16.01.2026, 13:29 MocTaHosneHue Mpasutensctea PP ot 28.08.2014 N 871 (pea. ot 08.11.2025) "O6 ytBepxaeHum Mp... \ KoHcynbranTlntoc

NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NOCTAHOBJIEHUE
ot 28 aBrycta 2014 r. N 871

Ob YTBEPXAEHUWU NMPABUI
®OPMUPOBAHUA NEPEYHEN NNEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUUMHCKOIro nPUMEHEHUA U MUHUMATIBHOIO ACCOPTUMEHTA
NEKAPCTBEHHbIX MPENAPATOB, HEOBXOAUMbIX OAJTA OKA3AHUA
MEOULMHCKOM NOMOLLMU

CnucoK U3MEHSIONINX JOKYMEHTOB
(B pen. ITocranosnenwnii [IpaButensctBa PD ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, ot 20.11.2018 N 1390, ot 05.06.2020 N 829,
ot 12.08.2020 N 1212, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009,
ot 08.04.2025 N 462, ot 08.11.2025 N 1767)

[IpaBurenscTBO Poccuiickoit denepanu NOCTaHOBIISAET:
(B pen. [locranosnenuii [IpaBurensctBa PO ot 12.06.2017 N 700, ot 25.07.2024 N 1009)

1. VYrtBepmuth mnpuinaraemsie [IpaBuna (opMUpoBaHUs TNepeyHel JIeKapCTBEHHBIX MpenapaToB JUls
MEAMIMHCKOIO MPUMEHEHNUS U MUHUMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IIPENapaToB, HEOOXOAUMBIX Jis
OKa3aHUs MEIULUHCKON TOMOILIH.

2. MunuctepcTBy 31paBooxpaHeHusi Poccuiickoit ®enepauuu yTBEpAUTH IOJOXKEHHE O KOMHCCHU
MunucrepctBa 3apaBooxpanenus Poccuiickoit denepanuu mo (HOpMHPOBAHUIO TEPEYHEH JIEKapCTBEHHBIX
MpenaparoB JUisi MEAUIUHCKOTO NPUMEHEHUS U MUHUMAaJIbHOTO acCCOPTUMEHTA JIEKAPCTBEHHBIX IPENaparos,
HEOOXOAUMBIX JUIsl OKa3aHHUs MEIUIIMHCKOM MOMOIIH, U COCTaB YKa3aHHONH KOMHUCCHH.

3. YeraHoBuTh, yTO B 2014 rogy npennoxeHus mo GopMHUPOBAHUIO EPEYHEN JEKapCTBEHHBIX MPENapaToB
JUIS. METUITMHCKOTO TIPUMEHEHUS! 1 MUHUMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IMPENaparoB, HEOOXOIUMBIX
JUIL OKa3aHWs MEIMIMHCKOW IIOMOIIH, HaIlpasisioTcs B MuHuCTEpCTBO 3apaBooxpaHeHus Poccuiickon
®enepaunu B NOpAAKE, IpeaycMOTpeHHOM [IpaBuinamu, yTBEp:KACHHBIMU HACTOSALIMM IIOCTAaHOBJICHHUEM, 110 15
centa6ps 2014 .

4. Yrparun cuny ¢ 1 centsops 2025 rona. - [locranosnenue [IpaBurensctBa PO ot 08.04.2025 N 462.

4(1). MunucrepctBy 31paBooxpaHeHust Poccuiickoit deaepanuu no commacoBaHuio ¢ MUHHCTEPCTBOM
AKOHOMHUYECKOTO pa3Butus Poccuiickort ®enepanmu, MunuctepctBoM (uHancoB Poccuiickoit deneparum,
MuHuCcTEpCTBOM INPOMBINUIEHHOCTH U ToproBiau Poccuiickonn ®enepanuu, MUHHCTEPCTBOM Tpyda W
couuanbHOM 3ammThl Poccuiickoii @eneparnui, MUHHCTEPCTBOM HAayKH M BbICIIETo oOpa3oBaHUs Poccuiickoii
Odenepanuu, denepanbHOM aHTUMOHOMOIBHON cIyk00i1 n DexepanbHON CIyk00i MO Ham30py B cdepe
3alUTHI [IPaB MOTpeOuTeNneil n 61aronoay4us 4eaoBeKa He peke OIHOTO pasa B Tof, He mo3aHee 15 okTsa0ps,
npeacrasiate B [IpaBurensctBo Poccuiickoit ®enepanuy MpOEKT MEPeYHs JKU3HEHHO HEOOXOAMMBIX H

BAKHEHIINX JICKAPCTBEHHBIX MPENAPATOB JJIsI MEAUIMHCKOTO PUMEHEHHUS.
(1. 4(1) BBenen [loctanonenuem IIpaBurensctBa PO ot 08.04.2025 N 462)

5. MunucrepctBy 3apaBooxpaHeHus Poccuiickoit @enepauuu  aBaTh Pa3bICHEHHUS O IOPSIKE
npuMeHenus [IpaBui, yTBEpKA€HHBIX HACTOSIINM OCTAHOBICHUEM.

IIpencenarens IIpaBurenscTBa
Poccuiickoit denepanun
JA.MEJIBEIEB
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YTBepKACHBI

nocraHosiaeHueM [IpaBurenbcTBa
Poccuiickoit ®enepanun

ot 28 aBrycrta 2014 . N 871

NMPABUIA
®OPMUPOBAHUA NEPEYHEN NNEKAPCTBEHHbIX NMPEMNAPATOB
anAa MEAUMUUMHCKOIro nPUMEHEHUA U MUHUMATIbBHOIO ACCOPTUMEHTA
NEKAPCTBEHHbIX MPENAPATOB, HEOBXOAUMbIX AJ1A OKA3AHUA
MEOULMHCKOM NOMOLLM

Cnucok U3MEHSIONINX JOKYMEHTOB
(B pen. ITocranosnenwnii [IpaButensctBa PD ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, ot 20.11.2018 N 1390, ot 05.06.2020 N 829,
ot 12.08.2020 N 1212, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009,
ot 08.11.2025 N 1767)

1. Hacrosmue [TpaBuia ycTaHaBIMBAIOT MOPSAIOK (hOPMUPOBAHUS:

a) HepeyHs >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IMPENaparoB A MEIMIIMHCKOIO
IIPUMEHEHNs (ajee - NepedeHb BaKHENIINX JIEKAPCTBEHHBIX IIPENAPaTOB);

0) mepeuyHs JIGKAPCTBEHHBIX IMpPENaparoB, MpeAHA3HAYCHHBIX IS OOECIEUCeHHs JIMI, OOJbHBIX
reMouiIne, MYKOBUCIUAO30M, TUMNO(PHU3APHBIM HAHW3MOM, Oose3Hblo lomie, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMH JUM(OUTHON, KPOBETBOPHOW W POACTBEHHBIX WM TKAaHEH, PACCETHHBIM CKJIEPO30M,
TEMOJIMTUKO-YPEMHUUECKUM CHHJIPOMOM, FOHOIIICCKUM apTPUTOM c CHCTEMHBIM HaAdajoM,
mykonosicaxapuno3om I, II u VI Tunos, amnnactuueckoi aHeMuel HEYTOUHEHHOM, HAcCJEACTBEHHBIM
nedumrom daxropor Il (pubpunorena), VII (madunsnoro), X (Ctroapra - Ilpayspa), a Takxke JUIl MOCTE

TpaHCIIAaHTAI[MK OPTaHOB M (MJIM) TKaHEH (J1aee - mepedeHb JOPOTOCTOSAIUX JIEKAPCTBEHHBIX MPEIapaTroB);
(B pex. [Tocranonenuii [IpasurenscrBa PO or 20.11.2018 N 1390, ot 05.06.2020 N 829)

B) yTparuia cuiy. - [locranosnenue Ilpasurenscrea PO or 03.12.2020 N 2021;

) MHMHHUMAJbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MpENapaToB, HEOOXOMUMBIX Mg OKa3aHWs
MEIUIIMHCKON MTOMOIIH (Jjajiee - MUHUMAaJIbHBIN aCCOPTUMEHT).

2. IlepeueHb BaKHEHIINX JIEKAPCTBEHHBIX MpenaparoB GOpMHUPYETCs U3 JIEKApCTBEHHBIX MPENapaToB JUis
MEAMLMHCKOTO IPUMEHEHUs (Jlajee - JIEKapCTBEHHbIE IpemnapaTbl) M0 MEXKIYHAapPOAHBIM HENAaTEHTOBAaHHBIM
HAaUMEHOBAaHUSAM JTHX JIEKAPCTBEHHBIX IpemnapaToB (MpU OTCYTCTBMM TaKUX HAMMEHOBaHUM - 1O
IPYIIUPOBOYHBIM WIM XUMHYECKUM HAWMEHOBAaHHMSIM), B TOM YHCIE C Y4E€TOM CTAaHIApTOB MEIUIMHCKON
MIOMOIIM, PEe3yJbTAaTOB KIMHUYECKOW ampoOaluy METONOB MNPOQWIAKTUKH, IHATHOCTUKH, JIEUCHUS U
peadbunuTalyi U KIMHUYECKUX PEKOMEHIAIN, ¢ YKa3aHHEeM croco0a U (Un) MyTH BBEIEHUS JIEKapCTBEHHOTO
npernapara, a Tak)ke OCHOBHOT'O 3JIEMEHTa WJIU JIOTIOJIHUTEIBHOIO 3JIEMEHTa JICKapCTBEHHBIX ()OPM, B TOM YHCIIE
TUIA BBICBOOOXK/IEHHS JIEHCTBYIOIEro BellecTBa (MPU HAJIMYUM), OTBEYAIOIIMX OAHOBPEMEHHO CIEHYIOIINM
KpUTEPUSIM:

a) JIEKapCTBEHHBIN Npenapar 3aperucTpUpOBaH B yCTaHOBIEHHOM Iopsike B Poccuiickoit denepanuu;

0) JeKapCTBEHHBIM Ipemapar MPUMEHSETCsl C Lelbl0 JAMAarHOCTUKH, MNPO(UIAKTUKU, JIEUCHHUS U
peabunuTAIM TPU OKA3aHWHM MEIUIIMHCKON MOMOIIM B ciiy4ae 3a00JIeBaHUN M COCTOSHUN, B TOM YHCIE
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npeoOmaalomMX B CTPYKType 3aboneBaemoctn B Poccmiickoit Denepanum, a Takke 3a00JIeBaHUM,
MPEACTABIISIONINX ONACHOCTD AJISI OKPYKAIOIIHX;

B) JICKaPCTBEHHBIH MperapaT o0aiaeT JoKa3aHHBIMU KIIMHUYECKUMU, U (MITN) KIIMHUKO-3KOHOMHYECKUMU
npeuMyIiecTBaMu, U (WIM) OCOOCHHOCTSMHU MeXaHH3Ma JEHCTBUS, U (Win) OOMNbIei 0e30MacHOCTHIO TpU
JTUATHOCTUKE, MpO(UIAKTUKE, JCUYCHUH WIM peaduauTanuu 3a00JeBaHUM, CHHAPOMOB M COCTOSHHM IO
CpPaBHEHHUIO C APYTMMH JICKQPCTBEHHBIMH TIperapaTaMyd IPHU JICUCHUU OIpPENCNICHHOTO 3a00JIeBaHMs WIIH
COCTOSIHUS.

(1. 2 B pen. ITocranopnenus IIpasurensctea PO ot 25.07.2024 N 1009)

3. IlepedyeHp JOpPOTOCTOSIIMX JICKAPCTBEHHBIX TpemapaTtoB (GopMUpyeTcs 10 MEXKIyHApOIHBIM
HCIIaTCHTOBAHHBIM HAMMCHOBAHHAM OTHX JICKAPCTBCHHLBIX IIPCIIapaTOB (HpI/I OTCYTCTBHUH TAKUX HanMEHOBaHUMN
- 110 TPYNIIUPOBOYHBIM WM XMMHUYECKHUM HAaWMEHOBAHHSIM) B IMpeneiax 00beMOB OIOKETHBIX aCCUTHOBAHUM,
MPETYCMOTPEHHBIX B (heepaibHOM OIOKETe HAa COOTBETCTBYIONINI (DMHAHCOBBIN TOM M TJIAHOBBIM MIEPHOJ, U3
JICKAaPCTBCHHBIX IIPEIIapaTOB, OTBCHAOIIHUX CICAYIOIUM KPUTCPUAM:

(B pen. Ilocranosnenus [IpasutensctBa PO ot 12.06.2017 N 700)

a) JIGKApCTBEHHBIN MIpemnapar 3aperucTpUpOBaH B yCTAaHOBJICHHOM Topsike B Poccuiickoit denepanuu;
0) JIeKapCTBEHHBII MTpemapar BXOAUT B IEPEUCHb BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

B) JICKAPCTBEHHBIM TMpernapar HMMEET MPEUMYIIECTBO [0 CPAaBHEHUIO C APYTMMH JIEKAPCTBEHHBIMU
mpernaparaMu TpH JICYCHUH JIUI, OOJBHBIX TeMOMUINEH, MYKOBHUCIUA030M, THMO(DU3APHBIM HAHU3MOM,
Oone3npio loire, 3710Kka4eCTBEHHBIME HOBOOOPA30BaHUSAMU JTUM(POHIHON, KPOBETBOPHONW M POIACTBCHHBIX UM
TKaHEW, PpaCCESHHBIM CKJIEPO30M, TIE€MOJUTUKO-YPEMUYECKUM CHHAPOMOM, IOHOIIECKHM apTPUTOM C
CHCTEMHBIM Hayajom, Mykonosucaxapuno3oM I, II u VI tunos, amnacthueckoii aHeMHEN HEYTOUYHEHHOM,
HacnecTBeHHbIM aeduuutom ¢aktopoB II (¢pubpunorena), VII (mabunpnoro), X (Crroapra - Ilpayspa), a

TaKKe JIUI] TTOCJIe TPAHCIIAHTAIlMKA OPTAaHOB U (MJIN) TKaHEH.
(8 pen. [locranosnenuii [1pasurenscta PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

3(1). BxiroueHue jgekapCTBEHHOIO Mpenapara B epedyeHb JOPOTrOCTOSIINX JIEKapCTBEHHBIX MIPENapaToB U
Opd  HEOOXOAMMOCTH HWCKJIIOYCHHE W3 HEro B COOTBETCTBUM C TOJOXKEHHSIMH HacTtosmmx [lpaBun
QJITEPHATHBHOTO JICKAPCTBEHHOTO Mpenapara He JOJDKHO NPHBOIUTH K YBEIHYCHHUIO OOBEMOB OFOMKETHBIX
ACCUTHOBAaHMM, NpPEAyCMOTPEHHBIX B (erepanbHOM OropkeTe Ha COOTBETCTBYIOIIMK (DMHAHCOBBIA TOA U

TJIAHOBBIW MEPUO,.
(. 3(1) BBenen [loctanoBnenuem IpaBurensctBa PO ot 12.06.2017 N 700)

4. Yparun cuny. - [loctanosnenue [IpaButensctsa PO ot 25.07.2024 N 1009.

5. MUHHMMAanbHBIH acCOPTUMEHT (opMUpYeTCS A PAa3NUYHBIX BHUAOB aNTEYHBIX OpraHu3aluid U
WHAVBUAYAIBHBIX — TpEANpUHUMATENIe M0  MEXIyHapOIHBIM  HEMAaTeHTOBAHHBIM  HAUMEHOBAaHUSIM
JIEKapCTBEHHBIX MpenaparoB (MPU OTCYTCTBUU TAaKUX HAMMEHOBAHUH - TIO TPYNITUPOBOYHBIM MIIHM XUMUYECKUM
HAaUMEHOBAHHUSM) M3 JIEKAPCTBEHHBIX MPENapaToB AJIs MEIULUHCKOTO MPUMEHEHUS, OTBEUAIOLIUX CIIETYIOIINM
KPUTEPUSIM:

a) JIGKApCTBEHHBIN MTpemnapar 3aperucTpUpoOBaH B yCTAaHOBJICHHOM Topsike B Poccuiickoit denepanuu;
0) JIeKapCTBEHHBIN MTPermapar BXOAUT B IEPEUCHDb BAKHEHIIINX JIGKAPCTBCHHBIX MTPETIAPATOB;

B) JIEKapCTBEHHBIN Ipemnapar, HaxXOAAIIMICS B OoOpamleHuH Ha Tepputopun Poccuiickoit denepanuu,
UMEEeT He MeHee 2 COOTBETCTBYIOIIMX €My IO MEXKIYHapOAHOMY HEMAaTEHTOBAHHOMY HAMMEHOBAaHHUIO JIMOO
3aMEHSIONIEMY  Tako€  HAaWMEHOBAaHHME  TPYINIHUPOBOYHOMY  WJIM  XMMHUYECKOMY  HAMMEHOBAHUIO
BOCIIPOM3BEJICHHBIX WM OHMOAHANOTOBBIX (OHOMOJOOHBIX) JIEKAPCTBEHHBIX MPENapaToB B aHAJOTHYHBIX
JIEKapCTBEHHBIX (pOopMax U JO3MPOBKAX, MPOU3BOJUMBIX ABYMS U 0ojee MPOU3BOIUTENSIMHU (32 HUCKIIOYCHHEM

JIEKapCTBEHHBIX MPENapaTroB, MPOU3BOIUMBIX €IMHCTBEHHBIM OTCUECTBEHHBIM ITPOU3BOIUTEIIEM);
(B pen. [locranosnenus [Ipasutenscta PO ot 03.12.2020 N 2021)

I') JEKapCTBEHHBIH MpenapaTr COINIaCHO JaHHBIM 00 oObeMax Mpoxaxk Ha (apMaleBTUYECKOM pBIHKE
Poccuiickoit ®enepanu BoCTpeOOBaH CHCTEMOW 3ApPABOOXPAHEHUS M HACEICHHEM B TEUCHUE BCETO
KaJICHIapHOTO rof1a.
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6. JlekapcTBeHHbIE MpemapaTbl HCKIIOYAIOTCS W3 MEPEedYHs BaKHEHIIMX JIEKapCTBEHHBIX IpPENnapaToB,
MEPEYHs TOPOTOCTOSIINX JEKAPCTBEHHBIX MPENaparoB (Jajnee - IEpPeYHr) U MUHUMAIBHOTO aCCOPTUMEHTA TI0
PELICHNI0 KOMUCCUM, YKa3aHHOM B IyHKTe 8 HacTtosmux llpaBui, mpu mepecMoTpe mepedHs Ba)KHEHIINX
JIEKQpCTBEHHBIX MpENnaparoB MO MpeaokeHussM MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit denepannu,
[IaBHOTO BHEIITAaTHOTO crernuanucrta MuHucTepeTBa 3apaBooxpaHeHus Poccuiickoit denepanuu (nanee -
[JIaBHBIA JKCIIEPT) U CyOBEKTa OOpalleHHs JICKApCTBEHHBIX CPEACTB (Jaliee - 3asBHTENb) C MPUIOKCHHEM
JIOKyMEHTOB U CBEJICHUM, TTOJTBEPIKIAIOIINX HATUINE OAHOTO U3 CIACAYIOIINX CIy4aeB:

NPEACTaBICHNE HAyYHO OOOCHOBAHHOW PEKOMEHJIAIMH IJIABHOTO AKCIEPTa, MPEIYCMOTPEHHOM ITyHKTOM
26 mnHacrtosamux IlpaBui, Npu BKIIOYEHHMM B NEPEYHM TEPANEBTUYECKH AHAJOTUYHOIO JIEKapCTBEHHOIO
mpemapara,  OONaJaroIiero  JOKa3aHHBIMM — KIMHWUYECKMMH, H  (WIH)  KIMHUKO-DKOHOMHUYECKUMU
IpeuMyIiecTBaMu, M (WIH) OCOOCHHOCTSIMH MEXaHHM3Ma ACUCTBHS (Jaliee - TepanmeBTUYECKH aHAIOTHMYHBIN
JIEKapCTBEHHBIN Npemnapar), a TakKe B ClIyyae, €Cld BKJIIOUEHHBIM B MEPEYHH JIEKAPCTBEHHBIN Mpenapar He
MIPUMEHSETCS B CYLIECTBYIOLIUX CXeMaX Teparuu;

MIPEJICTABICHUE TPOU3BOJAUTENEM JIEKAPCTBEHHOIO CpeAcTBa JIMOO JeprKaTelieM WIM BIIAJENIblEM
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHsI  JIEKQpCTBEHHOTO  Tpernapara  MpeajiokeHuss 00  HCKIIOYEHHUH
JIEKapCTBEHHOTO Tpemnapara U3 MepeyHed Mpu MOSBICHUHM CBEIECHUN O TOKCHMYHOCTH WU HEKeJIaTelbHbBIX
peaKkuusX Mpu MPUMEHEHUH JICKAPCTBECHHOTO Mpernapara ¥ HaTuauu 000CHOBAHUS TAKOTO MCKITIOUYCHUS,

NIPUOCTAHOBIIEHUE ITPUMEHEHMSI JIeKapCTBEHHOT0 Ipenapara B Poccuiickoit denepanumy;
OTMEHAa TOCY/IapCTBEHHON perucTpanuu (perucTpainnn) JIeKapcTBEHHOIO Ipernapara;

IpeKpalleHne MPOU3BOACTBA JIEKapPCTBEHHOTO MpemnapaTa J10o ero nocraBok B Poccuiickyto dexneparuro,
OTCYTCTBHE B T€UEHHUE MEPHOA, MPEBBIIAIONIETO OJUH KaJeHIapHbIN rojl, BBOJA JIEKApCTBEHHOTO Mpenapara B
rpaxaaHckuii obopor B Poccuiickoit @enepanuu M OTCYTCTBHE OCTAaTKOB JIEKAPCTBEHHOIO Ipenapara B
Poccuiickont denepanuu;

HUCKIIIOUCHUEC JICKAPCTBCHHOI'O IIpCIliapara W3 ICPCUYHA BaKHEHIITHX JICKapCTBCHHBIX IIPCIIaparoB - IJIis
NEpCUHA JOPOrOCTOAIUX JICKAPCTBCHHBIX NIPCIIapaToOB U MUHUMAJIBHOI'O aCCOPTUMCHTA.

Tepmun "cyOBbekT oOpaiieHHsi JIEKapCTBEHHBIX CPEICTB" HCIONb3yeTcss B HacTosmux IlpaBumax B
3HaUeHHH, ycTaHOBIeHHOM DerepanbHbIM 3akoHOM "OO0 0OpalieHuH JeKapCTBEHHBIX CPEICTB".

HeKapCTBeHHBII;'I npenapar MmOMAJIC)KUT HCKIIFOUCHHUIO U3 HCpC‘IHeﬁ 1 MHUHHMAJIIBHOTO aCCOPTHUMCHTA B
COOTBCTCTBUH C HACTOAIIUM IIYHKTOM H IIYHKTOM 6(1) HaCTOAIIUX HpaBI/IJ'I npu HACTYIUICHHUU OJHOIO U3
YKa3aHHbIX B JAaHHBIX ITYHKTax CJIy4aCB B OTHOIICHUHW BCCX JKBUBAJICHTHBIX JICKAPCTBCHHBIX (bOpM TaKoro

JIEKapCTBEHHOTO TIperapara.
(1. 6 B pen. [Tocranosnenus IIpasurenscta PO ot 25.07.2024 N 1009)

6(1). JlekapcTBeHHBIE TIpenapaThl MOAJIEKAT UCKIIIOUEHUIO U3 MIEPEUHed U MUHUMAJIbHOTO aCCOPTUMEHTA,
€CIM B TEUCHHE O MECAIEB IOCIAE BKJIIOYCHMS JICKAPCTBEHHOTO IIpernapara B IEPEYCHb BaKHEUIIUX
JICKapCTBEHHBIX TpEraparoB HE 3aperucTpUpOBaHa IMpeleibHas OTIyCKHas IieHa MPOU3BOAUTENS Ha
JIEKapCTBEHHBIN IIpenapar.

(. 6(1) BBenen IlocranoBnenuem IpaBurensctea PO ot 29.10.2018 N 1283)

6(2). B mepeyHM M MUHUMAJIbHBIH ACCOPTUMEHT BKJIIOYAIOTCS OJHOKOMIIOHEHTHBIE JIEKapCTBEHHbIE
npenaparbl. KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE IIpENapaThl BKJIKOUAIOTCS B IIEPEYHU B Cilydae, €CJIU II0
pe3yibraTtaM OILICHKH, MPOBEJAECHHON B COOTBETCTBUU ¢ moamyHKToM "0" myHkrta 19 nHacrosmux IlpaBui,
JIOKa3aHO HX IPEUMYLIECTBO B INPUMEHEHHMM U CTOMMOCTH II0 CPAaBHEHUIO C OJHOKOMIIOHEHTHBIMU
JIEKapCTBEHHBIMU IIpenapaTaMH.

(B pen. [Tocranosnennii [TpaBurenscta PO ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

IIpy BKIIOYEHHHM KOMOMHUPOBaHHBIX JICKAPCTBEHHBIX IIPENapaTtoB B IEpeYHH U MUHHMMAJbHBIN
aCCOPTUMEHT OJHOBPEMEHHO BKJIIOYAKOTCA BCE 3aperucrpupoBaHHble B Poccuiickonn  ®enepauuu
OJJTHOKOMITIOHEHTHBIE JIEKAPCTBEHHBIE IPENaparhl, U3 KOTOPHIX COCTOUT TaKasi KOMOUHAIUS.

Ecnu xotsa 061 OJUH KOMIIOHCHT KOM6I/IHI/IpOBaHH01"O JICKAPCTBCHHOI'O IIpCIiapara HE 3apCruCTpupoOBaH U
He oOpaiaercs Ha Tepputopun Poccuiickoil ®@enepanuy Kak OJHOKOMIIOHEHTHBIN JIEKAPCTBEHHBIN Ipemnapar,
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IIpU BKIOYCHHH B IIEPECYHU H MHUHUMAaIbHBIN ACCOPTUMEHT TaKoOro KOM6I/IHI/Ip0BaHHOFO JICKaPCTBCHHOI'O

rpenapara He IPUMEHSIOTCS MTOJI0KEHUS ab3aI1a 1MepBoro HaCTOSIIETO IIyHKTA.
(a63ar BBeneH IlocranoBnenuem IpaButensctBa PO ot 03.12.2020 N 2021)

(. 6(2) BBenen IlocranoBnenuem IpaBurensctBa PO ot 29.10.2018 N 1283)

6(3). YTparui cuny. - [locranosnenue IIpasutensctsa PD ot 25.07.2024 N 1009.

7. TlepeueHb BaKHEHIIMX JIEKAPCTBEHHBIX MpenapatoB (OPMUPYETCS U IEepecMaTpUBACTCS HE Pexe
OJIHOTO pa3a B roi. llepedeHb DOPOroCTOSILIKUX JEKAPCTBEHHBIX MPENAPAaTOB U MUHUMAJIBHBIA aCCOPTUMEHT

(bopMUpYIOTCS HE peke OJHOTO pa3a B 3 Tofa.
(B pen. [locranornenus [IpasutensctBa PO ot 03.12.2020 N 2021)

8. ®opMupoBaHHWE TMepeyHEel W MHHHUMAJIbHOTO AacCOPTUMEHTa OCYIIECTBIsIeTcsl 00pa30BaHHOM
MunucrepcTtBoM 3apaBooxpaHeHusi Poccuiickoit ®Depepanuu KOMHCCHEH MO (OPMHPOBAHUIO TEPEUHEH

JIEKapCTBEHHBIX MpENaparoB 1 MUHUMAJILHOTO aCCOPTUMEHTA (Jajiee - KOMUCCHS).
(. 8 B pen. [Tocranosnenus IIpasurenscta PO ot 12.06.2017 N 700)

9. BHeceHue U3MCHECHUN B NEpCUHN " MHUHHMAaJIbHBIN ACCOPTUMCHT OCYHICCTBIIACTCA B COOTBCTCTBHU C

MOJIOKEHUSIMU HacTosmux [IpaBuit.
(1. 9 B pen. [Tocranosnenus [IpaButenscta PO ot 12.06.2017 N 700)

9(1). OneparuBHOE BHECEHHE M3MEHEHUN B MEPEYHU U MHUHHUMAJbHBIA aCCOPTUMEHT OCYILECTBISETCS B
COOTBETCTBUM C TOJOXKEHUsMHM Hacrosmmx [IpaBuim Ha OCHOBaHMM M B CPOK, KOTOpBIE YCTAHOBJIEHBI
COOTBETCTBYIOIIMM TnopyuyeHuem IIpaBurenscrBa Poccuiickorn ®Penepauuu O pacCMOTPEHUM KOMHUCCHUEH
IPEAJIOKECHUH O BKIIOYEHUH (00 MCKIIOUEHHH) JIEKAPCTBEHHBIX IPENaparoB B MEPEYHH M MHHUMAJIbHBIN

ACCOPTHMCHT.
(. 9(1) BBenen [loctanonenuem IpaBurensctBa PO ot 12.06.2017 N 700)

9(2). OneparuBHOE BHECEHUE B NEPEUEHb BaXKHEHIINX JIEKAPCTBEHHBIX IIPENAapaToB M3MEHEHUH B 4acTH
BKJIIOYEHMSI JIEKAPCTBEHHBIX IIPENapaToB, BO3MOXHBIX K HA3HAYEHUIO U MPUMEHEHUIO JUIS JIEYEHUS U
OpoQUIAKTUKY  3a00JIeBaHUM, MNPEACTABIAIOIIMX ONACHOCTh U1  OKPY)KAIOIIMX, IPEelyCMOTPEHHbBIX
METOAMYECKMMH peKoMeHAauusAMu MuHHUcTepcTBa 31paBooxpaHeHust Poccuiickoii @enepanuy, B yCIOBHIX
Yype3BblYaliHOW CcHUTyallud M (WJIM) HpU BO3HUKHOBEHHM YIpO3bl PAcCHpPOCTPAHEHUS TaKuX 3a00JeBaHMIA,
OCYUIECTBIIIETCA 1O MpeACcTaBleHNI0 MuHucTepcTBa 0€3 NPUMEHEHUS MOJI0KEHUH, YCTAHOBICHHBIX ITYHKTaMU
13 - 35 Hactosamux IIpasui.

[IpencraBnennpie MuHMCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoil ®Denepauuu TPEMIOKEHUS IO
BHECEHHUIO YKa3aHHbIX HW3MEHEHMIl B TI€peYeHb BAXKHEHMIIMX JIEKAPCTBEHHBIX MPENaparoB IOAJIEKAT
OIIEPATUBHOMY PACCMOTPEHUIO HA 3aceJaHUd KOMHCCHM C Y4yacTHeM IIpeacraBuTenei MuHucTepcrsa
3apaBooxpaHeHust Poccuiickorn ®enepanuu, MHUHUCTEPCTBA NPOMBIIIIEHHOCTH W TOproeiau Poccuiickoit
Oenepanuu, OenepanbHOM cy)KObI IO HaA30py B cdepe 3apaBooxpaHeHus, OenepanbHOl CiTyKObI 0 HA30PY
B cdepe 3aluThl mpaB NoTpeduTenel u onaronoayyus yenoBeka u DenepanbHON aHTUMOHOIIOIBHOU CITYKOBI,
ABIIOIIMXCS 4YiIeHaMu Komuccuu. Ha 3acepaHue KOMHCCHMM NPHUIVIAINAIOTCS DIIABHBIM JKCIEPT, a TaKkKe
MIPEICTABUTEND MPOU3BOJUTEINS JIEKAPCTBEHHOTO Ipernapara B LEIsAX pacCMOTPEHUS U COINIACOBAHMS LIEHBI HA

JIEKQpCTBEHHBIH IPEMNapar, KOTOPYIO MPOU3BOIUTEIb INIAHUPYET 3apETUCTPUPOBATD.
(1. 9(2) BBeneH IloctanosnenueM [IpaBurensctBa PO ot 12.08.2020 N 1212)

10. Opranu3zalinoHHO-TEXHUUECKOe 00ecieueHre AesITeIbHOCTH KOMUCCHH OCYyIleCTBIsieT MUHHCTEPCTBO
3npaBooxpaneHus Poccuiickont @eneparuu.

11. B cocraB KOMHCCHHU BXOIAT MpEACTaBUTENM MUHHCTEPCTBA 3ApaBOOXpaHeHUs Poccuiickoit
®enepauun, MuHHCTEPCTBA IIPOMBIIUIEHHOCTH U Toprosid Poccuiickont Penepannu, MuHHCTEpCTBA TPyAA U
couunanbHOM 3amuThl Poccuiickoii Menepannu, PenepanbHOil CiryKObI 10 HaI30py B chepe 3apaBOOXpaHEHHS,
®denepanbHO COyKOBI TIO HAA30py B cdepe 3amuThl MpaB MOTpeOuTeNnel MW Oaaromoiydusi YenoBeKa,
denepanbHOM aHTUMOHOIIOIBHOM CITy>k0bl, deiepabHOro MeIUKO-0MOI0rMYECKOro areHTcTBa, MUHUCTEpCTBA
HayKd M BbIcIIero obpasoBanusi Poccuiickoii denepanmu, MHBIX (eaepalbHBIX OPraHOB HCHOJTHUTEIBHON
BJaCTU U HCIOJHUTENbHBIX OpraHoB cyObekToB Poccuiickoit ®enepaunu B cdepe OXpaHbl 3710POBbS,
o0pa3oBaTeibHbIX OpraHu3alMid BBICHIEr0 00pa30BaHUs, pPEATU3YIOLIMX 00pa30BaTeNIbHbIE MPOrPaMMbI
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MEUITMHCKOTO 00pa3oBaHus U (papMareBTUUECKOTO 00pa30BaHUs, MOIBEIOMCTBEHHBIX (efiepalbHBIM OpraHam
UCTIOMTHUTENFHOM BJACTH, a TakXKe MEAWIMHCKUX, (apMaleBTHUECKHUX ¢ HAyYHBIX OpTraHM3aIlHi,
MOJIBEIOMCTBEHHBIX (peiepabHbIM OpraHaM HCIIOJIHUTENLHON BIACTH (32 MCKJIIOUEHHEM TaKUX OpraHU3alluil,
OCYIIECTBIIIONINX KOMIUIEKCHYIO OIICHKY B COOTBETCTBHHM C TyHKTOM 19 Hacrosmmx [IpaBmi). B cocras
KOMUCCHMU 1O TpeactaBieHuto OOmectBeHHoi mnanatel Poccuiickoit ®enepauuu B MHHHCTEPCTBO
3apaBooxpaneHust Poccuiickoit denepani MOXKET BXOIAWTH IPEACTABUTEIh OOIIECTBEHHOTO OOBEIMHCHHS,
OCYIIECTBIISIONICTO JACSITSIBHOCTh B c(pepax 3apaBOOXpaHEeHUsI, OOpAIICHUS JICKAPCTBEHHBIX CPEICTB M 3aIUTHI
MpaB TpaXkJaH B 3THX cepax.

(B pen. ITocranoBnenus [TpaButenscrBa PO ot 08.11.2025 N 1767)

Ha 3acemanmu KOMHCCHM TIPUCYTCTBYIOT NMPU HAJIWYUU TMPEABAPUTEILHOTO OOpalleHusi B MUCbMEHHOU
dbopme B ampec KOMHCCHM, TIOCTYMHBIIETO HE MO3HEEe 4eM 3a 5 pabo4yux AHEH O AHS COOTBETCTBYIOIIETO
3acelaHusl KOMHCCHUM, MpPEACTaBUTENb 3asBUTENS, MPEICTABUTEIN BCEX MPOU3BOJIUTENECH JI€KapCTBEHHBIX
npenaparoB U (WIM) BIAAETbIbI (Iep>KaTeN) PETUCTPAIMOHHBIX YIOCTOBEPEHHM B paMKax MEXIyHApOIHBIX
HENaTeHTOBAHHBIX HAUMEHOBAaHUMN, KOTOPbIE MPEAJIaraloTcsi K paCCMOTPEHHIO, MPEICTaBUTENb OOIECTBEHHOTO
00BbeIMHEHUS, OCYIICCTBISIONIETO NIEATEIBHOCTh B cepax 3ApaBOOXpaHEHHs, OOpaAlICHHUS JEKAPCTBEHHBIX
CPEJIICTB | 3aIIUTHI IPAB TPAXKIAH B ATHX cepax, He BXOMANINN B COCTAB KOMUCCHH, a TAKXKE MPEICTABUTEIIN
UHBIX (eiepalibHbIX OPraHOB HCIOJIHUTEIBHOW BIACTH M MCIIOJIHUTENBHBIX OPraHoB cyObekToB Poccuiickoi

q)e,[[epaLII/II/I B ccbepe OXpPaHbI 310POBLA, ITPEACTABUTEIN KOTOPLIX HE BXOIAT B COCTAaB KOMUCCHHU.
(B pen. ITocranosnenus [TpaButenscrBa PO ot 08.11.2025 N 1767)

(m. 11 B pen. IloctanoBnenus [IpaBurensctea PO ot 25.07.2024 N 1009)

12. 3acenaHus KOMHCCHM TPAHCIUPYIOTCS Ha O(UIMAIbHOM caiiTe MMHUCTEPCTBAa 3ApaBOOXPAHEHUs
Poccuiickoit ®epeparmu B WH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHOW cetn "WHTepuer" (mamee -
odunmansHeIi cailT B cetu "UnaTepuet").

13. 3asBuTens HampapisieT He nmo3aHee 10-ro yucia nepBoro Mecsia KBapraia B KOMUCCHUIO CIEAYIOIINE
MNPEAJIOKCHUA B OJJICKTPOHHOM BHAC IMOCPCACTBOM I/IH(l)OpMaIII/IOHHO-KOMMYHI/IKaHI/IOHHI)IX TEXHOJIOTHH C

MMPUITOKCHUEM B SJICKTPOHHOM BHJIC COOTBCTCTBYIOIINX JOKYMCHTOB 1 CBe,I[CHI/II\/’K
(B pen. I[locranoenenus [IpasutensctBa PO ot 29.10.2018 N 1283)

a) IpeUIOKEHNE O BKITFOUSHUH JICKApCTBEHHOTO TIperapara B IMepeyHu 1Mo (hopMe COITacHO MPUIOKEHUIO
N 1;
0) mpeayoKeHHe O BKIIFOYSHHUH JICKAPCTBEHHOTO Iperapara B MUHUMAIBHBIH aCCOPTUMEHT 1Mo (opme

COIIaACHO IMPHUIIOKCHUTO N 2;

B) IpemyiokeHne 00 HCKIIOUEHHWH JIEKapCTBEHHOTO Tperapara W3 TMepeuHerd 1mo ¢opMe COITacHO
npuioxkenuto N 3;

I) IpeaIokKeHne 00 UCKIIIOYEHUH JIEKapCTBEHHOTO NpernapaTa 13 MUHUMaJIbHOTO acCOPTUMEHTA 1o (hopme
cornacHo npuioxeHuo N 4.

