreHKH
(6armm)

1. KpaTHOoCcTh IpHeMa

2. HoBbIll MexaHn3M JIEUCTBHUS

COKpAIlIEHHE KPaTHOCTH IIpHEMa
COXpaHEHHE KPaTHOCTH Mpuema
YBEJIMUEHUE KPATHOCTH ITpUEMA
MMeeT KIMHUYECKHEe TPEeUMYIIecTBa
HE UMEET KIIMHUYECKUX IPEUMYIIIECTB

+2
0
-2
+2
0

[I[Ixana oLeHKU CTOUMOCTH Kypca (roja) JEeUeHHs JIEKapCTBEHHBIM MPErnapaTomM




PesynbTar onenku [Ipouent Ikana
OTKJIOHEHHUS OLICHKU

(6amn)
CrouMoCTb Kypca WM TOJJOBOTO JIeueHUs npeaiaraeMbim 0omnee 20 +2
JICKaPCTBEHHBIM IIPENapaToM HUKE, YEM CTOUMOCTh ot 10 10 20 +1
JIeYeHUS ITpernapaToM CpaBHEHUS
CronmocTh Kypca WM FoJJOBOIO JeueHus npeaiaraeMmbiMao 10 0
JIEKApCTBEHHBIM IIpenapaToM COMOCTaBUMA CO
CTOMMOCTBIO JICYEHHS MPenapaToM CpaBHEHUS
CTouMOCTh Kypca WId roJIOBOTO JieueHus npeiaraeMeiMoT 10 10 20 -1
JIEKapCTBEHHBIM MPEapaToM BBIIIE, YeM CTOUMOCTD 6onee 20 -2

JICYHCHM IPCIapaToM CpaBHCHUA

Ikana KIMHUKO-3KOHOMUYECKOM OIEHKH JIEKApCTBEHHOTO Mpenapara <14>

Pe3ynbTat olieHKH | Tlpouent orkmonenust | Illkana onenxu (Gamwn) |
Knuanueckas 6onee 60 +10
3¢ (HEeKTUBHOCTH ot 40 1o 60 +9
npejaracMoro ot 20 go 40 +8
JIEKapCTBEHHOT' O ot 10 o 20 +7

npernapara CTaTUCTUYECKHU
3Ha4YMMO BhIIIe <10>
KJIIMHUYECKOU

3¢ (eKTUBHOCTH Mpenapara
CpaBHEHUS, ITPU ITOM
MIPUMEHEHNE
JIEKApCTBEHHOTO
npenapara
XapaKTepU3yeTcs
MEHBIIIMMHU 3aTpaTaMH,
YeM NPUMEHEHHUE
npenapara CpaBHEHHS
Knunnueckas mo 10 +6
3 PeKTUBHOCTD
Mpe1JIaraeMoro
JIEKapCTBEHHOTO
npenapara CTaTUCTUYECKU
3HAYMMO BEIIIe <10>
KJIMHUYECKOM

3¢ dexTUBHOCTH Mpernapara
CpaBHEHUS, IIPU ITOM
MIPUMEHEHNE
JIEKApCTBEHHOTO
npenapara
XapaKTepU3yeTcs
HECYILIECTBEHHBIMU



pa3INyursAMU C 3aTpaTaMu
Ha MPUMEHEHUE Mpenapara
CpaBHEHHUS

Knunnueckas - -
3 PeKTUBHOCTD
peIaraéMoro
JIEKapCTBEHHOT'O
mperapara conocTaBuMa
KJINHUYECKOU

3 PEKTUBHOCTH Ipenapara
CpaBHEHHUs (CTATUCTUYECKU
3HAYMMBIC Pa3INIUs
OTCYTCTBYIOT <11>)

pUMEHEHHE 6omee 60 +8
JIEKapCTBEHHOTO ot 40 o 60 +6
npernapara ot 20 no 40 +4
XapaKTepU3yeTcs ot 10 10 20 +2

MEHBIIIMMH 3aTpaTaMH,

4eM IPUMCHECHHE

nperapara CpaBHEHUS

MIPUMEHEHHUE o 10 0
JICKapPCTBEHHOTO

npernapara

XapaKTepU3yeTCs

HECYIIECTBEHHBIMU

Pa3TUYHSIMHK C 3aTpaTaMH

Ha MPUMEHEHUE Mpenapara

CpaBHEHHUS

IIPUMEHEHUE ot 10 mo 20 -2
JIEKapCTBEHHOT' O ot 20 o 40 -4
npemnapara ot 40 no 60 -6
XapaKTepu3yeTcs 6omee 60 -8

OOJBIIUMHU 3aTpaTaMu, YeM

pUMEHEHHE Ipernapara

CPaBHEHHUS

Knunnueckast 3 pexTHBHOCTD MpearaeMoro JeKapcTBEHHOIO MpernapaTa
CTaTUCTHUYECKHU 3HAUUMO BbIlIe <10> KIUHIUUECKON A(PPEKTUBHOCTH MpernapaTa
CPaBHEHHSI, IIPH 3TOM NIPUMEHEHHE JIEKaPCTBEHHOT'O TIperapara XxapakTepu3yeTcs
OOJIBIIMMHU 3aTpaTaMy, YeM IpUMEHEHHe MpenapaTa cpaBHeHus <12>
WHKPEMEHTHBIH 6omee 60 +9

nokasarens "3arparsl wim ot 40 1o 60 +8

s pexTuBHOCTD" TSI ot 20 o 40 +7

[peaIaracMoro ot 10 o 20 +6

JIEKapCTBEHHOT'O

npernapara HUXeE, 4eM

WHKPEMEHTHBIN

NOKa3aTelnb ''3aTpaThl WIN

s¢dexTuBHOCTH"

npernapara CpaBHEHHS



4.2.

4.3.

MHKPEMEHTHBIN no 10
II0Ka3aTelnb '"3aTpaThl MU

a3 dexTuBHOCTD"

peIaraeMoro

JIEKapCTBEHHOT'O

npenapara ConocTaBuM ¢
MHKPEMEHTHBIM

1oKasareseM "3arparbl Win

a3 dexTuBHOCTD"

npernapara CpaBHEHHS

MHKPEMEHTHBIN 6omee 60
nokasarenb "3aTpaTtsl i ot 40 1o 60
a3 dexTuBHOCTD" ot 20 1o 40
peiaraeMoro ot 10 go 20
JIEKapCTBEHHOTO

mperapara BbIIIe

UHKPEMEHTHOTO

nokasaresns '"3arparbl Win

a3 dexTuBHOCTD"

nperapara CpaBHEHUS

Knunnueckas 6oxee 60
3¢ (HEeKTUBHOCTH ot 40 o 60
npearacMoro ot 20 go 40
JIEKapCTBEHHOTO ot 10 o 20
mpernapaTa CTaTUCTHYECKH

3HAYMMO HmKe <10>

KIIMHUYECKOU

3¢ ($EeKTUBHOCTH Mpenapara
CpPaBHEHHUS, TIPH STOM

MIPUMCHEHUE

JIEKapCTBEHHOTO

npenapara

XapaKTepu3yeTcs

MEHBIIIMMH 3aTpaTaMH,

4eM MIPUMEHEHHE

nperapara CpaBHEHUS

Knunnueckas 10 10

3 PeKTUBHOCTD

peIaraeMoro

JIEKapCTBEHHOTO

mpernapaTa CTaTUCTHIECKH

3HAYMMO Huxke <10>

KIIMHUYECKOU

3¢ dexTBHOCTH TpenapaTa
CpPaBHEHHUS, TIPH STOM

3aTpaThl Ha MPUMCHCHHE
JIEKapCTBEHHOTO

npenapara

XapaKTepU3YIOTCS

+5

+1
+2
+3
+4



HECYIIECTBEHHBIMU
pa3IUYUsIMHU 10
CPaBHEHHUIO C 3aTpaTamMH Ha
npenapar CpaBHEHHs

Knuanueckas ot 10 go 20 -4
3¢ (HEeKTUBHOCTH ot 20 1o 40 -5
npearacMoro ot 40 o 60 -6
JIEKapCTBEHHOTO 6onee 60 -7

npernapara cTaTUCTUYECKU
3Ha4YUMO HMxke <10>
KJINHUYECKOU

3 PEKTUBHOCTH Ipenapara
CpaBHEHMsI, IIPU ITOM
pUMEHEHHE
JIEKapCTBEHHOTO
npernapara
XapaKkTepu3yercs
00JBIIMMHU 3aTpaTaMHu 110
CpaBHEHHMIO C 3aTpaTaMM Ha
npenapar CpaBHEHHS

[IIkana OLIeHKH BIUSHUS JIEKAPCTBEHHOTO Mpenapara Ha OI0IKeThl OI0IXKETHOW CUCTEMBI
Poccuiickoit eneparuu <14>

| Pe3ynbrar oneHku | [Ipo1eHT OTKJIOHEHUS | [Tkana onenku (6amn)
[Tpumenenne 6onee 60 +8
MpeIaracMoro ot 40 mo 60 +6
JeKapcTBeHHOro npemnaparta oT 20 mo 40 +4
MPUBOJIUT K CHUKEHUIO ot 10 mo 20 + 2

MPSIMBIX MEIUIIMHCKUAX
3arpar <13>

[TIpumenenue mo 10 +1
MpeAJIaraeMoro

JIEKapCTBEHHOI'0 IIpernapara

MPUBOAUT K

HECYIIECTBEHHOMY

WU3MEHEHUIO MPSAMbBIX

MEIMIMHCKUX 3aTpar <I13>

IIpumeHeHue ot 10 no 20 0

MIpEAJIaraeMoro ot 20 o 40 -1
JeKkapcTBeHHoro npenapara ot 40 go 60 -2
MIPUBOJIUT K yBeNn4yeHuto  Ooiee 60 -4