14. Yrparun cuiy. - [locranosnenue [IpasurensctBa P® ot 29.10.2018 N 1283.

15. Komuccust B Teuenue 4 pabounx AHEN CO JHSA MOCTYIJICHUS NPEAJIOKEHUH, yKa3aHHBIX B IMyHKTe 13

Hacrosiux [IpaBun (nasnee - npeayiokeHue), OpraHu3yeT MPOBEACHUE UX JOKYMEHTAIBHON AKCIIEPTHU3bI.
(B pen. [locranosnenuii [IpaBurensctBa PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

[Tpu noKyMeHTaJIbHOW HKCIIEpPTU3E MPOBEPsETCs HaaIexallee opopmiieHue nNpeioKeHUs B COOTBETCTBUH
¢ Hacrosaummu [IpaBuimamu, MOJHOTa M JTOCTOBEPHOCTH MPEICTABICHHOW HMH(OpMAIMU O JIEKAPCTBEHHBIX
mpernaparax, B TOM YHCJIE€ €€ COOTBETCTBUE CBENCHUSAM, COICPKAIIMMCA B TOCYHApPCTBEHHOM DPEECTPE
JIEKapCTBEHHBIX CPEACTB, IO pe3yjibTaraM KOTOpoi odopmiseTcss 3akiroueHue 1o (opMe COINIacHO
npusioxkeHuto N 5 (zajnee - 3aKI04EHHE N0 Pe3yibTraTaM JI0KyMEHTaJIbHOW SKCIIEPTHU3BI).

16. IlpennoxkeHne OTKIOHSAETCS OT AAJIbHEHIIIETO PACCMOTPEHUS TIPHU:

a) HeHaIekKaleM 0hOpPMIICHUN TPEIIOKESHHS U TIPIIIAraéMbIX K HeMY JTOKYMEHTOB M CBEICHHH, a TaKKe
HAJIMYUU B TPEACTABICHHBIX DJEKTPOHHBIX (aillax MOBPEkKICHUN, HE MO3BOJSIONIMX PACMO3HATh €ro
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COllepIKaHUCE;
0) mpe/cTaBIeHUH JOKYMEHTOB U CBEJICHHI B HETIOTHOM 00BEME;

B) NPEACTABICHUU MPEAJIOKEHUSI B TE€UEHHE 6 MecCALEeB IOCIE JaTbl €ro INoJayd INpU BBIHECEHHUHU
KOMHCCHUEH pelieHHus 00 OTKa3e BO BKJIIOUEHUH (B MCKJIIOUYEHUH) JIEKAPCTBEHHOTO Ipernapara B NepeyHH (U3
nepeyHeil), MUHUMAaJbHBIM acCOPTUMEHT (M3 MHUHHMAJbHOIO AaCCOPTMMEHTa) B paMKaX MEXIyHapOIHOTO
HEMaTeHTOBAHHOTO HAaUMEHOBAHMS JICKApCTBEHHOro Ipemnapara (MpU OTCYTCTBHUM TAKOTO HAaUMEHOBAHUS - B
pamMKax TpyNIHPOBOYHOIO WJIM XMMHUYECKOIO HAaUMEHOBAaHMS), 32 UCKIIOYEHHEM CIIy4aeB, NPEAyCMOTPEHHBIX
nyakramu 9(1) u 9(2) nacrosuux [Ipasu;

I) MPEACTaBICHUU NPEJIOKEHUS B TEUeHHE 6 MeCsleB IMOcie AaThbl €ro Mojayd MpU BBIHECEHUU
KOMHCCHEH pENIeHUs] O BKJIIOYCHHH JICKAPCTBEHHOTO IMpemnapara B MEPeYeHb BAXKHEUIINX JIEKaPCTBEHHBIX
MpernaparoB B paMKaX MEKIYHAapOAHOTO HEMaTeHTOBAHHOTO HAaMMEHOBAHMS JIEKAPCTBEHHOIO mpemnapara (mpu
OTCYTCTBHHM TaKOTO HAUMEHOBAaHHUS - B paMKax TPYNIHPOBOYHOTO WJIM XUMHUYECKOTO HAUMEHOBAHUS) - IJis
JIEKapCTBEHHBIX TMpEIapaToB, MpeAJaraéMblX K BKIIOYEHUIO B TMEPEYEHb JOPOTOCTOAIIUX JIEKAPCTBEHHBIX
[IpPernaparos;

1) Ipe/ICTaBICeHUH HEA0CTOBEPHOM NN UCKa)KeHHOW MH(pOpMaIuy;

€) MPEACTABICHUM NPEIJIOKEHUsI B T€UeHUE 6 MECSIEB IOCIE AAaThl €ro0 MOBTOPHOIO OTKJIOHEHUS IO
pe3ynbraramM JOKYMEHTAJIBHOW 3KCIIEPTHU3HI.
(. 16 B pen. [locranosnenus [IpasutensctBa PO ot 25.07.2024 N 1009)

17. Ilpu OTKJIOHEHHMU MPENJIOKEHUS OT AAIbHEMILEro pacCMOTPEHUsS] KOMHUCCHUEH 3aKJIIOYEeHHE IO
pe3yjibTaram I[OKYMGHTaJIBHOI;'I OKCIICPTU3bl HANPABIACTCA 3asABUTCIIIO IMMOCPEACTBOM I/IH(l)OpMaIII/IOHHO-
KOMMYHHKAITMOHHBIX TEXHOJIOTHI B CPOK, HE MIPEBBIMIAOINIHNKN 3 pabounx AHEH CO JHS €ro BEIHECEHUS.

JlopaGoTaHHOE 3asBUTENIEM IPEUIOKEHHE C YCTPAaHECHHBIMH 3aMEYaHHUSIMH, YKa3aHHBIMH B 3aKJIIOYEHUH
[0 pe3yJIbTaTaM JOKYMEHTAJIbHOM AKCIEPTU3bI, MOXKET ObITh MOBTOPHO HAIIPABIIEHO B KOMUCCHIO ITOCPEICTBOM
MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTMM He mno3nHee 10 paboumx [HEH co JAHA MOIy4YeHHs
3aKJIFOYEHHUS 110 PE3YIbTaTaM JOKyMEHTAIbHON DKCIIEPTUSBI.

Komuccus B cpok, He npeBbIIaomui 2 pabounx AHEH cO JHS NMOCTYIUIEHHs A0pabOTaHHOTO 3asBUTENIEM
IIPEMIIOKEHUsI, OpPraHu3yeT IIPOBEICHUE IIOBTOPHOM JOKYMEHTAJIBHOM JKcrneprussl. lIpemnoxenus, B
OTHOLIEHUHU KOTOPBIX IO pe3ylbTaraM JOKyMEHTAJIbHOM KCIIEPTU3bl BBIHECEHO 3aKIOYEHHE C 3aMEYaHUSIMU O
HECOOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBaHMSM, OTKJIOHSIOTCA OT JajJbHEHMIIEro pacCMOTPEHHUs] KOMUCCHEN ¢
HaIIPaBJICHUEM COOTBETCTBYIOIIETO YBEIOMIICHUS Ha JIEKTPOHHYIO I10YTY 3asBUTEIA, aApeC KOTOPOU yKa3aH B

[PENJIOKEHNU.
(ab3ar BBeneH [locranoenenuem [lpaBurensctBa PO ot 25.07.2024 N 1009)

(. 17 B pen. IToctanosnenus [IpasurensctBa PO ot 29.10.2018 N 1283)

18. Mudopmamus 0 MOCTYNMHMBIIUX B aApeC KOMHCCHU TMPEIJIOKCHHUSX, B TOM YHUCIIC MPOIISAIINX
JIOKyMEHTAIBHYIO IKCIIEPTH3Y, pa3MeliaeTcs Ha ounuanbHoM caiite B ceTH "MaTepHeT" B Teuenune 3 pabounx

JTHEW MOCJIE 3aBEPLICHUS JOKYMEHTAIBHOU 3KCIIEPTU3HI.
(B pen. ITocranoBnenus [IpaButensctBa PO ot 25.07.2024 N 1009)

19. Ilo pe3ynpTaTaM JOKYMEHTAJIBHOM SKCHEPTU3bl B OTHOIICHUHM JIEKAPCTBEHHBIX IIpPENaparos,
MpeIaraeMbIX Ui BKIIOUEHHUS B MEPEYHH, 33 UCKIIIOYCHUEM TPEAIOKEHHH, B OTHOIIIEHUH KOTOPBIX BHIHECEHO
3aKJIFOUYCHUEC C 3aMCYaHHUAMU O HCCOOTBCTCTBHUU YCTAHOBJIICHHBIM Tpe6OBaHI/I$IM, OCYHICCTBJIACTCSA KOMIIJICKCHAA
OIICHKA, BKJIIOYAIOIIAsl CIEeTyIOIINEe ITarbl:

a) TpoBelcHHE (enepalbHBIM TOCYIapCTBEHHBIM OMOKETHBIM yupexkaeHuem "LleHTp skcrepTusbl U
KOHTPOJISI Ka4eCTBa MEIUIIMHCKON momotu" MunuctepeTBa 3apaBooxpanenust Poccuiickont deneparuu (nanee
- UenTp »skcmepTusbl) aHamM3a METOAOJOTHMUYECKOTO0 KayecTBa KIMHUKO-)KOHOMHMYECKHX HCCIIEIOBaHUM
JICKAPCTBCHHLIX MPCIapaToB U I/ICCJIGI[OBaHI/Iﬁ C HCIIOJB30BAaHHUECM aHaAJIM3a BIIMAHHUSA Ha 6IO,Z[)K€TLI 6IOI[)KCTHOﬁ
cucrteMbl Poccuiickoit ®enepanmu (ganee - aHaIM3 METOJOJIOTHUECKOTO KadeCcTBa) B COOTBETCTBUM C
TpeOOBaHUSIMU K METONOJIOTUYECKOMY KadeCTBY KIMHHKO-DKOHOMUYECKUX HCCIENOBaHUM JIEKapCTBEHHOTO
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mpernapara ¥ HCCIEeIOBaHMM C HCIOJNb30BAHWEM aHallM3a BIMSHHUS Ha OMOMKEThl OIOMKETHON CHUCTEMBI
Poccuiickoit denepanuu, KoTopble npuBeneHbl B npuiiokenud N 5(1);

0) mpoBezneHue LIeHTpOM 3KcHepTU3bl KIMHUKO-?KOHOMMUYECKOM OLIEHKH JIEKapCTBEHHOIO IIpernapara,
OLIGHKU BIMSHMA JIEKApCTBEHHOTO INpemnapara Ha OrokeThl OromkeTHOW cuctembl Poccuiickoit @eneparui,
KOJINYECTBEHHON OLICHKU JONOJIHUTENBHBIX JAHHBIX O JIEKAPCTBEHHOM IIperapare Ha OCHOBE MHTEIPAJIbHBIX
1IKaJl, KOTOpbIE MPUBEIEHBI B IpuiiokeHnn N 6;

B) TMpOBEACHHE OOpa30oBaTeIbHBIMU  OpraHU3alMsIMA  BBICHIETO  00pa3oBaHUs, peaATU3YIOUIUMU
oOpa3zoBareibHBIE MPOTPAMMBI  MEAMIIMHCKOTO  0Opa3oBaHus ¥ (apMareBTHUYECKOro  00pa30BaHMS,
MOJIBEIOMCTBEHHBIMU MUHHCTEpPCTBY 3ApaBooxpaHeHust Poccuiickoit @enepannu uianm MUHUCTEPCTBY HAYKH H
BHICIIETO oOOpa3oBanus Poccuiickoit ®Dexepanuy, MEAWUIMHCKUME, (apMaleBTUYCCKUMHU, HAYyYHBIMU
OpraHu3alysaMH, IIOABEIOMCTBEHHbBIMM MHUHHCTEPCTBY 31apaBoOXpaHeHus Poccuiickonl ®Pepepanuu wim
MuHucTepCTBY HayKHd M BhICIIero oOpa3oBanusi Poccuiickoit Denepanuu (anee - dKCIepTHAs OpraHu3arius),
aHaiMM3a KOJMMYECTBEHHOW OIEeHKH J((EKTHUBHOCTH NPHUMEHEHHUs JICKApCTBEHHOTO IMpemnapara B paMKax
KIIMHUYECKUX HCCIICIOBAaHUM, KOJMYECTBEHHOW OILIEHKH O€30MacHOCTH TPUMEHEHHs JIEKapCTBEHHOTO
npernapara B paMkKax KIMHUYECKMX HCCIEAOBAaHWA HAa OCHOBE MHTETPAJbHBIX IIKAJI, KOTOPbIE MPHUBEIACHHI B
npuiaoxkeHuu N 6.

(. 19 B pen. ITocranosnenus [IpaBurenscta PO ot 25.07.2024 N 1009)

19(1). Komuccus B Cpok, HE TPEBBIMAMIMMK 2 pabouyux AHEH CO JHS BBIHECCHMS 3aKJIFOUEHHUS TI0
pe3yibprataM JOKYMEHTAJIbHOM JKCIEPTHU3bl B OTHOIICHHWHU JIEKAPCTBEHHBIX IPENaparoB, MPELIaraéMblX Uis
BKJIIOYEHHSI B TEPEYHHU, 3a UCKJIIOUEHUEM IMPENIOKEHUN, B OTHOIIEHHWU KOTOPHIX BBIHECEHO 3aKJIIOUEHHUE C
3aMEYaHMSIMM O  HECOOTBETCTBUU  YCTAaHOBJICHHBIM TpEeOOBAaHUSAM, HANpaBiIseT TMPEAJIOKEHUS  C
MPEIOCTABIEHUEM JOCTyNa K MX SJIEKTPOHHBIM BEPCHUSIM C MPHJIAraeMbIMU JTOKYMEHTAMU W CBEICHUSIMH IJis
IIPOBEJCHMSI aHAJIM3a B COOTBETCTBUU ¢ NOANMYHKTOM "a" nmyHkra 19 Hactosmux IIpaBun B LleHTp 3KxcniepTHssl ¢
HaIpaBJICHUEM COOTBETCTBYIOLIETO YBEIOMIICHHUSI HA AJIEKTPOHHYIO TOYTY 3asiBUTENIS, aipec KOTOPOH yKa3aH B
MPEIIOKEHUH.

LleHTp PKCHEPTU3BI B CPOK, HE MPEBBIMAIONMN 15 pabouux JHEW CO JHS MOCTYIUICHUS MPEIIOKCHHUS,
OCYILIECTBIIIET aHAJIU3 METOJI0JIOTMYECKOrO KaueCTBa, M0 Pe3yIbTaraM KOTOPOTO COCTABISET 3aKJIIOUEHHUE IO
dopme cornacHo mpunoxkeHuro N 8 (mamee - 3aKiIOUeHHE MO pe3ylbTaraM aHalu3a METOOJOTHYECKOTO
KauecTBa) U MPEJCTABISIET €r0 B KOMUCCHIO, KOTOpasi HallpaBJIsieT COOTBETCTBYIOIIEE YBEJOMIICHUE 3asiBUTEIIO

Ha AJIEKTPOHHYIO MOYTY.
(. 19(1) BBenen [locranornenuem [IpaBurensctBa PO ot 25.07.2024 N 1009)

19(2). Komuccust B CpoK, HE MPEBBILIAIOLINN OJHOrO paboyero JHS €O AHS MOJIYUYEHHs 3aKJIIOYEHMS T10
pe3yJibTaTaM aHaJIu3a METO0JOTHYECKOr0 KayecTBa:

B CJly4yae yCTaHOBJICHUS B 3aKJIIOUEHUU I10 PE3YJIbTaTaM aHaJli3a METOI0JIOTHYECKOTO Ka4eCTBa BBICOKOTO
YPOBHSI METOJOJIOTHYECKOTO KaueCTBa OJHOTO M3 MPEICTABICHHBIX B MPEIJIOKEHUN KIMHUKO-3KOHOMUYECKUX
MCCJIEJIOBAHUN JICKApCTBEHHOTO Tpemnapara M (MJd) MCCIENOBAaHUI C HMCIOJIb30BaHWEM aHAIM3a BIUSHUSA Ha
OromkeThl OrokeTHON cuctembl Poccuiickoli depepanuy HampapisieT NPEATIOKEHHE C TPEeIOCTABICHUEM
JIOCTyIa K €r0 JEKTPOHHBIM BEPCHSIM C IpUIaraéMbIMH TOKYMEHTaMU U CBECHUSMU JJIs1 IPOBEICHUS OLIEHKH
B COOTBETCTBHH C moamyHkToMm "0" myHkTa 19 Hactosmux [IpaBun B LleHTp 3KcHepTH3BI M ISl TIPOBEICHHUS
aHajgu3a M OLIEHKM B COOTBETCTBMM C mnoianyHkroMm "B" myHkra 19 Hacrosmmx IlpaBui - B 3KCHEPTHYIO
OpraHM3alMI0 C HAIPaBJIEHUEM COOTBETCTBYIOIIETO YBEJOMJICHHS Ha AJIEKTPOHHYIO IOYTY 3asBUTEINS, aapec
KOTOPO# yKa3aH B MPeI0KEeHUU;

B CJIy4ae YCTAHOBJICHUS B 3aKJIIOYEHUU I10 PE3y/bTaTaM aHaJIu3a METOJOJOTMYECKOTO KayeCTBa CPEIHEr0
WIM HU3KOTO YPOBHSI METOJOJIOTMYECKOrO KayeCTBa OAHOTO W3 IMPEACTABICHHBIX B MPEIIOKEHUU KIWHUKO-
HKOHOMHMYECKHUX MCCIIEOBAHUN JIEKAPCTBEHHOTO Mpenapara u (MJn) UCCIeIOBaHUMN C UCTIOIB30BAaHHEM aHAN3a
BIUSIHUA Ha OrO/KEThl OIOpKeTHOM cuctembl Poccuiickoit denepanun yBEOMIISIET 3asBHUTEINS MOCPEICTBOM
HaIlpaBJICHUs] COOTBETCTBYIOLEIO YBEAOMJICHHS HA DSJIEKTPOHHYHO IIOUYTYy, aJpec KOTOPOM YKa3aH B
MPEIIOKEHNH, O BO3MOXKHOCTH JOPAOOTKU MPEIIOKEeHUS B YaCTH KIMHUKO-DKOHOMHUYECKUX HCCIETOBAHUN
JIEKapCTBEHHOTO Tpernapara W (WIM) HCCICNOBAHMIA C WCIOJNB30BAHWEM aHajM3a BIHMSHHUS Ha OFOKETHI
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OromkeTHOW cuctembl Poccuiickoit @enmepanuu  (Hasee - yBEAOMJIICHHE O BO3MOXHOCTH JOPaOOTKH
MIPEAIOKEHNUSA).

3asBUTENb B CPOK, HE NPEBbIIAOIINN 3 pabounx AHEH CO JHSA MOJYyYSHHs YBEAOMIICHHUS O BO3MOXHOCTH
JopaOOTKU MPEATIOKEHUS], YBEIOMIISIET KOMUCCHUIO B 3JIEKTPOHHOM BHJIe 00 OTKa3e B AOPAaOOTKE MPEIOKEeHUs
WIA O HAMEPEHUH €Tr0 JOPa0OTKH B YaCTH KJIIMHUKO-YKOHOMUYECKUX MCCIIEIOBAHUHN JIEKAPCTBEHHOTO Tpernapara
U (WIK) UCCle0BaHUM C MCIONBb30BAHUEM aHaIM3a BIMUSAHUSA Ha OOIKeThl OO/KEeTHOM cucteMbl Poccuiickoi
Odenepanum.
(. 19(2) BBenen Ilocranosnenuem IIpaBurensctBa PO ot 25.07.2024 N 1009)

19(3). Komuccust B Cpok, HE MPEBHIIAIONUNA OAHOTO pabodero JHs CO THS TMOJYyYCHHs HAIPaBICHHOTO
3asBUTENIEM B COOTBETCTBHH C a03alieM ueTBepThIM myHKTa 19(2) Hacrosimux [IpaBun yBegomienust o0 oTkaze
B JI0pabOTKe NpEeAJOKEHUs] WIM CO JHS HCTEYCHHs CpOKa, yKazaHHOro B a0zaie BTOpoM IyHKTa 19(4)
Hacrosmux [IpaBui:

a) B CIyyae YCTAHOBJIEHHMS B 3aKJIIOYEHUU IO pPE3ylbTaTaM aHaju3a METOA0JIOTMYECKOTO KauyecTBa
CPEHETO YPOBHSI METOJIOJIOTMYECKOr0 KauecTBa OJIHOTO M3 MPEACTABICHHBIX B MPEAJIONKEHUM KIMHUKO-
HKOHOMHUYECKUX HCCIE0BaHUI JIEKapCTBEHHOI'O Mpenapara U (WIM) UCCIIEA0BaHUN ¢ UCIIONb30BaHUEM aHAJIN3a
BIMAHUS Ha OrokeThl OmomkeTHOM cuctembl Poccuiickoit ®enepanmu (32 HUCKITIOUEHHEM Op(aHHBIX
JIEKapCTBEHHBIX IPENaparoB) HANpaBiseT MPEIOKEHHUE C IMPEJOCTaBICHUEM JIOCTYNa K €ro 3JeKTPOHHBIM
BEpPCUsIM C NpUIaraéMbIMM JOKYMEHTaMM U CBEACHUSAMHU JUId NPOBEJCHMS OLIEHKH B COOTBETCTBUU C
noanyHkToMm "0" myHkTa 19 Hactosmux IlpaBun B LleHTp skcnepTH3bl U A7 MIPOBEICHUS aHAIN3a U OLEHKHU B
COOTBETCTBUM C moANyHKTOM "B" myHkra 19 Hactosmux I[IpaBun - B SKCHEPTHYIO OpraHU3alUi0 C
HalpaBJIEHUEM COOTBETCTBYIOIIErO YBEIOMJICHUS HA 3JIEKTPOHHYIO MOUTY 3asBHUTEINS, aJlpec KOTOPOH yKa3aH B

MMPCIIOKCHNH

0) B cilydae YCTAaHOBJICHHS B 3aKJIIOYEHMM IO pe3yjibraTaM aHaliu3a METOA0JIOIMYECKOro KauecTBa
CPEHETO WJIM HHU3KOI'O YPOBHS METOJOJOTMYECKOIO KauecTBa OJHOIO M3 IPEACTABICHHBIX B IMPEIIOKCHHUU
KJIMHUKO-9)KOHOMHYECKUX  MCCIEIOBAaHMM  JIEKAPCTBEHHOTO Tpenapara W (WiIM) HCCIEJOBaHUN ¢
MCIOJIb30BaHUEM aHAJIM3a BIMSIHUS Ha OOIKeThl OroKeTHON cucteMbl Poccuiickoit denepanuy B OTHOLIEHUN
ophaHHBIX JIEKAPCTBEHHBIX IpENapaToB HampaBiseT IPeUIOKEeHUE C MPEeAOCTaBIE€HHEM JOCTyHa K ero
ANIEKTPOHHBIM BEPCUSAM C MPWIAraéMbIMU JOKYMEHTAMM M CBEICHUSIMM JJIsl IPOBEACHHUS OLEHKU B
COOTBETCTBUM C moamyHkToM "0" myHkra 19 Hacrosimux IlpaBun B LleHTp skcnepTussl U JUIsl IPOBEAEHUS
aHali3a U OILICHKM B COOTBETCTBMM ¢ moAnyHKkToM "B" myHkra 19 nHactosmmx IIpaBui - B 3KCHepTHYIO
OpraHM3alMI0 C HAIPABJIEHUEM COOTBETCTBYIOILETO YBEJOMJICHHMS Ha AJIEKTPOHHYIO IOYTY 3asBUTEINS, aApec
KOTOpPOM yKa3aH B MPEJI0KEHNH;

B) B CJIy4ae yCTAHOBJICHUS B 3aKIIOUEHUH 110 pe3ylbTaTaM aHaln3a METOI0JIOTHYECKOT0 KaueCcTBa HU3KOTO
YPOBHSI METOJOJIOTHYECKOI0 KaueCTBa OJHOIO M3 IPEICTABICHHBIX B MPEAJIOKEHUN KIMHUKO-3KOHOMUYECKUX
MCCJIEJIOBAHUN JIEKapCTBEHHOrO Ipenapara M (Mjd) MCCIEIOBaHUM C MCIOJIb30BAaHWEM aHalIM3a BIMUSHUSA Ha
OrokeThl  OromkeTHOM cuctembl Poccuiickoit ®exepanuu (32 HUCKIOYeHHEM OpQaHHBIX JIEKapCTBEHHBIX
IIPENapaToB) OTKJIOHAET MPEAJIOKEHUE OT JaJIbHEHIIEr0 PacCMOTPEHHUs C HANPaBIEHUEM COOTBETCTBYIOIIETO

YBEJIOMJIEHHUS Ha 3JIEKTPOHHYIO MTOUTY 3asIBUTEIIS, AIPEC KOTOPOM YKa3aH B MPEMIOKECHUU.
(m. 19(3) BBenen [locranosnenuem llpaButenscta PO ot 25.07.2024 N 1009)

19(4). Komuccust B cpok, HE NMPEBBIMIAIONINA OAHOTO pabouyero AHsA CO AHS MOJyYEHHUs] HalpaBlICHHOIO
3asBUTEJIEM B COOTBETCTBUMU C al3arleM 4YeTBepThbIM myHKTa 19(2) mactosmux I[lpaBun yBemomuieHHs o
HaMEPEHUU JOPaOOTKH MPEATIOKEHHSI, HAIPABISET MPEAIOKEHHIE 3asIBUTEIIO.

Cpox 10opaboTKH MpeIoKEHUST HE MOXKET MpeBbimaTh 30 pabouux AHEH co AHS MOTyYEHHUs 3asBUTEIIEM
YBEIOMIICHHUS O BOBMOXKHOCTH JIOPAOOTKU MPEITOKEHHUS.

Komuccus B cpok, He IpeBbIIIaOmuUi 2 pabounx JHEH cO JHSA MOCTYIUIEHUS JOPAaOOTaHHOIO 3asBUTEIIEM
IIPEUIOKEHUS, HaNpaBisIeT INPENJIOKECHHE € IPEJOCTABICHUEM JOCTYNAa K €ro IEKTPOHHBIM BEPCHAM C
IIPUJIAraéMbIMU JTOKYMEHTAMH U CBEICHMSIMM Ul NPOBEACHUS aHaIu3a B COOTBETCTBUU C IOAIYHKTOM "a"
nyHkTa 19 nacrosmux IlpaBun B LleHTp 3KCHEpTH3bl ¢ HANpaBIEHUEM COOTBETCTBYIOIIETO YBEIOMJICHUS Ha

AIIEKTPOHHYIO NIOUTY 3asBUTEJNS, a[JpeC KOTOPOH yKa3aH B MPEII0KESHUH.
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LlenTp sKCHEpTU3BI B CPOK, HE MpeBbIMAOIMi 15 pabouux AHEH cO JHS MOCTYIJICHUS MPEAIOKESHHUS,
MOBTOPHO OCYIIECTBIISIET AHAJINA3 METOJOJIOTMUECKOrO KayecTBa, IO pe3ysibTaTaM KOTOPOrO COCTaBIISIET
3aKIIfoueHne 1o ¢opMe COmIacHO NpwiIokeHHI0 N 8 W TIpeACTaBIsIeT €ro B KOMHCCHIO C HalpaBlieHHEM

COOTBETCTBYIOIIETO YBEAOMIICHUS HA AJIEKTPOHHYIO MOYTY 3agBUTENS, aJJpeC KOTOPOH yKa3aH B MPEIJI0KEHHH.
(. 19(4) BBenen [locranosnennem lIpaButenscTa PO ot 25.07.2024 N 1009)

19(5). Komuccust B Cpok, HE MPEBBILIAIOLINN OJHOrO paboyero JHS €O AHS MOJTYUYEHHs 3aKJIIOYEHMS T10
pe3ysbTaTaM aHajlu3a METONOJOTMYECKOro KadecTBa B COOTBETCTBMM C a03alleM 4eTBepThIM IyHKTa 19(4)
Hacrosuwmx [Ipasu:

a) B Clyyae YCTaHOBJIEHUS B 3aKJIIOYEHHU IO pe3ylbTaTaM aHajn3a METOA0JIOTMYECKOrO KauecTBa
CPEIHETO WM BBICOKOTO YPOBHSI METOAOJIOTMYECKOTO0 KayeCTBAa OJHOTO W3 IMPEACTABICHHBIX B MPEIIOKECHUH
KIIMHUKO-DKOHOMUYECKUX  MCCIEAOBAaHMM  JIEKAPCTBEHHOIO Ipemapara M (WIM) HCCIEJOBaHMM €
WCIIOJIb30BAaHUEM aHajM3a BIUSHUS Ha OMOHKEThl OromKeTHOM cuctembl Poccuiickoit ®Denepanun (3a
UCKJIIOUeHHEM Op(aHHBIX JIEKAPCTBEHHBIX IPENaparoB) HAMpaBiIseT MPeIJIOKEHUE C MPeloCTaBICHUEM
JIOCTYIIA K €ro 3JIEKTPOHHBIM BEPCHSM C IIPUJIAraeéMbIMU JTOKYMEHTAMU U CBEACHUAMU ULl IIPOBEICHUS OLICHKH
B COOTBETCTBUHU C moAmyHkToM "0" myHkra 19 nHactosmux [IpaBun B LleHTp sKkcnepTu3bl U Ui NpOBEACHUS
aHallu3a M OIIEHKM B COOTBETCTBMHM € moinyHkToM "B" myHkTa 19 Hacrosuux IlpaBun - B 3KCHEpTHYIO
OpraHU3alMI0 C HAIPAaBIECHUEM COOTBETCTBYIOIIECTO YBEIOMIICHUS Ha JIEKTPOHHYIO IIOUTY 3asBUTEIS, aApec
KOTOpPOM yKa3aH B MPEIJI0KEHNH;

0) B ciy4ae YCTaHOBJIICHHS B 3aKIIOYCHHM MO pe3yjbraTaM aHallu3a METOAOJIOTMYECKOro KauecTBa
BBICOKOTO, WJIM CPEJIHEr0, WJIM HU3KOTO YPOBHS METOAOJIOTHYECKOTO KA4eCTBAa OJHOTO W3 IMPEACTABICHHBIX B
MPEITIOKEHNN KIMHUKO-O9KOHOMUYECKUX MCCIIENOBAHUN JICKAPCTBEHHOTO Tpernapara u (WIH) UCCIeIOBAaHUN C
MCIIOJIb30BaHUEM aHAJIM3a BIMSHUS Ha OIOMKeThl OI0MKeTHON cucTteMbl Poccuiickoit denepanny B OTHOIICHUN
op(haHHBIX JIEKAPCTBEHHBIX IIPETMAPATOB HAMPABISICT NPEUIOKEHUE C MPEJOCTABICHUEM JIOCTyNa K €ro
AJIEKTPOHHBIM BEPCHUSM C TPWIAaraéMbIMH JOKYMEHTAMH | CBEIACHUSMU [JI1 TPOBENCHHSI OICHKH B
COOTBETCTBUHU ¢ mnoamyHkToMm "O0" myHkra 19 Hactosmux IlpaBun B LleHTp sKkcmepTusbl W I MPOBEICHHUS
aHajgu3a M OLIEHKM B COOTBETCTBMM C mnoianyHkroMm "B" myHkra 19 Hacrosmmx IlpaBui - B 3KCHEPTHYIO
OpraHM3alMI0 C HAIPaBJIEHUEM COOTBETCTBYIOIIETO YBEJOMJICHHS Ha AJIEKTPOHHYIO IOYTY 3asBUTEINS, aapec
KOTOpOM yKa3aH B MPeI0KEeHUN;

B) B CIIy4ae yCTAHOBJIICHHS B 3aKJIIOUEHHH IO PE3yJbTaTaM aHAJIN3a METON0JOTMUECKOr0 Ka9yeCTBa HU3KOIo
YPOBHSI METOJ0JIOTMYECKOTO Ka4eCTBa OJHOIO M3 IPEACTaBICHHBIX B MPEAI0KEHUHN KIMHUKO-3KOHOMHYECKUX
UCCIIeIOBAaHUH JIEKapCTBEHHOIO Tpernapara W (MJM) UCCIIEAOBAaHUN C HMCIOJIB30BAHMEM aHAJIN3a BIUSHUS Ha
Oro/pkeThl  Oro/pKeTHOM cuctembl Poccuiickoit ®enepanuu (32 HUCKIIOYEHHEM OpQaHHBIX JIEKapCTBEHHBIX
IpenapaToB) OTKJIOHAET MPEUIOKEHHE OT JaJbHEHIIEro pacCMOTPEHMs C HAIPABIEHUEM COOTBETCTBYIOLIETO

YBCAOMIICHUA HaA SJICKTPOHHYIO IOYUTY 3asABUTCIIA, aAPEC KOTOpOfI YKa3aH B IPCIJIOKCHUU.
(. 19(5) BBenen Ilocranosnenuem IIpaBurensctBa PO ot 25.07.2024 N 1009)

20. 3agBuTear B cjIydya€ HEComiaCusa C 3aKIYCHUCM II0 pE3ylibTaTaM aHajin3a MCTOOOJIOTrMYCCKOIo
Ka4CCTBa BIIpaB€ B CPOK, HC HpeBBII_HaI-OI_HHﬁ 3 pa6oq1/1x ,I(Heﬁ CO IHA ITIOJIYUYCHHSA TAKOI'0 3aKJIIOUCHMHA,
npeacTaBuTb B  KOMHCCHUIO TTHCBMCHHOC 06pameH1/Ie C MNPUITOKCHHUEM JOKYMCHTOB U CBGHGHHﬁ,
06OCHOBI)IBaIOHII/IX HECOMIaCue C 3aKIIIOUCHUECM I10 PE3YyJIbTaTaM aHaJIM3a METOJOJIOTHYCCKOIr0 Ka4€CTBA.

Pemenue o panbHEHIIEM pacCMOTPEHUM IPEAJIOKEHUS IIPUHUMAETCS HAa OYEPEIHOM 3aCeJaHuu
KOMHCCHUH, 110 peE3yjJabTaTaM KOTOpOfI KOMHCCHUA YBCAOMIIACT 3adBUTCIIA TMOCPCACTBOM  HAIIPABJICHUS
COOTBETCTBYIOIIETO YBEIOMIICHHUS Ha AJIEKTPOHHYIO IOYTY, aipec KOTOPOH yKa3aH B MPEJIOKEHUU, 00 OHOM
U3 CIEAYIOIIMX PEILICHUI:

O HampaBJIeHUM NPEUIOKEHUS C MPEeIOCTaBICHUEM JIOCTyNa K €ro JJeKTPOHHBIM BEpPCHsIM C
MpUJaraeMbIMH JOKYMEHTaMH M CBEACHUSMHU JUIsl TIPOBEACHUS OLEHKU B COOTBETCTBHHM C HOAMYHKTOM "0"
nyHkTa 19 Hactosmumx IlpaBun B LleHTp 3KkcnepTussl U 7S POBEIEHUS aHAJIN3a U OLEHKU B COOTBETCTBHUHM C
noanyHkToMm "B" myHkTa 19 HacTosiux [IpaBui - B 3KCIIEPTHYIO OpraHU3aluio;

00 OTKJIOHEHUH TPEJIOKEHUSI OT JaJbHEHIIEro pacCMOTPEHHUs B CIydae HEMOATBEPKICHUS TO3UIIHH,
HpeHCTaBHGHHOﬁ 3asBUTCIICM B O6paHICHI/IH, YKa3aHHOM B 3633116 IEPBOM HACTOAIICTO ITYHKTA.
(. 20 B pen. ITocranosnenus [IpasurenscTBa PO ot 25.07.2024 N 1009)
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20(1). Komuccus B 1iesx moaydeHUs MO3UITUH OPTraHOB TOCYIaPCTBEHHOM BIacTH CyObeKTOB Poccuiickon
@enepanuu B cdepe OXpaHbl 310pOBbs MO MPEUIOKEHUSAM O BKIIOUYEHUM JIEKAPCTBEHHBIX IPEMNaparoB B
NepeYeHb BaXHENIINX JEKapCTBEHHBIX MPENapaToB, HAIIPaBIEHHBIM Ha KOMIUIEKCHYIO OLIEHKY B COOTBETCTBUHU
¢ ab3anem BTOpbIM nyHKTa 19(2), moagnynkroMm "a" mynkra 19(3), moamynkroM "a" mynkra 19(5) HacTosmmx
[TpaBui1, HampaBiseT 3alpoc B OpraHbl roCyAapcTBEHHON BiacTH cyobekToB Poccuiickoit @enepanuu B chepe
OXPAaHBbI 310POBbS.