MPAMBIX MEIUIIUHCKUX
3aTpat <13>

IIIkama KoIm4YeCTBEHHOM OLCHKU OJOIIOJHHUTEIBbHBIX JAaHHBIX O JICKAPCTBCHHOM IIpEIIapaTe



Kpurepuu onieHkun Pesyinbrar onieHku [Ixana
OLICHKHU
(6amm)
Heo6xoanMocTh IpUMEHEHUS JIEKAPCTBEHHOTO 12 +2
npernapara Juist JMarHOCTUKH, MPO(UITAKTUKH, HET 0
JIeUeHMsI WM peadMInTalluy IpU OKa3aHUU
MEIUIIMHCKON ITOMOLIH B cIy4yae 3a00s1eBaHUil
U COCTOSIHUI, Ipeo0IaalolliuX B CTPYKTYype
3200J1eBa€MOCTH M CMEPTHOCTH TPAXKAAH
Poccuiickoit @enepaiun, Ha OCHOBAHUU
JAaHHBIX TOCYAAPCTBEHHOI0 CTaTUCTUYECKOIO
HaOJIFOAEeHUS
Hanuuue 3aperucrpupoBannbix B Poccniickoil na +1
®denepanyy BOCIPOU3BEIEHHBIX HET 0
JIEKapCTBEHHBIX IIPENapaToB
Hanuuue nekapcTBeHHOro Npenapara B HET 0
IIEpEYHE CTPATErNYECKU 3HAUMMBbIX Ja +1
JIEKapCTBEHHBIX CPENICTB, IPOU3BOJICTBO
KOTOPBIX JOJDKHO OBITH 0OecreueHo Ha
tepputopun Poccuiickoit denepanuu,
YTBEP’KICHHOM PACIIOPSKEHUEM
[IpaButenscrBa Poccuiickoit denepanuu ot 6
utons 2010 r. N 1141-p
Hanuuue nekapcTBeHHOro Npenapara B HET 0
MEPEYHSX JIEKAPCTBEHHBIX NPENapaTos, Ja +1
(uHaHCHUPYEMBIX 32 CUET CPE/ICTB OIO0KETOB
cyonekToB Poccuiickoit denepanun
Hannune npousBoicTBa (JIOKanU3aus) HET 0
JIEKapCTBEHHOI'0 IIperapaTa Ha TEpPUTOPUN  BTOPUYHAs yIIAKOBKA U (UJIN) +1
Poccuiickoit deneparuu BBIITYCKAIOIIUI KOHTPOJIb
KayecTBna - Ja
BTOpPUYHAs YIAKOBKa U (MJIH) +2

BBIITYCKAIOIIHNI KOHTPOJIb
Kau4ecTBa IpU HaJTUYUHU

3aKJIFOUYCHHOTO CHEUATBHOTO
MHBECTULIMOHHOTO KOHTPAKTa,
IPEONAratollero Co3Janue B
Poccuiickon denepanuun
IIPOU3BOJCTBA TOTOBOM
JIeKapCTBEHHOM (POpMBI, BKITIOUAs
MIPOM3BOJICTBO

(bapMmarieBTUYECKON CyOCTaHINH,

- na

NEepBUYHASA U BTOPUYHAS +2
YIIaKOBKa, BBIITYCKAFOIIUI

KOHTPOJIb KauecTBa - J1a

NEpPBUYHAS U BTOPHYHAS +3
YIaKOBKa, BBITYCKAIOIIUI

KOHTPOJIb KaueCTBA MIPU HAINYUU


https://normativ.kontur.ru/document?moduleid=1&documentid=367955#l3

3aKJIFOUEHHOTO CTIEeHaTbHOIO

MHBECTUIIMOHHOTO KOHTPAKTa,

MIPEII0JIararoIIero co3JaHue B

Poccuiickon @enepanuun

MIPOU3BOJICTBA TOTOBOM

JIeKapCTBEHHOM (POPMBI, BKITIOUAs

MIPOU3BOJICTBO

(bapMareBTUYeCKOi CyOCTaHIIH,

- na

BCE CTaJuU IIPOU3BOCTBA, +4

BKJIIOYasi IPOU3BOJICTBO TOTOBOM

JIeKapcTBEHHOH (opMbI (Oe3

MIPOU3BOJICTBA

(dapManeBTHYECKON CyOCTaHIINN),

- na

BCE CTaJIMU IIPOU3BO/ICTBA, +5

BKJIIOYasi IPOU3BOJICTBO TOTOBOU

JIeKapCTBEHHOH (opMbI (€3

MIPOU3BOJICTBA

(dapManeBTHYECKOM CyOCTaHIINN),

MIPYU HAJIMYUU 3aKIIFOUEHHOTO

CHEUAIIbHOIO0 UHBECTULIMOHHOTO

KOHTPAKTa, MPE/IIO0JIararomiero

co3nanue B Poccuiickoit

denepanny Mponu3BOJICTBA

FOTOBOM JIEKapCTBEHHON (OPMBI,

BKJIIOUasl IPOU3BOJICTBO

(dapmareBTUUECKON CyOCTaHIUH,

- na

BCE CTaJuy IPOU3BOJCTBA, +7

BKJIIOYAsl IPOM3BOJCTBO FOTOBOM

JIeKapCTBEHHON (OPMBI U

IIPOU3BOJICTBO

(dapmareBTUUECKON CyOCTaHIuH,

- na
NTorosas olieHka MpoYuX JaHHBIX 110 MPEUIOKEHUIO (HE MeHee +2 i peKOMEHJAINH K
BKJIFOYEHHUIO 11 OpaHHOTO JIEKApCTBEHHOTO Mperapara; He MeHee +4 JUIsl peKOMEHAALUHU K
BKJIFOUEHUIO OCTAJIbHBIX JIEKAPCTBEHHBIX MPENapaToB ¢ YYETOM OaliIOB, BHICTABIEHHBIX
IJIAaBHBIM BHEIITATHBIM CHEIMaINcTOM MUHHCTEpCTBA 3paBooxpanenus Poccuiickoit
®enepanun B myHkTe 10 HaydHO 000CHOBAHHBIX PEKOMEHIAITNN, TPUBEICHHBIX B
npunoxenuu N 9 k IIpaBuiiam GpopMHupoBaHuUs MepeyHel JeKapCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO MPUMEHEHHS] U MUHUMAJIBHOT'O aCCOPTHUMEHTA JIEKapCTBEHHBIX MPenapaToB,
HEOOXOUMBIX JUIsl OKAa3aHUSI MEMIIMHCKOM MOMOIIH, YTBEPKAEHHBIM IOCTAHOBJICHUEM
ITpaButenbctBa Poccuiickoit @eneparmu ot 28 aBrycra 2014 . N 871).

<1> VYpoBeHb [0Ka3aTEIbHOCTH PE3YJIbTATOB KIMHUYECKUX HCCIEAOBAaHUN TNpPUMEHSETCS IS
dopmManbHONH OIEHKM KayecTBa OTAEIBHOIO KIMHUYECKOTO HCCIIEOBAHUS JICKApCTBEHHOTO
npenapata. KinMHHYecKuMX HcCClIeoBaHUN OJHOrO JIEKAPCTBEHHOIO IMIpernapara MOXET ObITh
HECKOJIbKO, W YPOBHM HX JOKa3aTeJbHOCTH B 3aBUCUMOCTH OT Ju3aliHa KIMHUYECKOIO



UCCIIEJOBAaHHUS MOTYT OBITH PAa3JIHUYHBI.

<2> VYpoBeHb yOEAMTENHHOCTH JIOKA3aTENbCTB A(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB
NPUMEHSCTCS TIPH OLIEHKE COBOKYITHOCTH HCCIEAOBAaHHWN OJHOTO M TOTO JK€ JIEKAPCTBEHHOTO
npenapara. OcymecTBisiercs: 00OOIICHHE NaHHBIX 00 YPOBHSAX JIOKAa3aTEIbHOCTH OTHAEJIBHBIX
UCCIIEJOBAaHUN PA3IMYHOTO Ka4eCcTBa U MPUCBANBAETCS OJUH U3 3 ypOBHEH yOeTUTEIbHOCTH.

<3> Huzkasi BepOosITHOCTh OMIMOOK NMPUCBAUBAETCS CUCTEMATHUECKUM 0030paM WM MeTa-aHaIu3am
1py COOJIIOJICHUH OJTHOBPEMEHHO CIEYIOUINX YCIOBUI:

IIOUCK U OT60p pa60T BBIIIOJIHCH JIBYMS UJIA Oosee HUCCICO0OBATCIIAMHU,

JUTSI TIOUCKA JIUTEPaTyphl UCIIOJIb30BATUCH KAK MUHUMYM 2 3JIEKTpOHHbIe Onbmuorpaduueckue 6a3pl
JTAHHBIX;

npeacrasiicHa I/IH(l)OpMaI_II/IH O KOJHMYECTBEC BKIIIOYCHHBIX H HCKIHOYCHHBIX pa60T C YKa3aHHUCM
IMPUYIHUH UCKIIIOYCHUS,

MPEJCTaBIICHA XaPAKTEPUCTUKA BKIFOUEHHBIX UCCIICIOBAHUM.

<4> CpenHsisi BEepOSATHOCTH OIIMOOK NMPHCBAMBAETCS HCCIEAOBAHUSAM JIIOOOTO IU3aifHa B ciiydae
OTCYTCTBUSI MH(OPMAIIUM WM HEJAOCTATOYHOCTH MH(OPMAIMH MO OJHOMY HIIM 0OoJiee yCIOBHSIM
OLICHKH BEPOSTHOCTH BO3HHUKHOBEHHUS OMINOOK.

<5> Hwuskasg BepOATHOCTb OIIHUOOK PAHAOMU3HPOBAHHBIM KIMHUYECKUM HCCIEAOBAHUAM
IpUCBauBaeTCs MPU COOJIIOIEHUN OJJHOBPEMEHHO CJEIYIOIINX YCIOBHI:

paHIOMHU3aLUsl POBOJMIIACH HAa OCHOBE CIy4YalHOW IMOCIIeAOBAaTENbHOCTH YMCEN, FeHEPUpPYEeMOi
KOMIIBIOTEPOM;

"ocnerieHne" ObUIO 3asBJIEHO WM OTCYTCTBHE "OCHEIUIEHHS" HE MOIJIO MOBIUATH Ha 3PQexT
BMEIIATEeNbCTBA (€M M3y4yaeMblil B HCCIIEZOBAaHUM NEpBUYHBIN KpuTepuil 3((HEeKTUBHOCTH WU
0€30MaCHOCTH SIBJISIICS OOBEKTUBHBIM);

JI0J1s1 TIALIMEHTOB, BBIOBIBIIMX W3 HCCIIEAOBaHMS, cocTaBuia MeHee 20 MPOLEHTOB WM H3ydascs
aHAIN3 BpPEMEHM 10 coObITUA (Hampumep, oOmias BbDKMBAEMOCTb, BBDKMBAEMOCTb 0€3
IPOTrPeECCUPOBAHUS U JP.);

MPEJICTaBJICHBI PE3YJIbTAThHI IO BCEM 3aINIAaHUPOBAHHBIM JUIS U3YUYEHUS KPUTEPUSIM 3P PeKTHBHOCTH
1 0€30IaCHOCTH.

<6> Huzkast BEpOsSTHOCTb OIIMOOK CETEBBIX METa-aHaJIM30B (B TOM YMCJEe HENPSMBIX CPaBHEHUH U
CMEIIIaHHbIX CPABHEHMI ) IPUCBAUBAETCS IPU COOIOIEHIUHN OJHOBPEMEHHO CIEIYIOIINX YCIOBHIA:

B CETEBOM MeTa-aHAJIM3 (B TOM 4YHCIEe HEMPSIMOE CPaBHEHHE U CMEIIAHHOE CPaBHEHHE) BKIIIOUEHBI
TOJIBKO PaHAOMU3HPOBAHHbIE KIIMHUYECKHE HCCIIEIOBaHUS WIH MeTa-aHaJIn3bl
PaHIOMU3UPOBAHHBIX KIIMHUYECKUX UCCIIEIOBaHUIT;

XapaKTCPUCTHKU HOHynHHHﬁ, BMEIIATCIIbBCTB U O6I_I_ICFO KOHTPOJIA COITOCTABUMBI;
MMpEaACTaBJIICHO rpaqmqecxoe WK TaOJIUYHOE OIUCAHHUE CETH JA0Ka3aTCJIbCTB,

MNPUBCACHBI PE3YJIbTAThl OTACIbHBIX HCCHeJIOBaHHﬁ, BKJIIOUCHHBIX B CETEBOM METa-aHaIN3 (B TOM
YHUCJIC HECIIPSAMOC CPAaBHCHUC U CMCIIAHHOC CpaBHeHI/IC).

<7> Hwuskas BEpOSTHOCTh OIIMOOK KOTOPTHBIM HCCIEIOBAHUSM MPUCBAUBACTCS MPHU COOIIOICHUH
OJTHOBPEMEHHO CJICTYIONINUX YCIOBUM:



KOTrOpTa SABJISIETCS PEIPE3EHTATUBHON MO OTHOLICHHUIO K U3y4aeMOU MOMyJIsSIUY;
U3y4aeMble KOTOPThI OTOOPAHbI U3 OJTHOW U TOM Ke MOMYJISIUY;

MOJATBEPKIEHO OTCYTCTBHE HHTEPECYIOIIETO KpUTEpHUs SPPEKTUBHOCTH HIM OE30MacHOCTH B
HavaJe NCCIeI0BaHus;

KpuTepru 3(P(HEKTUBHOCTH WM 0€30MaCHOCTH OLICHUBAIKCH C TIOMOIIbIO HE3aBHCUMOW OIICHKH (B
TOM YHCJIE€ C OCJCIUICHHEM) WJIM HCIOJb30BATNCH CBEIEHHUS O MalMeHTax Hu3 0a3 JaHHBIX
(peructpos).

<8> Huskas BepOATHOCTb OLIMOOK HCCIENOBAaHUAM 'CIy4yall-KOHTPOJIb' NIPHUCBAaWBAETCA IIPU
COOJIIOJIEHUH OJTHOBPEMEHHO CJIEIYIOIUX YCIOBUIA:

rpynna "ciyuyaeB" sBISICTCS peNpe3eHTaTUBHOM;
rpymma "KoHTpoJiei" oTOupanachk U3 TOH ke MOIYJISALNH, YTO U rpymnmna "ciaydaes";

MOJTBEPKJICHO OTCYTCTBHE HHTEPECYIOIIETO KPUTEPHUs SPPEKTHBHOCTH WM OE30MacHOCTH B
HayaJle UCCIEeA0BaHuA;

KpuTepru 3(Q(HEKTUBHOCTH MM 0€30MaCHOCTH OLIEHWBAIKCH C TIOMOIIBI0 HE3aBHCUMOW OIICHKH (B
TOM 4YHCJ€ C OCJICIUVICHHEM) WM HCIOJB30BATHCH CBEICHHS O TMalMeHTax W3 0a3 JaHHBIX
(perucrtpos).

<9> BpicoKkasi BEpOSTHOCTh OLIMOOK MCCIEI0BAaHUSAM JIHOOOro JM3aiiHa MPUCBAUBAETCsS B Cilydae
HECOOJIIOICHHs OJTHOTO WK OoJiee YCIOBUI OLIEHKH BEPOSATHOCTH BOSHUKHOBEHUS OLIUOOK.

<10> Ilpm oOlLEHKE CTATUCTHYECKOW 3HAYMMOCTH pa3iuyuii B 3(P(PEKTHUBHOCTH JOBEPHUTEITHHBIN
UHTEpBaJl He BKJItOYaeT | (A7 OTHOCUTEIBHOIO PUCKA, OTHOIICHHUS IIAHCOB, OTHOIICHUS YIpo3) U
(unv) mokazaresb craTucTuaeckoi 3Haunmoctu P < 0,05.

<11> Ilpu OLIEHKE CTATUCTUYECKOW 3HAUYMMOCTHU paziuuuili B 3((EKTUBHOCTH JOBEPHUTENbHBIN
UHTEpBaJl BKJIIOYaeT 1 (A7 OTHOCHUTENIIBHOTO PUCKA, OTHOLIEHMS IIAHCOB, OTHOLICHHS YIpo3) U

o =
(unv) mokazaresb craTucTuaeckoi 3uaunmoct P = 0,05.

<12> B cnyuae eciM TIpeAaraéMblil JIEKapCTBEHHBIM IIpernapar HE MMEET aHaJOTMYHBIX
JIEKapCTBEHHBIX IpEenaparoB B MepeuHsaAx (MpeacTaBiseT coOONM HOBBIM MOAXOA K JIEUEHHIO),
UHKPEMEHTHbII Moka3aTenb "3aTpaThl WM 3(PQEeKTUBHOCTH" [UIi HEro CpaBHUBAETCS C
MHKPEMEHTHBIM IOKa3aTeneM '"3arpaTsl Wid 3(Q(GEKTUBHOCTH" Ui JIEKAapCTBEHHBIX IPEraparos,
BKJIIOYEHHBIX B TM€PeYHH U NPUMEHSIOIUXCA TpH 3a00leBaHUSAX M3 TOrO0 K€ Kiacca
MexyHapoIHON CTaTHUCTUYECKOM Kiaccupukanuu Ooje3Hell U  mpoOsieM, CBSI3aHHBIX CO
310pPOBBEM.

CpaBHMBAIOTCS WHKPEMEHTHBIE MOKa3aTeau '"3arparhl WM 3(PQPEeKTHUBHOCTH", pacCUMTaHHbIE Ha
OJIMHAKOBBIN KIMHUYECKUN 3(P(EKT (IOCTUKEHUE BBI3AOPOBIEHUS, PEMUCCUU, TOJ COXPaHEHHOU
YKU3HU, TOJ] COXpPAaHEHHON Ka4yeCTBEHHOM >KM3HU U Jp.).

<13> 3arpaThl, CBS3aHHBIE C TIPOIIECCOM OKa3aHHWs MEIUIIMHCKOW TOMOIIM (3aTpaThl Ha
JIEKapCTBEHHBIE TpemapaThl, MEIUIMHCKUE W3ICNUs, METUIIMHCKUE YCIyTH, JlabopaTopHbIE H
WHCTPYMECHTAJIBHBIE METOJ/bl HCCIICOBAHMS, PACXOJHBIE MaTepHUalibl, COACp)KaHHUE IalMCHTAa B
MEIUIMHCKOW OpraHu3aliy Wi MEIULMHCKUE YCIYTd Ha JIOMY, TPAHCIOPTHUPOBKY CAaHUTAPHBIM
TPAHCIIOPTOM H JIp.).

<14> HroroBasi oneHKa MO pe3yJbTaTaM OLEHKH HSKOHOMUYECKUX MOCIEICTBUM NpPUMEHEHUs



JIEKapCTBEHHOTO TpernapaTta (He MeHee 6 OayioB XOTs OBl 1O OJTHOMY M3 3asBJICHHBIX MOKa3aHUMN)
AJi1 PCKOMCHAAIIMN K BKIIIOYCHUIO, IIPHU 3TOM 6EUIHLI [0 IIKajie KJIMHHUKO->KOHOMHYECKOM OLICHKHU
JICKApCTBEHHOTO Iperapara W IIKaJie OICHKH BIHSHHS JICKAPCTBEHHOTO Tpernaparta Ha OOJDKETHI
OromkeTHO cuctembl Poccuiickoit ®epepaumu (manee - Oropker) cymmupytotcs. OreHka
CTOMMOCTH Kypca (ToJ1a) JIeUeHHs JICKapCTBEHHBIM MPEMapaToM HE BIHSET Ha UTOTOBYIO OILICHKY.