IIpu mpencraBieHMHM NO3MLMHM, YKa3aHHOW B ab3ale IEpBOM HACTOSILErO IyHKTa, OpraHsbl
rOCyJlapCTBEHHOH BiacTH cyObekToB Poccuiickoit ®eneparmu B cdepe OXpaHbl 310pPOBbS YKa3bIBAIOT
CJIEAYIOLINE CBEJICHMSL:

o0Iee KOJMYECTBO MAlMEHTOB OTICIBHO MO KaKIOMY IOKA3aHUIO, YKa3aHHOMY B HHCTPYKLUHU II0
MEIUIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapara;

CBEIICHHMsSI O JIEKapCTBEHHBIX Iperaparax, KOTOpbIE MOIYy4yaroT NalueHThl B cyObekTe Poccuiickoii
denepanuu, ¢ yKa3aHUEM KOJIMYECTBA MTALIMEHTOB, MTOJIYYarOLIUX TEPaIUIO;

KOTMYECTBO TMAalMeHTOB B cyOwbekTe Poccuiickoii ®Denepanuu, HyXIAOIMUXCI B 00ecrnedeHUn
MpeajaraéMbIM K BKJIIOUCHHIO B MIEPEUHH JICKAPCTBEHHBIM MPETapaToM IO KaKIOMY IMOKa3aHUI0, YKa3aHHOMY B
MHCTPYKLUU MO0 MEAULIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOT'O Tpernapara;

MO3UITHUS TJIABHOTO BHEIITATHOTO CIieruanncTa cyorekra Poccuiickoit @enepanuu ¢ yueToM npoQuiis ero
JIESITEIBHOCTH O 11€JIECO00Pa3HOCTH BKJIIOUEHUS JIEKAPCTBEHHOI'O Mpenapara B COOTBETCTBYIOLIUH MepeueHb, B
TOM YHCJIe CBEJICHHS O MPaKTUKE MPUMEHEHHs JIEKapCTBEHHOTO mpenapara B cyobekre Poccuiickoit @enepariiu
(npu HATU4KHN);

CpeJHEB3BELICHHAs  II€Ha  E€AMHUIBl  JIGKAPCTBEHHOro  mpemapara  (yka3aHHass B €JUHOM
CTPYKTYPUPOBAaHHOM CIIPABOYHUKE-KATaJIOre JIEKaPCTBEHHBIX MPENaparoB I MEAULUHCKOIO NMPUMEHEHHS),
CJIOKMBILIASICS HA MOMEHT (POPMHUPOBAHMSI TO3ULIUU (TIPU HATTUYHH);

00beM 3aKyIIOK JIEKAPCTBEHHOT'O Mpernapara 3a MpeaeCTBYOUIHA T/ (IpH HAIUIHHN);

U3MEHEHHe Harpy3ku Ha Oromker cyObekra Poccuiickoit ®enepauuu B ciaydae BKIIOUEHHs
JIEKapCTBEHHOI'0 IIperapara B IEPEYCHb BAXKHEHIIUX JIEKAPCTBEHHBIX IIPENAPAaTOB C Y4YE€TOM KOJIMYECTBA
nanueHToB B cyobekTe Poccuiickoit denepanuu, HyXIAIOUMXCS B TepaluMd yKa3aHHBIM JIEKAPCTBEHHBIM
IpenapaToMm, U MO3UIHH [TIABHOTO BHEIITATHOTO crenuaiicra cyobekra Poccuiickoit denepanumy;

WHBIC CBEJCHHUS T10 JIEKAPCTBCHHOMY Iperapary (IIpu HeOOXOIUMOCTH).
(m. 20(1) BBenen [locranosnenuem llpaButenscta PO ot 25.07.2024 N 1009)

21. IlepeueHp PKCHOEPTHBIX OPraHMU3AIlMU yTBEpPKIaeTca MUHUCTEPCTBOM 3APABOOXpPaHEHUsS Poccuiickon
y
denepanuu U pa3MeniacTcs Ha OQUITMATBHOM caiite B ceT "MHTepHet".

n_n

22. KowmrnekcHasi olleHKa B COOTBeTCTBMM ¢ moamyHkTamu "0" u "B" myHkTa 19 nactosmmx [IpaBun
ocymiecTisiercs L[eHTpoM IKCHEpTU3bI M SKCIIEPTHBIMU OpPTaHM3AIMUSIMH B TeUeHHE 15 pabodux JHEW co JHs

IMMOJTY4YCHHA OT KOMUCCHUHU MPEIIIOKCHUA.
(. 22 B pen. Ilocranosnenus [IpasurenscTBa PO ot 25.07.2024 N 1009)

23. JIns mpoBeneHUs] KOMIUIEKCHOW OLIEHKM B COOTBETCTBMM C MOANMYHKTOM "B" myHkTa 19 HacTosmmx
[TpaBui1 sxcniepTHAsE OpraHU3allysl CO3JaeT KCIIEPTHYIO0 KOMHUCCHUIO U3 CIIEIUAJIUCTOB C BBICIIUM MEAUIIUHCKHUM,
(dapmaneBTHYeCKUM WIM OHOJIOTMYECKUM OO0pa30BaHHWEM C IMPEUMYIIECTBEHHBIM Y4YacTHEM CIIELUAINCTOB,
MMEIOIMX BhICIIIEe MEIUIIMHCKOE U (hapMalleBTHIEeCKoe 00pa3oBaHHe.

(B pen. [locranosnenuii [IpasurenscrBa PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

24. Tlpu mpoBeACHUHM OIEHKHM B COOTBETCTBHMM C MoamyHkToM "0" myHkra 19 wHactosmux IIpaBun
OCYILIECTBIIIETCSI B TOM YHCJE pacdyeT CTOMMOCTH Kypca (Toja) JeueHHsl MpeajaraéMbiM JIEKapCTBEHHBIM
MpenapaTroM Mo CPaBHEHUIO C TEPANEBTUUECKU aHAJIOTUYHBIMH JICKAPCTBEHHBIMH TIpenapaTaMu, BKIFOYCHHBIMH
B MIEPEYHH, UCXOJS U3 CICAYIOIIUX JaHHBIX:
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npefenbHas OTIYCKHAs I1€Ha JIEKApCTBEHHOrO Ipenapara, KOTOpYH IPOU3BOIUTENb IUIAaHUPYET
3apEruCTPUpPOBaTh WIM IEPEPETUCTPUPOBATh B COOTBETCTBUU cO crareeil 61 PenepanbHoro 3akona "OO
oOpallleHu Y JIEKapCTBEHHBIX CPENICTB";

pacde€THad ICHA, COOTBCTCTBYIOIIAA cpezLHeﬁ N3 3apCTrUCTPUPOBAHHBIX B YCTAHOBJICHHOM IIOPSAAKE
NpEACIbHBIX OTIIYCKHBIX IICH HpOI/I3BOHHTeJIeﬁ Ha COOTBETCTBYIOIIHEC JICKAPCTBCHHLIC IIPCIIaparThl (ﬂﬂﬂ
TEPANCBTUYCCKU aHAJTOTUYHBIX JICKAPCTBCHHBIX npenapaTOB), HaxoAAImHrueECs B I'pa’KJaHCKOM o60p0Te B TCUCHUCE
roga, nmpeaAmeCTBYOMICIo roay noaadyun Npeaj1oKCHUA,;

PEXUM JTO3UPOBAHMS JIEKAPCTBEHHBIX IMPENApaToB B COOTBETCTBUM C MHCTPYKLIHMEW MO MEIULMHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHBIX IIPENapaToB MM KIMHUYECKMMHM pPEKOMEHJAUMsIMM M  CTaHJapTaMy
MEIUIMHCKOW ToMolM (B cilydae, eciau HHPOpMaIUs O MPONODKUTEIBHOCTH JICUEHHUS] OTCYTCTBYET B
MHCTPYKLHUU 10 IPUMEHEHUIO JIEKapCTBEHHOTO Ipernapara).

IIpu oTCyTCTBUM 3apETUCTPUPOBAHHBIX B YCTAHOBICHHOM IOPSKE LIEH HA TEPAllEBTUYECKU aHAJIOTUYHbIE
JICKAPCTBCHHBIC MNPCIaparbl KOMILUICKCHAs OLCHKa OCYHICCTBIACTCA B OTHOLICHMHM PpaCUYCTHBIX 1IC€H Ha
3aKyrnaeMble JICKAPCTBEHHBIC IIperapartbl B COOTBETCTBUM C HWHQOpPMAIMed O IeHaX JIEKapCTBEHHBIX
MIpenaparoB, COACPKAIINXCA B peecTpe KOHTPAKTOB, 3aKIIOYCHHBIX 3aKka3uukamu. [Ipu 3ToM pacueTHas 1ieHa Ha
JIEKapCTBEHHbIE  IIpemaparbl  COOTBETCTBYET CpPEAHEB3BEUICHHOM IIeHEe (AKTUYECKUX 3aKyllOK Ha
BOCIIPOM3BE/ICHHBIE WM OMOaHaOTOBbIC (OMOMOAOOHBIC) JEKAPCTBEHHBIE Mpemnaparbl (nmpu Hamuuuu). [lpu
OTCYTCTBUHM BOCHPOHM3BEICHHBIX MJIM OMOAHAJIOTOBBIX (OMOMOA0OHBIX) JIEKAPCTBEHHBIX MPENapaToB pacueTHas
[[EHA Ha JICKAPCTBEHHBIC TMpernapaTbl COOTBETCTBYET CPEIHEB3BEIICHHOW IIeHEe (AKTHUECKHX 3aKyIOK
OpPHUTrHHAJIBHBIX JICKAPCTBCHHBIX IPCIIapaToB.

[Ipu HaNMuYMU 3apEeruCTPUPOBAHHBIX B YCTAHOBJICHHOM MOPSJIKE IIEH HAa TEpareBTUYECKHA aHAJIOTHYHbIE
JIEKapCTBEHHBIE TIPEmapaThl OIEHKa CTOMMOCTH TOIOBOTO Kypca Tepamuu B ClIydae PacCCMOTPEHHUS BKIIOYCHHUS
MpeIaraeMoro JIEKapCTBEHHOTO TIperapara B TIepeueHb JOPOTOCTOSIIUX JIEKApCTBEHHBIX IpernapaToB
OCYILIECTBIIIETCS] B OTHOIIEHUH PACUETHBIX LIEH Ha 3aKyNaeMble JIEKAPCTBEHHBIE Mpernaparbl B COOTBETCTBUH C
uH(popmarmeit 0 1eHax JEKapCTBEHHBIX MPENapaToB, COACPKANIUXCA B PEeCTpe KOHTPAKTOB, 3aKITFOUCHHBIX
3aka3unkamu. [Ipu 3TOM pacyeTHas 1ieHa Ha JIEKApCTBEHHbBIE Mperaparbl COOTBETCTBYET CPEIHEB3BEIICHHON
neHe (haKTUYECKUX 3aKyNOK Ha BOCIPOM3BEACHHBIE WM OHOAHANIOTrOBbIe (OMOMOMOOHBIE) JIEKapCTBEHHBIC
npemaparbl (npu Hanmuuuu). [lpu OTCYyTCTBHHM BOCHPOU3BEICHHBIX WM OMOaHAJIOTOBHIX (OHMOMOMOOHBIX)
JIEKapCTBEHHBIX MpEIapaToB pacueTHas II€Ha Ha JIEKApCTBEHHBIE MPETapaThl COOTBETCTBYET CPEIHEB3BEIICHHOM
1eHe paKkTUYeCKNX 3aKyIOK OPUTHHATIBHBIX JIEKAPCTBEHHBIX MIPEMapaToB.

HpI/I OLCHKEC JOIIOJHUTCIIBHBIX HOCJ'Ie)ICTBI/Iﬁ IMPUMCHCHHUA JICKAPCTBCHHOI'O IIp€riapara TaKKe
OCYHICCTBIIAACTCA aHAJIM3 JdHHBIX O rOCYﬂapCTBCHHOﬁ peructpanuu, aHalinu3 O6paH_IeHI/I$I JICKapCTBCHHOI'O
npenapara, nOpeajaracMoro najid BKJIIOYCHHA B TICPEYHU, a TaAKXKC TCPAICBTHUYCCKU aHAJIOTHMYHBIX
JICKAPCTBCHHBIX IMPEIIapaTOB, BKIIFOUCHHBIX B IICPCYHU.

B nensax momyueHuss HEOOXOAWMOW JOMOJIHUTENBHOW WH(OPMALMM U YTOYHEHHS NPEACTABICHHBIX B
NPEIOKEHNH CBEIEHUM NpHU NPOBEAECHUU KOMIUIEKCHOM OLIEHKH OCYIIECTBISETCS MOUCK HHPOpPMALMU O
JIEKapCTBEHHBIX Ipenaparax B paMKax IPENJaraéMoro K BKIIOYEHHIO MEXIyHapOIHOIO HEIaTeHTOBAHHOIO
HAauMEHOBaHUs (IPU OTCYTCTBUU TAaKOI'O HAMMEHOBAaHUSA - B paMKax IPYNIHUPOBOYHOTO WM XMMHYECKOTO
HAaUMEHOBaHHUSA), B TOM 4YHCJIE€ O KIMHUYECKMX M (WIM) KIMHUKO-D)KOHOMUYECKHX HCCIIEI0BaHUIX
JIEKapCTBEHHBIX IpenaparoB. [Ipu »TOM K 3aKkirOueHHsIM, yKa3aHHbIM B IyHKTe 25 Hactosmux [IpaBwmi,

MPUIIATAIOTCS MTOJIHOTEKCTOBBIC MyONMKAIIMY TaKUX UCCIISTOBAHHIA.
(1. 24 B pen. ITocranosnenus [Ipasurenscta PO ot 25.07.2024 N 1009)

25. Tlo pe3ynbraram KOMIUIEKCHOM OILIEHKH SKCHEpPTHAasi OpraHu3alMsi COCTABIAET 3aKJIIOUEHHE I10
pesyibpraTaM aHaiau3a HH(OpPMalMd O CpPaBHUTENBHON KIMHUYECKOH d(dekTuBHOCTH u 0€30MacHOCTH
JIEKapCTBEHHOTO Tpermapara 1o ¢opme comtacHo npmwiokeHnio N 7, lleHTp SKcmepTusbl CcOCTaBiIsSeT
3aKJIFOUYCHHE 10 PE3yIbTaTaM OIEHKH SYKOHOMHUYECKHUX MOCISACTBUN MPUMEHEHHUS JICKapCTBEHHOTO IMperapara,
W3y4YCHHUS JIOTIOJTHUTENIbHBIX TIOCIICJCTBUNA TPUMEHEHHs JIEKAPCTBEHHOTO IIpemapara, a TakkKe OIEHKH
CTOMMOCTH TOJIOBOTO Kypca Tepanuu MpeiaraéMbiM JIEKAPCTBEHHBIM IMpEenaparoM IO CpPaBHEHUIO C
TepaHeBTI/I‘—IeCKI/I AHAJIOTUYHBIMU HeKapCTBeHHLIMI/I npenapaTaMI/I, BKJIFOUCHHBIMHN B Hepe‘—IHI/I, 10 q)opMe
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comacHO mnpwiokeHuto N 8(1) M mpencTaBislOT MX B KOMHCCHIO C HalpaBJI€HUEM COOTBETCTBYIOIIETO

YBEIOMJIEHHUS Ha 3JIEKTPOHHYIO ITOUTY 3asIBUTEIIS, AIPEC KOTOPOU YKa3aH B IPEMIOKECHUU.
(. 25 B pen. IToctanopnenus [Ipasurenscta PO ot 25.07.2024 N 1009)

26. Hpezmon(eHI/Ie, B TOM 4YHCJIC IIpUJIaracMbI€ K HEMY JOKYMCHTEI U CBEACHHA, a TAKKE 3aKJIIOYCHHS T10
pe3yjibTaram KOMILIEKCHOM OLICHKKM B TCYCHUC 2 pa60‘-II/IX I[HCﬁ CO JHA HX IIOJYYCHUS HAIIPABJIAIOTCS
KOMHUCCHEN € TPENOCTaBICHUEM JOCTyNla K DSJEKTPOHHBIM BEPCHSAM NPEMIOKEHUS C MPUIIaracMbIMH
JOKYMCHTaAMH U CBCACHHAMU ITITABHOMY OJKCIICPTY C YyUCTOM HpO(bI/IJ'Iﬂ €ro JCATCIBbHOCTHU JI1 IMOATIOTOBKH IIO
9TOMY MPCAJIOKCHHUIKO HAY4YHO 000CHOBAaHHOM PECKOMCHAAMK O BKIKOYCHHHU JICKAPCTBCHHOI'O IIPpCIlapara B
MEPEYHN ¥ MHHUMAILHBIA aCCOPTUMEHT 10 hopme cormacHo npuioxkenuto N 9 (manee - HaydHO 000CHOBaHHAs
PEKOMEH 1a1IHs ).

(1. 26 B pexn. Ilocranosnenus [IpasurensctBa PO ot 25.07.2024 N 1009)

26(1). IIpu popMupOBaHUN MUHUMAIBHOTO AaCCOPTUMEHTA, a TAKXKE MPH MOCTYIUICHUH TPEAJIOKEHUs 00
MCKJIIOYEHUH JIEKapCTBEHHOTO IMpernapara U3 NepeyHeld 1 MUHUMAJIbHOIO aCCOPTUMEHTa KOMUCCHUSL B CPOK, HE
OpeBbIIAIOIMNA 2 pabounmx JHEM cOo MAHA BBIHECEHMs 3aKJIIOYEHUS IO pe3ylbTaraM JOKyMEHTaJIbHOW
AKCIEPTU3BI, 32 UCKIIOUEHUEM NIPEUIOKEHNHM, B OTHOIIEHUH KOTOPBIX BBIHECEHO 3aKIIIOYEHUE C 3aMEYaHHUSIMU O
HECOOTBETCTBUHU YCTAHOBJICHHBIM TPEOOBaHUM, HAMPABISIET MPEAJIOKEHHE C IPEIOCTABIEHUEM JIOCTyNa K €r0
ANIEKTPOHHBIM BEPCUSIM C IPUIAaraéMbIMM JIOKYMEHTaMH U CBEICHUSAMM HE MEHEee 4YeM JIByM IJIaBHBIM
JKCIIEPTaM C y4dyeToM MNpodwis HX JeATeNbHOCTH C HAalpaBICHHEM COOTBETCTBYIOILEIO YBEJOMJICHUS Ha

AIIEKTPOHHYIO TIOUTY 3asBUTEIS, aJpec KOTOPOH yKa3aH B MPEIIOKCHHH.
(. 26(1) B pen. [Tocranosnenus IIpasutensctBa PO ot 25.07.2024 N 1009)

27. I'maBHbIi 5kcniepT B TedeHne 10 pabouux AHEN co JHA MONyYeHHUs JOKYMEHTOB, YKa3aHHBIX B ITyHKTAaX
26 u 26(1) nHacrosmux I[lpaBui, mpeacTaBiIsieT B KOMHCCHIO B 3JICKTPOHHOM BHJIE HAyYHO OOOCHOBAHHYIO
PEKOMEHIALIHNIO.

[Ipu monroroBke HayyHO OOOCHOBAaHHBIX PEKOMEHJALMKA TJIABHBIE SKCIEPThl B IENSIX TOTYYEHUs
JIOTIOTHUTENHHOU HHpOpMAIMU O 0e30MacHOCTH, KadecTBe U A(P(PEKTUBHOCTH B paMKax MpeajiaraeMoro K
BKIIIOYCHHUIO MEKIYHApPOAHOTO HEMAaTEHTOBAHHOTO HAaMMEHOBaHUS (TMPU OTCYTCTBUU TaKOrO HAMMEHOBAHUS - B
paMKax TpyNIMPOBOYHOTO WJIM XHMHYECKOTO HAUMEHOBAaHMs) MOTYT  HANpaBlsATh  3allpoChl B
npodeccuoHaIbHbIE HEKOMMEPUYECKHE OpTraHM3allid, CO37aBaeMble MEAUIIMHCKUMH DPAOOTHUKAMU W
dapmareBTHUECKUMHU paOOTHUKAMHU.

['maBHBIE »SKCIIEPTHI TPH TMOATOTOBKE HAYYHO OOOCHOBAHHBIX PEKOMEHJAIMKA [I€Jal0T BBIBOJ O
1e1ecO00pa3HOCTH HCKIIIOYEHHS JICKapCTBEHHBIX IpEnaparoB W3 IMepeyHeil B ciayyae, €Cld CTOMMOCTh
MpEeAIaraeMoro K pacCMOTPEHHUIO JIEKApCTBEHHOTO Mpenapara HIKe CTOUMOCTH TEPANEBTUUECKU aHAJIOTUYHOTO
JIEKapCTBEHHOTO Tpernapara 3a Kypc Tepamuu, BKIIOUEHHOTO B TMEPEYHHU, MPU BKIIOYECHUU AJIBTEPHATUBHBIX
JIEKapCTBEHHBIX IMPEnaparoB, 00JIaJaloMUX JT0Ka3aHHBIMU KIMHUYECKUMHU, U (UITH) KIMHUKO-IYKOHOMUYECKIUMHU
MpeuMyIIecTBaMH, U (WIM) OCOOCHHOCTSMHU MeXaHH3Ma JEHCTBUS, U (WiIu) OOMNbIIei 0Oe30MacHOCTHIO TpU
JTUATHOCTHUKE, MPO(QUIAKTHKE, JICUCHUH WIH peaduiInTanuu 3a00JIeBaHMi, CHHIPOMOB U COCTOSIHHIA, a TaKKe B
ciydae, €Clii BKJIIOYCHHBIH B TIEPEYHU JICKAPCTBEHHBIN Mpemnapar He MPUMEHSETCS B CYIIECTBYIOIINX CXeMaX

TCpallnu.
(. 27 B pen. IToctanopnenus [IpasurensctBa PO ot 25.07.2024 N 1009)

28. Ilpu Hecomiacuu MOJHOCTHIO WM YaCTUYHO C 3aKJIIOYEHHUSIMM SKCIIEPTHOM OpraHu3auuu U (WiH)
IlenTpa sKcriepTHU3bl MIaBHBIN SKCHEPT FOTOBUT HAyYHO OOOCHOBAaHHYIO PEKOMEHJAINIO, B KOTOPOW YKa3bIBaeT
3aMeuaHMsl C JIeTAIU3UPOBAHHBIM OOOCHOBAaHHMEM U CCHUIKAMH Ha MyOJIMKALMU O JaHHBIX KIMHUYECKUX
MCCJIEJIOBAHUH JIEKapCTBEHHOTO Ipenapara U (WIn) JaHHBIX MOHUTOpPUHTa ero 3¢ ()EeKTUBHOCTH U 0€3011aCHOCTH
Ha Teppuropun Poccuiickoil ®enepanyu u (Wiam) 3a pyOexoM, a TaKkKe JaHHBIX KIMHUKO-KOHOMHYECKUX
UCCIIIOBAaHUI U pacyeToB, 000CHOBBIBAIOLINX €TO BBIBOJIBI, C MIPHJIOKEHUEM 3TUX MyOIHKaLU.

(B pen. [Tocranosnenuii [Ipapurenscrea PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

28(1). 3asBuTeNnp B CIyyae HECOIVIaCHs C pe3yJbTaTaMu KOMIUIEKCHON OIEHKH M Hay4YHO OOOCHOBAaHHOM
pEeKOMeHaluel TIaBHOTO JKCIepTa BIpaBe HE MO3JHEe 4eM 3a 5 paboumx JHEH 10 3aceAaHus KOMUCCHH
MPEICTaBUTh B KOMUCCHUIO B 3JICKTPOHHOM BHJE JOMOJHHUTEIIbHBIE JOKYMEHTBI U CBEACHHS IO MPEAJIOKEHUIO
(KTMHUYECKHUE UCCIIEOBaHUs, HOBOE IICHOBOE MPEMJIOKEHHE, MOATBEPKICHHOE pEe3yJbTaTaMU KIMHUKO-
HSKOHOMMYECKHX HCCIICIOBAaHUNA W HCCIENOBAHUN C HCIONB30BAaHMEM aHallM3a BIUSHUS Ha OrOMKeT, 0e3
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M3MEHEHUI, HO C Y4YeTOM HOBOW IIE€HBbI, C MPEJCTABICHUEM COOTBETCTBYIOUIMX MOJIEIEH C pacueTamu).
Komuccust HampaBisieT Takoe NpPEIIoKEHUE C MPEJOCTaBICHHUEM JOCTyNa K €ro 3JEKTPOHHBIM BEPCHUSIM C
MpWIaraéMbIMU JOKYMEHTAMH M CBEACHHUSMHU JUIsl TIOBTOPHOTO IMPOBEICHUSI 3TANOB KOMIUIEKCHOM OIIEHKH,
MPENyCMOTPEHHBIX moamyHktamu  "0" w "B" mynkra 19 mnactosmux [IpaBun, ¢ HampaBiieHHEM
COOTBETCTBYIOILIETO YBEAOMJICHUS HA AJIEKTPOHHYIO MOUTY 3asBUTENISA, aJpeC KOTOPOH yKa3aH B MPEIJIOKEHHUH, B
TedeHrne 3 pabouyux JIHEH ¢ JaThl MOMYYEHUsS MPEUIOKEHHUS C IMPEACTABICHHEM pe3ylbTaToB Ha 3aceqaHuH

KOMUCCHH.
(. 28(1) BBenen [locranosnenuem IIpaButenscta PO ot 25.07.2024 N 1009)

29 - 30. YTparunu cuiy. - [loctanosnenue [IpaBurtenscrsa PO ot 29.10.2018 N 1283.

31. 3aceganus komuccuu npoBoAsTcs 10 10-ro yucna 2-ro Mecsia KBapraja, CIeIyIOLEro 3a KBapTajaoM,
B KOTOpoM LleHTpoM 3KCHepTH3bl MPEACTABICHO 3aKIIOUEHUE IO pe3yibTaraM aHajiu3a METOAO0JIOTHYECKOro
Ka4eCTBa O CPETHEM HJIA BHICOKOM YPOBHE METOIOJIOTMUECKOTO KaueCTBa XOTsI ObI OJTHOTO W3 MPEICTABICHHBIX
KJIIMHUKO-3KOHOMHYECKUX HMCCIICIOBAHUI JIEKAPCTBEHHOTO Ipernapara U XOTs Obl OJHOTO W3 TMPEICTABICHHBIX
WCCJICJIOBAaHUN C MCTONB30BAHUEM aHAIM3a BIUSHUS Ha OIODKET B paMKaX OJHOTO MOKa3aHUS K MPUMEHEHHUIO
JIEKapCTBEHHOTO TMperapara, 3a HWCKIIoUeHHeM Op(aHHBIX JIEKApCTBEHHBIX IpernaparoB. B oTHoIIeHUU
opdaHHBIX JIEKAPCTBEHHBIX IPENapaToB 3acelaHus KOMHUCCUU TpoBoasaTcs g0 10-ro yumcna 2-ro mecdina
KBapTala, CJIeIyIOUIEro 3a KBapTajaoM, B KOTOPOM MPEACTABICHO MPEAIOKEHHUE.

Pemrenus 1o MMPEAIOKEHUAM, B TOM YUCIIC IIPU MMPEACTABICHUMU B HAYYHO 000CHOBAHHOM PEKOMEHAAINU
I'TaBHOTO Cri€lMaancTa, coz(epxcameﬁ MMPECJIOKCHUC 00 UCKITFOUCHHH JICKAPCTBCHHBIX IMIPCTIapaToOB M3 nepequﬁ,
MNPUHHUMAIOTCA Ha 3aCCAaHHuAX KOMHUCCUHU B COOTBCTCTBUHM C JIMCTAMHU TOJOCOBaHHA YJICHOB KOMMCCHH,
MNPUCYTCTBYIOIIUX Ha 3aCCJaHMKU KOMHUCCHHU, COACPKAINIMMHU PE3YJIbTATbl KOMIIJICKCHOM OLICHKHU, C Y4YCTOM
Hay4YHO 000CHOBaHHOM PEKOMCHAAIMU TJIABHOI'O 3KCIICPTA. HpI/I 9TOM HAy4HO 000CHOBaHHAs PEKOMCHAAUA
IABHOI'0 SKCHIEpTa NPCACTABIACTCA YWICHAMU KOMHUCCUH.

KomMuccusi mpu NpUHATHU pelIeHUs O BKIOYEHHUU (00 HCKIIOYEHHH) JIEKApCTBEHHBIX MpPENapaTroB B
nepeuyHd (M3 nepeyHerd) M MHUHUMAaJbHBIA ACCOPTUMEHT (M3 MHUHHUMAJIBHOTO AaCCOPTUMEHTA) YYHUThIBAeT
CBEJICHUS O OCTaBKax JEKAPCTBEHHOTO Ipernapara Ha Tepputoputo Poccuiickoit denepannu, a TAKKE MO3UIUIO
OpraHoOB TOCY/IapCTBEHHOM BiacTH cyObekToB Poccuiickoit denepanuu B chepe oxpaHbl 310pOBbs, YKa3aHHYIO
B nmyHkte 20(1) nactosmux Ilpasui.

Komuccus mnpuHMMaeT pemeHHe 00 HUCKIIOYEHMH JIEKapCTBEHHOIO Ipenapara U3 IepeyHed U
MUHHMMAaJIbHOTO aCCOPTUMEHTA MPU MOATBEPKICHUHN CITy4aeB, YKa3aHHbBIX B a03al1aX TPEThEM - CEAbMOM ITyHKTa
6 Hacrosimux [IpaBui, a Taxke mpu NMPEACTAaBICHUH HAYYHO OOOCHOBAHHOW PEKOMEHJAINH, TPEICTaBICHHON
IVIaBHBIM HKCIIEPTOM B COOTBETCTBHHM € a03alieM BTOpPbIM IMyHKTa 6 HacTosmux [Ipasui.

[Ipu paccMOTpEHUH TPEUIOKEHHS, B OTHOIIEHWH KOTOPOTO B HAYYHO OOOCHOBAHHOW PEKOMEHAIUH
[JJaBHOTO JKCIEpTa B COOTBETCTBUU C ab3aleM TpPeTbUM IyHKTa 27 HacTosmux [IpaBui chenaH BBIBOA O
1e1ecOo00pa3HOCTH HUCKJIIOUEHUS! JICKapCTBEHHBIX IMpenapaToB W3 TMEpeyHei, Ha 3acelaHue KOMHCCHUU
[PUIIAIIAIOTCS TPEACTABUTENN BCEX IIPOM3BOAMTEIEHM JIEKAPCTBEHHBIX IpenaparoB W (WIM) BIIAJCIbLEB
(neprkaternieil) perucTpallMOHHBIX YJOCTOBEPEHUN TaKUX JIEKAPCTBEHHBIX IMPENapaToB B LEISIX PacCMOTPEHUS
BOIIPOCA MCKJIIOYEHUS JICKAPCTBEHHBIX MPENapaToB U3 MEPEUHEN WM MEePEPErucTpalun 3aperucTpUpOBaHHbIX
IIPEENbHBIX OTIIYCKHBIX LIEH IPOU3BOJUTENIEH HA HUX.

B ClIydya€ paBCHCTBA IOJOCOB pPCHIAOIIUM ABJICTCA TOJOC HNPEACCAATCIIbCTBYIOIICIO HaA 3aCCIaHUN

KOMHUCCHHU.
(. 31 B pen. IToctanopnenus [Ipasurenscta PO ot 25.07.2024 N 1009)

32. Ha 3acenaHue KOMMCCUHM MPHUIVAILACTCS MPEACTaBUTENb (ElepabHOI0 Ka3eHHOIO YUYpPEexkJIeHHs
"denepanbHbIA LHEHTP INIAHUPOBAHUS U OPraHU3aliyu JEKapCTBEHHOTo obecreueHus rpaxxaan" MuHucTepcTBa
3apaBooxpaHeHust Poccuiickonn @enepanuy, a Takke B LEJAX HAyYHOIO ONIOHMPOBAHUSA IPEACTABUTEIN

[lenTpa sKCrIepTU3BI U SKCIEPTHON OpraHU3aIIUH.
(. 32 B pexn. [Tocranosnenus [IpasurenscTBa PO ot 25.07.2024 N 1009)

33. Uudopmanus o Xofe U pe3yabraTaXx pacCMOTPEHUS TMPEATIOKEHHS, a TAKKE O MECTe, J1aTe U BPEeMEHHU
3ace/jaHus KOMHCCHH pa3MeraeTcs 3a 7 pa0odyux JHEW J0 COOTBETCTBYIONIIETO 3acelaHusl Ha O(HIIMaTLHOM

https://online.consultant.ru/riv/cgi/online.cgi?req=doc&base=LAW&n=518753&cacheid=D19CDAC3282A6 CCE5E668D7631BD23A1&mode=sp... 14/62


https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&dst=100107&field=134&date=16.01.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=310199&dst=100059&field=134&date=16.01.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&dst=100109&field=134&date=16.01.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=481691&dst=100116&field=134&date=16.01.2026

16.01.2026, 13:29 MocTaHosneHue Mpasutensctea PP ot 28.08.2014 N 871 (pea. ot 08.11.2025) "O6 ytBepxaeHum Mp... \ KoHcynbranTlntoc

caiite B cetu "NHTepHeT".

WNudopmaruss 0 TPHHATHIX Ha 3aceaHUM KOMHUCCHHM PEIICHUSX 00 o0m00peHun (OTKJIOHCHHH)
MIPEIIOKEHUN pa3MmeniaeTcss Ha oduIraibHOM caiite B ceTd "MHTepHEeT" B TedyeHHe 5 pabouux JHEW mocie

MIPOBEICHUS 3aceNaHNs KOMUCCHU.
(B pen. ITocranoBnenus [IpaButensctBa PO ot 25.07.2024 N 1009)

(m. 33 B pen. Ilocranonenus [IpaBurensctBa PO ot 29.10.2018 N 1283)

34. Ilpu BO3HMKHOBEHHH KOH()IMKTa MHTEPECOB COOTBETCTBYIOIIME UYJICHbI KOMUCCHM HE YYacTBYIOT B
IIpoLeypaxX IPUHATHUS PEIICHUN 10 KOHKPETHOMY IPETIOKEHUIO.

CrenmanucTsl 3KCIEPTHOM opraHu3anuu M lLleHTpa 5SKcnepTu3bl, ydYacTBYIOIIME B IOJITOTOBKE
3aKJIIOYEHMSI TI0 pe3yibraTaM KOMIUIEKCHOM OLIEHKH, MpeaycMOTpeHHOW NyHKToM 19 Hactosmmx [lpaBui,
[IaBHBbIE OKCHEPThl M WIEHbl KOMHUCCHH, TIPEACTABUBIIME HEAOCTOBEpHYIO HUHGOpMAIMI0 WIH HE
IpeACTaBUBLIME (HECBOEBPEMEHHO IPEICTABMBIINE) B KOMUCCHIO MH(OpMAIMIO O HAJIWYUU OOCTOSTEIBbCTB,
CHOCOOHBIX MPUBECTH K KOH(IUKTY MHTEPECOB IMPHU PACCMOTPEHHUU MPEUIOKECHUH, MO PELICHUI0 KOMHUCCHU
OTCTPAHSIOTCS OT JAJbHEWIIEro ydacTusi B JEATENIbHOCTH MO (POPMHUPOBAHMIO MEpEeYHE M MHHHMMAaJIbLHOTO

aCCOPTUMCHTA, a pCIICHUC 110 ITPCIIIOKCHUIO, IIPUHSATOC KOMUcCcHuei IIpH UX YHACTHUH, IIOAJICIKUT IICPECMOTPY.
(8 pen. [Tocranosnenuii [1pasurenscta PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

I'maBHBIE SKCHEPTHI, YJEHBI KOMHCCHM, OKCIEpTHAs opraHu3auus, LIeHTp >SKCrepTusbl, a Takxke
CIELMATUCTHI AKCIEPTHOM opranu3anuu U L{eHTpa skcrnepTrs3bl HE BIPaBE OCYIIECTBISATh KOHCYJIBTHPOBAHUE
3asBUTENIEHM, B TOM 4YHUCJIE OKa3blBaTh IUIATHBIE YCIYTH I10 KOHCYJBTUPOBAHMIO, IMPH PACCMOTPEHUH
IIPEIIOKEHU .

(a03ar BeeneH [locranoenenuem [IpaBurensctBa PO ot 25.07.2024 N 1009)

35. Ilo pesynpratam 3aceaHUil KOMHUCCHUU TOTOBSTCS IPOEKThl pacnopsbkeHud IlpaBurtenbcrsa
Poccuiickoit denepanuu O BHECEHUMM W3MEHEHHHM B IIEPEYHM W MUHUMAJBHBIM ACCOPTUMEHT, KOTOpBIE
pasMemarotcs Ha ounrabHOM caite B cetu "MuTepHeT" Ha cpok He MeHee 10 pabounx JTHEH.

IIpoekTsl pacnopsixennit [IpaBurensctBa Poccniickoit @eaepanum 0 BHECEHUH U3MEHEHUN B MEPEYHU H
MUHMMAJbHBI  aCCOPTUMEHT (OPMHUPYIOTCS IO pe3yiabTaTaM 3ace€daHud KOMUCCHMM C  yKa3aHHEM
MEXXYHAapOJIHBIX HENaTeHTOBAaHHbIX HAMMEHOBAaHUIl JIEKAPCTBEHHBIX MpernaparoB (IpU OTCYTCTBHM TaKUX
HAaUMEHOBAHUH - 110 TPYNIIUPOBOYHBIM MJIM XUMUYECKUM HAaUMEHOBAHUSM), C YKa3aHHUEM crioco0a U (WiIH) MyTH
BBEJICHHUS JICKQpCTBEHHOIO TIpernapara, a Takke Ipd HeoOXOJUMOCTH OCHOBHOIO D3JEMEHTa WU
JIOTIOJTHUTEIBHOTO 3JIEMEHTa JIEKapCTBEHHBIX (OpM, B TOM 4MCJIE€ TUIA BBICBOOOXKICHMS JEHCTBYIOLIETO

BCIICCTBA.
(. 35 B pen. [locranoBnenus [IpasutensctBa PO ot 25.07.2024 N 1009)

36. V3MeHeHMsT B MNPOEKTHbl NEpPEYHEH M MHUHUMAJIbHOTO aCCOPTHUMEHTA MOJIEKAT COIIACOBAHUIO C
MUHHCTEPCTBOM TNPOMBIIUIEHHOCTH H ToproBiu Poccuiickoit ®enepanun, MHUHHUCTEPCTBOM (PUHAHCOB
Poccuiickoit  ®Denepaunn, MHHUCTEPCTBOM TpyAa H couuainbHOW 3ammThl Poccuiickoit denepaunu,
MUHUCTEPCTBOM 3KOHOMHUYECKOTO pa3Butus Pocculickorn @epeparuu, denepalbHONM aHTUMOHOMIOJBHOM
ciyx60#, DenepanbHON CiIy:k00H MO Ha30py B cdepe 3aluThl IpaB MoTpeduTeneit 1 O1arononydns 4eaoBeKa
u MuHucTEepcTBOM Hayku M Bbicuiero oOpazoBanusi Poccuiickoit @enepanuu u BHeceHuto B lIpaBurenbcTBo

Poccutickoit deneparuu He mo3aHee 15 OKTAOPS TEKYyIIEro KaJICHIapHOTO rojia.
(B pen. IlocranoBnenuii [IpaBurensctBa PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot 03.12.2020 N 2021, ot
25.07.2024 N 1009)

[Tpunoxenue N 1

k IIpaBunam ¢popmupoBanus nepeuHen
JIEKapCTBEHHBIX IIPENapaToB

JUISL MEUIIMHCKOTO TPUMEHEHHUSI
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Y MUHHUMAJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HGO6XO,III/IMBIX IJIA OKa3aHUs

MEIUIIMHCKON ITOMOIITH

Crrcok U3MEHSIOUMX JOKYMEHTOB
(B pen. Ilocranosnenwuii [IpaButensctea PO ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, ot 20.11.2018 N 1390, ot 05.06.2020 N 829,
or 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B xomMmccuo MuHMCTEpPCTBA
3n0paBooxpaHeHusa Poccumckom denmepauum
0 QOPMMPOBAHMIO IEPEUHEN JIEKaPCTBEHHEX
npenapaToB OJjid MEeOMLMHCKOTI'O
[IPMMEHEHUSS VM MUHMMAJIBHOT'O aCCOPTUMMEHTAa
JIEKAQPCTBEHHEIX [IpernaparTos,
HeOOXOOVMMBIX IJIA OKaBaAHMUSA
MEeNVUMHCKOM [IOMOIM

[IPEIJIOXEHVE
O BKJIOYEHMM JIEKAPCTBEHHOT'O MNpelapaTa B IepedHM JIEKapCTBEHHHX
npenapaToB IOJjd MEeOMUMHCKOTO NPMMEeHeHusa <*>

1. Hacrodllee HOpenjiOXeHMe KacaeTCs BKJIOUEHUS JIEKAPCTBEHHOT'O IpelapaTa B
[IepeuHM JIeKapPCTBEHHHX IIPelnapaToB:

1.1. IepeYeHb XUBHEHHO HeOoOXOIOMMEBIX u BaXHEVIIMX JIeKapPCTBEHHEIX
IpenapaTos;

1.2. mnepeueHb JIEKAPCTBEHHBEIX I[IPenapaToB, NPpelHA3HAUEHHHX OJid obecrnedueHus
JINLL, OOJIBHEIX TeModuiImey, MYyKOBUCUMIO30M, IMUIOQUI3APHHM HAHM3MOM, OOJIE3HBLIC
T'ome, 3JI0KaueCTBEHHBMU HOBOOOPA30BAHUAMHA IuMQOMIOHOY, KPOBETBOPHOM U
POLOCTBEHHEBIX UM TKaHEeW, PaCCEeSHHBIM CKJIEPO30M, TIEeMOJIUTUKO-YyPEMUUECKNM
CMHIOPOMOM, IOHOUWECKMM apTPUTOM C CUMCTEMHEIM HadajioM, MyKOINOJMcCaxapmmosom 1,
IT m VI TunoB, amljaCTUUECKOM aHeMMeM HEeyTOUHEHHOM, HaCJIeOCTBEHHEM IebMIIMTOM
baxTopoB II (¢mbpumHOoTeHa), VII (jmabmuiapHoTo), X (Criapra - Illpay2pa), a Takxe
JIML, [IOCJIe TPAaHCIJIaHTaUuuM OPITaHOB M (MJIM) TKaHeHM.

2. VudpopMauusa O 3asgBUTETIE:

2.1. HauMeHOBaHMEe OpTaHM3aUUM UM GbaMUIMdg, MMda, OTUEeCTBO (OpM HaJIUMuUM)
I'paXiaHMHa ’
;

2.2. OTBETCTBEHHOE JIMIO, INOJIKHOCTH
2.3. azmpec (MecTO HaXOXIEHMS) WM MECTO XUTeJIbCTBa ;

TeyieponH (Pakc) ;
SJIEKTPOHHAS IIouTa ]
3. MubopMaumsa O JIEKAPCTBEHHOM IIpernaparTe:

3.1. HauMeHOBaHME JIEKAPCTBEHHOTO IMpernaparTa:

3

.1.1. MexOyHapOoIHOE HEelNaTeHTOBAHHOE HaMMeHOBaHUe ;
3.1.2. B cryudae OTCYTCTBUS MEeXIYyHapOIOHOTO HernaTeHTOBAaHHOTO
HaMMEHOBAHUSA — TPYINIUPOBOUHOE HAMMEHOBAaHMUE ;
3.1.3. B ciyuae OTCYTCTBUSA MEeXIYyHapPOIHOT'O HEeINaTeHTOBAHHOTO U
TPYIIVPOBOUHOTO HAMMEHOBAHUM — XMMMUUECKOEe HaMMeHOBaHUue ;
3.1.4. B cJyyuae OTCYTCTBMA MHEIX HaMMEeHOBAHUM - TOPI'OBOe HaMMEHOBaHUE

’

3.2. KOOI aHATOMO—TEepaleBTUUECKO—XUMUUECKOM KJIaccudpmralmm
JIEKAPCTBEHHOT'O IIpernapaTa ;
3.3. 3aaBJIEHHEIE IokKasaHus K I[IPYMMEHEeHMI JIeKapCTBEHHOTO [IpernaparTa
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COTJIaCHO VHCTPYKLUUU 1o IIPUMEHEHHUI0 C YyKas3aHUeM Koma MexnoyHapoOHOM
CTAaTUCTUUECKOM KJaccubuxkaumum ©OoJesHey u npobjeMm, CBSB3aHHEIX CO 3IO0POBLEM
(mepeumcanuTs)

4
3.4. TrocymapCTBeHHas peIucTpalusa JIEKapCTBEHHOI'O IpelapaTa B Poccuymckou
demepaumm:
mara (J4u.MMmM.IDTIT) ;
HOMEP PEeI'MCTPALMOHHOT'O YyIOOCTOBEPEHUS ;
naTa NONTBEPXOSHNS TOCYyOapCTBEHHOM perucTpaumumn JIEKaPCTBEHHOTO
npenapaTta (Oo0pu HaaMumMy) (Y4.MM.I'TIT'T) ;
perucTpauMsa B KadecTBe OpOaHHOT'O JIEKAPCTBEHHOT'O IpenapaTa (ma/HeT)
3.5. HaMMeHOBaHME U aIpec (MeCTO HaxOXIEHMS) DPpUIMUYECKOTO JMlla, Ha MMSA

KOTOpOoro BBIOAHO permcrpaluMoOHHOE YOoCTOBEpPEHNKE JIEKAapPCTBEHHOI'O IIpeliapaTa,
MCIIOJIBE3YyEeMOI'O B KadWecCTBe IIpellapaTa CpaBHEHUA (HpM HaJIMUUU )

.
4

IPOM3BOOUTEID JIEKAPCTBEHHOTO npenapara, MCIOJbB3yeMOT'O B KadecTBe
npenapaTa CpaBHeHUS (OpU HaJIUUUU) ;

3.6. IaHHEIE O IIPOMBBOIACTRBE JIEKAPCTBEHHOTO IIpelnapaTa B Poccumckon
demepauunm (OpM HAJIMUUN) ;

3.7. npenjlaraeMmele K BKJIOUEHMIO JIEKAPCTBEHHBIE GQOPMH 3apPeIUCTPUPOBAHHOTO
JIEKapCTBEHHOTO npenapara, B TOM UMCJIe SKBUBAJIEHTHHE, penyCMOTPEHHEE
[lepeuHeM HaVMEHOBAHUM JIEKAPCTBEHHEIX (QOPM JIEKAPCTBEHHEIX I[IpelapaToB IJid
MEeIMIMHCKOT'O IPMMEHEHUs, YTBEPXISHHBM MyYHMCTEPCTBOM 3IPaBOOXPAHEHUS
Poccumckomn demepauunm (IepednCIIUTD)

14

C YyKasaHMEeM OCHOBHOTO BJIEMEHTAa MWJIM NOOINOJIHUTEJIbBHOTO 3JIEMEHTa JeKapCTBEeHHBIX
bopM, B TOM UMCJIe IIPM HeOOXOIOMMOCTM TuIla BHCBODOXIEHUS OeMCTBYIIEIO
BelleCTBa, IIPM BTOM BMECTO JIEKAPCTBEHHBEIX QOPM IONyCKaeTCd ykKaszaHmue crnocoba u
(mnmm) nyTu BBeIeHMS JIEKAPCTBEHHOTO IIpernaparTa;

3.8. cBemeHusa O BOCIIPOM3BEIEHHBIX MM O1M0aHaJIOT'OBEIX (BronomoOHBIX )
JIEKAPCTBEHHEIX IIpernaparax ([Ipr HaJludum)

7

3.9. cCcBeneHMsa O LeJIeBOV TIpPYIINe MNalMeHTOB (IPM BKJIOUEHUM JIEKAPCTBEHHOTO

npenapaTta B I[epeudeHb, YKas3aHHBM B I[IOONYHKTe 1.2 TNOyHKTa 1 HACTOAWETO
NIPenJIOXEHUT) ;

3.10. <cBemeHMsa O IIOCTaBkax JIEKAapPCTBEHHOTO IIpelapaTa Ha TepPPUTOPUIC
Poccuyickom denmepalnin:

KOJIMUECTBO YIAKOBOK JIEKAPCTBEHHOTO IperapaTa, BBEOeHHOTO B TI'PaXIaHCKUMN
ofopoT 3a HOepuon, MNPedNecTBYKRIMM [Homadve NpenjioXeHus (IIoOMecsadHo, 3a IO,
IpelleCTBYONMY IaTe [NoHmaulu IpelJIOXeHUd) ;

KOJIMUECTBO YIAKOBOK JIEKAPCTBEHHOT'O IpelapaTa, I[JIaHUPYeMOoT'O K BBOLY B
TpaxIaHCKMM ODOpOT (IIOMEeCSAYHO Ha MNpencTodmue 365 1nHel) .

4. CpenmeHmda WU »IaHHHE O JIeKapCTBEHHOM I[IpelapaTe, IpeljlaraeMOM NOJid
BKJIIOUEHUS B I[IE€PEeUYHUM JIeKAaPCTBEHHHIX [IpelnapaToB:
4.1. HaydyHO OOOCHOBAHHEE JaHHBIE O HeOOXOOMMOCTM U ODOCHOBAHHOCTMH

IPpUMEeHEeHMUs JIEKapPCTBEHHOT'O IIpernapaTa IOJsS IOMATHOCTUKU, OPOOMUIIaKTUKM, JIeUeHUS
unu peabunmuraumum 3abo0JIeBaHMM, CUMHIOPOMOB WM COCTOSHUM, »OpeobjlajanlMx B
CTPYKType 3aboJleBaeMOCTM U CMEPTHOCTM TpaxaaH Poccumckom Odepmepally Ha
OCHOBAHUU IOJaHHBIX I'OCyHapCTBEHHOT'O CTATUCTUUECKOTI'O H&@HDE@HMH (HpM HaJIMuum
TaKMX CTaATUCTUUECKUX ﬂaHHHX);

4.2. HaJalmuue Hay4HO 0BOCHOBAHHBIX IOAaHHBIX o} KJIMHMUUYE CKUX u
bapMakKO®KOHOMUUECKUX IIPEUMMYIECTBAX IIPUMEHEHMUS JIeKapCTBEHHOTO IpenapaTa OoJjs
JledeHusa Jul, OOJIbHBEIX TeMoOuiImeym, MyKOBUCLUMIO30M, IMUIOQM3APHEIM HAHMU3MOM,

Bosie3Hb0 l'ome, 3JIO0KAYECTBEHHEIMM HOBOOOPA30BaHMAMM JIUMOOMOHOM, KPOBETBOPHOM
Y POICTBEHHHIX MM TKaHeM, pPaCCesSHHBIM CKJIEPO30M, TEMOJUTUKO-YPEMUUECKNUM
CUMHIPOMOM, IOHOWECKMM apTPUTOM C CMCTEMHHM HaudaJioM, MyKoIoJucaxapmumosoMm I,
IT u VI Tunom, anjacTMUEeCKOM aHeMMelM HEeYTOUHEHHOM, HACJeICTBEHHBM OedULMUTOM
baxTopoB II (pmbpmHOTreHa), VII (1abunbHOTO) , X (Crowapra - Illpayspa), JINLI
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[IOCJIe TPpaHCIJIaHTalMM OpTraHOB M (MIM) TKaHeM, IO CpaBHEeHMKO C I[IpelapaTaMmy,
yXe BKJIOUEHHEMM B [I€pPeuHM JIeKapPCTBEHHHEIX IIpelapaToB;

4.3. HalmMuye HaydyHO OOOCHOBAHHOM MHOOPMALMM O IpeumylecTBax MU (uam) ob
OCOOEHHOCTAX MexXaHusMa JOeMCTBUA JIEKapCTBEHHOTO IIpelnapaTa IO CPaBHEHMI C
a”HajioraMyM, B TOM UYMCJI€ BXOIAULIMMM B [IEPEUYHM JIEKAPCTBEHHEIX [PENapaToB IJId
MEOUUMHCKOT'O IpMMEHEHNS, npu IOIVMAaTHOCTHUKE, MNPpOoOUIaKTUKE MM JIE€UYEeHUM
3ab0JIeBaHMM, CHMHIOPOMOB M COCTOSHMM C Y4YE€TOM CTATUCTUUECKMX HOAHHBIX O
CTPYKType 3abojieBaeMOCTM M CMEPTHOCTM B Poccurickolr demepalum;

4.4. BOCTPpeOOBAHHOCTL (ColMaJibHas 3HAUMMOCTL) JIEKAPCTBEHHOT'O IIpenaparta
CUCTEMOM 3IPaBOOXPaHEeHMA U HaCeJIeHMEeM C ydYeTOM HaJlMuMsa JIEKapCTBEHHOTO
npenapaTta B I[EepPedHsAX JIEKapCTBEHHHX I[IPEeNnapaTos, OMHAHCUPYEMEIX 3a CUEeT
cpencTs OOOXETOB CyOBbeKTOB Poccuyckom denmepauuni;

4.5. HaIMuye JIEKAPCTBEHHOTO IpelapaTa B epedHe CTpaTeTrMuecKM 3HaUMMBIX
JIeKapCTBEHHEIX CpPelCTB, I[IPOM3BOACTBO KOTOPHX HOOJIKHO OBTHL OOecledeHO Ha
TeppuTopMumn Poccurickoy dermepalum, YTBEPXIEHHOM paclopsxeHMeM l[IpaBUTeJIbCTBa
Poccurickom denmepauum oT 6 umiong 2010 . N 1141-p;

4.6. HamuuMe (JokanmMs3alLumud) OIPOM3BOICTBA JIEKAPCTBEHHOTO IIpenapaTa B
Poccurickon demepauuy, B TOM 4YMCJIE I[IJIaHBl I[IO JIOKaJdM3aluuMM I[IPpOU3BOLCTBA
JIEKapCTBEHHOTO IIpenapaTa Ha TeppuTopum Poccurickoy demepaumn.

5. O60OCHOBaHMSA OJIS BKJIOUEHUS JIeKapCTBEHHOTO IIpelapaTa B IIepeydHU
JIeKapPCTBEHHEIX [IpelapaToB:
5.1. SNMUIOEMUOJIOTUYECKHUE IOaHHBIE (mpm HaJIM4uUM) - IOaHHBIE 1o

BaGOﬂeBaeMOCTVI, CMEPTHOCTIM, MHBAJIMOIHOCTM B OTHOIEHNMM BaGOJ'[eBaHT/IFI, CHHIOpPOMa
M COCTOAHNMA, IOJIA IMarHOCTHUKY, HpO(i)I/IJ'IaKTMKI/I, JISUEHNMA WIIN pea@m'MTauMM

KOTOPHIX noxKasaH JIEKAPCTRBEHHEY IpenapaT (IpenOcTaBJLgTCS Ha OCHOBAaHUU
Pe3yJIbTAaTOR I'OCYIapCTBEHHOT'O CTATUCTUYUECKOT'O HaOJOeHUS, IPYyIHUX OQMUIIMaJIbHEIX
MCTOUYHUKOB u BNUOEMUOJIOTUUYE CKUX MCCJIeOOBaHUM PacCIpPOCTPaHEeHHOCTH
3abosyieBaHuga) ;

5.2. KJIMHUYECKME IDaHHBEIE — IIOJIHOTEKCTOBBE BEPCUM KIMHUUECKUX
UCCcJenoBaHuUM (CTaThbM, OTUYETH Ha PYCCKOM fA3bBIKEe MJIM [IepeBeleHHbBle Ha PYyCCKUN
A3HK, 3aBEepPeHHBEEe 3BasgBUTEJIEM) (yxaselBaoTCsa aBTOPH, HaMMeHOBAaHMe, IU3AUH

rnccJjiegoBaHMAg, KOJIMYeCTBO IIaluMeHTOB, BKJIIOUEHHBIX B rccijiegoBaHMEe, Inepunuon
HaGHIO,I[eHMFI, IIOKa3aHmne K MeIOVMIMHCKOMY IIPMMEHEHMI JIEKAPCTBEHHOI'O IIpeliapaTa,

KOoTOopoe MBYy4daJioCh B MUCCJIeOBaHUY, KpUTepmun OLIEHKU 30beKTUBHOCTU
(beszonacHoOCTH) , JIeKapCTBEHHLE penapartH, C KOTOPEIMU CpaBHMBAJICH
openjaraeMel JIeKapCTBEHHHM IOpenapaT (OpM HaIMuuM) , IJ1aLeOO—-KOHTPOJIb MJIU
OTCYTCTBME JIeUeHMsda, pe3yJbTaTh MCCJeNOBaHMA C YyKa3aHMeM KOJIMYeCTBEHHHX
IOAHHHX, 3aKJIoueHrue, CIMCOK JIMTepaTypeEl IO CXeMe: aBTop, HaMMeHOBaHUEe
UCCIlenoBaHusg, BBIXOIIHEIE naHHele. [0  KaxIoMy KJIMHUUECKOMY MCCJIeNOBaHUL

yKaszbBaeTCsa YPOBEHb HOOKazaTeJIbHOCTU 30OeKTMBHOCTM JIEKAPCTBEHHOT'O IIpelapaTa
corJylacHO HOpuyjoxeHuio N 6 K IlpaeuiaM QOpMMPOBaHUSA IIepeudHel JieKapCTBEHHEIX
npenapaTos onsa MEeIULMHCKOTO IIPVMMEHEHMSA M MMHMMAJIbHOTO ACCOPTHMMEHTA
JIEKaPCTBEHHBIX [IpenapaToB, HEOOXOIMMBIX IJiS OKal3aHMsa MEeOMIMHCKOM IIOMOUM,
YTBEPXIEHHEM [IOCTAHOBJIEHUEM [lpaBuTenscTBa Poccurickoy demepauum oOT 28
aBrycrTa 2014 . N 871 "0O6 yTBepxmeHur IlpaBuil GopMUPOBaAHMUSA [IEpPEeUHEN
JIeKapCTBEHHHIX npenapaTos 0Jsg MEeOMUMHCKOTO MNPMMEHEHMS M MMHMMAJIBHOIO
ACCOPTHMMEHTa JIEKaPCTBEHHBIX IPenapaToB, HEOOXOIOMMEIX IJIA OKAa3aHMA MEeIOMLMHCKOU
nomomm) ";

5.3. ZIDaHHEIE O TepaleBTUUECKOM DHBKBUBAJIEHTHOCTHU (IpM HeOOXOOMMOCTM) -
I[IOJIHOTEKCTOBEIE BEepPCUM CPABHUTEJIbBHEIX KJIIMHMUECKMX MCCJIeIOBaHuM (CcTaThby,
OTUETH Ha PYCCKOM SA3LBIKE MM CTaTbM, OTUETH, I[IepeBEeIeHHBEEe Ha PYCCKUM S3HK,
3aBEpPEeHHHE 3aaBUTEJIEM) (YKas3eBanTCS aBTOPHI, HaMMeHOBaHUE, OM3arH
VCCcJegOoBaHMAa, KOJMUECTRBO IIAlMEeHTOR, BKJIOUEHHEX B MCCJeOOoBaHMe, IIepuon
HabJoaeHMsa, TIokasaHMe K MeIMIMHCKOMY I[IPMMEeHEeHMIO JIeKapCTBEHHOT'O IIpernapartTa,
pPesyJIbTaTE MCCJeIOBaHMSA C YKa3aHMEeM KOJIMUEeCTBEHHHEX JaHHBEIX, 3aKJIloueHue,
CIMCOK JIMTepaTyphl IO CXeMe: aBTOp, HauMMeHOBAaHME MCCJIeOOBaHWUSA, BHXOIHEIE
IOaHHBIE) ;

5.4. IOaHHBIE o KJIIMHUKO—2KOHOMUUYECKUX (bapMakKO®KOHOMMUECKUX)
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XapaKTeprucCcTrKax JIEKAPCTBEHHOT'O nperapaTa - IIOJIHOTEKCTOBEIE BepCum
KIVHUKO-3KOHOMMYECKMX MCCJemoBaHMy (CTaTbM, OTUETH Ha PYCCKOM SfA3EIKE WIIU
CTaTbM, OTUETH, I[epeBeleHHble Ha PpPYCCKMM HA3BK, SBaBEPEHHEE 3BasgBUTEJIEM)
(yKaSHBaDTCH cBeIleHMA fe]e) aBTopax, HalVMeHOBaHUEe ncciyiegoBaHMAa, CCBUJIKM Ha
MCCcJenoBaHmne, Ou3anH MCCJIenOBaHMA (peTPOCIEKTURBHOE, [IPOCIEKTUBHOE,
MOOeMpoBaHue <**>), BMI aHaJM3a, CBEeIOeHMA O JIEeKApCTBEHHEX IIpenaparax,
KOTOPEE MCIOJIE30BaJIUCh ojga CpaBHEHUSA C npenjlaraeMelM JIEKAPCTBEHHBIM
npenapaToM, 3aTpaTh, KOTOPHE YUUTHBAaJMCh B MCCJIEeOOBaHUM, U KOJUYECTBEHHHE
3HAUYEHMS 3aTpar B pyonax, 50QEeKTUMBHOCTE CpPaBHMBAEMBIX JI€KAPCTBEHHBIX
npernapaToB (KpUTeEpUM OLEeHKM 5HSOOeKTUMBHOCTM UM KOJMUECTBEHHHE 3HayeHud) ,
PEe3yJIbTATE UCCIIEOOBaHUS, CIMCOK JIMTEepaTYPH - aBTOpP, HaVMEeHOBAaHME
UCCJIEOOBAHMS, BEIXOIOHBEIE OAHHBE) <*¥**>;
5.5. IDaHHEIE O CTOMMOCTM M LieHe JIEKaPCTBEHHOI'O Ipelapara:

5.5.1. CcTOMMOCTE OIHOTO KypCa JIeUeHMs JIEKAapCTBEHHBM [IpernapaToM ;
5.5.2. CTOMMOCTBL JIeUeHMs JIEKapCTBEHHBM [IpenapaToM B TedeHMe OIHOTO
rona ’

5.5.3. maTa npoBemOeHMS PACUeTOB lleHH Ha JIEKAPCTBEHHEM Npenapar
7
5.5.4. LleHa, KOTOPYl MNPOUBBOIOMTEJIE I[IJIAHMPYET 3aperucTpupoBaThb B
COOTBETCTBUM C TpebOOBaHMAMM 3aKOoHOIaTenbCcTBa Poccumckoym demepaumm <F*xx*>

.
4

5.6. @pmaHHEle O OGakKTHMUeCKMux oOBbeMax IMIPOoIax JIeKapCTBEHHOTO IIpenapaTra B
Poccumickon denmepaunm 3a ronm, NpellleCTBYOLMUNM [oJade MIPelJIOXeHUS, B
HAaTypPaJIbHBEX mokasarTesiax 1o JIEKAPCTBEHHBIM bopMaM BapernUCTPUPOBAHHEIX

JIEKAPCTBEHHEIX [IPENapaToB

7
5.7. IOaHHEIE OTUYETOB o pesyIbTarax MOHUTOPUHTA Bes30mnacHOCTH
JIEKapCTBEHHOTO npenaparta (B Poccurickom denmepaumm u (miam) 3a pydOexoM)

5.8. IJaHHBIE, IIpenCTaBJISCHHEIE 3adBUTEJIEM B MHUIMATVMBHOM IIOPAIKE

6. Ofmee KOJIMUECTBO IIPENCTABJIEHHEX ITOKYMEHTOB

Ha JIiiCTax.

[loOnMCh BasgBUTENS / /

ITaTa

<*> 3anongHeHWe BCEX IYHKTOB MpeanioxeHus oOs3arenbHo. [Ipu  OoTCyTCTBUM  CBeAeHMI TIO
COOTBETCTBYIOILIEMY NYHKTY yKa3blBaeTcsl 'cBeneHUss OTCYTCTBYIOT'. JIOKyMEHTBI U  Marepualbl
MIPECTABIIAIOTCS HAa PYCCKOM S3bIKE, B CIIy4ae MNPEJOCTaBICHHUS MyOJMKaIui, NTOKyMEHTOB M CTaTell Ha
WHOCTPAHHBIX $3bIKAX JOMOJHHUTEIBHO IPUIIaraeTcsl MepeBeAeHHOE Ha PYCCKUM SI3BIK PE3IOME YKa3aHHBIX
MaTepHUalioB, 3aBEPEHHOE 3asIBUTEIIEM.

<**> [Ipu UCHOIB30BAHUM MaTeMaTHYECKOTO MOIEIMPOBAHUS MPEACTABISIOTCS B AIEKTPOHHOM BHUJIE BCE
pa3paboTaHHBIE MOJENH, a TakXKe OMyIICHHS A pa3paObOTKH COOTBETCTBYIOIIMX Mojeied u (Gopmylbl
pacuyeToB, UCIIOIb30BAHHBIE B MOAEIIAX.

<##E> C yuerom nosnoxeHuil yactu 6 cratbu 18 denepanbHoro 3akoHa "OO6 oOpalieHuy JeKapCTBEHHBIX
cpeacts" u yactu 3 crarteu 13 @enepanbHoro 3akoHa "OO OCHOBaxX OXpaHbI 37J0POBbs TpakaaH B Poccuiickoii
denepanun.

<k#HkE> Jlnmanupyemass K TOCYIApCTBEHHOM pETMCTpallMM I€Ha Ha JICKApCTBEHHBIM mpemnapat
paccuuThIBaE€TCA C ydyeToM MoJokKeHWH uactu 3 cratbu 61 @enepanpHoro 3akoHa "OO oOpaiieHUH
JIEKapCTBEHHBIX CPEACTB" W TPH TOCYJapCTBEHHOH pPETHCTPalid HE MOXET IPEBBINIATh TAKyI0 LEHY.
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[Tnanupyemasi K rocyaapCTBEHHOW perrucTpalyy lieHa Ha JIEKAPCTBEHHBIH Mpernapar N0 MHUIIMATUBE 3asiBUTENIs
YKa3bIBaeTCs MO KaXXI0W TO3UPOBKE, a TAKKE MOXKET ObITh YKa3aHa IIeHa, KOTOPYIO MPOU3BOIUTEIND TUIAHUPYET
3apeTUCTPUPOBATh, B CIIy4ae OIHOBPEMEHHOTO BKJIIOUCHHS B TII€pEUYCHb JICKAPCTBEHHBIX IPENapaToB,
MpeIHAa3HAUYCHHBIX I oOecreueHus JuI, OONbHBIX TeModwuineld, MYyKOBUCIHUAO30M, THIO(PHU3aPHBIM
HaHU3MOM, Oone3Hpl0 lorne, 37M0KaYeCTBEHHBIMU HOBOOOpA30BaHUSAMHU JTUM(OUAHON, KPOBETBOPHOU U
POICTBCHHBIX MM TKaHEW, PACCESTHHBIM CKJIEPO30M, T'€MOJHMTUKO-YPEMHUYECKUM CHHIPOMOM, FOHOIIECKHM
apTPUTOM C CHUCTEMHBIM HadajaoMm, Mykonosmcaxapumo3oMm I, II m VI Tumnos, amnacthueckoil aHemuen
HEYTOYHEHHOM, HacjeACTBeHHBIM aeduiutoMm dakropos II (ubpunorena), VII (mabunpHoro), X (Crroapra -
[Tpayaspa), a Takke JUI] MTOCIEe TPAHCILIAHTAIIMKM OpraHoOB U (WiH) TKaHe#. [Ipu 3TOM mpu pa3nUdHBIX YPOBHIX
[IEH MPEICTABICHHBIC HCCIIEIOBAHUS BKJIIOUAIOT pacdyeThl Ha 0a3e BCEX IUIAHUPYEMBIX K TOCYIapCTBEHHOMN
pEerucTpaluy 1eH.

[Ipunoxenune N 2

k IIpaBunam ¢popmupoBanus nepeuHen
JIEKapCTBEHHBIX IIPENapaToB

JUTSL MEUIIMHCKOTO MPUMEHEHHUSI

Y MMHUMAaJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENaparos,
HEOOXOMMBIX JIJIsl OKa3aHMsl
MEIUIMHCKONW TOMOIIH

Cnucok U3MEHSIONINX JOKYMEHTOB
(B pen. ITocranosnennii [IpaBurensctBa PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B xommccuwo MmHMCTEpPCTBA
3IpaBooxpaHeHmusa Poccumickom denmepauum
1o QOPMMPOBAHUID IIepPedHeN JIeKapCTBEHHBIX
npenapaToB OJS MEeOULMHCKOI'O
IPUMEHEHMS M MMHMMAaJIBHOT'O aCCOPTUMEeHTAa
JIEKAQPCTBEHHEIX [IpelapaToR,
HEOOXOOMMBIX IJIS OKazaHUS
MEOULIMHCKOM I[TOMOIM

[IPEJJIOXEHNE
O BKJIOUEHMM JIEKAPCTBEHHOTO IIperapaTa
B MMHMMAJIBHEIM ACCOPTMMEHT JIEKAPCTBEHHEIX I[IPEeNapaTos,
HeOOXOOMMEIX IJId OKAa3aHMA MEeNUMLMHCKOM IIOMOIM

1. VudopmMaumsa O 3agBUTEJE:
1.1. HamMeHOBaHMe OpTraHM3aAUUM MIM QaMuUIKsg, UMS, OTUeCTBO (IpM HAJIUYUIUM)

TpaxnaHnHa ;
1.2. OTBETCTBEHHOE JIMLO, IOJIKHOCTL ;
1.3. ampec (MecTo HaAXOXIEHUS UM MECTO XUTEJLCTBA) ;
TeyiepoH (Pakc) ;

BJIEKTPOHHAA IodTa
2. VHbopmMmauMsa O JIeKapCTBEHHOM IIperaparTe:
2.1. HauMMeHOBaHME:
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2.1.1. MexOmyHapoIHOE HellaTeHTOBaHHOEe HaUMeHOBaHUE ;
2.1.2. B ciyyae OTCYyTCTBUS MEXIOYHAPOIHOTO HernaTeHTOBaHHOTO
HaMMEeHOBAaHUsSA — TIPYINIUPOBOUHOE HAMMEHOBAaHUE ;
2.1.3. B ciydyae OTCYTCTBUA MEXIYHAPOIHOTO HenaTeHTOBAHHOTO U
TPYINNIMPOBOUYHOTO HaMMEHOBAHUM - XVMMMUECKOEe HaVMeHOBaHUE ;
2.1.4. B cjydyae OTCYTCTBMA MHEIX HaMMEHOBAHUM - TOPIOBOe HaMMEeHOBaHUE

7

2.2. KOOI aHATOMO—-TEepaleBTUUECKO—XMMUUECKOM KJIaCCUdMUKaALM
JIEKAPCTBEHHOT'O IIperapaTa ;
2.3. 3asIBJIEHHBIE IokazaHusa K I[IPUMMEHEHMI JIeKapCTBEHHOTO IIpernaparTa
COTJIaCHO VHCTPYKLIUM 1o IPMMEHEHMI C yKa3aHUueEM koma MexoyHapOoIHOM

CTATUCTUUECKOM KJjaccubuxkaumuy ©OoJiesHey U OpobJjeM, CBS3aHHEIX CO 3IO0POBLEM
(mepeumncanTh)

14
2.4. ToCyImapCTBEHHas permMcTpauMs JIEKapCTBEHHOT'O IIpernapaTa B PoccuMCKOM
depmepaumm:
narta (Yu.MM.TDT'I'T) ;
HOMEP PeTrMCTPAalMOHHOTO YyIOOCTOBEPEHUS

;
maTa IONTBEPXIEHNA TOCyOapCTBEHHOM perucrpaumum JIEKAPCTBEHHOTO
npenaparta (Oopm HaaMumMy) (Y449.MM.IITID) ;
2.5. IDaHHEIE O TIIPOMBBOICTRBE JIEKAPCTBEHHOI'O IIpernapaTa B PoCCUMCKON
demepauum (Npu HaAJIUUUU) ;
2.6. UCKJIOUEH;
2.7. cBemeHusa o) BOCIIPOU3BEIEHHEIX mian OMoaHaJIOTOBHBIX (OMONIOTOOHBIX)
JIeKapCTBEHHEIX npenaparax (mpm HaIMuMM)
3. CmBemeHusa ¥ @»OaHHEHE O JIEKaAapCTBEHHOM IIpelapaTe, OIpenjaraeMoM IJisg

BKJIOUEHMS B MMHMMAJIbHBIY aCCOPTUMEHT JIEKAaPCTBEHHBIX [IpelrnapaToB, HeOOXOOMMEIX
IJIg OKaszaHMa MeIMLIMHCKOM IIOMOIM:

3.1. JIeKapCTBEHHHM TIIpPeHapaT BXOIOUT B IIepeUYeHb XMIHEHHO HEeOOXOIMMEIX U
BaXHeMIMX JIEKAPCTBEHHEIX I[IpenapaToB;

3.2. JIeKapCTBEHHBM I[IpenapaT COIJIACHO MHCTPYKUUM II0 IIPMMEHEHMI MOXeT
IPUMEHATLCHA [IPM OKa3aHUM MeIULMHCKOM [oMOomM B aMOyJIaTOPHBIX YCJIOBUSAX [IPU
OVMaTHOCTUKE, npoduiIaxkTuxe, JIeUeHUN WU peadbunuTaumnmn HauboJiee
pacnpoCTpaHeHHBX 3aboJieBaHMM, CUHIPOMOB M COCTOSHUM;

3.3. HaamMuue TOCYyIOAapCTBEHHOM perucTpauumu B Poccurckou denmepauuu
COOTBETCTBYINX 10 MEeXIOYHapOOHOMY HENaTeHTOBAHHOMY HaMMeHOBaHMD, Jubo
3aMeHSanIeMY ero TPYNIUPOBOUYHOMY WA XUIMUYUE CKOMY HaVMEeHOBAaHUIL
BOCIIPOMB3BENEHHEX MM OMOaHAJIOTOBEIX (BMONOIOOHEIX) JIEKAPCTBEHHEIX CPENCTB OBYX
u Boiiee [IPOU3BOAUTETIEN (Ba UCKJIIOUEeHUEM JIEKapPCTBEHHEIX IIpelapaTos,
IPOU3BOOMMEIX €IMHCTBEHHHM OTEUECTBEHHBIM NPOMBBONUTEJIEM) ;

3.4. BOCTPeOOBAHHOCTD JIEKAPCTBEHHOTO npenaparta CHUCTEMOM
3IPaBOOXPaHeHMsS M HacCeJIeHMeM Ha OCHOBAaHMUM INaHHBIX MCIIOJIHMTEJIBHEIX OPI'aHOB
cyOrekTOB Poccumckom Odenepauum B chepe OXpaHbB 3O0POBBSA U MaPKETUMHIOBBIX
MCCJIeDOBAHUM O Ipomaxax JIeKapCTBEHHOTI'O Ipernapara B Poccurickol demepaumy IIpU
OKaszsaHUM MEeIOUMUMHCKOM IIoMomM B aMOyJIaTOPHEIX YCJIOBMSAX B TeuUeHMe KaJIeHIapHOTO

roma (BXOXIEeHMEe B COTHIO Hambojiee MNpoIaBaeMHX JIEKAPCTBEHHBIX I[IPernapaToB Ha
peiHke Poccurickoy demepauum 3a KaJIEeHOAPHEM T'OXO) .
4. HanHele, OOOCHOBHIBAKIIME MNPEIJIOXKEHMSA O BKIUYEHUM JIEKAPCTBEHHOTO

InpeliapaTa B MMHMMAaJIb HEIM ACCOPTHMMEHT JIEKAPCTBEHHEIX IIpelrlapaToB, HEeODOXOOMMEIX
OJId OKaB3aHMSa MEeIMLMHCKOM IIOMOUIM :

4.1. DIUIOEMMOJIOTUUECKUE IOaHHBIE (mpm HaJIM4UM) - IOaHHBIE o
3ab0JIeBaeMOCTM, CMEPTHOCTM, MHBAJIMOHOCTM B OTHOWEHUM 3abojieBaHMS, CUHIOPOMA
WYX COCTOSHMA, IOJid OUMATHOCTUKM, [NPOOMIIAKTUKM, JEeUeHUS UM peadbuianTaluu
KOTOPHIX nokasaH JIEKAPCTBEHHEM IpenapaT (IpelcTaBJISiOTCS Ha OCHOBAHUU
Pe3yJIbTATOR TOCYIapCTBEHHOTO CTATUCTUYUECKOTO HAaOJOOeHUS, IPYyIHUX OQUIIMAJIbHEIX
MCTOUYHMKOB u SNIUIOEMMOJIOTUYUE CKUX MUccaenoBaHUM PacIpoOCTPaHEeHHOCTHU
3aboJsieBaHmg) ;
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4.2. @maHHBIE O CTOMMOCTM M lleHe JIeKapCTBEHHOTO IIpelaparTa:

4.2.1. CTOMMOCTB OIHOTO Kypca JledyeHys (OOHOTO Mecdla JeUeHUs
JIEKAPCTBEHHEIM [IPENapaToM) ;
4.2.2. maTa I[IpOBeIeHMsa pacuyeToB 3aTpaT Ha JedeHMe JieKapCTBEHHHM
npernapaToMm ;
4.3. @maHHBle O (QaKTMUeCKMX OoOBbeMax MNponax JIEKAapCTBEHHOTO IpelapaTa B
Poccumckon denepauum 3a ron, HNpedumecTByOIMM HOoJade [NpenjioXeHMs, B
HaTypaJIbHBIX IIOKas3aTeJIdXx I10 JIEKaP CTBEHHBIM @OpMaM PeETUCTPVPYEMBIX

JIEKAPCTBEHHEIX IIpellapaTOoB

14
a TakKXe KOJIMUeCTBO YMNaKOBOK JIEKAPCTBEHHOT'O IIpelapaTa, IIJIaHUMPYyeMOIT'O K BBOIY
B T'paXIaHCKMM ODOPOT (IIOMEeCHYHO Ha NOpencTodume 365 nHel) ;
4.4. pmaHHBE, NPENCTAaBJIEHHHEE BasIBUTEJIEM B MHUIMATKMBHOM I[OPSIOKE

5. Ofmee KOJIUUECTBO IIpenoCTaBJIEHHEIX IOOKYMEHTOB
Ha JiMCcTax.

[lonnMCh BasgBUTEJIS / /

ITaTa

[Ipunoxenue N 3

k [IpaBriiam popmupoBanus nepeyHei
JIEKAPCTBEHHBIX PENapaTroB

JUIS. METULIMHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKQpCTBEHHBIX IIPENApaToB,
HEOOXOIUMBIX JIJIS OKa3aHHS
MEIUIIMHCKON ITOMOIIH

Crrcok U3MEHSIOIMUX JOKYMEHTOB
(B pen. [locranosnenwii [IpaButensctea PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B xommccuwo MmHMCTEpPCTBA
3IpaBooxpaHeHmsa Poccumickom denmepauum
1o QOPMMPOBAHUIO IMNEePeUYHEeEN JIeKapCTBEHHEBIX
npenapaTor OJ8a MEeIOUILMHCKOTO
IPMMEHEHMSS M MUHUMMAJIBHOTO aCCOPTMMEHTA
JIEKAQPCTBEHHEIX [IpelnapaToRr,
HeOOXOOMMEIX IOJIS OKasaHMA
MEIMUMHCKOM I1OMOIIM

[IPEIJIOXKEHUE
00 MCKJIIOUEHMUM JIEKaPCTBEHHOTO IpenapaTa M3 NepeuHeln
JIEKAPCTBEHHEIX IIPperiapaTOoB IOJId MEIMUIVMHCKOI'O IIPVMIMEHEHNMA

1. HacTosaumee IIpeJIOXEeHNME KaCaeTCAd MCKIIIDUEHMA JIEKapCTBEHHOI'O IIpellapaTa
nus nepequﬁ JIEKAPCTBEHHEIX IIperiapaToB IJIAd MEeIMUVHCKOI'O IIPMMEHEHMA:
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1.1. nepeduHsa XMBHEHHO HEOOXOIMMEIX M BaXHENIMX JIEKAPCTBEHHBIX [IPENapaToB;

1.2. mnepeuHsa IOPOTOCTOAIMX JIEKAPCTBEHHBIX IIPEelapaToB.