B cnydae mnpenacTaBieHHs 3asBUTEIEM PE3YJIBTATOB HECKOJBKUX KIMHUKO-IKOHOMHYCCKUX
WCCJICIOBAHUA B PaMKaxX OJHOTO TOKa3aHWS Jis ONPEICIICHUS HMTOTOBOM OIICHKH BhIOMpaeTcs
HCCieI0BaHKe, HaOpaBIiee HAUOOIBIITUI OalLI.

B ciydae mpenacTtaBieHHS 3asBHTEIEM PE3yJIbTATOB HECKOIBKMX MCCIICOBAHUN BIUSHHUS Ha
OI/DKET B paMKax OJHOIO T[OKa3aHWs I ONpEACICHUS HMTOTOBOW OIIGHKH BBIOMpAETCSI
UCCIIeIOBaHKe, HabpaBIiiee HANOOIBIIHIA OaJLT.

B cayuae mnpencrtaBieHusi 3asBUTENIEM PE3YJIbTATOB HECKOJBKUX KIWHHUKO-3KOHOMUYECKHX
UCCIIIOBAHUM 110 pa3HbIM [OKa3aHUSM MTOrOBas OIIEHKA OCYIIECTBISIETCS M0 KaXIOMY
3as1BJICHHOMY [TOKa3aHHUIO.

B clIydac IMPCEACTaBJIICHUA 3assBUTCIICM PE3YJIbTATOB HCCKOJIBKUX I/ICCJ'IeI[OBaHI/II‘/'I BIWAHHUA Ha
6IOI[)K€T 10 pa3HBIM ITIOKa3aHHAM HMTOroBasA OLCHKA OCYHICCTBIIACTCA IO KaXXJAOMY 3asABJIICHHOMY
IIOKAa3aHUIO.

Ipunoowcenue N 7

k IIpasunam gpopmuposanus nepeunet
JIEKAPCMBEHHBIX NPENapamos

07151 MEOUYUHCKO20 NPUMEHEHUS.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKaPCMBEHHbIX NPEenapamos, HeodX0OUMbLX

0J151 OKA3AHUS MEOUYUHCKOU NOMOUU

(popma)

B xomuccuio

Munucmepcmea 30pasooxpanerus
Poccuiickoii @edepayuu

no gopmuposanuio nepeynel
JIeKapCmeeHHbLX NPenapamos OJisl
MEOUYUHCKO20 NPUMEHEHUS

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKapCmeeHHbIX NPenapamos,

HeoOxX00UMbIX 0Jisl OKA3AHUS



MeOUYUHCKOU NOMOWU

3AKJJIOYEHUE 110 PE3VJBbBTATAM AHAJIN3A
HHP®OPMAIIUU O CPABHUTEJBHOU KJIMHUYECKOHN
YOPEKTUBHOCTH U BE3OIIACHOCTH
JEKAPCTBEHHOI'O IIPEINTAPATA, OLIEHKHU
3KOHOMMNYECKUX NOCJEJICTBUHA ETO
NMPUMEHEHUSA

(B pen. ITocranosienus IIpaBurenscrea PO ot 29.10.2018 N 1283)

1. Hacrosiee 3akitoueHme KacaeTcsi MaTepHalioB, PECTaBICHHBIX /IS

1.1. BKIIFOYEHUS JIEKAPCTBEHHOTO IIpernapara B:

1.1.1. nepedyeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIMX JIEKAPCTBEHHBIX IIPENapaToB;

1.1.2. nepedyeHb JOPOroCTOSALINX JIEKAPCTBEHHBIX IIPENapaToB;

1.1.3. nepedeHs JiekapCTBEHHBIX MPENapaToB Jjisi 00ecreueHrs OTACIbHBIX KaTeropruid rpak/iaH;
1.2. McknroueHust JeKapCTBEHHOI'O Mpenapara us:

1.2.1. nepeyHst KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIINX JIEKAPCTBEHHBIX MPENaparoB;

1.2.2. nepeyHst 1OpOTOCTOSAIIUX JIEKAPCTBEHHBIX MIPENapaToB;

1.2.3. mepevHs JeKapCTBEHHBIX NPENapaToB Il 00ECTIeYeHUs OTACIBHBIX KaTErOpruid TpaskIaH.

2. Nndopmanus o6 3KCIepTHOM KOMUCCHU:

2.1. HauMEHOBAaHHE 9KCIIEPTHOU OpraHu3aluu

2.2. COCTaB  3KcmepTHOM  komuccuun  (damMuiaus, UM, OTYECTBO,  JIOJKHOCTB)

2.3. aznpec (mecTo HaXO0XJIEHNUs) 9KCIIEPTHOMN OpraHu3aluu

tenedoH (dpakc)
;

AIIEKTPOHHAS mnoura

3. Madopmarus o 1eKapcTBEHHOM Iperapare:


https://normativ.kontur.ru/document?moduleid=1&documentid=323642#l584

3.1. HamMeHOBaHUE: |

3.1.1. MEKIyHapOaHOE HenaTeHTOBAaHHOE HauMEHOBaHHE

3.1.2. B ciayyae OTCYTCTBUS MEXJIYHAapOJHOIO HEMaTeHTOBAHHOIO HAWMEHOBaHUS -
IpyNIMPOBOYHOEC HANMEHOBAHHE ;

3.1.3. B ciy4ae OTCYTCTBUS MEXIYHAapOJHOTO HENATEHTOBAHHOTO U TPYNIHUPOBOYHOIO
HAaMMEHOBAHMM - XUMUYECKOE HAMMEHOBAHUS ;

3.14. B ciydae OTCYTCTBUA HWHBIX HaMEHOBaHUMN - TOProBoc HanMCHOBAHUC

3.2. KOoI aHAaTOMO-TEPaNeBTUYECKO-XMMHUYECKOW KiacCH(UKAUK JICKApCTBEHHOTO IIperapara

3.3. mpeuiaraembie K BKIFOYECHUIO WIIM UCKITIOUSHHIO JIEKAPCTBEHHBIE (JOPMBI 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOT O Ipernapara (IepeyrucanuThb) ;

3.4. wundbopMamus O BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX mpemnaparax (MpU HATUYHH):

4. Cpoku mpOBEJICHHS SKCIIEPTU3BI: C o

5. Pe3ynbpTaThl KJIMHUYECKOW OLEHKU MpEANiokeHus (B cooTBeTcTBUM C mpuioxeHneM N 6 k
[TpaBmiiam popMHupoBaHUS MEPEUHEH JICKAPCTBEHHBIX MPENApaToB ISl MEIUIIMHCKOTO IPUMEHCHHUS
U MHUHUMAJIbHOTO AacCCOPTUMEHTA JICKAPCTBEHHBIX MPENapaToOB, HEOOXOIUMBIX I OKa3aHHs
MEJIUIIMHCKON TOMOIIH, YTBEPKAECHHBIM NocTaHoBIeHneM [IpaBurensctBa Poccuiickoit denepanmu
ot 28 aBrycra 2014 r. N 871):

5.1. Pe3ynbTaThl OLIEHKH KayecTBa KIMHUYECKHWX HCCICIOBAHUI JIEKAPCTBEHHOIO Ipenapara,
MPEJICTABICHHBIX 3asiBUTENEM U (WJIH) HAaWJCHHBIX CAMOCTOSTENILHO SKCIIEPTHON KOMHUCCHEH

XapakTepucTuka YpoBeHb YpoBeHb OO6mas oeHKa
MPEJCTaBICHHOT 0| yOeAUTENbHOCTH | yOAUTEIBHOCTH | UCCIIE0BAHMS B
KIIMHIYECKOTO JTAHHBIX JI0Ka3aTeIbCTB Oanmax
HCCIIEI0BaHUS
1
2
3
4
5
U JIp.

Toro: cpennee 3HaueHHE (OTHOIIEHUE CYyMMBbI OLIEHOK MCCIIEJIOBAHUS K
X KOJIMYECTBY)

5.2. Pe3ynbTaThl KOJTMYECTBEHHOM OLEHKH 3 (PEKTUBHOCTH JeUEHUs JEKapCTBEHHBIM IIPENapaToM B
paMKax KIMHUYECKUX HCCIICOBAaHUM, TMpEICTaBICHHBIX 3asBUTENeM M (WIM) HalIeHHBIX
CaMOCTOSITENIBHO YKCIIEPTHOM KOMUCCHEN




HaumenoBanue Ouenka crenenu  [Jloctmkenue nenesoro| OlieHKa B Oaiiax
KPUTEPUS OLICHKH  |TOCTUXKEHUS 1eJIEBOTO pe3yinbrata (B
3¢ (HEeKTHBHOCTH pe3yJbTaTa MPOLICHTAX)

[1eJIEBOM pe3yJIbTaT
MOJTHOCTBIO IOCTUTHYT
(BBICOKAs

P (HEKTHBHOCTB)
[1eJIEBOM pe3yJIbTaT
YACTUYHO JOCTUTHYT
(cpenuss

B (HEKTHBHOCTB)
[1eIeBOM pe3yJIbTaT He
ITOCTUTHYT (HU3Kas

P PEKTUBHOCTB,
OTCYTCTBUE
bdhexTrBHOCTH)
MToro: cpeansist oneHka 3p(HEeKTUBHOCTH (OTHOLICHHE CyMMBbI OAJIIIOB
M0 KOKJIOMY KPpUTEPHUIO 3((HEKTHBHOCTH K KOJIMYECTBY KPUTEPUEB)
5.3. Pe3ynbTaThl KOMTUYECTBEHHON OLIEHKH O€30MaCHOCTU JICUCHHUS JIEKAPCTBEHHBIM IMpEnapaToM B
pamMKax KIMHUYECKUX WCCICAOBAaHUN, TMPEACTABICHHBIX 3asBUTECIEM W (MJIM) HaHJICHHBIX
CaMOCTOSITENILHO SKCIIEPTHOM KOMUCCUEH