2. VHbopMauMsa O 3asBUTETE:

2.1. HauMeHOBaHME OPTaHM3aALUUM UV baMUIMs, MMsa, OTUECTBO (IpM HAJIUUUM)
TpaxiaHMHa ;

2.2. OTBETCTBEHHOE JIMIIO, IOJIXKHOCTL

2.3. ampec (MecTO HaxXOXIOeHMS) MM MECTO XUTeJIbCTBa

TeseboH/dakc

3JIEKTPOHHAas IouTa .

3. MubopMalms O JIeKapCTBEHHOM IIperaparTe:

3.1. HaMMeHOBaHUE:

3.1.1. MexmyHapoIHOE HENAaTEHTOBAHHOE HaMMEHOBaHME

~e

Ne Ne

.
14

3.1.2. B ciyuae OTCYTCTBUSA MEXIYHAPOOHOTO HEeMnaTeHTOBAHHOTO
HaMMEeHOBAaHUA — TIPYINIUPOBOUHOE HAMMEHOBAaHMUE ;
3.1.3. B ciydae OTCYTCTBUSA MEXIYHAPOIHOTO HEeNaTeHTOBAHHOTO U
TPYHNNIMPOBOUYHOTO HAUMMEHOBAHUM - XMMUUECKOEe HaVMMEeHOBAaHUE ;
3.1.4. B ciydae OTCYTCTBMA MHHX HaMMEHOBAHUM - TOPIOBOe HaMMEHOBaHUE

7

3.2. KOOI aHATOMO-TepaleBTUUECKO—XMUUECKOM KJlaccuburaumum
JIEKAPCTBEHHOT'O IIpernapaTa ;
3.3. 3aAaBJIEHHEIE IokKazaHusa K I[IPUMMEHEHMIO JIeKapCTBEHHOTO IIpelnaparTa
COTJIaCHO VHCTPYKLUUU 1o IPpUMEeHEeHMI C yKas3aHUeM KOoIa MexnoyHapOoOoHOM

CTaTUCTUUECKOM KJaccudukaluuy ©OoJe3Her u npobjieM, CBS3aHHBEIX CO 3O0POBLEM
(mepeuncanTh)

.
4

3.4. TrocCymapCTBeHHAas perucTpalmus JIeKapCTBEHHOTO IpelapaTa B PoCCHUMCKOM
depmepaumm:
narta (J4u.MM.ID'T'I'T') ;
HOMEP PeTrMCTPAalMOHHOTO YOOCTOBEPEHUS ;
nara NIOOTBEPXIEHUA TOCYyHOapCTBEHHOM perucTpauumn JIEKAPCTBEHHOTO
npenaparta (Oopm HaaMumy) (Y449.MM.IITID) ;
3.5. nmnOpemjaraeMele K UCKJIOUEHUIO JIeKapCTBeHHBle (QOpPMEH, B TOM dYMCIIe
5KBUBAJIEHTHEE, 3aperUCTPUMPOBAHHOTO JIEKAPCTBEHHOTO IIpenapaTta (IepeducsiUTh)
7
3.6. cBemeHUd o) BOCIIPOU3BENEHHEX UM OMOaHAJIOTOBHX (OMONOIOOHEIX)

JIEKAPCTBEHHEIX Ipenaparax (Ipu Haludum)

4. CpemeHMda U JTaHHEE O JIEKAPCTBEHHOM IIpelapaTe, IpeljaraeMOoM IOJid
UCKJIIOUEHNU T u3 epedHen JIeKapCTBEHHEBIX npernapaToB oJis MeIULMHCKOTO
IPMMEeHEeHMS :

4.1. HaJMuye HaydHO OODOCHOBAHHOM MHOOPMALMM O NpeuMylleCTBax U (MUIIN)
ocoBeHHOCTHaX MexaHmusMa IOencTBug, foypmerr Oes30IaCHOCTM aJIbTEPHATUBHOTO
JIEKaQPCTBEHHOTO npenapara, BKJIIOUAEMOT O B IepeueHb, IIpPU OMaTHOCTUKE,

npoduilakTUKe, JIEUEHUM WM peadbunmuraumy 3abojieBaHUM, CUHIPOMOB M COCTOSHUNM C
y4eTOM CTaTUCTUUECKMX HOaHHBIX O CTPYKType 3aboJIeBaeMOCTM M CMEPTHOCTHU B
Poccurickon Odenmepaumum;

4.2. BHOBbL IIOSBMBIIMECS CBeIeHMS O TOKCUUHOCTM WMJIM BEHCOKOM YacCTOTe
HeXeJlaTeJIbHEIX I[IODOUHBEIX SBJIEHUM [IPpU [IPUMMEHEHUM JIeKAPCTBEHHOT'O IpelnapaTa C
yKaszsaHueM O0OOCHOBAaHMS MCKJIIOUEHMS JIEKAPCTBEHHOTO IpelnapaTa M3 I[IepeuHey C
IPUJIOXEHMEM IIOOTBEPXIAKNIMX OOKYMEHTOB U CBEIEHUN;

4.3. TIIPUOCTAHOBJIEHME I[IPMMEeHEHMS JIeKAPCTBEHHOT'O MpernapaTa B PoCCHUMCKOM
depmepaunm;

4.4. oTMeHa TOCYIapCTBEHHOM perucTpaluM JIeKapCTBEHHOTO IpernapaTa;

4.5. IpeKpalleHue IPOM3BOLACTBa JIEKAPCTBEHHOT'O IpenapaTa Jmbo ero
IoCcTaBoOk B Poccurickywn denmepaumuio M (MIM) OTCYTCTBME JIEKAPCTBEHHOI'O IpelaparTa
B TPaXOIaHCKOM obopoTe B Poccurickon depmepaumum B TedeHMe IIepuona,
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IIpeBeIaEeO OIOVH KaHeHﬂaprIﬁ ron.

5. O6ocHOBaHMSA nOJIa MCKJIOUEHMS JIEKAapPCTBEHHOT'O IIpelapaTa U3 IIepeyHen
JIEKAPCTBEHHBIX IIPEernapaToB IJiS MeIMLIMHCKOT'O IIPMMEHEHUS :

5.1 - 5.2. UCKJIIOUEHH;

5.3. zma”HHple O OQaxkTHMUeCKMx oObeMax NpOoIaxX JIeKapCTBEHHOT'O IIpelapaTa B
Poccurickom demepaunn 3a 3 roma, NpellleCcTByIMe IOomade IMNIPENJOXEeHUs, B
HaTypaJibHBIX mokasarTesiax 1o JIeKapPCTBEHHEIM bopmMaM BapermMcTPUPOBAaHHEIX
JIEKAPCTBEHHBIX IIPenapaTos (Ipu HaludMu) ;

5.4. OaHHBEIE WM IOOKYMEHTHl, I[IOITBEepXIalilMe IpeKpaleHue I[IPOU3BOACTBA
JIEKapCTBEHHOT'O IpenapaTta JamMbo eTro nocTaBok B Poccumckywn demepaumio u (MJmM)
OTCYTCTBME JIEKAPCTBEHHOT'O IIpelapaTa B TIpaxXIaHCKOM obopoTe B PoccuymckoMn

demepaumm B TEeUEHME I[IEepuona, IpeBHIIAKIETO ONOVH KaJIeHOAapHEM Ton (mpwm
HaJIUUUU) ;
5.5. IaHHBIE OTUEeTOB o pesyJbTaTax MOHUTOPMHT A 0es30IIacCHOCTHU

JIEKAPCTBEHHOTO IpenapaTta (B Poccurickoy demepaumm u (Miam) 3Ba pybexowm) ;
5.6. DmaHHBE, NpeICTaBJIEHHHE 3agBUTEJIEM B MHUIMATUBHOM IOpPSIKE.
6. Obumee KOIMUECTBO MNPEACTaBJIEHHBEIX IOKYMEHTOB

Ha IMCcTax.
[IOOnMch 3agBUTENS / /
ITaTa

[Tpunoxenue N 4

K [IpaBunam ¢popmupoBanus nepeyHen
JIEKapCTBEHHBIX IIpENapaToB

JUIS. MEOULIMHCKOTO IPUMEHEHMS

Y MUHMMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOMMBIX JIJISl OKa3aHHsl
MEIULMHCKOW TOMOLIH

CnucoK U3MEHSIONINX JOKYMEHTOB
(B pen. Ilocranosnenuii [IpaBurensctBa PO ot 03.12.2020 N 2021,
ot 25.07.2024 N 1009)

(dbopma)

B xommccuwo MumHMCTEpCTBA
3IpaBooxpaHeHus Poccumickom denepauum
no GOpPMMPOBAHMI IepedHeM JIeKapCTBEeHHBIX
npenapaToR IOJig MeIULMHCKOIO
IPMMEHEHMSS M MUHMMAaJIBLHOT'O aCCOPTMMEHTAa
JIEKAQPCTBEHHEIX [IpPEeNapaToR,
HeOOXOOMMEIX IJI OKa3aHUA
MEOUIIMHCKOWM I[TOMOIUIM

[IPEJJIOXEHNE
00 MCKIJIYEeHUM JIEKaPCTBEHHOT'O IIpernapara
13 MMHMMAJIbHOI'O aCCOPTHMMEHTa JIEKAPCTBEHHHX IpernapaTos,
HeOOXOOMMBIX IOJIA OKa3aHUA MEeOULUMHCKOM I1OMOWMU
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1. VHbopMaumsa O 3asSBUTEJIE:
1.1. HauMeHOBaHMe OpTraHM3auuM uin daMuiamsa, ¥Msa, OTUeCTBO (IpM HaJIUUUN)

TpaxiaHMHa ;
1.2. oTBeTCTBEHHOE JIMIO, IJOJDKHOCTD ;
1.3. ampec (MeCTO HaxOXIEHMS) MIM MECTO XMUTEJILCTBA ;
TenedpoH (dakc) ;

BJIEKTPOHHAasa IouTa .
2. VudopMaluMsa O JIEKAPCTBEHHOM IIperaparTe:

2.1. HauMeHOBaHUE:

2.1.1. MexODyHapOOHOE HEIaTEeHTOBaHHOE HAaMMeHOBaHUE

;
2.1.2. B cliyuyae OTCYTCTBUS MEXIOYHAPOIHOTO HernaTeHTOBAHHOTO
HAVMEHOBAHUS - TPYINIMPOBOUHOE HaMMEeHOBAaHME ;
2.1.3. B criyuyae OTCYyTCTBUS MEXIYHAPOIHOTO HEelNaTeHTOBAHHOTO U
TPYHNIMPOBOYHOTO HAMMEHOBAHUM — XMMUUECKOEe HaMMEeHOBAaHUe ;
2.1.4. B cyuyae OTCYTCTBUSA MHBIX HAaMMEeHOBAaHUM - TOpPTOBOE
HauMMeHOBAaHUE ;
2.2. KOz aHATOMO-TepaleBTUUECKO—XMMUUECKOM KJlaccuburalmm
JIEKAPCTBEHHOT'O IIpernapaTa ;
2.3. TocyIapCTBEHHas permMcTpalMsa JIeKapCTBEHHOT'O IIpernapaTa B Poccumckon
denepaumn:
narta (Y4u.MM.ID'T'I'T') ;
HOMEP PETMUCTPALMOHHOTO YyIOCTOBEPEHUS ;
maTa NIOOTBEPXIEHUSA TOCYyHOapCTBEHHOM perucTpauumn JIEKAPCTBEHHOTO
npenaparta (Oopm HaamMumMy) (Y449.MM.IITID) ;
2.4. D§aHHEIE O TIIPOMBBOICTRBE JIEKAPCTBEHHOI'O IIpernapaTa B PoCCUMCKOM

demepauum (Opu HaJIUUUU)

2.5. HCKJIIOUEeH;

2.6. cCcBemeHMs O BOCIHPOUBBEOEHHHX WX OMOaHaJOTOBEIX (BronomoBHBIX )
JIEKAPCTBEHHEIX Ipenaparax (Ipu Haludum) .
3. OcHOBaHMA IJiS MCKJIOUEHMS JIEKapCTBEHHOT'O IIpelapaTa M3 MUHMMAJILHOTO

ACCOPTMMEHTA JIEKAPCTBEHHEIX IIperiapaToB, HeOOXOIOMMEIX IJIsSI OKasaHMusa MeIULMUHCKOM
IToMoumm :

3.1. JexapCTBEHHBM [OpelapaT He BXOIUT B IIepedeHb XMBHEHHO HeODXOIMMEIX
Y BaXHeMUMX JIEKAPCTBEHHEIX IIpelapaToB;

3.2. IpUMEeHEeHHE JIEKApPCTBEHHOTO IpenapaTa B Pocculickoy demepaluu
IPMOCTAaHOBJIEHO;

3.3. TocymapCTBeHHas perucTpalmus JIeKapCTBEeHHOT'O IpelapaTa B PoccuMCKOM
depmepaumm OTMEHEHa;

3.4. IpeKpaleH TpaxnaHCKUM obopoT JIEKAPCTBEHHOTO npenaparta B
PoccurickoM OdenmepaliuM, B TOM UYMCIIe IpeKpalleHO €TI0 IIPOM3BOLCTBO.

4. JOKYMEHTH U @HOAHHHE, OOOCHOBEBAKIME IIPEenJIOXKEHME 00 MCKIIOUEHUN
JIEKAPCTBEHHOTO npenapara us MUHMMAJILHOTO AaCCOPTMMEHTa JieKapCTBEHHHBX
npenapaTos, HeOOXOOMMEBIX IJI OKas3aHMA MeOMUIMHCKOM ITOMOIIM:

4.1. OOKYMEHTEl M IaHHBE, [IOATBepXIaKllMe IIpekKpalleHre IpPaXxIaHCKOITO

obopoTa JIeKapCTBEHHOTO IpenapaTa B Poccuvickon demepaumm, B TOM UmMCIe
IpekpalleHre ero NPOM3BOIACTRBA

4.2. JaHHBIE, IIpelOCTAaBJICHHBIE 3adAdBUTEJIEM B MHUMIMATMBHOM IIOpPAIOKE

5. OOuee KOJIMUYECTRBO INPeICTAaBJIEHHBIX IOKYMEHTOB
Ha JmcTax.

[IonNVCh BasgBUTES / /

ITaTa
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IIpunoxenue N 5

K [IpaBunam popmupoBanus nepeyHei
JIEKapCTBEHHBIX IIPENapaToB

JUISL MEULIMHCKOTO ITPUMEHEHUS

Y MUHHAMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENaparos,
HEOOXOIMMBIX JUI OKa3aHUs
MEIULUHCKOMN IIOMOIIN

Crnncok M3MEHSIOIMUX JOKYMEHTOB
(8B pen. [locranosnenwuii [IpaButensctBa PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(bopma)

SAKJIIOUEHNVE
IIO0 pe3zyJibTaTaM IIpOoBelleHUA HOKYMeHTaHbHOﬁ
SKCIIEPTUI3EI TMNPEOJIOXEHMA O BKJIIIOUEHUNU (MCkIIOUEeHUN)
JIEKAPCTBEHHOI'O IIpellapaTa B IIepedHM JIEKAPCTBEHHEX IIpellapaTOoB
Y MMVHMMAaJIbHEBIM ACCOPTMMEHT JIEKAPCTBEHHEIX IIpellapaToB,
HeOOXOIOMMEIX IJIS OKal3aHMS MEeIVIMHCKOM I[1OMOIINM

. HacTodmee 3akjwoueHMe KacaeTcsd MaTepMrnaJsiop, IIpeOCTaBJIEHHBIX IIJIA:
. BKJIODUEHMA JIEKaAPCTBEHHOI'O IIpellapaTa B:
. IIepedYeHb XKMSHEHHO HEeOOXOOMMEIX 1% BaxHeMInX JIEKAPCTBEHHEBIX

. IlepedeHb OOPOTOCTOAUMX JIEKAPCTBEHHEIX IIpPellapaToB;
1.1.3. MCKJIWOUYEH;
1.1.4. MMHMMAJIBHBEI ACCOPTMMEHT JIEKaPCTBEHHHX [pelnapaToB, HeOOXOIMMEBIX
IOJI OKasaHMsa MeOUMUMHCKOM IIOMOWM (MMHMMAaJIBHBIM aCCOPTMMEHT) ;
1.2. MCKJIOUEHMUs JIeKapCTBEHHOTO IIpernapaTa u3:
1.2.1. [IepeyYHsd XKMUBHEHHO HeO0OXOOUMBIX ¥  BaxXHEMIMX JIeKapCTBEHHEIX
IpernapaToB;
1.2.2. nmepedHsa OOPOTOCTOAUMX JIEKAPCTBEHHEIX IpPenapaToB;
1.2.3. UCKJKOUEH;
1.2.4. MMHMMAJILHOT'O aCCOPTMMEHTA .
2. VudpopMauMusa O JIEKAPCTBEHHOM IIperaparTe:
2.1. HauMeHOBAaHUE:
2.1.1. MexOyHapOIOHOE HEeIaTEeHTOBaHHOE HAaUMeHOBaHUE ;

2.1.2. B cliyuae OTCYTCTBUS MEXIOYHaAPOIOHOTO HernaTeHTOBAHHOTO
HAaVMEHOBAHUS - TPYINIMPOBOUHOE HaMMEHOBAaHME ;

2.1.3. B criydyae OTCYyTCTBUS MEXIYHAPOIHOTO HelnaTeHTOBAHHOTO U
TPYHNIMPOBOYHOT'O HAMMEHOBAHUM - XMMUUECKOEe HaMMeHOBaHUe ;

2.1.4. B cCcJaydyae OTCYTCTBMS MHBEIX HAMMEHOBAHUM - TOPIOBOEe HaMMEHOBAaHUE

7

2.2. Koz AHATOMO-TepaleBTUUECKO—XMMUUECKOM KJlaccuburalmum
JIeKapCTBEHHOTO IpernaparTa ;

2.3. npenjlaraeMmele K BKJIOUEHMIO JIEKAPCTBEHHBIE GQOPMH 3apPeIUCTPUPOBAHHOTO

JIEKAPCTBEHHOTO Ipenapara (IepeducyiUTh) :
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2.4. npeznjaraeMble K MCKJIOUEHMIO JIEKAPCTBEHHHE (QOPMEL 3apeTMCTPUPOBAHHOTO
JIEKAPCTBEHHOTO Ipenapara ([IepeuucIIUTh) :

3. Cpoku NpoBEemeHUs OOKYMEHTAaJIbHOM BKCIEPTU3H:

c o .

4. JoxyMeHTajlbHasa 3KCIepTU3a IpenjioXeHUS (B COOTBETCTBUU c
npujoxeHuavuy N 1 m 2 k IlpaBuiaaM (QOpMMPOBaAHMUA IepeudHel JieKapCTBEHHHX
IpernapaTos oJis MEOUUIMHCKOT O IPpUMEeHEHMS UM MMHMMAaJIbLHOT'O aCCOPTUMEHTA
JIeKapPCTBEHHLEIX [IpelapaToB, HEOOXOIMMEIX IJid OKal3aHMsda MeOMUIMHCKOM IIOMOUM,
YTBEPXIOEHHEM [IOCTAaHOBJIEHUEM [lpaBuTenscTBa Poccumickon demepauuu oT 28
aBIyCcTa 2014 . N 871 "0O6 yrBepxmeHumu IllpaBuia QOpMUPOBAHUSA IIepeuHeN
JIEKAPCTBEHHEIX penapaTos I0Ji9 MEeOMIUMHCKOTO IPMMEHEeHMS UM MUHMMAJIbBHOTO

ACCOPTUMEHTA JIEKAPCTBEHHEIX IIpelapaToB, HeOOXOOMMBIX IJId OKasaHMUSa MeOUIIMHCKOM
nomomm") :

TpeOyemslie cBeneHUS Hubopmanust o mpencTaBIeHHH TpeOyeMBIX CBEICHUH
3asiBUTEJICM
1. WHudopmanus o 3asBuree 1.1. mpencrapneHa B IOJIHOM 00beMe

1.2. mpeacTaBieHa He B MOJHOM 00beMe (TIEPEUUCITUTD):

1.3. He mpencTaBieHa

2. HWudopmamnus o nekapcTBEHHOM mpenapare  2.1. mpencTapieHa B MOJIHOM 00beMe
2.2. mpeacTaBieHa He B MTOJHOM 00beMe (TIepeUUCIIUTh):

2.3. He mpezacTaBieHa

3. CaenmeHus o JICKapCTBEHHOM Ipenapare uis  3.1. mpeacTaBieHbl B TOJTHOM 00beMe
BKJIFOUEHUS B [IEPEUEHD JKU3HEHHO 3.2. mpencraBieHs! HE B IIOTHOM 00beMe (IIepedHCInTb):
HEOOXOAUMBIX U BaXKHEHIIHNX 3.3. He Ipe/ICTaBIEHBI
JIEKapCTBEHHBIX MPETNapaToB, EpeUeHb
JOPOTOCTOSIIIUX JIEKAPCTBEHHBIX
IIpenaparoB ¥ MUHUMAJbHbIH aCCOPTUMEHT
(MCKITIOUEHHS U3 TIePEUHS KU3HEHHO
HEOOXOAMMBIX ¥ BYKHEHIITHX
JIEKapCTBEHHBIX NIPENapaToB, HEPEUHS
JOPOTOCTOSIIINX JIEKAPCTBEHHBIX
IpenaparoB 1 MUHAMaIbLHOTO

aCCOPTUMEHTA)

4. JlanHBIe, 000CHOBBIBAIOIIHE IIPEIIOKEHNE O 4.1. TIpeaCTaBIeHHI B IIOTHOM 00beMe
BKJIFOYCHHUH JICKAPCTBEHHOTO Iperapara B 4.2. mpe/cTaBIeHbI He B IIOJTHOM 00beMe (TIepeyurCIInTb):
HepeyeHb )KU3HEHHO HEOOXOUMBIX 4.3. He TpenCTaBIICHbI
BaKHEHIINX JIEKapCTBEHHBIX IIPEIIaparos,

IIepeveHb JOPOTOCTOSIINX JICKaPCTBEHHBIX
IpeTapaToB 1 MUHUMAJIbHBIH aCCOPTUMEHT
(00 HCKITIOUEHNH JIEKapCTBEHHOTO
Iperapara U3 IepeyHs )KH3HCHHO
HEOOXOIUMBIX U BaXKHEHILINX
JIEKapCTBEHHBIX IPENaparoB, epedHs
JIOPOTOCTOSIIITHX JICKAPCTBEHHBIX
IPEnapaToB U MUHUMAJIEHOTO

ACCOPTUMEHTA)

5. BameuaHMsa OO pe3yJbTaTaM INOKYMEHTAJIbHOM SKCIEPTM3H NPEeOJIOKEeHUA (mIpu
HaJIMuUM HYXHOE& OTMETUTH) :
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5.1. HeHanjexallee odopMIleHNE NPpenyioKeHMs U OpuilaraeMelx K HeMy
IOKYMEHTOB M CBeIeHMuM, a TakXe HajJMuMe B IIPpeICTaBJIEHHBIX 3JIEKTPOHHHX Ganax
IIOBPEXOEeHMUNM, He II03BOJIAKIMX PAaCIO3HATbH €T'0 COIepXaHUe;

5.2. mnpencrapjleHMe HOOKYMEHTOB U CBEIEHMM B HEIOJIHOM oDbeMe;

5.3. T1npencrarBJIeHUMEe INPEenJIOXEeHMsS B TeueHMe 6 MeCcsleB IIoCJie HOaTH eTo
nomaum opu BEIHECEHUU KOMMUCCHUEN pelmeHns o0 OTKase BO BKJIOUYESHUU
JIEKapCTBEHHOTO IIpenapaTa B IepedeHb XM3HEHHO HeOOXOIOMMBIX M BaXHEeMMX
JIeKapCTBEHHEIX [IpenapaToB, IepeueHb INOPOTOCTOAUMX JIEKAPCTBEHHEIX [IpernapaToB U
MMHMMAJIbHBIY aCCOPTMMEHT (B MCKJIOUEHUM JIeKapCTBEHHOT'O IIpelapaTa U3 IIepeudHs
XUBHEHHO HeO0OXOOVMBIX n BaXHEVIIMX JIEKAPCTBEHHBIX [IpenapaToB, IlIepeuHd
IOPOTOCTOAIIMX JIEKAPCTBEHHEIX [pPEenapaToB M MMHMMAJBHOTO AaCCOPTMMEHTAa) B
paMrKax MEXIYHAPOOHOTO HENaTEHTOBaHHOTO HaVMEeHOBAHUA JIEKAPCTBEHHOTO
nopenaparta (OIpM OTCYTCTBMM TakKOI'O HAMMEeHOBAHMA - B pPaMKax I'PYINUPOBOUHOTO
WM XVMMMUYECKOI'O HaMMeHOBaHMsa), 3a MCKIOUeHMEM CJlydaeB, NPeOyCMOTPEHHBIX
nyHkTaMu  9(1) m 9(2) IpaBui OGOpMUPOBAHUSA I[IepPeuHeM JIEKAPCTBEHHEIX IIPernapaToB
I0JI9 MEeIOMIUMHCKOTO TIPMMEHEHMS UM MUHMMAJIBHOTO AaCCOPTUMMEHTa JI€KapPCTBEHHEX
npenapaTosB, HeOOXOOMMEIX IJid OKasaHMsa MeIMLUMHCKOM I[IOMOWM, YTBEPXIEHHHX
nocraHoBJeHMeM llpaBuTenscTBa Poccumckom demepaumm oT 28 aBrycta 2014 r.
N 871 "O6 yrTBepxmeHUM I[lpaBuil GOPMMPOBAHMA [NEepPeUYHeM JIEKAPCTBEHHBEIX IPElapaToB
0JI9 MEeIOUUMHCKOT'O TIPMMEHEeHMS UM MUHMMAJIBHOTO AaCCOPTUMMEHTa JeKapCTBEHHHX
penapaToB, HeOOXOOMMEIX IJId OKa3aHMsa MeOMUMHCKOM nomoumm";

5.4. nmnpencrTaByieHMEe TIIPeJIOXEeHMS B TedeHMe 6 MecsdleB II0CJie HaTHE eIo
IomayM IPpM BBIHECEHMM KOMMCCHMEN PEelleHMA O BKIINUEHMM JIEKAPCTBEHHOTO Ipenapara
B IIepeuYeHb XM3HEHHO HeOOXOIMMEIX I BaXHeMUMX JIEKAPCTBEHHBIX [IpelapaToB B
paMrKax MEXIOYHAPOOHOTO HENaTEHTOBaHHOTO HaVMEHOBAaHMSA JIEKAPCTBEHHOTO
nopenapara (OpM OTCYTCTBMM TakKOI'O HAMMEeHOBAHMSA - B PaMKax I'PYINIUPOBOUHOTO
WM  XVMMMUECKOI'O HaMMEeHOBaHMSA) -— IJid JIeKaPCTBEHHHX IIpelapaToB, IpeljalaeMblx
K BKJIOYEHMIO B I[I€pedYeHb HNOPOTOCTOAIMX JIEKAPCTBEHHEIX [IPENapaToB;

5.5. mpencraBJieHME HEIOCTOBEPHOM MM MCKaXeHHOM MHOOpMaLUM;

5.6. T1[pencrarBJIeHMEe MPEenJIOXEeHMsS B TeueHMe 6 MeCcsleB IIoCJie HOaTH eTro
IIOBTOPHOTO OTKJIOHEHMS IO pe3yJjibTaTaM NOKYMEHTAJIbHOY 3KCIEPTM3H.

KOHerTHbIe 3aME€4YaHMA:

6. PesyabTar:
6.1. HampaBUThL IPenJIOXeHMe Ha KOMILJIEKCHYI OLEeHKY;

6.2. HaNpaBUTHb B ampec 3agaBUTEIS 3akKJIoUeHye C 3aMedaHUsaMU O
HECOOTBETCTBUM YCTAHOBJIEHHEIM TPEeOOBAHUAM;

6.3. HaIpaBUThH IpenJjioxXeHue BHEWTaTHOMY creuManmucTy MuMHMCTepCTRBa
3OpaBooxpaHeHusa Poccurickoy demepaumu ojisa IIOOTOTOBKMU pexoMeHmauum o
BKJIOYEHUU (MCKJIIIOUEHUN) JIEKAPCTBEHHOTO npenapara B MMHMMAaJIb HEIM
ACCOPTHUMEHT .

[IpencenaTesib (3aMecTUTE]Ib
npencenaTeiyisg) KOMUCCUU
MuHMCTEepCTRBa 3OPaBOOXPaHEHUS
Poccurickom denmepaumm
10 QOPMMPOBAHUIO IIepeduHel
JIEKAPCTBEHHEIX IIpernapaToB
0JI9 MEeOULIMHCKOTO INPMMEeHEHUS
Y MMHMMAJILHOT'O aCCOpPTMMEeHTa
JIEKAPCTBEHHBIX IIpenapaTos,
HeOOXOOMMBIX =IJIS OKasaHUMA
MEeOUIIMHCKOM IIOMOIIM

/

(mara) (mompnuchk, pacur@poBka MNOIONMUCH)
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TPEBOBAHUA
K METOOOJTIOMNMYECKOMY KAYECTBY KITMHUKO-3KOHOMUYECKUX
WCCINEOQOBAHWU NNEKAPCTBEHHOIO NPEMAPATA U UCCITIEAOBAHUA
C UCNOJNIb3OBAHMEM AHATU3A BNUAHUSA HA BIOOXKETbI BIOOXXETHOMN
CUCTEMbI POCCUNCKON ®EOQEPALIUN

[Mpunoxenue N 5(1)

k [IpaBunam popmupoBanus nepeyHei
JIEKapCTBEHHBIX MpENapaToB

JUISL METULIMHCKOTO ITPUMEHEHUS

Y MUHHAMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOIMMBIX Ul OKa3aHUs
MEIULUHCKOMN ITOMOIIH

CHHCOK M3MEHSIONINX TOKYMEHTOB
(8B pen. Ilocranosnenus IIpaButensctea PO ot 25.07.2024 N 1009)

1. KomudecTtBeHHAs OI€CHKAa KJIMHHUKO-3KOHOMHNYCCKUX I/ICCJ'I€)10BaHI/II\/’I JICKApPCTBCHHBIX IIPCIapaTroB
MMPOBOAUTCA B COOTBCTCTBHUH C KPUTCPUAMU OLHCHKHU MCTOHOJOIHMYCCKOro KaueCTBa KIIMHHUKO-3KOHOMUYCCKOI'O

HUCCICO0BaHMA.

KpVITepVIVI OLEeHKN meToaorniorm4eckoro Kkayecrtea
KIMTUMHUKO-3KOHOMMNYeCKOoro nccrieqoBaHunsa

HaumenoBanue KPpUTEPUA OLCHKH METOJOJIOTUYCCKOTO

Pesynbrar onenku

IIkana oneHku

KayecTBa UCCIIEI0BAHUS (6amioB)
1. IIpencraBneHsl pe3ynbTaThl OTEYECTBEHHOIO COOTBETCTBYET +3
uccienoBaHus (aBTOp, Ha3BaHUE, HCTOUHUK
MyOIMKaIyy, Tox) HE COOTBETCTBYET 0
2.  PaccmarpuBaemble moKa3zaHHs K IPAMEHEHUIO <1> COOTBETCTBYET +3
HE COOTBETCTBYET 0
3.  Bribop mpenapara cpaBHeHHST <2> COOTBETCTBYET +3
HE COOTBETCTBYET 0
4. Metoa KIMHUKO-9KOHOMUYECKOTO UCCIIEOBAHUS - COOTBETCTBYET +3
COOTHOIIICHUE 3aTpaT 1 3PPEKTUBHOCTH, COOTHOILICHHE
3aTpar u MOJIe3HOCTH, MUHIMH3AIUS 3aTpar <3> HE COOTBETCTBYET 0
5.  XapakTepHCTUKH MalEeHTOB U CPABHUBAEMBIX COOTBETCTBYET +0,5
JIEKapCTBEHHBIX IPENapaToB B KIMHUYECKUX
HCCIIeIOBaHUSIX <4> HE COOTBETCTBYET 0
6. BbiOop kpurepues oueHKH 3PPEKTUBHOCTU <5> COOTBETCTBYET +0,5
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HE COOTBETCTBYET 0
7.  llena na nekapcTBEHHBIN Mpemapar <6> COOTBETCTBYET +3
HE COOTBETCTBYET 0
8.  Pacuer npsAMBIX MEIMLIMHCKUX 3aTpaT <7> COOTBETCTBYET +3
HE COOTBETCTBYET 0
9. OmnucaHue MaTeMaTHYECKON Moziesu (IIpU HAJIU4UK) COOTBETCTBYET +3
<8>
HE COOTBETCTBYET 0
10. IlpencrapieHue 3aTpar NpU OIUCAHUM PE3YIBTaTOB <9> COOTBETCTBYET +3
HE COOTBETCTBYET 0
11. IIpencrasienue pesynasratoB <10> COOTBETCTBYET +3
HE COOTBETCTBYET 0
12. Ananus uyBcTBUTENIBHOCTH <11> COOTBETCTBYET +0,5
HE COOTBETCTBYET 0
13. CchUIKH Ha UCIIONH30BAaHHBIC HCTOYHUKH UHQOPMAIIMH ~ COOTBETCTBYET +0,5
<12>
HE COOTBETCTBYET 0
Uroro

Hrorosas KOJIMYCCTBCHHAs OLCHKa METOAOJIOTHYCCKOI'O Kadyc€CTBa KIIMHHUKO-3KOHOMHWYECCKOIO
HCCIICA0BAaHUA JICKAPCTBCHHOIO ITpEriapara:

JUIsL BBIHECEHUSI 3aKJIIIOUEHHUS O BBICOKOM METOAOJIOTHYECKOM KAa4eCTBE KIMHUKO-3KOHOMHYECKOTO
MCCJIEJIOBAHUS JIEKaPCTBEHHOTO INpemnapara - He MeHee 29 0alljloB MpU HAJIWYUN MaTeMaTHYeCcKOM MOJesH, He
MeHee 26 0aioB MpU OTCYTCTBHM MaTeMaTUYECKON MOJEIH;

JUIS BBIHECEHHUS 3aKIIOYEHHUS O CpEIHEM METOAOJIOIMYECKOM KaueCTBE KIMHUKO-IKOHOMHYECKOTO
HCCJIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara - He MeHee 27 0aJuIoB NpU HaJIMYMKM MaTeMaTH4ecKol Mojenu, He
MeHee 24 0aioB MpHU OTCYTCTBUU MaTeMaTHYECKON MOJIEIH;

JUIl  BBIHECEHMs 3aKIIOYEHHs O HU3KOM METOJOJIOTHYECKOM KayeCTBE KIMHUKO-3KOHOMHYECKOIO
UCCIICIOBAHMUS JIGKAPCTBEHHOT'O Iperapara - MeHee 27 0aioB MU HAJIMYMKA MaTeMaTHYEeCKOW MOAETH, MEHEe
24 6anaoB MpH OTCYTCTBUU MareMaTHU€CKOM MOJIEIH.

<1> Tloka3aHus K MPUMEHECHHUIO MPEIJIaraeMoro JIKapCTBEHHOTO Ipernapara, mo KOTOPhIM MPOBOAMIIACE
KJIIMHUKO-DKOHOMHYECKasi OII€HKA, COOTBETCTBYIOT IIOKa3aHMSIM, COAEpPKAUIMMCA B HHCTPYKUUU IO
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOTO TMpernapara. B cimydae Hamuyusi HECKOJIIBKUX TOKa3aHUU K
MPUMEHEHUIO TIPEJICTABIISIOTCS PE3YAbTaThl KIMHUKO-DKOHOMHUYECKUX HCCIEAOBAHMM 1O BCEM TOKa3aHUAM
1u00 MO MOKa3aHUsM MpHU 3a00JIEBaHUAX, XapaKTEPU3YIOLIUXCST HauOOMbIIeH 3a001€Ba€MOCTHI0, CMEPTHOCTBIO
¥ MHBAJTWAU3AIINCH.

<2> Ecnu nekapCcTBEHHBIH Mpenapar mpeiaraeTcsi K BKIIOYEHUIO B IEpeUeHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIUX JICKAPCTBEHHBIX IIPENaparoB Ui MEIULUHCKOIO IPUMEHEHUS, B Ka4eCTBE IIpernapara CpaBHEHHUs
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UCIIOJIb3yeTCs JIGKAPCTBEHHBIN Mpenapar (Ipenaparbl), BKIIOUEHHBIM B MepeueHb KU3HEHHO HEOOXOTUMBIX U
BRXHEHIIINX JIEKAPCTBEHHBIX MPEMapaToB I MEAUIIMHCKOTO MPUMEHEHHs, €CIU JICKapCTBEHHBIM mpemnapat
MpeajaraeTcsi K BKIIOYEHHUIO B MEPEUYEHb JEKAPCTBEHHBIX IMpEnaparoB, MPEIHA3HAUYCHHBIX Jisi 00ecreueHus
aun, OONpHBIX — TreModuiaued, MYKOBUCIUI030M, TUNO(U3apHBIM  HAHU3MOM, Oone3Hpro  [oie,
37IOKaYECTBEHHBIMA HOBOOOpa30BaHUSIMH JUMQPOUTHOW, KPOBETBOPHOH ¥ POACTBEHHBIX UM TKaHEH,
PACCeSHHBIM CKJIEPO30M, TE€MOJHMTHKO-yPEMHUYECKUM CHHJIPOMOM, IOHOHIECKHUM apTPUTOM C CHUCTEMHBIM
HayajoM, Mykonosrcaxapuao3om I, II u VI tunos, ammactuyeckoit aHeMuell HEYTOYHEHHOM, HACIEACTBEHHBIM
nedumurom dakxtopor Il (pudbpunorena), VII (mabunasnoro), X (Ctroapra - Ilpayspa), a Takxke JHUIl MOCTE
TpPaHCIUIAaHTAllMM OpPraHoB U (WJIM) TKaHEW, B KaueCTBE Ipernapara CPaBHEHUS HCIIOJIb3YETCsl JIEKapCTBEHHBIN
mpenapar, BKJIIOUEHHBIN B MEPEeYeHb JICKAPCTBEHHBIX MPEMapaToB, MPEAHA3HAYCHHBIX NJIs1 00eCTieueHus JIHII,
OONBbHBIX TeMO(HINeH, MyKOBUCIUAO030M, TUNIOGU3apHBIM HAaHU3MOM, Oose3Hbio [ole, 3710Kka4ecTBEHHBIMU
HOBOOOpa30BaHUAMH JTUM(MOUIHON, KPOBETBOPHOM M POACTBEHHBIX WM TKaHEH, pacCcessHHBIM CKIIEPO30M,
TeMOJIUTUKO-YPEMUYECKUM CHUHJIPOMOM, FOHOIIIECKUM apTpUTOM c CHUCTEMHBIM HayvaJioMm,
mykononucaxapugosom I, II m VI Tunos, ammactuyeckoil aHeMHEdl HEYTOYHEHHOM, HacCIeACTBEHHBIM
nepunurom ¢aktopoB Il (¢pubpunorena), VII (mabunbnoro), X (Crroapra - [Ipayspa), a Takxke JuI] 1MOCie
TpaHCIUIaHTAIlMU OpraHoOB W (Win) TkaHel. [Ipenapar cpaBHEHUs MPUMEHSETCS B TEKYIIEH MPAKTUKE JICUCHUS
MalMeHTOB MO TEeM J>K€ TMOKa3aHWsAM W B TAKOW JK€ KIMHUYECKOW CHUTyallMHM, YTO W MpeaiaracMblii
JIeKapCTBEHHBIN mpenapat. ONTUManbHOW anbTepHATUBOM Ui CpaBHEHUS SABIsieTcst Hanbomnee Y PeKTUBHBIN U3
JIEKapCTBEHHBIX MPENaparoB, BKIIOUYEHHBIX B COOTBETCTBYIOLIMN TMEPEYEHb M HUCIIOJIB3YIOIIMXCS MO TEM KE
MOKA3aHUSAM M B TAKOW K€ KIMHUYECKOM CUTYallMH, YTO W IPEUIaraeMblil JIEKapCTBEHHBIN Ipenapar. 1lpu
HAJIMYUU HECKOJIIbKMX JIEKAPCTBEHHBIX IPErnaparoB ¢ OAWHAKOBOW 3(PPEeKTHBHOCTHIO ONTUMAJILHON
aJbTEPHATUBOM ISl CPABHEHUS SIBIISIETCS] TOT U3 HUX, KOTOPBIM XapaKTepU3yeTCss HauMEHbIIEH CTOMMOCTBIO 3a
KypC JI€UCHUS.