Orenka ypoBHs 6e3omacHocTr| Ywucemno ciaydaeB mOOOYHBIX Orenka B 6anmax
JIEKAPCTBEHHOT O IIpernapaTa JeCTBH (B MPOLIEHTAX)

[To6ouHbIe MEercTBUS

OTCYTCTBYIOT

[ToOouHbIe 1eHCTBUS JIETKON

CTEIICHU

[ToOouHbIe efcTBUS CpeHel

TSKECTH

[ToOouHbIe NEHCTBUS TSHKETION

CTEIICHU

liToroBas oleHka ypoBHs 0€30IacHOCTH (CyMMa MPOU3BEACHUHN cpelHuX OaJUIOB 10

Ka)KJIOMY YPOBHIO 0€30I1aCHOCTH JIEKAPCTBEHHOTO Mpenapara U COOTBETCTBYIOLIETO

BECOBOT0 K03 UIMEeHTA)

5.4. Pe3ynbTaThl OLEHKH JONOJHUTENBHOW TEPANEBTUYECKOM IIEHHOCTH JIEKAPCTBEHHOTO

npernapara, MpeACTaBICHHOW 3asBUTENeM M (MJIM) HaWICHHOM CaMOCTOSITEIbHO SKCIEPTHOU

KOMHCCHEN

HanmenoBanue kpurepust PesynbTat onieHkun Onenka B 6aymiax
JIOTIOJTHUTEIbHOMN
TEPANEBTUYECKOM LIEHHOCTH

1. KpatHocTh puema

2. HoBEIN MexaHU3M NEUCTBUSA
5.5. UroroBas olieHKa KJIMHUYECKOW OIIEHKU MPEJIOKEHUs (CyMMa HUTOTOBBIX 3HAUEHHUU TaOIUI
5.1.-54).

6. Pe3ynbTaThl OEHKH SKOHOMUYECKUX MTOCIIEACTBUM IPUMEHEHMS JIEKAPCTBEHHOIO IIperapara:




6.1. pacuer croumocTu Kypca (rozaa) JI€4eHMs IpeaJaraéMblM JIEKapCTBEHHBIM IPENapaToM I10
CPaBHEHHMIO C JIEKAPCTBEHHBIMU MpenapaTtaMu, BKIIOUEHHBIMH B IIEPEYHH, YKa3aHHbIC B IMyHKTE 1.1
HACTOALIET0 JOKYMEHTa, M NPUMEHSIOIMMUCS O TEM XK€ IOKAa3aHUsAM, YTO U IIpelJlaraeMblii
JeKapCTBEHHBIN mpenapar: (B pea. [Tocranosnenus [IpasutenscrBa PO ot 29.10.2018 N 1283)

Mexnynapoanoel/lekapctBennas| Ilokazanue (kox | Ctoumocth | CTOMMOCTB OrneHka
HEIaTeHTOBAHHOE dbopma MexayHapoaHoi | ToA0BOTrO r0JIOBOTO (6amtoB) mst
HaMEHOBaHUE CTaTUCTUYECKOU Kypca, Kypca, npeIaracMoro

KJIacCU(pUKAUM | YKa3aHHAS B [paCCUYMTAHHASICKAPCTBEHHOTO|
0ose3Hel u MpeIOKEHUH| SKCIIEPTHOM | mpemapaTa

npobiem, 3asBUTENIEM |OpraHU3aIuen
CBSI3aHHBIX CO (py©meii) (py©meii)
3II0pPOBBEM,
pacidpoBKa)

(B pex. [Tocranopnenus [IpaBurenscrea P® ot 29.10.2018 N 1283)

6.2. pe3yabTaThl KJIMHUKO-I)KOHOMHYECKON OIICHKU W OLICHKH BIUSHUS Ha OFOJDKETHI OFOIKETHOM
cuctembl Poccuiickoit @enepauuu (manee - OIOPKET) JIGKAPCTBEHHOTO Ipernapara Mo KaxaoMy
MOKA3aHUI0 C yKa3aHWeM Koja MexIyHapOoIHOW CTAaTUCTHYECKON KiaccH(UKaruu OONe3HEeH u
npo0iieM, CBA3aHHBIX CO 310poBbeM, paciudpoBka: (B pen. [locranosnenus IlpaBurenscta PO ot
29.10.2018 N 1283)

KnnHuko-3xoHOMU4ECKOE Pesynbrat onieHkn Onenka (6am10B)
uccre0BaHue (aHan3
BIUSTHUS Ha OIOJKET)
KnnHuko-3xoHOMUYECKOE
UCCIIEIOBaHKE
AHanu3 BIMSHUA Ha OIOKET
WTorosas oleHKa 1o pe3ysbTataM OLIEHKH SKOHOMHYECKUX
MOCTIeICTBUI MPUMEHEHHMsI JIEKapCTBEHHOTO Ipenapara 1o
IMOKAa3aHuI0";
(B pen. ITocranoBnenus [IpaBurenscrea P® ot 29.10.2018 N 1283)

7. Iyskt uckmoueH. (B pen. [locranosnenus [IpaBurenscrBa PO ot 29.10.2018 N 1283)

8. toroBas cymma OLEHKH IPEJIOAKEHHSI U BBIBOJIbI SKCIIEPTHOW KOMHUCCHH O 11€J1IeCO00pa3HOCTH
WIA HEeLeNecooOpa3HOCTH BKIIIOYEHHs (MCKIIOUEHMs) JIEKapCTBEHHOIO Ipernapara B MEpedyHU
JIEKApCTBEHHBIX MPENApPaTOB:

[Toanucu u pacmuppoBKa NOAMHCEN IKCIIEPTOB:
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(¢.n.0. pykoBOIUTEIS SKCIIEPTHON OpTraHu3anuu (IKCIepTa)
9. Ilynkt uckmoueH. (B pea. [locranosnenus [Ipasurenscrea PO or 29.10.2018 N 1283)
10. ITynkT uckiroueH. (B pex. [locranosienus [IpaButenscrBa PO ot 29.10.2018 N 1283)

[Toanucek n pacmudpoBKa MOIMUCH

[ara

Ipunoocenue N 8

k IIpasunam gpopmuposarnus nepeunetl
JIEKAPCMBEHHBIX NPENApamos

07151 MEOUYUHCKO2O0 NPUMEHEHUS.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKaApCMBEeHHbIX NPENnapamos,
HeobX00UMbIX 0151 OKA3AHUS

MeOUYUHCKOU NOMOWU

(popma)

B Komuccuro Munucmepcmea 30pasooxpanenust Poccutickoii @edepayuu

3AKJTIOYEHUE IO PE3YJBbTATAM AHAJIU3A
METOJOJOTHYECKOI'O KAYECTBA
KJIUHUKO-S5KOHOMHWYECKHNX NUCCJEJOBAHUN
JEKAPCTBEHHOTI'O ITIPEITAPATA U UCCJEJOBAHUM
C UCHOJIb30BAHUEM AHAJIN3A BJIUSIHUS HA
BIOI’KETHI BIOJUKETHOM CUCTEMBI POCCUMCKOHN
®EJIEPALIUU, A TAKKE U3YUYEHUS
JOMOJHUTEJBbHBIX MIOCJEJACTBUA NPUMEHEHUS
JEKAPCTBEHHOI'O IIPEMTAPATA

(B pen. ITocranoenenutii [IpaButenscrBa PO ot 29.10.2018 N 1283, ot 05.06.2020 N 829)

1. Hacrosiee 3akaroueHne KacaeTcs MaTepruajioB, NPCACTABICHHBIX:
a) AJI BKIIFOUCHU A JICKAPCTBCHHOTO IIPCIiapaTa B CJICAYIOIMUC ICPCUHU:

MEPCUCHb )KU3HCHHO H€06XOI[I/IMI)IX 7 BaXXHEHUIITNX JICKApPCTBCHHLIX IMPEapaToB JJIsI MEAUIUHCKOTO
MMPUMCHCHUA (;[anee - TNCEpCYCHL KU3HCHHO H€06XOZ[I/IMBIX 1 BaXHEHUIINX JICKApCTBCHHBIX
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MpenaparoB);

NepeyeHb JIeKapCTBEHHBIX IpenaparoB, IpeIHAa3HAYEHHBIX Mg oOecrneueHus: Jul, OOJbHBIX
reMouiIneii, MyKOBHCLIUA030M, THIIO(PU3APHBIM HAaHU3MOM, OoJie3HbI0 ['o1lIe, 3710Ka4eCTBEHHBIMH
HOBOOOpa30BaHUSAMU JHUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEW, pacCesHHBIM
CKJIEPO30M, TEMOJHMTUKO-YPEMHUYECKUM CHHIPOMOM, IOHOUIECKMM apTPUTOM C CHCTEMHBIM
HavyayioM, MykonojucaxapumozoMm |, Il u VI Tumnos, ammactudeckoil aHeMueld HEyTOYHEHHOM,
HacJeACTBEHHBIM  nedunutom  (aktopoB |l (¢pubpunorena), VIl  (mabwibnHoro), X
(Crroapra-Ilpayspa), nuil mocie TpaHCIUIAHTAIMM OpPraHOB M (WJIM) TKaHeW (mayiee - INepedycHb
JIOpOroCTOSINIMX JIEKApCTBEHHbIX INpenaparoB); (B pexd. Ilocrtanosnenus IlpaButensctBa PP ot

05.06.2020 N 829)

MIEpEYEHb JIEKAPCTBEHHBIX IMPENaparoB [JJs MEAULUMUHCKOIO MPUMEHEHUS, B TOM YHUCIE
JIGKapCTBEHHBIX IpenaparoB Uil MEAULUHUHCKOIO IIPUMEHEHHUS, HA3HAYAEMBIX [0 PELICHUIO
BpadyeOHBIX KOMUCCHH MEIUIIMHCKAX OpraHu3aIuil (1ajee - nmepeueHb JICKapCTBCHHBIX MTPEIapaToB
JUTst oOecrieyeH s OTAENbHBIX KaTeropuil rpakaaH);

6) A UCKIIIOYCHHUA JICKAPCTBCHHOI'O IIpCliapaTa W3 IICPCUYHA KH3HCHHO HCO6XOI[I/IMBIX n
BaKHEUIIINX JICKAPCTBCHHLBIX IPCHIapaToB, NEPCUHA JOPOTOCTOAIUX JICKAPCTBCHHBIX IMPCIIApaTOB U
NnepCUHs JICKAPCTBCHHBIX IIPCIIapaTOB IJIA obecrneyeHus OTACIBbHBIX KaTeI‘OpI/Iﬁ rpaxxaaH.