<3> [lpu HanMuuuU MO pe3ynbTaTaM KIMHUYECKUX MCCIEI0BAaHUM CTaTUCTUYECKU 3HAYMMBbIX Pa3IMndUi 10
apdexTuBHOCTH 1 (MK) O€30MaCHOCTH MEXIY IMpeIaraéMbIM JICKAPCTBEHHBIM IIPETapaToM U IpenapaToM
CpPaBHEHMSI MCIIOJIb3YIOTCS METOZABl pacueTa COOTHOIICHHs 3arpar U 3((EKTUBHOCTH, MPU OTCYTCTBUH IO
pesyibpraTaM KIMHMYECKUX HCCIEAOBAHUN CTATUCTHUYECKH 3HAYUMBIX pa3nuyuii 1mo 3pQexTuBHOCTH U (MIIH)
0€301aCHOCTH MEXAY IpeularaéMbIM JIEKAPCTBEHHBIM IIPENaparoM U IpernaparoM CpPaBHEHUS HCIIOJIb3YeTCs
METOJl MUHUMHU3AL1H 3aTpar.

<4> XapaKTepUCTHUKHU MAIMEHTOB (TI0JI, BO3pACT, TeueHHe 3aboseBaHus, Gopma 3a00JIeBaHHS, CTaIHs
3a0oJieBaHys, JIMHUS TEpanuy, MpeauIecTByIOLas Tepamusi) U CPaBHHUBAEMbIX JIEKaPCTBEHHBIX IpenapaToB
(;IexapcTBeHHas: (popMa, PeKUM J03UPOBAHMSI, CIIOCOO BBEJCHHUS) B KIMHUYECKUX HUCCIIEAOBAaHUAX, PE3YIbTaThl
KOTOPBIX HCIIOJIB30BaHBl JUIsi OOOCHOBAaHMS BHIOOpAa MeETONA KIMHHKO-KOHOMHUYECKOTO HCCIEIOBAHMS,
COOTBETCTBYIOT XapaKTEPUCTHKaM IAIMEHTOB U CPABHUBAEMBIX JICKAPCTBEHHBIX MPENAPATOB, OLIEHUBAEMBIM B
KIIMHUKO-D)KOHOMHUYECKOM HCCIIEIOBAaHUU.

<5> BpiOop KpuTepueB OLEHKU 3(P(PEKTUBHOCTH JIEKAPCTBEHHOIO Ipernapara, HCIHOIb30BAHHBIX IPU
IPOBEIEHUH  KIMHMKO-’)KOHOMHUYECKOTO  HCCIEIOBAHUS, COOTBETCTBYET  pe3yibTaTaM  KIMHHYECKUX
UCCJIEJOBAHNH, IPEJICTABICHHBIX B COOTBETCTBYIOLIEM IIPEUIOKEHUHU, yKa3aHHOM B IyHkTe 13 IlpaBun
(GopMUpOBaHUS NEPEYHEH JIEKAPCTBEHHBIX IpPENapaToB JUIsl MEIULUHCKOIO HNPUMEHEHUS U MHUHUMAJbHOIO
aCCOPTUMEHTA JIEKApPCTBEHHBIX IpEnaparoB, HEOOXOJUMBIX JJS OKa3aHUs MEIUIUHCKONW IOMOIIH,
YTBEPKACHHBIX nocraHoBieHueM IIpaBurensctBa Poccniickoit denepanun or 28 asrycra 2014 . N 871 "O0
yrBepxxaeHnn [IpaBuin opMupoBaHus epedHei JIeKapCTBEHHBIX MPEMapaToB s METUIIMHCKOTO TPUMEHEHHUS
U MUHUMAaJbHOTO aCCOPTHMEHTA JIEKaPCTBEHHBIX IPENaparoB, HEOOXOIMMBIX JUIS OKa3aHHs MEIULUHCKON
nomomu" (nanee - [IpaBuna).

<6> Pacuer 3aTpar OCYyILIECTBISETCS Ha OCHOBAaHHM LIEHBI JIEKAPCTBEHHOT'O Ipernapara HE HUXKE LIEHBI,
IJIAHUPYEMOM K TOCYyJapCTBEHHOM pErucTpaluu, a B Cilydae, €ClM LieHa Ha MpeiaraeMbli JeKapCTBEHHBIN
Ipenapar yke 3aperuCTpUpOBaHA, - HA OCHOBAaHUM IPENEIbHONW OTIYCKHOW LIEHBI ITPOU3BOAMUTENS C y4ETOM
HaJjiora Ha J00aBJIEHHYIO0 CTOUMOCTb.

<7> Pacuer npsMmeIX 3aTpar, CBA3AaHHBIX C HEIOCPEICTBEHHBIM OKA3aHHEM MEIULIMHCKON ITOMOIIIH,
OCYIIIECTBIIICTCSI UCXOMAsl U3 CPEAHMX HOPMATHUBOB (PMHAHCOBBIX 3aTpaT Ha €IWHHUIY O00beMa MEIUITUHCKOU
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IIoMOIIHY, YCTAaHOBJICHHBIX nporpaMMoﬁ TOCYyAapCTBCHHbBIX FapaHTI/Iﬁ OecIIaTHOIO OKa3aHUs rpaxxaaHaMm
MEIUITUHCKON IOMOILM Ha oqepenHoﬁ roJ Y IJIaHOBBIH nepuoa.

<8> Ilpum npoBeACHUM KIMHUKO-DKOHOMHUYECKHX HCCICIOBAaHMM C HCIONb30BAHMEM METOAOB
MaTeMaTu4eckoro MOJEIMPOBaHUA B COCTaBe OT4YeTa (CTaTbH), MPEICTaBIEHHOIO B COOTBETCTBHM C
npuwiokenrem N | k IlpaBunaMm, win B NPUIIOKEHUHM K HEMY IPEACTABIISETCS MaTeMarudeckas MOIEIb C
ONMCAaHUEM METOAUKH MOJEIUPOBAHMS, BKIIFOUAOIIAsl ONMUCAHUE CTPYKTYpPhl MOZENIH, OCHOBHBIX JIOIYIIECHHM
MOZIENI ¢ UX OOOCHOBaHMEM, KIIFOUEBBIX MapaMeTpOB Ul pacyeToB, HCTOUHUKOB MH(OpPMALUU O 3HAYEHUSIX
KJIFOYEBBIX [1ApaMETPOB WIH IIPUBEICHUE METOJUKH pacyeTa.

<9> [Ipu onvcaHuM Pe3yIbTaTOB UCCIEJOBAHNS OTAEIBHO YKa3bIBAIOTCSA:
3arparbl Ha IpeyIaraeMblii JIeKapCTBEHHBIN Ipenapar u npemnapar (npenaparsl) CpaBHEHHUS;

ApYyTrue MmpsMBIC 3aTPaThbl, CBA3AHHBLIC C HCIIOCPCACTBCHHBIM OKa3aHHEM MCI[PIHHHCKOﬁ IIOMOIIH (CC.HI/I
pacCUUTBIBAIINCH);

OpsIMBbIE  3aTPaThl, HE CBA3aHHBIE C HEMOCPEACTBEHHBIM OKA3aHUEM MEIMLUHCKON IOMOLIM (eciu
pacCUUTBIBAIINCH);

KOCBEHHBIE 3aTpaThl, CBsI3aHHbIE M HE CBA3aHHBIE C HEMOCPEICTBEHHBIM OKa3aHHEM MEIULUHCKOH
MIOMOIIIU (€CJIM PACCUUTHIBAJIKC).

<10> PC3YJ'ILTaT aHajin3a MHUHUMU3AIUU 3aTpar IMIpPpCACTABIIACTCA B BHIAC PA3HULIBI B 3arparax,
O6YCJIOBJIGHHI>IX MPUMCHCHHUEM IIpEAJIaracMoro JICKapCTBCHHOIO Iperapara U npcrapara CpaBHCHU,

pe3ysibTaT aHalin3a COOTHOILICHUS 3aTpaT U 3¢)(beKTHBHOCTI/I NPpEACTABIIAICTCA B CIIyHasax:

€CJIU TIpejIaraeMblil JIEKapCTBEHHBIN Mpemnapar XapakrepusyeTcs: Oonbiei 3¢ (GHEeKTHBHOCTHIO U OOJIbIIIEH
CTOMMOCTBIO, YEM TMpernapaTr CpaBHEHUS (B BHJIE COOTHOIIEHUS 3aTpaT U A(PGEKTUBHOCTH AJS MPENIaraeMoro
JICKapCTBEHHOTO TIperapara W Tpernapara CpaBHCHUsS W TOKaszarenisi npupanieHus 3((EeKTUBHOCTH 3arpat
(MHKPEMEHTHOTO MOKa3aTeJsi COOTHOIIEHUS 3aTpaT u Y)PEKTUBHOCTH);

€CJIM TIpeJIaraeMblii JISKApCTBEHHBIN Mperapar XxapakTepusyeTcst 0omnpIiel 3(pEeKTHBHOCTHIO U MEHBIIEH
CTOMMOCTBIO, Y€M IpemnapaTr CpaBHEHHUs (B BUIE pa3HMIBI B 3aTparax M pa3HULBI B 3PPEKTUBHOCTH TAKUX
JIEKapCTBEHHBIX MPENaparoB).

<11> AHanu3 4yBCTBUTEIBHOCTH PE3YJIHTATOB PACUETOB K M3MEHEHUSM CJEIYIOIIMNX apaMeTPOB MOJEIIN
BKJIIOUAET:

JUIsL aHaJIW3a MHUHHMMM3ALUMM 3aTpaTr - LEHY Ha IpeAJIaracMblil JICKApCTBEHHBIM IIpenapar M ILeHYy Ha
rpenapar CpaBHEHHS,

IUTsL aHAJIM3a COOTHOIIEHHMS 3aTpar U 2(p(PEeKTUBHOCTH - IIEHY Ha MpeJiaraeMblid JJEKapCTBEHHBIN MpenapaTt
U LIEHy Ha IIpernapar CpaBHEHMs, MOKa3aTeau KIMHUYEeCKOH 3(h(hEeKTUBHOCTH IMPEIaraeéMoro JeKapCTBEHHOIO
npernapara u npenapara CpaBHEHHUs.

<12> B ortuere (cTarbe), MPENCTAaBICHHOM B COOTBeTCTBUU ¢ mnpuioxenueM N 1 k [IpaBunam,
YKa3bIBAIOTCS CCBIJIKM HA HCIOJIb30BAaHHBIC MCTOYHMKU MH(MOpMALMU JUIsl KQXKJOTO 3HAYCHUs MOKa3aTesiei, a
TaKKe METOAMKHU pacyera.

2. KonnuecTBeHHas OLIEHKA UCCIIEI0BaHUS C MCIIOJIb30BAHNUEM aHAIN3a BIMSAHUSA Ha OIOKEThI OIOIKETHOM
cucreMbl Poccuiickoit @enepanun (nanee - OHOKET) MPOBOAUTCS B COOTBETCTBUHM C KPUTEPUSIMH OLICHKU

METOAOJIOTHYCCKOIo Kau€CTBa UCCICAOBaHHUA C HCITIOJIb30BAHNECM aHAJIN3a BJIMAHUSA Ha 6IOJI)KGT.

KpMTepvm OLIeHKN MeToaoIorm4ecKoro Ka4yecrtea uccriegoBaHums
C UCNONIb30BaHMEM aHanu3a BNUSAHUA Ha OromxeT
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HaumenoBanue KpUTEPpUA OUCHKHN METOJOJIOTUYCCKOTO

Pesynbrar onenkn

IIkasa oreHKH

Ka4ecTBa MCCIICOBAHUS (6amoB)
1. IlpexncraBieHsl pe3yabTaThl OTEYECTBEHHOTO COOTBETCTBYET +3
uccieqoBaHus (aBTOp, Ha3BaHUE, HICTOYHUK
MyOMUKAINHI, TO) HC COOTBETCTBYCT 0
2. PaccmarpuBaembie moka3aHusi K IpUMEHEHHIO <1> COOTBETCTBYET +3
HE COOTBETCTBYET 0
3. llena ma mekapcCTBEHHBIN Mpemapar <2> COOTBETCTBYET +3
HE COOTBETCTBYET 0
4.  Pacuer npsiMpIX MEITUIIMHCKUX 3arpar <3> COOTBETCTBYET +3
HE COOTBETCTBYET 0
5.  Omucanue MareMaTu4ecKoil MojeNu (IIpH HAJIUIHH) COOTBETCTBYET +3
<4>
HE COOTBETCTBYET 0
6. IlpencraBienue NpsMbIX MEIUIMHCKUX 3aTpar Ipu COOTBETCTBYET +3
OTNMCAHUH PE3yIBTATOB <5>
HE COOTBETCTBYET 0
7.  BpemenHnoii ropuzoHT <6> COOTBETCTBYET +0,5
HE COOTBETCTBYET 0
8.  XapaKkTepHCTUKHU M YHCICHHOCTbH LIEJIEBOM MOMYJSIMA  COOTBETCTBYET +3
MAIIICHTOB
HE COOTBETCTBYET 0
9. IlpencrasieHue pe3ynbraTtoB <7> COOTBETCTBYET +3
HE COOTBETCTBYET 0
10. AHanu3 4yBCTBUTEILHOCTU <8> COOTBETCTBYET +0,5
HE COOTBETCTBYET 0
11. CchUIKH Ha MCIIOJIB30BAHHBIC HCTOYHUKH HH(POPMALIMU  COOTBETCTBYET +0,5
<9>
HE COOTBETCTBYET 0
Uroro
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HToroBass KOMMYECTBEHHAs OIICHKAa METOIOJIOTUYECKOrO KauecTBa HCCIEAOBaHUS C HCIOIb30BAHUEM
aHaJu3a BIUSHUS JIGKAPCTBEHHOIO IIpernapara Ha OO/IKeT:

IUIS. BBIHECEHMS 3aKJIFOUEHHUSI O BBICOKOM METOIOJIOTUYECKOM KayeCTBE MCCIIEIOBaHMS C UCIOIb30BAHUEM
aHanu3a BIMAHUS JIEKAPCTBEHHOTO TMpenapara Ha OO[KeT - He MeHee 25,5 Oamia npu  HaIWYUU
MaTeMaTH4eCKOl Mozienu, He MeHee 22,5 6auia mpu OTCYTCTBUU MaTeMaTHYeCKOM MoJeny;

JUIsl BBIHECEHUS 3aKJIIOUEHHSI O CPEIHEM METO/I0JIOTMYECKOM KayeCTBE MCCIEAOBAHUS C UCTIONb30BAHUEM
aHaJu3a BIWSHUS JIGKAPCTBEHHOTO Mpemnapara Ha OIoKeT - He MeHee 24 0asuioB MpU HAJTUYMH MaTeMaTHYeCKOM
Mojenu, He MeHee 21 6aiia npu OTCYTCTBUU MaTeMaTH4ecKoi Moseny;
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IJIs1 BBIHCCCHUS 3aKJIFOUCHUA O HU3KOM METOHOJIOTHYCCKOM KAa4ye€CTBEC HCCICAOBAHUA C HCIIOJIB30BAHUECM

aHanM3a BIUSHUA JIEKAPCTBEHHOTO Mpemnapara Ha OrmKeT - MeHee 24 6ayuioB MpH HAIWYUH MaTEeMaTU4eCKOn
Mozenu, MmeHee 21 6aiia mpu OTCYTCTBUU MaTeMaTUueCKON MOJIEIH.

<1> IlokazaHusi K TPUMEHEHHUIO TMPEIIAraeMOro JIEKAPCTBEHHOTO Tperapara, 1Mo KOTOPBIM TPOBOIUIICS
aHaJIM3 BIMSHUA Ha OrO/pKeT OromKkeTHOM cuctembl Poccuiickoit Meneparuu (manee - OIOIKET), COOTBETCTBYIOT
MOKa3aHUsAM, COIEPKAIIUMCS B MHCTPYKIUU [0 MEIUIIMHCKOMY IMPUMEHEHHUIO JIEKApCTBEHHOrO mpernapara. B
Cyyae HaJIW4Msi HECKOJbKHMX TMOKA3aHWM K MPUMEHEHHIO IPEICTaBIISIOTCS Pe3yJbTaThl aHalW3a BIUSHHS Ha
OIO/DKET MO BCEM IMOKa3aHUAM JHOO MO MOKa3aHUSM IpU 3a00JIeBaHUSX, XapAKTEPHU3YIOLIUXCS HAUOONIbIIEH
3a00JIEBaEMOCThIO, CMEPTHOCTHIO W WHBaNHAM3anued. Ecnu JekapCTBEHHBIM Mpemapar MpeniaraeTcs K
BKJIIOUCHUIO B TEPEYCHb >KHU3HEHHO HEOOXOMUMBIX W BaXXHEWIIUX JIEKAPCTBEHHBIX IMpEnaparoB Jis
MEAMIIMHCKOTO TpHUMEHEHUs U (WIM) TMepeueHb JIEKApCTBEHHBIX IMPErnaparoB, MpPEeAHA3HAYCHHBIX MJis
obecriedueHus JHil, OONBHBIX TeMO(MUIHEH, MYKOBUCIIUA030M, THIO(U3apHBIM HaHU3MOM, Oone3Hbio [ore,
3JI0KAQYECTBEHHBIMA HOBOOOPAa30BaHHUSIMH  JTUMQPOUTHOW, KPOBETBOPHOH ¥ POACTBCHHBIX UM TKAaHCH,
pPacCessHHBIM CKJIEPO30M, TE€MOJIMTHKO-YPEMHUYECKUM CHHJPOMOM, IOHOHIECKHMM apTPUTOM C CHUCTEMHBIM
HayasoM, Mykonosncaxapuznos3oM I, II u VI tunos, aruractTuyeckoit aHeMren HEYTOUHEHHOM, HACIIEACTBEHHBIM
nepurutom (akropoB Il (pubpunorena), VII (madbmmsnoro), X (Ctroapra - Ilpayspa), a Takxke JHIl MOCIE
TpPaHCIJIAaHTAIlMM OPraHoB W (WJIM) TKaHEH, W HE HMMEET TEPaNeBTUYCCKH aHAJOTUYHOTO JIEKAPCTBEHHOTO
mpemapara, — OONaJaroIiero  JOKa3aHHBIMM — KIMHWUYECKMMH, ©  (WIH)  KIMHUKO-DKOHOMHUYECKUMU
npeuMyIiecTBaMu, u (WIM) OCOOCHHOCTSMH MeXaHW3Ma JCWCTBHS, B COOTBETCTBYIOIIEM IIEpEYHE
(mpexncrapnsieT co0OM HOBBIM MOAXOA K JIEYEHMIO), TOKA3aHUE, IO KOTOPOMY MPOBOAMTCS aHAIU3 BIUSHUS Ha
OIO/DKET, COOTBETCTBYET 3a00JIeBaHUAM (COCTOSHHMSIM) M3 TOH K€ TpEeX3HauHOM pyOpuku MexayHapomaHOH
CTaTUCTHYECKON Kiaccudukanuu Oone3Heil M mpoOneM, CBA3aHHBIX CO 3[0POBbEM, YTO W IIOKa3aHHE,
cozieprkaleecs: B MHCTPYKIIUHU 110 METUITMHCKOMY MTPUMEHEHHUIO MPEeIaraéMoro JICKapCTBEHHOTO Mpernapara.

<2> [IpencraBieHue pacyera 3aTpaT OCYIIECTBIAETCS HA OCHOBAHHUHU LIEHBI HE HU)KE LIEHBI, INIAHUPYEMON
K TOCYIapCTBEHHON pErucTpaluy, a B cllydae, €Clid IieHa Ha MpeJiaraéMblil JIEKApCTBEHHBIN Npenapar yxe
3aperucTpUpoBaHa, - Ha OCHOBAaHUHU IMpeleibHOW OTMYCKHOM LIEHbl MPOU3BOAMTENSI C y4eTOM Hajora Ha
N00aBIEHHYIO CTOUMOCTb.

<3> Pacuer mnpsMbIX 3aTpar, CBA3AaHHBIX C HEMOCPEICTBEHHBIM OKA3aHHEM MEIUIMHCKON IOMOIIIH,
OCYIIECTBIISETCA UCXOASl U3 CPEAHHX HOPMATHUBOB (DMHAHCOBBIX 3aTpaT HA €IWHUIY 00beMa MEIULIMHCKON
MOMOIIIM, YCTAHOBJICHHBIX NPOrpaMMOW TOCYIApCTBEHHBIX TapaHTUH OECIIaTHOTO OKa3aHWUs Tpa)KIaHaM
MEJIUIIMHCKOM TOMOIIM Ha OYEPETHOM IO/l Y MJIAHOBBINA MMEPUO.

<4> Ilpu mpoBEJCHUU aHAIU3a BIUSHHUS Ha OIOKET C HCIOJIB30BAaHHMEM METOIOB MaTeMaTHYECKOTO
MOJICIUPOBAHUSA B COCTaBe OT4YeTa (CTarbM), MPEACTABICHHOIO B COOTBETCTBUU C mpuioxkeHuemM N 1 k
[IpaBuiaMm ¢dopMupoBaHusi TEepevyHEW JEKapCTBEHHBIX MPENnaparoB [Uisi MEIUIIMHCKOTO TMPUMEHEHHS U
MHUHHMMAJIbHOTO ACCOPTUMEHTA JIEKAPCTBEHHBIX IPENaparoB, HEOOXOMUMBIX Ul OKa3aHUsS MEIUIIMHCKON
MIOMOIIIM, YTBEP:KJIEHHBIM NocTaHoBiaeHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 28 asrycra 2014 . N
871 "OO6 ytBepxaenuu IlpaBun dopmupoBaHus TEepeyHEH JIEKAPCTBEHHBIX IMPENapaTroB IS MEIUIIMHCKOTO
OPUMEHEHHUsST M MHUHUMAJBHOTO acCOPTHMEHTa JIEKApCTBEHHBIX IpenaparoB, HEOOXOIMMBIX Ul OKa3aHUs
MEAMIMHCKOM romouu", TpeAcTaBiseTcs MaTreMaTHdeckash MOAENb, aJaNTHpOBaHHasT K  CHCTEME
OTEUECTBEHHOI'0 3/IpaBOOXPAHEHMs, C OINHUCAaHUEM METOAWKH MOJIECIMPOBAHMS, BKIIOYAIOIIEH OMHCAHUE
CTPYKTYpPBl MOZENH, OCHOBHBIX JOMYIIEHUN MOIENH C WX OOOCHOBAaHHEM, KIIOUEBBIX MapaMeTpoB s
pacyeToB, UCTOUHUKOB MH(POPMAIMH O 3HAYEHUSIX KIFOUEBBIX TAPAMETPOB WU NPUBEICHHE METOIUKHU pacueTa.

<5> PacueTsl HE YYHTBHIBAIOT TPSAMBIC 3aTparhl, HE CBS3aHHBIC C HEMOCPEICTBCHHBIM OKa3aHUEM
MEIMIIMHCKOW TIOMOIIM, W 3aTparhl, CBS3aHHbIE W HE CBS3aHHBIE C HEMOCPEICTBEHHBIM OKa3aHHEM
MEIMIIMHCKOW MOoMOIU (TP ONKMCAHWH PE3YJIBTaTOB OTACIHHO YKA3BIBAIOTCS 3aTparThl HA JICKAPCTBCHHYIO
Teparnuio).

<6> BpemeHHO! nepuos aHaiM3a BIMSHUSA Ha OIO/DKET COCTaBIIIET He Oosiee 5 JIeT, pU 3TOM OTAEIbHO
YKa3bIBAIOTCS pe3yJbTaThl pacueToB 3a 1-if ro.
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<7> Pe3ynbTaT aHanu3a BIMSHHUS Ha OIOMKET MpPEICTAaBISECTCS B BHJE Pa3HUIIBI B NPSAMBIX 3aTparax,
CBSI3aHHBIX C HEMOCPEACTBEHHBIM OKa3aHMEM MEAMLMHCKOM TOMOIIM, MEeXAy TeKylled MpakTUKON
JeKapCTBeHHOW Tepamuu (0e3 ydera BKIIOYEHHS B COOTBETCTBYIOUIIMHM TMeEpedeHb IpeiaraeMoro
JIEKapCTBEHHOTO Tpernapara) U OKUAAeMOM MPAKTHKOHN (C y4eTOM BKIIIOYEHHsSI B COOTBETCTBYIOLIUH MEpEeYeHb
MpeIaraeMoro JIGKapCTBEHHOTO Tperapara) 3a YKa3aHHbIM BpeMeHHOW mepuoa. I[lpu »TomM ecnu
JICKapCTBEHHBIN Tpenapar mpeajgaraetcs K BKIIOYCHUIO B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX M BayKHEHIIUX
JIEKapCTBEHHBIX IMPENapaToB i MEAUIIMHCKOTO MPUMEHEHUS U (UJIM) MepeueHb JIeKapCTBEHHBIX IPEnaparos,
MpeqHa3HAuUeHHBIX [ o0ecreueHus: UM, OONbHBIX TeMOuIneld, MYKOBHCIHIO30M, THUNO(GU3aPHBIM
HaHM3MOM, Oosie3Hbl0 loIIe, 3JI0Ka4eCTBEHHBIMH HOBOOOPA30BaHUSMH JHUM(OUIHON, KPOBETBOPHOH U
POICTBEHHBIX MM TKAaHEW, PACCESHHBIM CKJIEPO30M, TI€MOJMTHUKO-YPEMUYECKUM CHHIPOMOM, IOHOIIECKUM
apTpUTOM C CHCTEMHBIM HauyajaoM, Mmykomnonucaxapuao3oM I, II m VI Tunos, ammactuyeckoil anemmueit
HEYTOUHEHHOH, HaciencTBeHHbIM AeuuutoM ¢aktopoB Il (pubpunorena), VII (;rabunpHoro), X (CtroapTta -
[Ipayspa), a Taxxke JUI MOCJIE TPAHCIUIAHTAIIMK OPraHoOB W (WJM) TKaHEH, TeKylas MpaKTHKa U OXKHaemas
MpaKTHKa Tepanmuy BKIIOYAIOT B ce€0s TOJIBKO JIEKAPCTBEHHBIE IMpEraparbl, BKIIOYEHHBIE B COOTBETCTBYIOIINM
IepedyeHb U MPHUMEHSIONIMECS B MPAKTUKE JIEYCHUs IAlMEHTOB MO TOMY € IOKa3aHUI0 U B TaKol ke
KIIMHUYECKOM CUTYallMd, YTO U MPEIaraéMblii JJEKAPCTBEHHBIHN ITpernapar.

<8> AHanu3 4yBCTBUTEJIBHOCTH PE3YyJIbTaTOB PACYETOB K HM3MEHEHHUSM MapaMETPOB MOJEIH COACPIKUT
LIEHbI Ha JICKApCTBEHHBIC IMpenaparbl, YUCICHHOCTh LEJIEBON MOMYNSIMU MAIlUEHTOB M YUCIEHHOCTH (JOJH)
MalMEeHTOB, MOJIYYAIOIIMX Mpe/jiaraéMbli JIEKapCTBEHHBIN Tpenapar.

<9> B otuere (cTarbe), MPEACTaBIEHHOM B COOTBETCTBUH C MOANYHKTOM 5.4 myHKTa 5 npunoxeHus N 1 k
[IpaBmiiam ¢GopMupoBaHusl NEpeYHEN JIEKaApCTBEHHBIX MpPENnaparoB JUIsi MEIUIIMHCKOTO TNPUMEHEHMS U
MUHHMMAJIbHOTO AaCCOPTUMEHTA JIEKAPCTBEHHBIX IPENaparoB, HEOOXOMUMBIX Ul OKa3aHHUsA MEIULMHCKON
IIOMOIIIM, YTBEPKJIEHHBIM NocTaHoBiaeHueM [IpaButenbctBa Poccuniickoit @enepanuu ot 28 asrycra 2014 r. N
871 "O6 ytBepxaenuu IlpaBun dopmupoBaHus TEepeyHEd JIEKAPCTBEHHBIX IMPENaparoB s MEIUIIMHCKOTO
IPUMEHEHUs ¥ MHUHHUMAJIBHOIO aCCOPTHMEHTA JICKApCTBEHHBIX IpenaparoB, HEOOXOIMMBIX [UId OKa3aHUs
MEIUIIMHCKOW MOMOIIU", YKa3bIBAIOTCS CCBUIKM Ha HCIOJIb30BaHHbIE MCTOYHUKH MH(POPMAIMM Ul KaxXI0To
3HA4YEHHUs MTOKa3aTelel, a TakKe METOIUKH pacueTa.

IIpunoxxenue N 6

K [IpaBunam popmupoBanus nepeyHei
JIEKapCTBEHHBIX IIPENapaToB

JUISL MEIULIMHCKOTO ITPUMEHEHUS

Y MUHHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENaparos,
HEOOXOIUMBIX Ul OKa3aHUs
MEIULUHCKON IIOMOIIN

MHTEIPAJIbHBIE LUKAITbI
KOMMJIEKCHOW OLIEHKU JIEKAPCTBEHHOI'O MPEMAPATA

Cnucok U3MEHSIOMINX JOKYMEHTOB
(B pen. ITocranosnenus [IpaButensctBa PO ot 25.07.2024 N 1009)

LLikana oueHKM ypOBHeN foKa3aTeNlbHOCTU pe3ynbLTaToB KIMHMYECKUX
uccrenoBaHUM NeKapcTBEHHbIX NpenapaTtos <1>
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XapakTepHucTUKa HUCCIIeI0BaHUI Yposenb [IIxana oneHKH
JTOKa3aTeIbHOCTH (6amoB)
pe3ynbTaToB
Cucremarnueckue 0030pbl paHAOMU3UPOBAHHBIX KIMHUYECKUX 1 10

I/ICCJ'IBI[OBaHI/Iﬁ C MCTa-aHaJIu3aMHu

PannomusupoBaHHbIe clemnble KITHHUYECKNE UCCIIEIOBAHUS 1I 9
PannomMusupoBaHHbIE OTKPBITHIE KIIMHUYECKHE UCCIICIOBAHUS 1I 8
CereBoii MeTa-aHANTU3 I 7
(B TOM 4McCIIe HENPSMbIE CPAaBHEHHSI U CMELLIaHHbIE CPABHEHUS)

KoroprtHsle uccnenoBanus v 6
HWccnenoBanus "ciyyait-koHTpOIIb" v 5
OnucaHue ciy4aeB U CEpUU CIyvacB VI 4
MHeH#He dKCTIepToB VII 3

LLikana oueHKn ypoBHen yoeanTenbHOCTU A0Ka3aTenbLCTB

KINMUHUYECKUX UCCrefOoBaHMN NeKapCcTBeHHbIX NpenapaToB <2>

YpoBeHn
yOemUTeTbHOCTH

J1I0Ka3aTcJIbCTB

XapakTepHucTHUKa MMOKa3aTeNst [lIxamna
OLICHKH

(6amoB)

A

JI0KA3aTeJIbCTBA YO IUTEIbHBIL: 3

HUMCIOTCS BECKHUEC JOKA3aTCIbCTBA IIPCIIaracMoro YTBEpKIACHUA

OTHOCHUTENbHAs yOSTUTEIILHOCTD JOKa3aTeNIbCTB: 2
HMMEIOTCSI OCTAaTOUHBIE JJOKA3aTeIbCTBA B IIOJIb3Y TOTO, YTOOBI
PEKOMEHI0BATh MPEJJIOKEHHBIH JIEKApCTBEHHBIN Npenapar Jyis
BKJTIOYEHUS B TIEpEYCHb )KU3HEHHO HEOOXOIUMBIX H BaKHEHUIINX
JIEKapCTBEHHBIX MPEnapaToB JUIsi MEAULMHCKOTO IpUMEHeHus (anee -
nepedeHb BAKHEHUIHNX JIGKAPCTBEHHBIX MPENapaToB) U (KITH) epedeHb
JIEKapCTBEHHBIX NPENapaToB, MpeAHa3HAYEeHHBIX U1 00eCIedeH s 1L,
OONBHBIX TeMO(HIHEH, MyKOBUCIUI030M, THIO(U3apHBIM HAHU3MOM,
6onesHbto Iomre, 370kadecTBEHHBIMI HOBOOOPA30BaHUSIMU
TUMQOUTHOM, KPOBETBOPHOH M POIICTBEHHBIX UM TKaHEH, pacCessHHBIM
CKJIEPO30M, TEMOJIINTHKO-YPEMUUECKIM CHHAPOMOM, FOHOIIIECKHM
apTPUTOM C CUCTEMHBIM HadaJioM, MykononucaxapuaosoM I, I u VI
THUIIOB, aIJIACTUYECKOI aHeMHel HEeyTOUHEHHOW, HaClIeZICTBEHHBIM
nedurmroM paktopos 11 (pubpunorena), VII (madunphoro), X
(Crroapra - IIpayaspa), a TakKe JIHI IOCIIE TPAHCIUIAHTAI[MA OPTaHOB U
(un) TkaHe# (nasee - nepeyeHb JOPOTOCTOSIINX JIEKAPCTBEHHBIX

MpernaparoB)

JOCTATOYHBIX JOKA3aTCJIbCTB HET: 1
HUMCIOIIUXCA TO0KA3aTCIIbCTB HEAOCTATOYHO AJI1 BEIHCCCHUA
PEKOMEHAAU, HO PCKOMEHAAIINU MOTYT OBITH JAaHbl C Y4€TOM UHBIX

00CTOSATEILCTB

... \ KoHcynbranTlntoc
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MHTerpanbHas KonuyecTBeHHasi OLleHKa KauyecTBa KNMUHMYECKOro
uccriefoBaHUA NleKapCTBEHHOro npenapara

XapaKkTepuCcTHKa UCCIICAOBAHHS YpoBeHb YpoBeHb OO61mas oneHka
JOKa3areNb | yOeauTeNbHOC | WccienoBaHus (06amioB)
HOCTH TH

JJAHHBIX JOKa3aTCIbCTB

Cucremarnueckuii 0630p paHIOMU3UPOBAaHHBIX I A onpenensercs Kak
KIIMHUYECKUX UCCIEN0BaHUM ¢ MeTa-aHaIu30M C [IPOU3BEACHHUE OLEHKU
HU3KOU <3> miM cpeaHen <4> BepOsSTHOCThIO OIMOOK uccienoBanus (0asoB)

YPOBHS JOKA3aTCJIbHOCTHU

PannomusupoBaHHbIe KIMHUYECKHUE UCCIIEIOBAHUS C 11 A JAHHBIX ¥ OLCHKH

i <5> i <4>
HU3KOH <5> nnm cpeqHeit <4> BepOsTHOCTBIO OITHOOK yccnetoBanus (GaioB)
N YPOBHS YOIUTEIHHOCTH
CerteBoii MeTa-aHaIN3 (B TOM YHCIIE HENPSIMBIE 111 A
o JI0Ka3aTebCTB
CpaBHEHH U CMEIIaHHbIE CPABHEHUS) C HU3KOI <6>

WM CpeHel <4> BepOSTHOCTHIO OLIHMOOK

KoroptHele uccnenoBanus ¢ HU3koM <7> UM cpegHen v B

<4> BEpOSATHOCTBHIO OIIHOOK

UccnenoBanus "cmydaii-kOHTpOIh" ¢ HU3KOM <8> nnu A" B

cpenHei <4> BepOSTHOCTHIO OLINOOK

OnucaHue ciyyaeB, CEpUil Cliyyaen VI C
MBHeHue 3kcnepToB VII C
UccnenoBanus 100010 qu3aiiHa ¢ BEICOKOM 1 C

BEPOSTHOCTHIO OMIMOOK <9> (HU3KOIO METOIHUYECKOTO

Ka4yecTBa) 1 C
11 C

v C

v C

VI C

VII C

Hrorosas HUHTCrpajibHasA KOJIMYCCTBCHHAsA OIICHKa Kady€CTBa KIIMHHUYCCKOI'O HUCCICI0BaHNA
JICKaApPCTBCHHOTIO ITperiapara:

He MeHee 18 - mus pekoMeHJalMM K BKIIIOYEHMIO JIEKapCTBEHHOIO Ipernapara B MEpeuYeHb Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENaparoB U (WIKM) NEPEYeHb JOPOTOCTOSIINX JIEKAPCTBEHHBIX MIPENapaToB;

HEe MeHee 12 - 1 peKOMEHJAIMK K BKIIOUYEHHIO Op(aHHOTrO JEKapCTBEHHOro Impemapara <11> B
NepeYeHb BAXKHEHIIMX JIEKAPCTBEHHBIX IpernaparoB M (WIM) HEPEYeHb JOPOTOCTOSILUX JIEKAPCTBEHHBIX
IpenapaTos.

KonuyecTtBeHHas oueHKa 3¢pheKTUBHOCTU NPUMEHEHUs

NeKapCTBEHHOro npenapara B paMKax KIMHU4YeCKnx
nccneposaHmmn <10>
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Pesynbrar cpaBHUTENBHON | XapaKTepUCTHKHU TEPAITUN CPABHEHUS Buj xnuHudeckoro ucxona [xana
OLICHKH KIIMHUYECKOTO OILICHKH
nucxona (6amoB)
Hanu4ue cTaTUCTUUECKH — Tepamnusi CpaBHEHUS BKIIIOUCHA B KOHEYHBIH +10
3HAYUMBIX IPEUMYILECTB  MEpeueHb BAKHEHUIINX JIEKAPCTBEHHBIX
JIEKapCTBEHHOI'O IIpeTIapaToB/IepedeHb JOPOTOCTOSIIIX .
P penap P s1op tm CyppOrarHbId +8
Ipenapara, IpeylaraéMoro JIeKapCTBEHHBIX IIperapaToB
K BKJIFOUEHUIO B IIEPEYHU
Tepanus CPaBHEHUs HE BKIIIOUYEHA B KOHEYHBIH +6
NepevyeHb BaKHEHIINX JIeKapCTBEHHBIX
IIpenaparoB/mepeyeHb JOPOrOCTOSIINX .
perap p sop t CyppoOrarHbeId +4
JIEKAPCTBEHHBIX MIPEIapaToB
MOZI/IeP KU BAOIIAsT TepaITus/maane0o KOHEYHBIN +2
CyppOraTHbIH +1
HecpaBuurensHoe OTCYTCTBYET KOHEYHBIH 0
HCCIIEI0BaHHE
(+4) <11>
CyppOTaTHBIN 0
(+2)<11>
OTCyTCTBYIOT Tepanwusi CPaBHEHUS BKIIIOUCHA B J000H 0
CTAaTUCTHUYECKH 3HAUMMBble  IIE€pEYEHb BaXKHEHIINX JIEKAPCTBEHHBIX
paziauuus B IpernapaToB/nepedeHb JOPOTOCTOSIINX (+1) <11>
3¢ HEKTHBHOCTH JIEKapCTBEHHBIX MPErapaToB
JIEKapCTBEHHOI'O
npenapara, npejuiaraemoro TEPAINA CPABHEHHS HE BKIIOYCHA B
TepevYeHb BaKHEHMIIINX JIEKapCTBEHHBIX
K BKJIFOUEHUIO B IIEPEYHU cepete ¢ cKaperBe
IpernapaToB/IepedeHb JOPOTOCTOSIIINX
JICKapCTBEHHBIX IpenapaToB
TIOJICPIKUBAIOIIAs Teparus/aneoo
Hanuuwe craructuueckn — Tepamnusi CpaBHEHUS BKJIIOYEHA B KOHEYHBIN -6
3HAUUMO MEHbLIEH HepeucHb BaKHEUIINX JIEKAPCTBEHHBIX
s dexkTuBHOCTH IpernapaToB/nepedeHb JOPOTrOCTOSIIUX .
bd pernap p Aop = CyppOTaTHbIN -1
JICKapCTBEHHOTO JICKapCTBEHHBIX IpenapaToB
Tpernapara, rpearaéMoro
K BIJTIOUEHHIO B Tepeqny  TSPAITHA CPABHEHNA HE BKITIOYEHA B KOHEYHBIN -8
TepevYeHb BaKHEHIINX JIeKapCTBEHHBIX
IIperapaToB/IepedeHb JOPOTOCTOSIIIX .
pernap P #op B CyppOTaTHBIN -2
JIEKapCTBEHHBIX IIPEnapaToB
MOZJICP)KUBAOINAS TEPANUs/TUIaed0  KOHEUHBIH -10
CyppOTaTHBIN -4

Hroro

KonuuyecTBeHHas oueHKa 6e30NacHOCTU NPUMEHEHUA NeKapCTBEHHOro
npenapara B paMKax KJIMHUYeCKUX uccregoBaHumn
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OreHKa ypoBHs 0€3011aCHOCTH Yuciio ciryyaeB HexXeaTeIbHbIX Onenka Becooii
JICKQpCTBEHHOTO IMpernapara peaxiuii (poIeHTOB) (6amoB) k03 HUIHECHT

HesxenarenbHble peakliul OTCYTCTBYIOT 0 0 0
HexenarenbHble peakLMH JIETKOHM CTENIEHN =10 -1 0,25

= 20 -1

= 30 -1

= 40 -2

=50 -2

= 60 -3

=170 -3

= 80 -3

=90 -4

100 -4
HexenarenbHble peakiuu cpeaHen =10 -2 0,5
CTEIEHU

=20 -2

= 30 -3

= 40 -3

=50 -4

= 60 -4

=70 -5

= 80 -5

=90 -6

100 -6
HexenarenbHble peakMU TAKEIONU =10 -4 1
CTEIIEHHU - COCTOSHUS, IPOJICBAIOIINE
HaXOXIEHUE NALUEHTa B CTALIMOHAPE WU =20 -4
MIPEACTABISIONIUE YIPO3Y VISl )KU3HU

= 30 -5

=40 -5

=50 -6

= 60 -6

=10 -7
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= 80 -8

= 90 -9

100 -10
Hroro OLICHKa YPOBHS 0€30I1aCHOCTH

(cyMMa Ipon3BeICHUH CPEAHUX 0AJIIOB IO KaXJIOMY YPOBHIO
6€30MacHOCTH JICKAPCTBEHHOTO Mpenapara U COOTBETCTBYIOIIECTO

BECOBOT0 K03 (UIIeHTa)

KonnuyectBeHHas oueHKa AOMOSNIHUTENIbLHOU TepaneBTUYECKOU
LeHHOCTMU NeKapCTBEHHOro npenapara

HaumeHnoBaHue kpurepust Pe3synbrar oLeHKH [Tkana oneHKU
JIOTIOJTHUTEILHOM TepareBTHYECKON (6amoB)
IEHHOCTH
1. KpatHOcTh npuemMa COKpallleHUe KPaTHOCTH IIpueMa +2
COXpaHeHHEe KPaTHOCTH IIpUeMa 0
YBEIUUCHUE KPAaTHOCTH IIpUeMa )
2. HoBelit MexaHU3M JIeHCTBUS HUMeeT KIMHUYECKUE TPEuMyILecTBa +2
HE UMeeT KIIMHUYECKUX IPEUMYLIEeCTB 0

LLikana KNMHUKO-3KOHOMMUYECKOWN OLIEHKU NIeKapCTBEHHOro
npenapara <12>

Pesynbrar onenku IIpouent [xana
OTKJIOHEHHS OIICHKH
(6amoB)
1.  Kumnudeckas 3))eKTUBHOCTb MPEIaraeMoro JICKapCTBEHHOTO 6omee 60 +10

npenapara CTaTUCTUIECKH 3HAYMMO BhIIe <13> KITMHUYECKON

s¢dexTuBHOCTH Npenapara CpaBHEHNUS, TIPH 3TOM IIPIMCHEHUE ot 40 z10 60 +9
JIEKapCTBEHHOTO IpernapaTa XapakTepU3yeTCsl MEHBIINMU 3aTpaTaMy,
ot 20 mo 40 +8
4eM IPUMEHEHHUE Tpernapara CpaBHEHUS
or 10 mo 20 +7
2. Knnandeckast 3pQpeKTHBHOCTD NPeIaraeMoro JIEKapCTBEHHOTO o 10 +6

mpernapara CTaTHCTHYSCKH 3HAYMMO BhIlIe <13> KITMHUYECKOi

3¢ (EeKTUBHOCTH Mperapara CpaBHEHHS, TIPU 3TOM IIPUMEHEHUE
JIEKApCTBEHHOTO MPEenapara XapaKTepu3yeTcsl HeCyIeCTBEHHBIMH
Pa3IMYUsMHE IO CPABHEHHIO C 3aTpaTaMy Ha MPUMEHEHHE Mperapara

CpaBHEHMs

3.  Kuunnueckas 3 pekTuBHOCTD NpeasiaraeMoro JIeKapCTBEHHOTO - -
mpernapara COroCTaBUMa ¢ KIIMHUYECKOH 3 ()EKTHBHOCTRIO Ipenapara

CpaBHEHU (CTaTUCTUYECKU 3HAYUMBIE PA3]IMuusl OTCYTCTBYIOT <14>)
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3.1. IpHUMEHEHHE JIEKAPCTBEHHOIO IIpeIapara XapakTepu3yeTcss MEHBILIMMA oonee 60 +8
3aTparaMmu, YeM IIPUMEHEHUE Npenapara CpaBHEHUA
ot 40 no 60 +6
ot 20 mo 40 +4
or 10 mo 20 +2
3.2. TpHUMEHEHHE JIEKApCTBEHHOTO Mperapara XapakKTepu3yeTcs mo 10 0
HECYILECTBEHHBIMU Pa3IMYUsIMMU [10 CPABHEHUIO C 3aTpaTaMU Ha
IPUMEHEHHUE Mpenapara CpaBHEHUSA
3.3. NpUMEHEHHE JEKapCTBEHHOTO Mpenapara XapakTepu3yeTcs OOIbIINMHU ot 10 mo 20 -2
3aTparaMu, YeM IPUMEHEHUE IIpenapara CpaBHEHUs
ot 20 1o 40 -4
ot 40 no 60 -6
Gonee 60 -8
4. Knuanaeckast 3¢ QeKTHBHOCTE peIaraeMoro JISKapCTBEHHOTO Tpernapara CTaTUCTHIECKH 3HAYUMO

BBIIIE <13> KIMHUYIECKOH 3()(EKTHBHOCTH IIpenapaTa CpaBHEHYS, IPU STOM IIPUMEHEHHE

JIEKapCTBEHHOTO IIperapara XapakTepu3yeTcst OONBIINMH 3aTpaTaMi, YeM IIPUMEHEHHUE IIpernapara

CpaBHEHUS
4.1. VHKPEMEHTHBIH MOKa3arellb COOTHOMICHUS 3aTpar ¥ 3PPEKTUBHOCTH 6omee 60 +9
JUISL IIPEJIaraeMoro JIEKapCTBEHHOIO Mpernapara HUxKe, YeEM (6omee 40) <11>
pedepeHTHOE 3HaYCHNEe HHKPEMEHTHOTO IT0Ka3aTelsl COOTHOLICHHS
3arpar u 3¢ dexrusHocT <15> or 40 1o 60 +8
(ot 20 1o 40)
<11>
or 20 mo 40 +7
(ot 10 no 20)
<11>
or 10 mo 20 +6
(ot 5 o 10)
<11>
4.2. WHKPEMEHTHBII MOKA3aTe)Ib COOTHOILICHHS 3aTPaT U 3PPEKTUBHOCTH 1o 10 (mo 5) +5
MpeIIaraéMoro JIEKapCTBEHHOTO IIperapara COIoCTaBUuM C <11>

pe(i)epeHTHLIM 3HAUYCHUEM MHKPECMEHTHOI'O ITOKa3aTeJIs1 COOTHOIICHU A

3arpar u d3pPpeKTuBHOCTH <15>

4.3. WHKPEMEHTHBII MOKA3aTe)Ib COOTHOIICHHS 3aTPaT U 3PPEKTUBHOCTH Oonee 60 +1
IIpeIaraeMoro JeKapcTBEHHOTO ITpernapara Bolie peepeHTHOro (6onee 40) <11>
3HAUEHM UHKPEMEHTHOIO [10Ka3aTessl COOTHOUICHUS 3aTpar U
s pexruBHOCTH <15> ot 40 o 60 +2

(ot 20 1o 40)

<11>

ot 20 1o 40 +3
(ot 10 1o 20)
<11>
ot 10 1o 20 +4
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(ot 5 o 10)
<11>
5.  Knmangeckas 3¢(eKTHBHOCTH IPEaIaraeMoro JIeKapCTBEHHOTO 6oiee 60 +1
Ipernapara CTaTUCTUUECKU 3HAUMMO HIDKE <13> ximHu4Yeckon
3¢ (EeKTUBHOCTH Mperapara CpaBHEHHS, IIPU 3TOM IIPUMEHEHUE ot 40 z10 60 0
JIEKapCTBEHHOTO ITpernapara XapakTepu3yeTcs MEHBIINMH 3aTpaTaMH,
YyeM IIpUMEHEHHe IpernapaTa CpaBHEHUS ot 20 10 40 -1
ot 10 1o 20 -2
6.  Kunnunueckas 3¢p¢eKTUBHOCTb PEATIAraeMoro JIEKapCTBEHHOTO 1o 10 -3
npernapaTa CTaTUCTHYECKU 3HAUNMO HIDKe <13> KIIMHUYeCKOU
9 PEKTUBHOCTH TpemnapaTa CpaBHEHUsI, IIPH ITOM 3aTpaThl Ha
IPUMEHEHHUE JIEKAPCTBEHHOTO IIperapara XapakTepu3yoTcs
HECYIECTBEHHBIMHU Pa3IMUMSIMU 110 CPABHEHHMIO C 3aTpaTaMH Ha
mpenapar cpaBHEHHS
7. Knunnueckas 3ppekTuBHOCTD NpeiaraeMoro JIeKapCTBEHHOTO or 10 mo 20 -4
Tperapara CTaTUCTUYEeCKH 3HaYNMO HIbKe <13> KIMHUYeCKOM
5} (heKTHBHOCTH Npenapara CpaBHEHHUS, IPU 3TOM IIPUMEHEHUE ot 20 110 40 -5
JIEKapCTBEHHOTO ITpernapara XapakTepu3yeTcs: OOJBbIINMH 3aTpaTaMH 1o
CPaBHEHUIO C 3aTpaTaMM Ha Iperapar CpaBHEHHS ot 40 10 60 -6
6osee 60 -7

LLikana oueHKn BNUAHUA NeKapCTBEHHOro npenapara Ha 6raxeTbl
6roaxxeTHOM cuctembl Poccuinckon ®epepauumn <12>

Pesynbrar oneHkn IIponent [kana
OTKJIOHEHUS OLIEHK!U
(6annoB)
1. IIpumenenue npeaiaraeMoro JIEKapCTBEHHOTO NpenapaTa NpUBOINT K oonee 60 +8
CHIDKEHMIO IIPSIMBIX 3aTPaT, CBA3aHHBIX C HETIOCPEACTBEHHBIM
OKa3aHHeM METUIIMHCKON MoMoIIH <16>, 10 CpaBHEHHUIO C TEKYIICH ot 40 no 60 +6
MIPAaKTHKOW TepaIiy 32 HanOOJIBIIHI BpEMEHHO! TOPU30HT, HO HE Oolee
5 et ot 20 no 40 +4
or 10 no 20 +2
2. IIpumenenue npeanaraemMoro JIeKapCTBEHHOTO MpemnapaTa IpUBOAUT K no 10 +1
HECYIIECTBEHHOMY M3MEHEHHIO MPSIMBIX 3aTpaT, CBA3aHHBIX C
HETIOCPECTBEHHBIM OKa3aHUEM MEJUIIMHCKON oMo <16>, o
CPaBHEHUIO C TEKYIICH MPAKTUKOW Teparuu 3a HanOOJIbLINH BPEMEHHON
TOPH30HT, HO He Oosiee 5 et
3.  IlpuMeHeHue mpeanzaraeMoro JeKapcTBEHHOIO IIpenapara MpUBOIUT K ot 10 go 20 0
YBEJIMYEHUIO TPSAMBIX 3aTParT, CBI3aHHBIX C HENOCPEICTBEHHBIM
OKa3aHHeM MEUIIMHCKON oMoy <16>, TI0 CpaBHEHHIO C TEKyIIeH or 20 110 40 -1
MIPaKTUKOW Teparuu 3a HauOOJIBIINI BPEMEHHOM TOPU30HT, HO He OoJiee
S et ot 40 no 60 -2
6onee 60 -3

LLikana KonM4yecTBEHHOMU OLIEHKU JONOSNTHUTENbHbIX AAaHHbIX
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0 NeKapcTBEeHHOM npenapare

Kpurepun oneHku

Pe3ym>TaT OLCHKH [Ikana omeHkuU

(6amoB)
Heo0xoauMocTs MpUMEHEHHS JIEKapCTBEHHOTO a +2
npernapara Juisl TUarHoCTHKH, TPOPHIAKTHKH,
JIeYeHUs! WK peabuINTaIK IPU OKa3aHUU
MEIMIIUHCKOM MOMOIIH B CiTy4ae 3a00JIeBaHUA
Y COCTOSTHHIA, TPeo0IIaIalouX B CTPYKTYpe
3200J1€BAEMOCTHU U CMEPTHOCTHU IPaxaH HET 0
Poccuiickoit ®enepanum, Ha OCHOBaHUU
JAHHBIX TOCYIapCTBEHHOTO CTATUCTUYECKOTO
HaOTIONCHUS
Hanwuuue 3apeructpupoBansbix B Poccuiickon na +1
Denepaliui BOCIIPOM3BEICHHBIX WU
O61oaHaOrOBhIX (OMOMOIOOHBIX)
HET 0
JIEKapCTBEHHBIX IIPEapaToB
Hanuuue nexapcTBEHHOIO Ipenapara B IEpeuHe HET 0
CTpaTeru4ecKy 3HaUUMBbIX JICKAPCTBEHHBIX
CPEZCTB, IPOU3BOJCTBO KOTOPHIX JOJKHO OBITH
obecrnieueHo Ha TeppuTopun Poccuiickoit na +1
Denepanun
Hanuuue nekapCcTBEHHOIO Ipernapara B HET 0
MePEeYHSX JEKapCTBEHHBIX MPEapaToB,
(hMHAHCHUPYEMBIX 3a CUET CPEICTB OFOHKETOB 1 .
cyobekToB Poccuiickoit denepanuu
Hanuuue npousBoAcTBa (JIOKaIU3aLus) HET 0
JIEKapCTBEHHOTO IIperapara Ha TEPPUTOPUN
Poccuiickoit Denepauu HepBUYHAs U BTOPUYHAs +2
YIIAKOBKa, BBITYCKAIOIIHIA
KOHTPOJIb KaueCTBa MPH HAJIMIUH
3aKJIIOYEHHOI'0 CIIELUAIbHOTO
MHBECTHULIHOHHOTO KOHTPAKTa,
MIPEATOAralouIero CO3IaHNe B
Poccuiickoit ®enepanyn
IPOU3BOJICTBA FOTOBOM
JIeKapCcTBEHHOU (OPMBI M CHHTE3a
MOJIEKYJIbI JEHCTBYIOLIETO
BEILIECTBA NIPU IIPOU3BOJICTBE
(hapManeBTHYECKIX CyOCTaHIIMM,
- 1a
BCE CTaluy IIPOU3BOJCTBA, +1

BKJIFOYAsl IPOU3BOJICTBO TOTOBOM
JIeKapCcTBeHHOM (hopmbl (0e3
CHHTE3a MOJICKYJIBI
JIEWCTBYIOIIETO BEIECTBA MPU
HPOU3BOCTBE
(hapManeBTHYECKUX CyOCTaHIHIA),

- 1a
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BCE CTAIMH MIPOU3BOJICTBA, +3
BKJTIOYAst IIPOM3BOJICTBO TOTOBOM
JeKapcTBeHHOM (hopmbl (Oe3
CHHTE3a MOJICKYJIIBI
JIEHCTBYIOIIETO BELIECTBA IIPU
HPOU3BOJCTBE
(hapManeBTHUECKHX CyOCTaHIHIA),
IPH HAJMYAH 3aKII0YCHHOTO
CIIEIMAIBHOTO HHBECTHIIHOHHOTO
KOHTPAKTa, IIPEANOJIarafoiero
cos3nanue B Poccuiickoit
®denepanuu NpoOU3BOICTBA
JeKapCTBEHHOTO TIpenapara,
BKJTFOYAst CHHTE3 MOJICKYJIBI
JIEHCTBYIOIIETO BEIIECTBA IPU
IIPOU3BOJICTBE
(hapManeBTHUECKHUX CyOCTaHITHH,

- a

BCE CTa/IMH IPOM3BOJICTRA, +7
BKJIFOYAst IIPOM3BOJCTBO FOTOBOM
JIEKapCTBEHHON ()OPMBI M CHHTE3

MOJIEKYJIbI ACHCTBYIOIIETO

BEILIECTBA IIPU POU3BOJICTBE
(apmareBTHIECKUX CyOCTaHIIHH,

- 1a

HroroBasi oueHKa [OMOJHUTENBHBIX JAaHHBIX O JIEKapCTBEHHOM mpemnapare (He Menee +1 ams
PEKOMEHIANN K BKJIIOYEHHIO OpP(AHHOTO JICKApCTBEHHOTO Npemnapara, He MeHee +4 /s PeKOMEHJaluu K
BKJIFOYEHHUIO OCTAJIbHBIX JIEKAPCTBEHHBIX MPENaparoB ¢ yueToM 0ajlioB, BHICTABICHHBIX IMIABHBIM BHEIITATHBIM
cnenuanuctoM MuHHCTepeTBa 31paBooxpaHeHus Poccuiickoit @eneparun B myHkTe 10 HayyHO 000CHOBaHHBIX
pPEKOMEHAALMN O BKIOUEHUH (00 MCKIIOUEHUH, OTKA3€ BO BKJIFOUEHHUH) JIEKAPCTBEHHOTO Mpenapara B EPEeUHH
JIEKapCTBEHHBIX IMpenapaToB JUIsl MEIUIUHCKOTO MPUMEHEHUS U MUHUMAJIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX
MpernaparoB, HEOOXOMUMBIX JIJISl OKa3aHHUS MEAMIIMHCKOW MOMOIH, 1o (opMe cortacHo mpuiokeHnto N 9 k
[IpaBunam ¢GoOpMHpPOBAaHUS TEpEeYHEH JIEKAPCTBEHHBIX TNPENaparoB Ui MEIUIMHCKOTO TPUMEHEHUS W
MUHUMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IPENaparoB, HEOOXOJUMBIX JIsi OKa3aHUS MEIULUHCKON
MOMOIIH, YTBEPKACHHBIM TTocTaHoBleHUEM [IpaButennscTBa Poccuiickoit @enepanuu ot 28 aprycra 2014 . N
871 "OO6 ytBepxaenun I[IpaBun GopmMupoBaHUs NEpeUHEN JEKAPCTBEHHBIX MPENapaToB Ul MEIHIIMHCKOTO
NPUMEHEHNUS W MHUHHMAJIbHOTO aCCOPTUMEHTa JIEKAPCTBEHHBIX IpPernaparoB, HEOOXOAMMBIX Ui OKazaHUs
MEUITUHCKOM moMoriu").

<1> YpoBeHb 10Ka3aTeIbHOCTH PE3YJIbTATOB KIMHUYECKUX UCCIIEOBAHUN PUMEHSETCS A POpMaIbHOM
OLICHKA KadecTBa OTIEIBHOIO KIMHUYECKOTO HCCIENOBaHUs JIEKapCTBEHHOro mpemnapara. KimHHueckux
UCCIIEIOBAHUI OJHOTO JICKAPCTBEHHOTO Ipenapara MOXKET ObITh HECKOJIbKO, U YPOBHM UX JOKA3aTEIbHOCTH B
3aBUCUMOCTH OT JU3aiiHa KIMHUYECKOTO UCCIIEI0BAaHUS MOTYT OBbITh PAa3JIMUHBI.

<2> YpoBeHb YOCAUTEIBHOCTH J0Ka3aTeIbCTB YPPEKTHBHOCTH JICKAPCTBEHHBIX MPENapaToB MPUMEHSIETCSI
IPU OLIEHKE COBOKYMHOCTH KIMHUYECKUX HCCIEAOBAHUN JIEKApPCTBEHHBIX MPENapaToB OAHOTO U TOTO JKE
JeKapCcTBEHHOTO mpenapara. OcymiecTBiseTcss 00001eHrne JaHHBIX 00 YPOBHSIX JOKA3aTeIbHOCTH OTIEIHHBIX
KIIMHUYECKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKAPCTBCHHBIX IIPEIIapaToOB PA3JIMYHOIO Ka4€CTBA U IMPUCBAUBACTCA OAHWH U3 3
YPOBHEW yOeTUTEITHHOCTH.
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<3> Hwuskas BEPOATHOCTH OoII00K IMPUCBaUBACTCA CHCTEMATUYCCKUM o630paM PAaHAOMU3UPOBAHHBIX
KJIMHUYECKUX MCCIIEN0BaHUM C METa-aHAIHU30M npu CO6JIIOI[CHI/II/I OIHOBPEMCHHO CIICAYIOIINUX YCHOBHﬁI

IIOUCK U OT60p pa60T BBITIOJIHEH ABYMS WUJIU oonee HCCICO0BaTCIIAMU,

IUI TIOWCKA JINTepaTyphl HCHOJB30BATMCH KaK MUHUMYM 2 SIEKTPOHHbIE OubOmmorpaduyeckue 06azbl
JTAHHBIX;

Mpe/cTaBlIeHa UHPOPMAIKA O KOJWYECTBE BKIIOYCHHBIX M UCKIIOYEHHBIX pabOT ¢ yKa3aHHEM NpPUYKH
HCKJTFOUEHUS,

IIPEICTABIICHA XapAKTEPUCTUKA BKIIFOYCHHBIX UCCIIEIOBAHUN.

<4> CpeHHHH BCPOATHOCTD OIINOOK IMPpHUCBAUBACTCA HCCICOAOBAHUAM JIF000T0 ,HI/I3aI>’IHa B CJIy4dac
OTCYTCTBUA HH(bOpMaHHH ninM HCOOCTATOYHOCTH HH(bOpMaHI/II/I o OJHOMY WJIA Ooiee YCJIIOBUSAM OILICHKHU
BCPOATHOCTHU BO3BHUKHOBCHUA OIHOOK.

<5> Hu3skas BepOATHOCTh OIIMOOK PaHAOMH3MPOBAHHBIM KIMHUYECKUM HCCIEIOBAHUSAM MPHUCBAUBACTCS
pu COOTIOICHNH OTHOBPEMEHHO CIIEAYIOLIUX YCIOBUI:

paHzOMM3alMs IIPOBOAMIACH HA OCHOBE CIIy4allHOM IIOCJIEAOBAaTEIbHOCTH YHCE, TE€HEPUPYEMOi
KOMITBIOTEPOM;

obecrieueHne aHOHMMHOCTHU JaHHBIX ("ocneruienue") ObLIO 3asBICHO MU OTCYTCTBHE "OCiereHus" He
MOTJIO TIOBIHATh Ha 3((eKT BMmemarenscTBa (€CIM W3ydaeMblii B WCCIEIOBAHWUU TICPBUYHBIA KpPUTEPHI
3¢ HEKTUBHOCTH WK O€30MaCHOCTH SBIISIICS OOBEKTUBHBIM);

JI0JISl TIAIIUCHTOB, BHIOBIBIIMX W3 MCCIEAOBAaHUS, cocTaBmiia MeHee 2(0) MPOICHTOB WM M3Y4aJiCs aHAU3
BPEMEHH JI0 COOBITHS (HarpuMep, 00111asi BBKHUBAEMOCTh, BBDKHBAEMOCTh 0€3 MPOTPECCUPOBAHUS U JP.);

NPEACTaBICHbl PE3yJAbTaThl 10 BCEM 3alUIAHUPOBAHHBIM IS M3YYEHUS KPUTEPHUSIM SPPEKTUBHOCTH H
0€30acHOCTH.

<6> Huskas BepOSATHOCTb OHIMOOK CETEBbIX METa-aHAJINW30B (B TOM YHUCIIE HENPSMBIX CPaBHEHUH U
CMEIIaHHbIX CPABHEHMI) IPHUCBANBAETCS MPU COONIOCHUH OTHOBPEMEHHO CIIEAYIOUINX YCIOBHIM:

B CETEBOM MeTa-aHalu3 (B TOM YHUCJIE HEMPSIMOE CPaBHEHUE M CMEUIAHHOE CPAaBHEHUE) BKIIOYEHBI TOJIBKO
PaHIOMU3UPOBAHHBIE KIMHUYECKHE HCCIECIOBAHMS WM METa-aHaJu3bl PaHIOMHU3MPOBAHHBIX KIMHUYECKUX
HCCIICOBAaHUM;

XapaKTCPUCTUKU HOHy.]'IS[IIPIfI, BMECIIATCIBCTB U 06H1€FO KOHTPOJIA COIIOCTAaBHUMBI,
MPEACTaBIICHO rpa(pnquKoe WU TaOJIMYHOE ONMMCAHHUE CETU JA0Ka3aTrcIbCTB,

MNPUBCACHBI PE3YyJIbTAThl OTACJIBbHBIX I/ICCJ'IC,HOBaHI/II‘;I, BKJIIOYCHHBIX B CETEBOM MeETa-aHaJIN3 (B TOM 4YHCJIC
HCMPAMOC CPAaBHCHUC U CMCIIAHHOC CpaBHeHI/Ie).

<7> Huzkass BEpOSTHOCTh OIIMOOK KOTOPTHBIM HCCIIEJOBAHUSAM IPUCBAUBAETCS TMPU COONIOACHUN
OJTHOBPEMEHHO CJIETYIOIINX YCIOBHI:

KOTOpTa SBJIAECTCS PENPE3CHTATUBHON 110 OTHOLIEHUIO K U3y4aeMOU MOIMYJIALINH;
M3y4JaeMble KOTOPThI OTOOPaHbI U3 OJHON M TOW K€ TIOMYJISALNY;

MOATBEPXKICHO OTCYTCTBHE HHTEPECYIOMIEro Kputepus A(GEKTUBHOCTH WM OE30MacCHOCTH B Hayaie
HCCIICAOBAHMS,

KpuTepru 3(P(PEKTUBHOCTH MM OE30MACHOCTH OLIEHUBAJIUCH C MOMOIIBIO HE3aBUCHMOI OLIEHKH (B TOM
yucie ¢ "ocnerieHueM'") WM NCTIONb30BAINCH CBECHHS O MAIlMEeHTaX U3 0a3 JaHHBIX (PETUCTPOB).

<8> Huzkas BepOATHOCTH OIIMOOK UCCIIEAOBAaHUAM "CIIy4aii-KOHTPOJIb" MPUCBAUBAETCS MPH COONIOACHUN
OIHOBPEMEHHO CIEAYIOLIUX YCIOBUM:
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UCclIeyeMas TpyIIa sBJSETCS pENpPe3CHTaTUBHOM;
rpymnIna cpaBHEHMs 0TOMpasiach U3 TOW XKe MOMYJIALNHU, YTO U UCCIIeyeMasi TPyIIa;

MOATBEPXKICHO OTCYTCTBHE HHTEPECYIOMIEro KpUTepus A(PGEKTUBHOCTH WM OE30MaCHOCTH B Hayaie
HCCIICIOBAHMS;

kputepun dpdexkTHBHOCTH MK 0e30MaCHOCTH OLIEHHBAIHMCH C IOMOIIBI0 HE3aBHCHUMOI OLIEHKH (B TOM
qucie ¢ "oclerieHueM" WK UCTI0Ib30BAJIMCh CBEICHHUS O MalMeHTax U3 0a3 JaHHbIX (PETUCTPOB).

<9> BpIcOoKas BEpOATHOCTh OLIMOOK MCCIEIOBaHUSAM JIIOOOr0 JAM3aiiHa NpPUCBAMBaeTCsl B Cllyyae
HECOOIIOIEHHSI OJTHOTO MITH 00Jiee yCIOBUI OLIEHKH BEPOSTHOCTH BOSHUKHOBEHHUS OLITHOOK.

<10> MHroroBas olleHKa TO pe3ydbTaTaM KOJIMYECTBEHHOW OLEHKH J(PGEKTUBHOCTH MPUMEHEHUs
JIEKapCTBEHHOT0 IIpernapara B paMKaxX KIIMHMYECKUX MCCIIEIOBAaHUM (J1ajiee - UTOroBasi OLICHKA) paCCYUTHIBACTCS
Kak HauOoJpliee KOJIMUECTBO OaJIJIOB, MOITYYEHHOE B paMKax IMPEJICTABICHHOIO B MPEAI0KEHUH KIMHUYECKOTO
WCCJIEJIOBAHUS JIEKapCTBEHHOTO Iperapara.

B ciyuae npezacraBieHus 3asSBUTEIIEM PE3yJIbTaTOB HECKOJIBKHX KIIMHUYCCKUX UCCIICIOBAHUN B paMKax
OJTHOTO TTOKa3aHUs I ONPE/CIICHUsT UTOTOBOM OLIEHKH BBIOMPACTCS UCCIIeOBaHUE, HaOpaBIlee HanOOIbIIHH
Oal.

B cJ1ydac MnpcaACTaBJICHUA 3aABUTCIIEM PE3YJIBTATOB HECKOJIBKNX KIMHUYCCKUX HCCJICIOBAaHUHU I10 Pa3sHbIM
MMOKAa3aHUAM UTOroBas OLICHKA OCYIICCTBIIACTCS 110 KaXKIOMY 3asBJICHHOMY ITOKa3aHUIO.

<11> Jlnst oppaHHBIX JIEKapCTBEHHBIX ITPETApaTOB.

JlekapcTBEHHBIN Tpenapar cuuTarb ophaHHBIM MPH HATHMYUN MH(OPMAIMK B TOCYJApCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPENCTB O JaTe NPUHATHUS PEIICHUS O BO3MOXXHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIN ITpenapat
IpY TOCYJApCTBEHHOM perucTpalyy B KauecTBe op(haHHOro JIEKapCTBEHHOTO IIpernapara.

<12> HroroBas OLEHKa MO pe3yapTaraM OLEHKHM 53KOHOMMYECKUX MOCIEACTBUNA IPUMEHEHUs
JIEKapCTBEHHOro Ipenapara (He MeHee 2 OayyioB - s Op(aHHBIX JIEKAPCTBEHHBIX IPENapaToB WIH
JICKapCTBEHHBIX IMPENapaToB JJIsl JIEYCHUS TOJIBKO 3a00J€BaHNH, BKIIOUCHHBIX B IIEPEUCHB JKU3HEYTPOKAIOIIUX
U XPOHMYECKHX NPOrPECCUpPYIOUIMX penkux (opdaHHbIX) 3a00jeBaHUM, NPUBOAAIIMX K COKPAILEHUIO
IPONOJDKUTENIBHOCTH  JKW3HM TPAKIAH WIM MX HHBAJMIHOCTH, YTBEP)KICHHBIM IIOCTAHOBICHHEM
ITpaButensctBa Poccuiickoit @enepauuu ot 26 anpens 2012 r. N 403 "O nopsaxe Benenuss denepanbHoro
perucrpa JIML, CTPAJAIOLUX JKU3HEYTPOXKAIOIMIMMU M XPOHUYECKUMHU IPOTPECCUPYIOMIUMU  PEAKUMHU
(opdanHbIMEU) 3a00JI€BaHUSIMU, TPUBOIAIIMMU K COKPAILEHUIO MPOJOKUTENBHOCTH KHU3HU TPAXKAAH WIM HX
MHBAJIUJAHOCTH, U €r0 PErMOHAJIBHOIO CerMeHTa" (Jajee - MepedyeHb KU3HEYTPOXKAIOIMX 3a0osieBaHMil), HE
MeHee 6 OajoB - Ui MHBIX JIEKQPCTBEHHBIX IMPENapaToB) [UIsl PEKOMEHJALMM K BKIIOYEHHIO B
COOTBETCTBYIOILIME MEPEUHHU, MPU TOM OaUIbl MO LIKale KJIMHUKO-3KOHOMHYECKOW OLEHKH JIEKapCTBEHHOTO
npenapara ¥ UIKajle OLIGHKM BIMSAHUS JIEKAPCTBEHHOTO IIpernapara Ha OIO[KEThl OIOMKETHOM CHCTEMbl
Poccwiickoit eneparuu (nanee - OFOIKET) CyMMHUPYIOTCSL.

B ciyuae mpeacraBieHus 3asBUTEIEM PE3yJIbTaTOB HECKOJIBKUX KIMHUKO-YKOHOMHYECKUX HCCIICOBAaHUM
JIEKapCTBEHHOTO TIperapara B paMKaxX OJHOTO TMOKa3aHUs JUIs ONpPENeICHHs] UTOTOBOM OIIEHKH BhIOMpaeTcs
HCCIICIOBAHNE CO CPEIHUM HJIM BBICOKHM YPOBHEM METOIOJIOTHYECKOTO KauecTBa, HaOpaBilee HanOONbIIHIA
Oam, ans OpQaHHBIX JIGKAPCTBEHHBIX IPENAapaToB WM JICKAPCTBCHHBIX IMPENapaTroB ISl JICUCHHS TOJBKO
3a00JIeBaHuil, BKIIIOUEHHBIX B IIEPEUCHD KU3HEYTPOXKAIOLINX 3a00JIEBAaHUMA, IS ONPEeSICHHS] UTOTOBOW OLIEHKU
BI)I6I/IpaCTC$I HUCCIICAOBAHUC C HHU3KHUM, CPECAHUM MHJIM BBICOKMM YPOBHCM MCTOAOJIOIMYCCKOIO KadcCTBa,
HaOpaBIee HAaNOOIBIIHIA OasLI.

B cnyuae mnpencrtaBieHus 3asBUTENIEM pE3YyJIBTaTOB HECKOIBKHUX HCCIEAOBAHMM C HCIOIH30BAHUEM
aHaJM3a BIMSHUS Ha OIO/DKET B paMKaxX OJHOTO TMOKAa3aHHS JUIsl OMpPEEICHUS UTOTOBOM OIEHKH BHIOMpaeTcs
WCCJIEJIOBAaHUE CO CPEIHUM WM BBICOKHM YPOBHEM METOAOJIOIMYECKOro KadecTBa, HaOpaBlee HauOOIbIINUN
Oamn, uist opdaHHBIX JIGKAPCTBEHHBIX IMPENAPaTOB WM JICKAPCTBEHHBIX MPEMAaparoB IS JICUYCHHUS TOJIBKO
3a00yIeBaHM, BKIIFOYCHHBIX B IEPEUYCHB )KU3HEYTPOXKAIOIINX 3a00JIEBAHHM, JIJIsT OTIPECIICHIS] UTOTOBOW OIEHKH
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BBIOMpAETCSl MCCIEAOBAHUE C HU3KUM, CPEJHMM WJIM BBICOKMM YPOBHEM METO/OJOTMYECKOr0 KadecTna,
HaOpaBiee HanOOJIBIINNA OAILI.

B clIydac npeacTaBjICHUA 3aABUTEIIEM PE3YIbTATOB HECKOJIBKUX KIIMHUKO-O9KOHOMHWYECKUX I/ICCJ'IG,I[OBaHI/Iﬁ
JICKAPCTBCHHOI'O TIpfrapara II0 pa3HbIM IIOKAa3aHUSAM HUTOIoOBasA OHLCHKA OCYHICCTBIKCTCA II0 KaXIOMY
3a5BJICHHOMY ITOKa3aHMUIO.

B cjiydac IHNpPCACTABJICHUA 3asdBUTCICEM PC3YJIbTATOB HECKOJIBbKUX I/ICCJ'IGI[OBaHI/II\/'I C HCIIOJIB30BaHHECM
aHajiM3a BJIMAHHA Ha 6IOI[)KCT [0 pa3HbIM IOKA3aHUAM HTOTOBasd OLCHKA OCYHICCTBIIACTCA IIO KaXIOMY
3asBJICHHOMY ITOKa3aHMUIO.

<13> Ilpu oLEeHKe CTATUCTHYECKON 3HAYMMOCTH pa3induil B 3(p(peKTUBHOCTH TOBEpUTENbHBINA MHTEPBA
He BKJIIOYaeT | (11 OTHOCHTENIBHOTO PHUCKA, OTHOIICHHUS IIIAHCOB, OTHOIICHHS yrpo3) W (WiIM) MoKa3aTesb
cTaTHCTHYEeCKO# 3HaunmMocTu P < 0,05.