2. Vadopmaruss 00 OCYHIECTBISIONIMX PACCMOTPEHHE MAaTEPUANOB COTPYIHUKAX (eaepaabHOro
roCyJJapCTBEHHOI0 OroJuKeTHOro yupexkaeHus "LleHTp »SKcmepTH3bl M KOHTPOJIS KayecTBa
MeauIMHCKoN momoun" MunmncrepcTBa 31paBooxpanenust Poccuiickoit @enepaunu (ganee - LlenTp
9KCTIEPTU3bI) BKIFOYACT B CeOs:

a) (haMmInIo, UMsl, OTYECTBO COTPYIHHUKA, €TI0 JOJKHOCTD;

0) anpec LlenTpa sxcnieptussbl, TenedoH (pakc), MEKTPOHHYIO MTOUTY.
3. Uudopmarus o 1eKapCcTBEHHOM IIperapare BKIIOYaeT B ceOs:

a) HAUMEHOBaHME, B TOM YHUCIIE!

MEXYHApOIHOE HEMaTeHTOBAHHOE HAaMEHOBAHUE;

B ClIy4dyac OTCYTCTBUA MCKAYHAPOAHOI'O HCIATCHTOBAHHOI'O HAMMCHOBAHHWA - TPYHIIMPOBOYHOC
HAanMMCHOBAHUC,

B ClIy4a€ OTCYTCTBUA MCKAYHAPOAHOT'O HECIIATCHTOBAHHOI'O WJIM I'PYIIIIMPOBOYHOI'O HauMEHOBaHHUM
- XUMHNYCCKOC HAMMCHOBAHHUC,

B CJIy4dac€ OTCYTCTBUA YKA3aHHBIX HaMEHOBaHUM - TOProBOC HAMMCHOBAHUC,
6) KOon aHaTOMO-TepaHCBTI/I‘-ICCKO-XHMH‘ICCKOﬁ KHaCCI/I(I)I/IKaI_II/II/I JICKApCTBCHHOT'O IIpeIriapara,

B) IIpeiaraeMblie K BKIIFOUCHHIO WJIM MCKIIOYEHUIO JIEKAPCTBEHHBIE (DOPMBI 3apEeTUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tpernapara (He00X0JUMO MEPEUUCITHTS);

r ) HH(bOpMaL[HIO 0 BOCIIPOU3BCACHHLIX JICKAPCTBCHHLIX IIpCIIapaTax (HpI/I HaJ'II/I‘-II/II/I);

n) uHGOpMAIMIO O JIEKapCTBEHHBIX Ipenaparax, BKJIIOYEHHBIX B IMEpPeueHb IKU3HEHHO
HEOOXOIUMMBIX M B@KHEHIINMX JIEKapCTBEHHBIX MpEnapaToB, B paMKax COOTBETCTBYIOIIUX
AQHAaTOMO-TE€PANEBTUYECKO-XUMUYECKUX TPYyNI, a TakKkKe O JIEKapCTBEHHBIX IIpemaparax ¢
AQHAJIOTUYHBIMU IOKA3aHUAMU K IPUMEHEHUIO.
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4. Pe3ynbTaThl OLIEHKH METOJIOJIOTHYECKOTO0 KauyecTBa KIMHHUKO-3KOHOMHYECKHX HMCCIEIOBAHUN U
HCCIENOBAHNM C MCIOJL30BAHUEM aHaIu3a BIWSAHUA HA OIOHKETHl OIODKETHOM CHCTEMBI
Poccutickoii @enepanuu (nanee - 0r0KeT) BKIIOYAIOT:

a) pe3yJIbTaThl OICHKH METOJOJIOTUYECKOTO KayecTBa KIIMHUKO-3KOHOMHUYECKOTO HCCIICIOBAHMUS,
KOTOPBIE 3aIOJIHSIIOTCS 110 CIEAYIONIeH GpopMe Ha KaKI0e MOKa3aHUe K IPUMCHEHHIO:

Kpurepuit O1ieHKa COOTBETCTBUS Ob6ocHOBaHME
TpeOOBaHUSM pe3yIbTaTOB OLICHKHU
(COOTBETCTBYET UJIM | METOJ0JIOIHYECKOT0
HE COOTBETCTBYET) KauecTBa
1. [IpencraBneHs
pe3yIbTaThI
OTEYECTBEHHOTO

uccaea0BaHus (aBTop,
Ha3BaHHE, UCTOYHUK
Iy OJTMKAIH, TOJT)

2. PaccmaTpuBaemblie
MOKa3aHMUs K IPUMEHEHHIO

3. Br160op npenapara
CpaBHEHHS

4, Meron
KIIMHAKO-?KOHOMHUYECKOT O
WCCIIeIOBaHUS -
COOTHOIIIEHUS 3aTpaT U
3¢ (heKTHBHOCTH,
COOTHOIIIEHUS 3aTpaT U
MIOJIE3HOCTH,
MUHUMH3AINS 3aTPaT

S. Br160p kpuTEpHEB OLICHKU
s dexTuBHOCTH

6. Ilena Ha neKapCTBEHHBIN
npernapar

7. Pacuer npsmeix
MEIUIUHCKUX 3aTPaT

8. Onucanue
MaTeMaTUYECKON MOJEITH
(Tpy HATMYMIH)

9. [IpencraBnenne 3aTpar
MIPH OMTUCAHUH
pe3yIbTaToB

10. [IpencraBnenue
pe3yIbTaToOB

11. AHanus
qyBCTBUTEILHOCTH

12. Ccbuiku Ha
WCTIOJIH30BAHHBIC
UCTOYHUKH MH(POPMALIUU



BriBoa (MeTO05I0THYECKOE KAaueCTBO
KJIIMHUKO-3KOHOMHMYECKHUX UCCIEA0OBaHUN U
aHaJIM3a BIUSHUS HA OIOJKET
YAOBJIETBOPUTEIHHOE WU
HEYJIOBJIETBOPUTEIHLHOE)

b
6) PE3YIbTAaThl OUCHKHU METOAOJOIHYCCKOro KadeCTBa I/ICCJ'ICIIOBaHI/II‘/'I C HCIIOJIb30BAHUEM aHalJiu3a

BIMSHUASA Ha OIODKET, KOTOPBIE 3alOJHAIOTCSA 1O cleaylomeld ¢opMme Ha KaXI0e MOKa3aHHe K
MPUMEHEHHUIO:

Kpurepuit OrneHka COOTBETCTBUS O6ocHoBaHMe
TpeOOBaHUAM pE3yJIbTaTOB OLEHKU
(COOTBETCTBYET UJIM | METO/0JIOIMYECKOT0
HE COOTBETCTBYET) KayecTBa
1. [IpencraBneHsb
pe3yabTaThl
OTEYECTBEHHOIO

uccaea0BaHus (aBTop,
Ha3BaHHE, UCTOYHUK
Iy OJTMKAIIK, TOJT)

2. PaccmaTpuBaembie
MTOKa3aHUs K
MIPUMEHEHUIO

3. Ilena Ha
JIEKaPCTBEHHBIN
npemnapar

4. Pacuer npsambix
MEIHUIIMHCKUX 3aTpaT

5. Ornucanue
MaTeMaTH4eCKOn
Moenu (Tpu
HaJTUYIHH )

6. [Ipencrasnenue
MPSMBIX METULIUHCKUX
3aTpaT MpH ONMCAHUHN

pE3yNIbTAaTOB

7. Bpemennoi ropu3oHT

8. XapakTepucTUKu 1
YHCIJIEHHOCTD IIeIEeBOM
MOMYJISIIUY MMAllUeHTOB

9. [Ipencrasnenue
pE3yNIbTAaTOB

10. Ananus
YyBCTBUTEIHLHOCTH

11. CchlIKky HA

HUCIIOJIB30BaHHBIC



HCTOYHHKH
uHpOopMaIU
BriBoz1 (METOIOIOTHYECKOE KaUeCTBO
KIIMHUKO-?KOHOMHUYECKHX HCCIETOBAHUHN
aHaIM3a BIMSHUA Ha OFOJDKET
yJIOBJIETBOPHUTEIBHOE HIIH
HEYIOBJICTBOPUTEIHLHOE)

5. Pe3yHbTaTbI HU3y4dCHHUA OOIOJHUTCIIbHBIX HOCJICIICTBI/Iﬁ MMPUMCHCHUA JICKAPCTBCHHOTI'O IIpCIiapara

BKJIIOYAIOT B

ceos:

a) CBeJIEHHUS O TOCYIApCTBEHHOH perucrpanuu, oOpameHnd, 00beMax rocyIapCTBEHHBIX 3aKyIOK
IpeJ1araéMoro JIEKapCTBEHHOr0 Ipernapara, a Takke JeKapCTBEHHbIX MpenapaToB, BKIIOUCHHBIX B
NepEeYeHb JKU3HEHHO HEOOXOJUMBIX M BaKHEWMIIUX JIEKApCTBEHHBIX IpernapaTroB, B paMKax

COOTBETCTBYIOIIMX aAHATOMO-TE€PANEBTUUECKO-XUMUYECKUX TPYIIN, HUMEKINUX AHAJIOTHYHbIE
MOKA3aHus, TI0 CIenyromiel hopme:
MexnyHnapoanoe|lekapcTBeHHasy Howmep Cpok neuictBus OO6parienue O06bemMbl
HEIIaTEHTOBAHHOE dopma [PETUCTPALIMOHHOTOPETUCTPAIIMOHHOT0|  (YITAKOBKH) 32  [TOCYIapCTBEHHBIX
HAaUMEHOBAaHHE YAOCTOBEPEHUSI | YIOCTOBEPEHMS | IEpUOJ HE MEHEE 3aKyIOK 3a
(17151 BKITIOYAEMOI 0 OJIHOTO [IPEIIECTBY UM
W KaJICHIApHOT0 | KaJeHAApHbIN Ioj
HCKJIF0YaeMOT0 roua, YIaKOBOK | pyOuieit
JIEKApCTBEHHOTO [IPEAILIECTBYIOIIETO
npernapara) uiu nojaye
KOJINYECTBO MPETI0KECHUS
pPEruCTpaMOHHBIX
YAOCTOBEpEHUN
JUTS
JIEKAPCTBEHHBIX
Ipenaparos,
BKJIFOYEHHBIX B
MEepEYCHb
YKA3HEHHO
HEOO0XOINMBIX U
BAKHENIINX
JIEKapCTBEHHBIX
penapaTroB

6) PE3YJIbTAaThl JSKCICPTU3BI MNMPOYUYUX HNAHHBIX II0 JICKAPCTBCHHOMY MpCIiapaTy IIo CJ'IC,Z[YIOIJ_ICﬁ

dbopwme:

Kputepun oneHkun

O1enka
(6a0B)




HeobOxoauMocTh MpUMEHEHHS IEKaPCTBEHHOTO TIperiapara Uit TUarHOCTHKH,
npoUIaKTUKY, JT€UECHUS WM PeaOuINTaluU IPYU OKa3aHUU MEIUIIMHCKON
MTOMOIIH B clTydae 3a00JIeBaHUN M COCTOSIHUM, TIPEe00IaIal0IINX B CTPYKTYpe
3a00J1€Ba€MOCTH M CMEPTHOCTHU TpakaaH Poccutickoit Denepannn, Ha
OCHOBAaHMH JIAHHBIX TOCYIAPCTBEHHOI'O CTATUCTUYECKOTO HAOIIOICHUS
Hanuuue 3apeructpupoBannbix B Poccuiickoit deneparuu
BOCITPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENapaToB

Hanuuue nekapcTBeHHOr0 npenapara B IEPEYHE CTPATErHYeCKH 3HAUNMBbIX
JIEKapCTBEHHBIX CPEJICTB, TPOU3BOJICTBO KOTOPHIX JOKHO OBITH 00ECIIEUeHO
Ha Tepputopuun Poccuiickoin denepanniu, yTBep>XKA€HHOM PacopsiKEHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 6 uronsg 2010 r. N 1141-p
Hanuuue nekapcTBeHHOro npenapara B epeyHsX JIEKapCTBEHHBIX
npemnapaToB, (UHAHCUPYEMBIX 3a CUET CPEJCTB OFOKETOB CYOBEKTOB
Poccuiickoit ®eneparuu

Hanuumne npousBoacTBa (J0KaIU3alMK) JEKapCTBEHHOTO MperapaTa Ha
tepputopun Poccuiickoint deneparuu

WtoroBas olieHKa NPOYUX JTAHHBIX MO0 MPEAJIOKEHUIO

B) CBEJCHMS O PEKOMEHAALUAX MHOCTPAHHBIX AreHTCTB IO OLEHKE MEIUIMHCKUX TEXHOJIOTUH O
1eJIeCO00Pa3sHOCTH  TOCYNApCTBEHHOTO  (DMHAHCHPOBAaHMSA B  HMHOCTPAHHOM  TOCYAapCTBE
IpeJ1araeMoro JIEKapCTBEHHOT O Mpernapara 1o clieayomiei popme:

ITokazanme PeKOMeHI[aIII/II/I HHOCTpPAaHHBIX arHTCTB 11O OLICHKE MCIUIITMHCKHUX
IMPUMCHCHHUTIO TEXHOJIOTUI

6. CBeneHus i1 NMOATOTOBKHM MNPEMJIOKEHUH IO MCKIIOYEHHUIO JIEKAPCTBEHHBIX IPENapaToB W3
YKa3aHHbIX B NOJAMYHKTe "0" myHKTa | HacTOSILEro 3akJIOYeHUs TMepeyHed B paMKax
COOTBETCTBYIOIIUX AaHATOMO-TEPANIEBTUUYECKO-XMMHUECKUX TPYNI M JIEKAPCTBEHHBIX IPENapaTos,
UMEIOUINX AaHaJOTMYHbIE IIOKa3aHUs, a TaKXKe MPEIJIOKEHUS 10 KOPPEeKLIHUH HauMEHOBaHWM
JIeKapCTBEHHBIX IPEnapaToB U HAMMEHOBAHUHN JIEKAPCTBEHHBIX (POPM JIeKapCTBEHHBIX PENapaToB B
COOTBETCTBUH C TOCYJAPCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJCTB IO cexyromei Gpopme:

Mexnynapoanoe JlekapctBeHHasii (OTedecTBEHHbBIN CBeneHus A1t HOATOTOBKU
HEMaTEHTOBAHHOE dbopma WJIM UHOCTPAHHBIN MPEJIOKEHUH 110 UCKIIFOYEHUTO
HAaNMEHOBAHUE MPOU3BOIUTEIH JIEKapCTBEHHBIX MPENAPATOB, a TAKKE

MIPEIIOKEHUS 110 KOPPEKLIUHU
HaWMEHOBAHUH JICKapCTBEHHBIX
IIpenapaToB U HAMMEHOBAHUM
JIEKapCTBEHHBIX (DOPM JIEKapCTBEHHBIX
IIpenapaToB
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7. Hoamucu u pacmmdpoBka moanuceld cCOTpymHUKOB LleHTpa 3KCHEPTH3BI, OCYIIECTBISIONIUX
OLICHKY METOJIOJIOTMYECKOr0 Ka4eCTBa KIMHUKO-3KOHOMUYECKUX MCCIIEIOBAHUN U MCCIIEIOBAHUN C
MCIIOJIb30BAHUEM aHAJIM3a BIUSIHUS HA OOKET:

(¢.n.0. corpynnuka LlenTpa sKCepTH3bI, TOANCH)

(pyxoBoautenb LlenTpa sxcnepTussl, (.1.0., TIOIHICH)
Jara

Ipunooicernue N 9

k IIpasunam gpopmuposarnus nepeunet
JIEKAPCMBEHHbIX NPENnapamos

07151 MEOUYUHCKO2O0 NPUMEHEHUS.

U MUHUMATILHO20 ACCOPMUMEHMA
JIeKaApPCMBEHHbIX NPENnapamos,
HeobXx00UMbIX OJIS OKA3AHUS

MeOUYUHCKOU NOMOWU
(hopma)

HAYYHO OBOCHOBAHHASA PEKOMEHJIAIIUA O
BK/IIOYEHUH (Ob HCKIIOUEHUU, OTKA3E BO
BK/IIOYEHHUN) JEKAPCTBEHHOI'O ITPEITAPATA B
HEPEYHUA JIEKAPCTBEHHBIX ITIPEITAPATOB 1A
MEAUINWHCKOI'O IPUMEHEHUSA U
MHWUHUMAJIBHBIN ACCOPTUMEHT JEKAPCTBEHHBIX
HPEITAPATOB, HEOBXO/JIUMBbIX JUISA OKA3AHUASA
MEJUIIAHCKO MTOMOIIH <*>

(B pen. ITocranoenenuii [IpaButenscrBa PO ot 29.10.2018 N 1283, ot 05.06.2020 N 829)

1. HaumeHoBaHME  JIEKapCTBEHHOro  Ipemapata  (MEXIyHAapOJHOE  HENAaTEHTOBAHHOE,
rPYHNIUPOBOYHOE UM XUMUYECKOE)

2. JlexapcTBeHHas (hopMa JeKapCTBEHHOTO Mpernapara

3. Hacrosmmuii JAOKYMCHT KaCacTCA MaTCpUuajioB, MIPCACTABIICHHBIX !

a) JJI BKIIFOUCHU A JICKAPCTBCHHOT'O ITpCIiapara:
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B II€peueHb IKU3HEHHO HEOOXOMUMBIX U BaXHEMIIMX JIEKAPCTBEHHBIX MpenaparoB s
MEIUIIMHCKOTO MPUMEHEHHUS (J1ajiee - MepeyeHb BaKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB);

B IE€pPEUYCHb JICKAPCTBEHHBIX IPENapaToB, MpPEJHA3HAYCHHBIX Uil OoOecreueHus JHil, OOJbHBIX
reMounueii, MyKOBUCIUA030M, TUIIO(GU3apHBIM HAaHU3MOM, OoJsie3HbI0 [ollle, 3710KaueCTBEHHBIMU
HOBOOOPA30BaHUAMH JTUM(OHUIHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEW, pacCcesHHBIM
CKJIEPO30M, TE€MOJIMTUKO-YPEMHUUYECKHUM CHHIPOMOM, IOHOILIECKUM apTPUTOM C CHUCTEMHBIM
HayasioM, Mmykonojucaxapuao3oMm |, Il u VI Tumnos, ammacruueckoil aHeMuend HEYTOUYHEHHOM,
HacieACTBeHHBIM  AedunuroM  ¢akropoB Il (pubpunorena), VII  (mabunshoro), X
(Ctroapra-Ilpayspa), nui mocie TpaHCIUIAaHTAIlMM OpPraHOB M (WJIM) TKaHeW (fajiee - INepedyeHb
JIOPOTOCTOSIIINX JIEKapCTBEHHBIX MpenaparoB); (B pen. Ilocranosnenus IlpaButensctBa P® ot
05.06.2020 N 829)

B IIEpEYEHb JIEKAPCTBCHHBIX MPENapaToB Ul MEAULMHCKOIO IPUMEHEHUs, B TOM YHUCIE
JIEKApCTBEHHBIX IIPENapaTroB Uil MEIWLIMHCKOTO IIPUMEHEHHUs, HA3HA4YacMbIX I10 PEIICHUIO
BpaueOHBIX KOMUCCUH METUIIMHCKUX OpraHu3aluil (1ajee - nepedyeHb JIEKapCTBEHHBIX MIPENapaToB
JUIst 00ecrieyeH s OTAENIbHBIX KaTeropuil rpakJiaH);

B MHUHUMAJIbHBIA aCCOPTUMEHT JICKAPCTBEHHBIX MpENapaTroB, HEOOXOAUMBIX IS OKa3aHUs
METUITMHCKOM IMOMOIIH (Jjajiee - MUHUMAaJIbHBIA aCCOPTUMEHT);

0) JIU1s1 UCKITIOUEHUS JIEKApCTBEHHOTO Mpernapara:

N3 MEPCUHA )KU3HCHHO HCO6XOILI/IMLIX ¥ BaXKHEHUIIINX JICKAPCTBCHHLIX IPCIIapaTOB;

U3 MepPeyHs JOPOTOCTOSIINX JIEKAPCTBEHHBIX MPENapaTosB;

U3 MepeyHs JIEKapCTBEHHBIX MPENapaToB g 00ecredeH s OTAEIbHBIX KaTETOpUid IpaXaaH;
13 MUHUMAJIHLHOTO aCCOPTUMEHTA.

4. 3asBieHHbIE IOKa3aHUS I IPUMEHEHUS JIEKapCTBEHHOT 0 Npenapara.

5. OOpaiieHue JeKapcTBEHHOTO Mpenapara Ha pPhIHKE W HaTU4Me MPOU3BOJACTBA (JOKAIIM3AIIMN)
JIEKapCTBEHHOr0 npenapara B Poccuiickoit @eaepanuu, BKIOYAs:

a) BpeMsi BbIBO/Ia JIEKAPCTBEHHOTO MperapaTa Ha PpIHOK B MUPE;
0) rocynapcTBeHHYIO peructpaiuio B Poccuiickoit denepanuu;
B) HaJIM4YKE MPOU3BOICTBA BOCTIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB.

6. AHanoru4Hele JICKApPCTBCHHEBIC IMpPEIaparbl B paMKax aHATOMO-TCPANICBTHUYCCKO-XUMUUYCCKUX
Ipynii, a Tak’K€ Ha OCHOBaHHUU MOKa3aHUM K IMPpUMCHCHUIO, CTAHAAPTOB MCHHHHHCKOﬁ nmomMomu "
KIMHHUYECCKUX peKOMeH,ZIaIII/Iﬁ (HpOTOKOJ’IOB nequm{) n HaJIU4ue BOCITPOMU3BCACHHBIX
JICKApPCTBCHHBIX MPCIIapaToB (B TOM YHUCJIC pOCCHﬁCKHX).

7. Kparkast cpaBHUTEeNbHAsE XapakTepucTuka 3(pPeKTUBHOCTH U O€30MaCHOCTH JEKAPCTBEHHOTO
mperapara, a TakKe OCOOCHHOCTH KIMHUYECKOTO MPUMEHEHHS JIEKAPCTBEHHOTO Ipernapara B
CPaBHEHHMH C aHAJIOTaMU (KIMHMYECKHE TPYIIBI MAllMeHTOB, BKIIOYAsh BO3PACTHBIE OCOOCHHOCTH U
npoduib 0€30MaCHOCTH W Jp.) C yKa3aHHEM HWTOTOBOM OIIEHKH MO pe3yJbTaTaM KOMIUIEKCHOU
OIICHKH (0aJsioB).

8. Kparkoe KIMHUKO-’KOHOMHYECKOE CPaBHEHHWE IIPEAIaraeMoro JIEKApCTBEHHOTO IIperapara c
aHaJioraMu (CTOMMOCTH JIEKAPCTBEHHOTO IMpernapaTa U Kypca JISUeHHsI TI0 3asBIEHHBIM MOKa3aHUsIM,
CpaBHEHHME 3aTpaT CHCTEMBl 3JIPaBOOXPAaHEHHs] M Jp.) C YyKa3aHUEM HTOTOBOW OIICHKH TI0
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pe3yibTaTaM KOMITJIEKCHON OIleHKH (0aylioB).

9. PesynabTaThl METOIOJIOTHYECKOTO KavyecTBa KIMHHKO-DKOHOMHYECKHUX HCCIICIOBAaHMA |
HCCIENOBAaHUN C HCIOJIB30BAHMEM aHaldW3a BIMIHHA Ha OIOMKETHl OIOMKETHOM CHCTEMEI
Poccuiickoit @enepanuy ¢ yKa3aHHEM HTOTOBOM OIIEHKHM IO PE3yJbTaTaM KOMIUIEKCHOW OIIEHKH
(6amoB).

10. LenecooOpa3HOCTh BKJIIOUEHHUS B yKa3aHHbIE B IYHKTE 3 HACTOSIIET0 JAOKYMEHTa IepeuHu
JIEKapCTBEHHOI'0 IIpenapaTa (B CBSI3U C HAJIMYMEM B KIMHUYECKMX PEKOMEHJALUAX (IIPOTOKOJIAX
JIeUYeHHUs1) M CTaHAapTaX MEIUIIMHCKOM MOMOIIM IO COOTBETCTBYIOIIMM IOKa3aHUSIM) C y4eTOM
PEKOMEH/IyeMO# YacTOThI IPEAOCTABICHHS 0 Cieayomei Gpopme:

Kpurepuu onenku Pesyinbrar [Ixana
OLICHKHU OLICHKHU
(6amioB)
[enecooOpa3HOCTh BKIFOUCHUS (HAIMYHE JICKAPCTBEHHOTO 0,8 u Bpme  +3
mperapara B CTaHIapTaX MEIUIIUHCKOMN ITOMOIIN) ¢ yI€TOM 0,6-0,8 +2
PEKOMEHIyeMON 4acTOThI IPEIOCTABICHUS 0,4-0,6 +1
02-04 +0,5
ke 0,2 +0,2
[lenecooOpa3HOCTh BKITFOUCHUS (HATMIUE JIEKAPCTBEHHOTO na +2
npernapara B KIMHUYECKUX PEKOMEHIAIuUsIX (IIPOTOKOIax HET 0

JIeUEHUs)

11. 3ameuaHuss TIJIAaBHOIO BHEIUTATHOIO cHenuanucrta MUHUCTEPCTBA  3/1paBOOXPAaHEHUS
Poccuiickoit denepanuu K pe3yabTaTaM KOMIIJIEKCHOW OLIEHKH (TIPU HAJTMYHH).

12. toroBble Gaiiibl ¢ y4ETOM pe3yIbTaTOB KOMIUIEKCHOW OLIEHKH U B COOTBETCTBHH C MYHKTaMU
10 u 11 HacTosIIero JOKYMEHTA.

13. KpaTkuii BEIBOJ O 11€71€CO00Pa3HOCTH BKIIFOUEHUS (MCKITIOUEHHUS ) JICKAPCTBEHHOTO MperapaTa B
MEePEeYHN 1 MUHUMAJIbHBIA aCCOPTUMEHT, YKa3aHHbIE B IyHKTE 3 HACTOALLETO JOKYMEHTA.

14. IIpemnoxeHus 1o 1eaecoo0pa3HOCTH UCKIIIOUEHHS JIEKapCTBEHHOTO Npenapara U3 MepeuHeil u
MUHMMAaJIbHOIO acCOPTUMEHTA, YKa3aHHBIX B IIyHKTE 3 HAcTOSIIEro JJOKyMEHTa, B paMKax
COOTBETCTBYIOIIUX aHATOMO-TE€PaNeBTHUECKO-XUMUYECKUX TPYII, B TOM YHCIIE€ JEKAapCTBEHHBIX
IIPENapaToB, UMEIOUINX aHAIOTMYHBIE TI0KAa3aHUS K IPUMEHEHHUIO.

IoAIIMCh U paCI_HI/I(I)I')OBKa oAU CH Jgara

<*> PexkoMeHganuu (QOPMHUPYIOTCS C Y4YETOM 3aKIIOUYEHHH TI0 pe3ysbTaTaM aHalu3a
METOAOJOTHUYCCKOTI'O KaueCTBA KIMHUKO-DKOHOMHUYCCKUX I/ICCJ'I@)IOBaHI/Iﬁ 1 aHaJInu3a I/IH(i)OpMaHI/II/I (6]
CPaBHHUTENHHOW KIMHHYECKOH d(PeKTHBHOCTH H OE30MaCHOCTH JIEKAPCTBEHHOTO IIperaparta,
OIICHKHN SKOHOMHUYCCKUX HOCJ'IG)]CTBI/II\/’I ero HpI/IMeHeHI/ISI, szquI/m JOITIOJIHUTCIIBHBIX HOCJ'IeJICTBI/II\/’I
MPUMEHEHHUs JIEKapCTBEHHOTO Mpemnapara, mpuBeneHHbIX B mpuioxeHusx N 7 u 8 x [IpaBumam
GbopMHUpPOBaHMS TIEPEUYHEH JICKAPCTBEHHBIX MpENapaToB JUIsl METUIIMHCKOTO TIPUMEHEHUS W
MUHUMAJIBHOTO aCCOPTHMEHTa JIEKAPCTBEHHBIX TIPENapaTroB, HEOOXOAMMBIX JUIsI OKa3aHUS
MEJIUIIMHCKON TOMOIIIH, YTBEPKACHHBIM NocTaHoBjieHueM [IpaBurensctBa Poccuiickoit denepanyu



ot 28 aBrycra 2014 r. N 871.