<14> Tlpu olLleHKE CTaTUCTUYECKON 3HAUMMOCTH pa3ivuuil B 3PPEKTUBHOCTH JOBEPUTEIIbHbIN UHTEpBaJ
BKJIIO4aeT | (JUIsl OTHOCHUTEJIBHOIO PHUCKAa, OTHOLIEHHS IIAHCOB, OTHOLICHWs Yrpo3) W (WiIM) MOKa3aresb
cTaTucTudeckor 3HaunMoct P = 0,05.

<15> B xauectBe pe(depeHTHOr0 3HAYCHHsS HHKPEMEHTHOTO TOKa3aTeisl COOTHOLICHHs 3aTparT u
3¢ (HEKTUBHOCTH MOTYT OBITh HCIIOJIB30BAHBI CIIEAYIONINE MTOKA3ATEIIN:

[IOKa3aTejlb TPEXKPATHOIO BajJOBOIO BHYTPEHHEIO IPOAYKTa Ha JyIlly HAacelIeHUus IIpU pacuere
MHKPEMEHTHOTO IMOKa3aTeNsi COOTHOIIECHUS 3arpar M 3()(EeKTUBHOCTH JUIsI pacCCMaTPUBAEMOTO JICKAPCTBEHHOTO
Ipenapara Ha Tojf COXpPAaHEHHOW KadeCTBEHHOW »W3HM. [lokazaTesb TpEeXKpaTHOro BaJIOBOTO BHYTPEHHETO
IOPOIYKTa Ha JyLIy HAaceJleHHs pPAacCUUTHIBAECTCS B POCCUHCKUX pPYyONsIX Ha OCHOBE JaHHBIX O BaJOBOM
BHYTPEHHEM TNPOJYKTE Ha AYIIy HACEIEeHHUs commacHo ordyeTHocTH DemepanbHON Ciy:KObI rOCyaapCTBEHHON
CTaTUCTUKH 3a MPeIbIIyIIUN KaJeHIapHbIN T0J 1 OIyOJIMKOBBIBAETCS B IMYHOM KaOMHETE 3asiBUTENS;

MHKPEMEHTHBII IOKa3aTeidb COOTHOIIGHUS 3arparT W 3(¢QeKkTuBHOCTH Tpenapara CpaBHEHUS,
paccuuMTaHHBIH MO OTHOUIEHHIO K JPYyroMy TEpaneBTHUECKH AaHAJOTMYHOMY JIEKAPCTBEHHOMY IIpernapary,
obnamaronemMy JT0Ka3aHHBIMH KIMHUYECKUMH, U (WIH) KIMHUKO-D)KOHOMUYECKHUMH MPEUMYIIECTBAMH, U (WJIH)
OCOOCHHOCTSIMH MEXaHu3Ma JCWUCTBUS (Jajiee - TEpalneBTUYECKH AHAJIOTMYHBIA JIGKAPCTBEHHBIN Ipernapar),
BKJIIOYEHHOMY B COOTBETCTBYIOLIHH MepedeHb (TOJIbKO B ClIydae, €CIIM JIEKApCTBEHHBIN IIpenapar npeajaraercs
K BKJIIOUEHUIO B TIEpEYEHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IIPENaparoB Jis
MEIMIIMHCKOTO TPUMEHEHUs (Janee - MepevyeHb BaXKHEUIINX JIEKApCTBEHHBIX MPENaparoB) U (WJH) MepedyeHb
JICKAapCTBEHHBIX  NPEnaparoB, MNpEeIHA3HAYCHHbIX Ui oOecneyeHus JHI, OOJBbHBIX T'eMOQHUINEH,
MYKOBUCIUI030M, THUNO(GU3APHBIM HAHU3MOM, Oo0ie3Hbl0 lole, 370KayeCTBEHHBIMH HOBOOOPA30BaHUSIMU
TuMGOUTHOM, KPOBETBOPHOM U POJACTBEHHBIX UM TKaHEW, pACCESTHHBIM CKJIEPO30M, T€MOJIUTHKO-YPEMHUECKIM
CUHJPOMOM, HOHOIIECKMM AapTPUTOM C CHCTEMHBIM HadayoM, Mykonosmucaxapugo3oM I, II u VI Tunos,
aryIaCTUYECKOl aHeMuel HEyTOUHEHHOW, HacleACTBeHHbIM neduuutoM ¢aktopoB Il (¢pubpunorena), VII
(mabunpHOTO), X (CTrOApTa - [Ipayspa), a Takxke JHI] TOC/IE TPAHCIUIAHTAIIMKM OPTaHOB U (MJIM) TKaHeH (manee -
NEpPEYeHb JOPOrOCTOSALIMX JIEKAPCTBEHHBIX IpENaparoB), W HMEET TEPalleBTUUYECKH aHAJIOTMYHbIE
JIEKapCTBEHHBIE MTpenapaThl, BKJIOUEHHBIE B COOTBETCTBYIOLUE MIEPEUHN);

WHKPEMEHTHBIN TOKa3aTelb COOTHOLICHHS 3aTpaT U 3(PPEKTUBHOCTU IS JIEKAPCTBEHHBIX MPENapaToB,
BKJIIOUEHHBIX B MEPEUEHb BAXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB U MPUMEHSIOMIMXCS MPHU 3a00JI€BaHUSX U3
TOTO e Kiacca MeXIyHapOIHON CTaTUCTHYECKOW Kiaccudukanuu Oojie3Hed W mpoOieM, CBS3aHHBIX CO
3M0pOBbEM (TOJNBKO B Ciy4ae, €CIHM JIeKapCTBEHHBIM Npenapar Mpeanaraercs K BKIIOYCHHIO B TEpEYeHb
BOKHEUIIUX JIGKAPCTBEHHBIX TMPENapaToB M HE HMEET TEPaNeBTUYECKH AaHAJOTMYHBIX JIEKAPCTBEHHBIX
MpenaparoB B IEPEYHE BAKHEHIINX JICKAPCTBEHHBIX MpenaparoB (MPEACTaBIseT COOOW HOBBIM MOAXOA K
JICYCHHIO);

WHKPEMEHTHBIN IMOKa3aTellb COOTHOIIEHUS 3aTpaT W 3()(PEKTUBHOCTU ISl JICKAPCTBEHHBIX IMPENapaToB,
BKJIIOYEHHBIX B ME€PEUEHb JOPOrOCTOAINX JIEKAPCTBEHHBIX MIPENaparoB (TOJBKO B CIy4yae, €ClIv JIeKapCTBEHHBIN
npenapar npeuiaraeTcs K BKIOYEHHUIO B MEPEUYEHb JOPOTOCTOSALIMX JIEKAPCTBEHHBIX MPENapaTtoB U HE UMeEeT
TEpPaANeBTUYECKU AHAJTIOTUYHBIX JICKAPCTBEHHBIX IMPENaparoB B TMEpPEYHE JOPOTOCTOSAIIMUX JIEKAPCTBEHHBIX
mpenaparoB (MpeacTaBiIsieT coO0i HOBBIN MOAXO K JICUCHHUIO).
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<16> 3arpartsbl, CBsI3aHHBIE C MPOIIECCOM OKa3aHUs MEIUIIMHCKON MOMOIIM (3aTparbl Ha JIEKapCTBEHHBIE
mpenaparbl, MEAULWHCKUE H3/AETUs, MEAMIMHCKHE YCIYTH, Ja0OpaTOpHbIE U HHCTPYMEHTATbHBIE METOJIbI
UCCJICIOBAHUS, PACXOAHBIE MaTepualbl, COJIEpKaHUE TMalMeHTa B  MEAUIMHCKOM  OpraHu3allui,
TPaHCTIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM H JIp.).

[Ipunoxenue N 7

k [IpaBmiiam popmupoBanus nepeyHei
JIEKAPCTBEHHBIX IPENapaTroB

JUIS. METULIMHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKQpCTBEHHBIX IIPENApaToB,
HEOOXOUMBIX JIJII OKa3aHHS
MEIUIIMHCKON ITOMOIIH

Crnncok U3MEHSIOUMUX JOKYMEHTOB
(8B pen. [locranosnenwii [IpaButensctBa PO ot 29.10.2018 N 1283,
or 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B xommccuwo MmHMCTEpCTBA
3OpaBooxpaHeHusa Poccumickom denepauum
1o QOPMMPOBAHUIO IMepedHeM JiIeKapCTBEHHEBIX
npenapaToR OJS MEeOULMHCKOTO
IPMMEHEHMSA M MMHMMAJIBHOT'O aCCOPTUMEHTA
JIEKAQPCTBEHHEIX pelapaToR,
HeOOXOOUMEIX IJIA OKaszsaHMS MEeOMUMHCKOM IOMOIM

SAKJIIOYEHUE
10 pes3yjbTaTaM aHalu3a MHOOpMalUUM O CPaBHUTEJILHOM KJIIMHUYUECKOMU
spdexTMBHOCTM M Oe30MNaCHOCTM JIEKAPCTBEHHOT'O Ipenapara

1. HacTosuee 3akJIOUeHME KacaeTcsd MaTepmrnaJsiop, IIpeIOCTaBJIEHHBIX IIJIA:
1.1. BKJIIOUEHUS JIEKAPCTBEHHOI'O IIpellapaTa B:

1.1.1. [IepedeHb XKMBHEHHO HeOOXOOMMEIX M BaXHENMIMX JIeKapCTBEHHEIX
npenapaTos s MEeIULMHCKOTO IpVMMEHEHMA (Zmajlee - TIIepedYeHb XM3HEHHO
HeOOXOOMMEIX M BaXHeMIMX JIEKapPCTBEHHHIX [PenapaToB) ;

1.1.2. [IepedeHb JIEKAPCTBEHHEIX penaparos, NIpenHa3Ha4YeHHBIX 01

obecneueHusa Juill, OOJIBHEIX I'eMOOUIIMEV, MYKOBUCUMIO3OM, ITMUIOOM3aPHEIM HAHM3MOM,
BoJjie3Hb0 ['olle, 3JI0KAUYECTBEHHBIMM HOBOOOPA30BaAHUAMU JIMMOOMIHOM, KPOBETBOPHOM
Y POIOCTBEHHBIX MM TKaHeEM, PaCCeSgHHBEIM CKJIEPO30M, T'EeMOJUTUKO-YPEMUUECKNUM
CUHIOPOMOM, IOHOUWECKMM apTPUTOM C CUCTEMHEIM HadajioM, MyKOMNoJMcaxapmiosom I,
II m VI TunoB, alJjacTUMUeCcKOM aHeMMel HEeYTOUHEHHOM, HACJIeICTBEeHHEM Oe@UIIMTOM
baxTopos II (¢pmbpmHOoreHa), VII (jnabmuinpHOoTO), X (Crapra - llpayspa), a Takxe
JINLIL [IocJle TpaHCIJaHTaluuy OpIr'aHOB U (117111) TKaHemn (majee - T1[epedeHb
OOPOTOCTOAIIMX JIEKAPCTBEHHEIX IIpPenapaToB) ;

1.2. VICKJIOUEHMS JIEKAPCTBEHHOTO IperapaTra M3:

1.2.1. [IepeyYHsd XKMUBHEHHO He OB XOOUMBIX ¥ BaxXHEMIMX JIeKapCTBEHHEIX
npernapaTosB;

1.2.2. mepedHsa OOPOTOCTOAUMX JIEKAPCTBEHHEIX IpPenapaTob.

2. VudpopMauysa 06 BKCIEPTHOY KOMMCCUM:
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2.1. HauMeHOBaHME DBKCIEPTHOM OpTaHM3alLUU

~e

2.2. CcoCcTaB DKCIEPTHOMU KOMMCCUU (bammnms, uMs, OTUYeCTBO,
IOOJIXHOCTE ) ;
2.3. ampec (MeCTO HaXOXIeHMS) BKCIEPTHOM OpraHM3aluMn ;
Tesepon (pakc) ;

3JIEKTPOHHAS TouTa .

3. MHbopMauLMsa O JIEKAPCTBEHHOM IIpenapaTe:
3.1. HauMeHOBaHME: ;
3.1.1. MexOyHapoIHOEe HeNaTeHTOBAHHOE HaMMeHOBaHUe ;
3.1.2. B ciaydae OTCYTCTBUSA MEeXIYyHAapPOIHOTO HEeNaTeHTOBAHHOTO
HaVMEHOBAHUSA - TPYINIUPOBOUYHOE HaAMMEHOBAaHUE ;
3.1.3. B ciyuyae OTCYTCTBUS MEXIYHAPOIHOTO HEernaTeHTOBAHHOTO U
TPYINNIMPOBOUHOTO HAMMEHOBAHUM - XUMMUECKOEe HaVMMeHOBAaHUS ;
3.1.4. B ciyuae OTCYTCTBUA VIHBIX HauMeHOBAaHUM - TOPTOBOE
HauMMeHOBAaHME ;
3.2. KO aHaTOMO-TepPaleBTUUECKO—XUMUUECKOM KJlaccubmralmm
JIEKapPCTBEHHOTO IIpernaparTa ;
3.3. npenjaraeMee K BKJIOUYEHUIO JleKapcTBeHHBEe GQOPMEI, B TOM UYMCJE
SKBMBAJIEHTHEIE, 3apeTrUCTPUMPOBAHHOTO JIEKAPCTBEHHOTO Ipernapara ([NepeuuciuTh)
’
3.4. nHOopMalLMa O BOCIPOMI3BEIEHHHEIX UM OMOaHaJIOTOBEX (OMONOOOOHBIX)

JIEKAPCTBEHHBIX IIpenapaTax (Ipu HaJluduu) :

4. Cpokxmu HNpPOBEeNeHMS DKCIEPTU3BL:

C 1o .

5. PesyJsbTaTH KJIMHMUECKOM OLEHKM [OpeljioXeHusd (B COOTBETCTBUM C
npunoxeHmuem N 6 k IIpaBuiaM GOPMUPOBAHUSA [IepPeuHeM JIEKAPCTBEHHEIX IIPenapaToB
OJi19 MEeIOMIUMHCKOTO TIPMMEHEHMS M MMHMMAJIBHOTO AaCCOPTUMMEHTa JIeKapCTBEHHEX
npenapaTosB, HeOOXOOMMEIX IJid OKasaHMsa MeIMLMHCKOM I[IOMOWM, YTBEPXIEHHEM
nocTaHoBJeHMeM lIlpaBuTesnbCcTBa Poccumckou demepaumm oT 28 aBrycta 2014 r.
N 871 "O6 yrBepxmeHUM I[IlpaBuil OGOPMMPOBAHMA [epPeUHeM JIeKAPCTBEHHBIX IPelapaToB
OJI9 MeIMUMHCKOI'O TIPMMEHEHMS M MMHMMAJIBHOTO aCCOPTMMEHTa JeKapCTBEHHBIX
npernapaToB, HeOOXOOMMEIX IJIA OKasz3aHMSa MeOMUMHCKOM noMoum'") :

5.1. PesynbTaTH OLIeHKMU KadecTka KJIMHUYE CKUX MCCJIeI0OBaHUN
JIEeKapCTBEHHOT'O IIpernapaTa, [IpelCTaBJIEHHEIX 3agBuUTeseM ¥ (MiaM) HaUIOeHHBX
CaMOCTOSATEJIbBHO BKCIEPTHOM KOMUCCHUEMN

XapakrepucTruka
YposeHn OO01as oueHKa
MPE/ICTABICHHOTO YpoBeHb yOSTUTETbHOCTH
yOeMUTENbHOCTH HCCIIEOBAHNS B
KIIMHUYECKOTO JI0OKa3aTeNIbCTB
JTaHHBIX Oammax
HCCIIEOBAHUS

u Jp.

Hroro: cpennee 3HaueHNe (OTHOLIEHUE CYMMBbI OLIEHOK MCCIIEI0BAHUS K UX KOJIHMUYECTBY)
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5.2. PesyJsbTaTE KOJIMUECTBEHHOM OLLeHKU 50OEeKTUMBHOCTHU JleueHusd
JIEKAPCTBEHHBIM InpelriapaToM B paMKaX KIIMHUYECKUX MCCHeHOBaHMﬁ, IIpeaCTaBJIEHHEIX
3aaBUTENIeM M (MJIM) HAMOEHHHEX CaMOCTOSATEJIbHO BKCIEPTHOM KOMMUCCHEN

Pesynbrar XapaKTepUCTUKHU TePAIluU CPaBHEHHUS Bun [xana
CPaBHHUTENBHOHN OIIEHKH KIIMHUYECKOTO OLIEHKH

KIMHHYIECKOTO HCXO/a ucxoza (6amoB)
Harrame Teparist CpaBHEHHUS BKITIOUCHA B IIEPEUCHB KU3HEHHO
CTaTUCTUYECKH HEOOXOMMBIX M BXKHEHIIINX JICKapPCTBEHHBIX
3HAYMMBIX MpenaparoB/nepedeHb TOPOrOCTOSIINX JIEKApCTBEHHBIX
IIPEUMYIIECTB IpernaparoB
JIEKapCTBEHHOTO
npermapara, Tepartis CpaBHEHHUS He BKJIIOYCHA B ITepeIEHb )KU3HEHHO
HpE/UTAraeMoro K HEOOXOIMMBIX M BXKHEHIIINX JICKAPCTBEHHBIX
BKITIOUEHHIO B TIEPEUHH IpenaparoB/nepedeHb JOPOroCTOSIINX JIEKapCTBEHHBIX

IperaparoB
HOJIePKUBAIOIIAs TePAHsl/IIane6o
HecpaBaurensHOE OTCYTCTBYET
HCCIIEIOBaHUE
OTCyTCTBYIOT Tepartist CpaBHEHHUS BKITIOUCHA B IIEPEUCHB KU3HEHHO
CTaTHCTHYECKH HEOOXOANMBIX M BXKHEHIINX JEKapCTBEHHBIX
3HAUMMBbIE PA3INYMsi B IMPENaparoB/IepedeHb TOPOrOCTOSIINX JIEKapCTBEHHBIX
s¢dexTuBHOCTH IpernaparoB
JIEKapCTBEHHOTO
npermapara, Tepartis CpaBHEHUS He BKIIIOYEHA B ITepeIeHb KU3HEHHO
TIPE/LTATAEMOTO K HEOOXOIMMBIX M BXKHEHIIINX JICKAPCTBEHHBIX
BKJTIOUEHHIO B TIEPETHH IpenaparoB/nepedeHb TOPOrOCTOSIINX JIEKApCTBEHHBIX
IpernaparoB
HOJIEPKUBAIOIIAs TePAIHs/Tane6o
Hamnane Teparus CpaBHEHHUS BKIIIOUCHA B IIEPEUCHB KU3HEHHO
CTaTUCTHYECKH HEOOXOIMMBIX M BaXKHEHIIINX JICKapCTBEHHBIX
3HAYMMO MEHbLIEeH IpenaparoB/nepedeHb TOPOroCTOSIINX JIEKApCTBEHHBIX
s¢dexTuBHOCTH IpernaparoB
JIEKapCTBEHHOTO
npenapara, Teparus CPaBHEHHUS He BKIIIOYCHA B ITePEICHb KU3HEHHO
TPEJUTAraeMOTo K HEOOXOIMMBIX M BaXKHEHIIINX JICKapPCTBEHHBIX
BIITIOYEHHIO B TTEPEUHH IIpenaparoB/nepeyeHb JOPOroCTOSIINX JIEKAPCTBEHHbIX
penaparoB
MOJ/ICPKUBATOINAs TePaIUs/T1aneoo
Hroro

5.3. PesyJjibTaTh KOJIMUEeCTBEHHOM OLIEHKMU fes30nacHOCTU JIleueHmsa

JIEKQPCTBEHHEIM I[IpenapaToM B paMKax KIMHMUYECKMX MCCJIeNOBAHMM, NPelCTaBJIEHHBIX

3a4adBUTEJIEM U

(1)

HaMIeHHBEX CaMOCTOSATEJILHO SKCHepTHOﬁ KOMUCCUEN

Onenka YPOBHs Oe3omacHOCTH JICKAapCTBCHHOI'O

npemapara

Yucno ciyyaeB moOOYHBIX

JIeiCcTBUH (B MPOIICHTAX)

Owenka B 6auiax
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IToGouHbIe NEHCTBHS OTCYTCTBYIOT

TToGo4HbBIE IEHCTBHS JIETKOH CTENEHN

TToGouHble NEHCTBUS CPEAHEN TIKECTH

TToOouHbIe AEHCTBHS TSHKENIOM CTEIIEHH

Hrorosas oneHka ypoBHsi 6€30MacHOCTH (CyMMa MPOU3BEACHUH CpeIHUX OAJUIOB 10 KaKIOMY YPOBHIO

0e30IacHOCTH JICKApCTBCHHOTI'O IIperapara U COOTBETCTBYIOIIEIO BECOBOT'O KO3CI)(1)I/ILII/IGHT3)

5.4. Pes3yJibTaTH OLIeHKMU OOIIOJIHUTEJIE HOM TEepaneBTUUECKOM LIEHHOCTU
JIEKapCTBEHHOT'O IIpelnapaTa, [IpelCcTaBJIEHHOM 3adgBuTesieM U (MiaM) HaMIOeHHOM
CaMOCTOATEJIbHO BKCIEPTHOM KOMUCCHEMN

HaumenoBanue kpurepus JONOTHUTENBHON Pesynbrar onieHkH OneHka B 6aax

TepaneBTHIECKON IEHHOCTH

1. KpatHocTh npuema

2. HoBrIii MeXaHU3M JI€HCTBUSA

5.5. MToroBas oOlleHKa KJIMHMUECKOM OlLEeHKM [IpelJioXeHMS (CyMMa MTOT'OBHX
3HauveHuy Tabmaui 5.1. - 5.4.).

6. Vckimouen

7. VIckJoueH

8. Nrororas CyMMa OLEHKM [PEenJIOXEHMS UM BEBOIH SKCIEPTHOM KOMMCCUM O
pexoMeHIauuMy wuiauM o6 OTKase B pPEeKOMeHIauMM K BKJIIOUEHMIO JIEKAPCTBEHHOTI'O
npenapaTta B NOpeljlaTaeMbl [IepedeHb JIEKAPCTBEHHEIX IIPenapaToB (pPeKOMeHIOOBAaHH
MOTYyT OBITbH TOJIBKO JIEKAQPCTBEHHHE NpellapaTh, HabpaBllMe IO MIKaJle MHTeIPaJIbHOM
KOJIMUECTBEHHOM OLIEHKM KauecCcTBa KJIMHMUECKOT'O MCCJIeIOBaHUA JIEKAPCTBEHHOTO
npenapaTta He MeHee 18 6Bajuior (OJjia opbaHHOTO JIEKAPCTBEHHOT'O IpelapaTa - He
MeHee 12 6aJjyos) :

lNloonucy m pacumdpoBKa IMIOONMCEN BKCIEPTOB:

(b.m.0. PYKOBOOUTEJS SKCIEPTHOM oOpraHM3alMM (DKCIOepTa))

[lognuce u pacumdpoBkKa IOONUCU

ITaTa

IIpunoxenue N 8

k [IpaBunam popmupoBanus nepeuHei
JICKapCTBEHHBIX IIPENapaToB

JUISL MEMULIMHCKOTO ITPUMEHEHUS

Y MUHHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENaparos,
HEOOXOIMMBIX Ul OKa3aHUs
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MEIUIIUHCKON MTOMOIIIH

Crrcok U3MEHSIOIUX JOKYMEHTOB
(BBeneno IloctanoBnenuem IlpaBurennscta PO ot 29.10.2018 N 1283;
B pel. [locranosnenuii IlpasurensctBa P® ot 05.06.2020 N 829,
ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

(dbopma)

B Kommccuio MMHMCTEPCTBa 3OPaBOOXPaHEHMA
Poccunickon denmepaumnm

SAKJIOUEHVE
10 pes3yabTaTaM aHaji3a MeTOINOJIOTMUYECKOI'O KaudecTBa
KIIMHUKO—-2KOHOMMUECKMX MCCJIEeNOBaHUN JIEeKapPCTBEHHOTO IIpelnapaTa
M UCCJEeIOBAHMM C MCIOJIb30BaHMEM aHalM3a BIMAHMA Ha OKIXETH
OIIKEeTHOM CcucTeMbl Poccumckom demepaumm

1. HacToduee 3akjioueHMe KacaeTCsa MaTepMalioB, IPEeOCTAaBJIEHHHIX :

a) IOJg BKJIOUEHMS JIEKAPCTBEHHOI'O IpelapaTa B Cclelyolre IepeuHM:

IepedyeHb XM3HEHHO HeOOXOOMMEIX M BaXHEMUMX JIEKaPCTRBEHHEIX IpelapaToB OJidg
MEeIMLIMHCKOT'O TIIPUMMEHEeHUA (Hmajiee — I[IepeudeHb XMBHEHHO HeOOXOINMMEIX M BaXHEeMIIMX
JIEKAPCTBEHHBEIX IIpenapaToB) ;

IepedYeHb JIEKAaPCTBEHHEIX [penapaTob, NpelHAa3HAUEHHHBIX OJid obOecnedeHusa JIul,
OOJILHEIX TeMobpuImrelr, MYyKOBUCUMIOO3O0OM, IMUIOOM3apHEIM HaHM3MOM, OoJjie3HbI I'oule,
3JIOKQUEeCTBEHHBIMM HOBOOOpPAa30OBaHMAMM JIMMQOMIHOM, KPOBETBOPHOM U POINCTBEHHBIX
UM TKaHeNn, paccesaHHEM CKJIEPO30M, TEMOJIUTUKO-YPEMUUECKMM CHMHIOPOMOM,
IOHOUWECKMVM apTpMUTOM C CUMCTEMHEM HadaJjioM, MykonosgmucaxapmnosoMm I, IT m VI
TUIIOB, arnjlacTuyeckKom aHnemMuem HEeYTOUHEHHOM, HAaCJIeICTBEHHBEIM IOeQULIUTOM
baxTopor II (pmubpumHOTeHa), VII (jnabmiabHoTo), X (Crioapra-llpayspa), JHUL [IOCJe
TpaHCIJIaHTalUMUM OpTaHoOB M (MJIM) TKaHeM (majiee - IepedeHb IOPOTOCTOSIUX
JIEKaPCTBEHHEIX [IPEeNapaToB) .

2. VHOpopmaumsa 06 OCYHWECTRISKIMX PacCMOTPeHMe MaTepHualioB COTPYyIHUKAX
benepaslbHOTO TOCYIAapCTBEHHOTO OIXeTHOT'O yupexieHusa "IeHTp BKCOepTU3B U
KOHTPOJIA KadvecTsa MEOULIMHCKOM nnomomm" MuHMCTEepCTBa 3IOPaBOOXPaHEHUH
Poccumickom Odenepauum (majiee - leHTPp BKCHIEPTHU3EH) BKJKUYaeT B cebsg:

a) obammimo, MMs, OTUECTBO COTPYIOHMKA, €I'0 HOJDKHOCTL;

©) aznpec leHTpa »skxcnepTms3e, TeJedoH (dakc), DIEKTPOHHYI IOUTY.

3. ludpopmMauMusa O JIEKApPCTBEHHOM IIpernapaTe BkJouUaeT B cebsa:

a) HaVMMeHOBaHMEe, B TOM UYMCJIEe:

MEeXIYyHapOIOHOE HEeIaTEeHTOBAHHOE HaMMEeHOBAaHUE;

B CJydae OTCYTCTBUA MEXIOYHAPOIHOTO HENaTEHTOBAHHOTO HAMMEHOBAHUMA -—
TPYNIMPOBOUHOE HAMMEHOBAHUE;

B CJlydae OTCYTCTBMSA MEXOYHAPOOHOI'O HEINATEHTOBAHHOI'O MM I'PYyHOMPOBOUYHOIO
HaMMEeHOBAHUM — XUMMMUECKOE HaMMeHOBAaHUuE;

B CJlydae OTCYTCTBMSA yKa3aHHBIX HAMMEHOBAHMM — TOPIOBOE HaMMEHOBAHUE;

©) KOI AaHATOMO-TepaleBTUMUECKO-XMMMUECKOMN KJlaCCUbMKALUM JIEKAPCTBEHHOTO
npemnapara;

B) TIpenjlaraeMele K BKJIOUEHMIO JeKapCTBEeHHEEe QOPMH 3aperMCTPUPOBAHHOTO
JIEKaQPCTBEHHOT'O Ipelnapara  C Y4YeTOM DHSKBMBAJIEHTHHX (QOpPM, NIpPenyCMOTPEHHBIX
[IepeyYHeM HAaMMEHOBAHMUM JIEKAPCTBEHHEIX (QOPM JIEKAQPCTBEHHEIX [IpPeNapaToB OJdg

MEIMIMHCKOI'O IIprMMeHeHNHd, YTBEPXOEHHBIM MMHMCTepCTBOM SIOPaBOOXPaHEeHNMA
Poccumckon @eﬂ,epaLLMM, C YKas3aHMmeM OCHOBHOI'O 3JIEMEHTA WJIM IOOIIOJIHMTEJIBHOI'O
SJIEMEHTA JIEKAPCTBEHHEIX (l)OpM, B TOM ducrie npm HeOOXOOMMOCTHU THUIIa

BEICBODOXIOEeHMS JeMCTBYKIeIro BelecTRBa, IpM DSTOM BMECTO JIEKAPCTBEHHEIX GOPM
OONyCKaeTcd ykKaszsaHme crnocoba m (mnam) OyTM BBEIOEHMS JIEKAPCTBEHHOI'O IIpernapara
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(mepeuymcauTs) ;

T) vHbOpPMaALIMIO O BOCIPOM3BEIEHHEIX MM OMOaHAJOTOBEIX (BronoIoOHEIX )
JIEKAQPCTBEHHEIX penapaTrax (IpM Haluuum) ;

o) vHbopMaLIMIlO O JIEKAPCTBEHHBIX IIpelapaTax, BKJIIIUEHHHX B I[epedeHb
XMBHEHHO He 0O XOIUMBIX ¥ BaXHEMIMX JIeKapCTBEHHEIX IIPpelapaToB, IlepedeHb
OOPOTOCTOAIMX JIEKAPCTBEHHHX MIpelapaTOoB UM UMeIMX aHaJIOTMYHHE OpenjlalaeMbeM K
BKJIIOUEHUIO JIEKAPCTBEHHBIM nopenapaTtaM IIOKasaHMsa K I[IpPUMMEeHEeHMI0, a TakKxe
IPUMEHSIMMXCS B  aHAJIOTUMUHBIX KJIMHUUECKMX CUTyalLUUIax, C YUEeTOM KJIIMHUUECKUX
pPeKoOMeHIaL WM .

4. PesynabTaTeE OLEHKM METOIOJOTMUECKOTO KadeCTBa KIMHUKO-3KOHOMUUECKUX
VCCJIeNOBaHUM U MCCJIeOOBaHMUM C MCIOJIb30BAHMEM aHaJiM3a BJIMAHUS Ha OIXETH
OIIXEeTHOM CUCTEMEl Poccumckom denmepaumm (majee - OOIXET) BKJIIOYAWLT :

a) pe3yJbTaThH OLEeHKM MeTOIOJIOTMUECKOT'O KadeCTBa KJIMHUKO-3KOHOMUUECKOTO
MCCJIeOOBaHMAa, KOTOPBEE 3aloJIHATCA O cJenypuel ¢dopMe Ha Kaxioe NOoKa3aHMe K
IPMMEHEHMIO

Kpurepuit OneHka O1neHKa COOTBETCTBUS O06ocHoBaHUE
(6amoB) TpeOOBaHUAM pe3ynbpTaToB
(cooTBETCTBYET MU OLICHKH

HC COOTBeTCTByCT) METOHAOJIOTHYCCKOT'O

KadycCTBa

1. IlpencraBieHsl pe3yJabTaTbl OTEYECTBEHHOTO
ucclieIoBaHus (aBTOp, Ha3BaHUE, UCTOYHHUK

myOTUKaIMK, TOM)
2. PaccmarpuBaeMble MOKa3aHUs K TPUMEHECHHIO
3. Bwibop mpenapara cpaBHeHusT <*>

4. Meton KITMHUKO-3KOHOMHYECKOTO
HCCIICAOBAHUS - COOTHOIICHUE 3aTpaT U
3(1)(1)6KTI/IBHOCTI/I, COOTHOLICHUE 3aTpaT U

IIOJIE3HOCTH, MUHUMHU3ALUA 3aTpaT

5.  XapakTepHCTUKHU MallMEeHTOB U CPABHUBAEMBIX
JICKapCTBEHHBIX NPENapaToB B KIMHUYECKUX

UCCIIEJOBaHUAX

6. BsIOOp kpuTepHeB onieHKH 3P HEKTHBHOCTH
7. llena Ha nexkapCTBEeHHBIN Ipenapar

8.  Pacuer mpsAMBIX MEIUIMHCKHX 3aTpaT

9. OmucaHue MareMaTu4eckoi Moaenu (npu

HaJTN9IHN)

10. IlpencrasneHue 3aTpar IpyU ONUCAHUU

pE3YNBTaTOB
11. IIpencrasnenue pe3yabraToB
12. AHanu3 4yBCTBUTEILHOCTH

13. CCBUIKH Ha HCIIOIH30BaHHBIE HCTOUHUKHU

UHpOpMALTUU
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BriBog (MeTOI[OJ'IOl"I/I‘{CCKOC Ka4€CTBO KJIIMHUKO-
9KOHOMHUYECKUX UCCIICIOBAHUM - BBICOKOEC, CPCAHEC

WM HU3KOE)

D) pPes3yJIbTaTH OlLIeHKU METOIOJIOTMUECKOI'O KaduecTBa MCCJIeIOBaHMM C
MCIIOJIb30BaHMEM aHaJiM3a BJIMAHMS Ha OIIXeT, KOTOPHE 3BallOJIHAKTCA [0 CJenyolen
bopMe Ha Kaxmoe MokasaHMe K IIPMMEHEeHMIO:

Kpurepuit OneHka O1neHKa COOTBETCTBUS O06ocHoBaHuE
(6amoB) TpeOOBaHUAM pe3ynbTaroB
(cooTBETCTBYET MU OLICHKH

HC COOTBeTCTByCT) METOHOJIOTHYCCKOT'O

KadecTBa
1. IlpencraBieHsl pe3yabTaTbl OTEYECTBEHHOTO
uccie0BaHus (aBTOp, Ha3BaHUE, HICTOUHUK
MyOIMKaIy, TOx)
2. PaccmarpuBaemsble oka3aHus K IPUMEHEHUIO
3. llena Ha nmexkapCTBEeHHBIN Ipemapar
4. Pacuer npsMbIX METUIIMHCKUX 3aTpar
5. Omucanne MareMaTHYeCcKOd Monenu (TIpu
HaJIU4uH)
6. IlpencraBneHue npsMbIX METUIIMHCKUX 3aTpaT
[IPY OTIMCAaHUM PE3YJIBTaTOB
7. BpemeHnHoii rOpHU30HT
8. XapaKTepUCTHKHU U YNCICHHOCTH LEIEeBON
MOMYJISILMY AllUeHTOB
9. IlpencraBieHue pe3ylnbTaToB
10. AHanu3 4yBCTBUTEIBHOCTU
11. CcbUIKH Ha UCHOIB30BAaHHBIE HCTOYHUKU
uH(opMauu
BrIBOJ (METOIONIOTHUECKOE KAYECTBO MCCICIOBAHUI
C HCTIOJIb30BaHMEM aHAJIN3a BIMSHUS Ha OFOMKET:
BBICOKO€, CpEJHEE UIH HU3KOE).
5 - 6. VICKJIOUEHE.
7. [Mopnucr wm pacumdpoBKa NOONMCEN COTPYIOHMKOB leHTpa BKCIEPTUS3H,
OoCyleCTBJIAIMNX OLIEHKY MeTOOOJIOTMYECKOI'O KauecCTiBa KIIMHMKO—-5KOHOMMNYECKMX

VCCJIeIOBaHUM UM MCCJIENOBaAHUM C MCIOJIb30BAHMEM aHaJiu3a BJIMSAHUS Ha ORIXEeT:

(b.m.o0. corpymHMKa leHTpa BKCHOEPTU3E, NOIONUCH)

(pyxkoBOomuTesib lleHTpa 2KCOepTus3b, &.M.0., IIOINMCH)
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ITaTa

<*F> HpI/I HCO6XOI[I/IMOCTI/I BBI60p Imperapara CpaBHECHUS YTOYHCH C INIABHBIM BHCIITATHBIM CIICTTUAJINCTOM

M0 COOTBETCTBYIOIIEMY MPOQMI0 ((.M.0. TIIABHOTO BHEIITATHOTO CIECIHAINCTA)

b

JICKAPCTBCHHBIC IIpC€riapaTrbl CPaAaBHCHHUA COITIACHO MHCHUIO ITIABHOI'O BHCIITATHOI'O CIICHHAINCTA, BKIIIOUCHHEBIC
B COOTBCTCTBYIOINHC IICPECYHU W HPHUMCHIACMBIC B AHAJOI'MYHBIX KIMHUYCCKUX CHUTyallusX, € YYCTOM

KIIMHUYECKUX PEKOMEHIALIN: ).

[Ipunoxenue N 8(1)

K [IpaBunam opmupoBanus nepeyHei
JIEKapCTBEHHBIX MpENapaToB

JUTSl METULIMHCKOTO TPUMEHEHUSI

Y MUHHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOIMMBIX JIJISl OKa3aHHsl
MEIULMHCKOM IIOMOIIH

CHHCcOK M3MEHSIONINX TOKYMEHTOB
(BBeneHo IlocranoBnenuem IlpasurensctBa PO ot 25.07.2024 N 1009)

B xomuccuro Munmncrepctsa 3apaBooxpaneHus Poccuiickoit denepannu no GopMUPOBAHUIO TEPEUHEH
JIEKapCTBEHHBIX MPEnaparoB Il MEIUIUHCKOTO NPUMEHEHUSI 1 MUHUMAJIBHOTO aCCOPTUMEHTA JIEKApCTBEHHBIX

npenaparos, HeO6X0£[l/lelX JUISL OKa3aHUsI METUIIMHCKON TTOMOIIH

3AKJIIOYEHUE
0 pe3yJbTaTaM OLIEHKH YKOHOMHUYECKHX MTOCIIEACTBUIN IPUMEHEHU JIEKapCTBEHHOTO IIpenapara, u3y4eHus
JIOTIOJIHUTEIIBHBIX MOCIEICTBUM MPUMEHEHHS JIEKAPCTBEHHOTO Tpernapara, a TakKe OLIEeHKH CTOUMOCTH T'0ZI0BOTO

Kypca Tepanuu

1. Hacrosmee 3akiroyeHHe KacaeTCsi MaTepHajoB, MNPEACTABICHHBIX JUIS BKJIIOYEHMS JICKAPCTBEHHOTO
Ipernapara B CJIeIyIONIHe TIepevHH:

1.1. mepeyeHb >XU3HEHHO HEOOXOMUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX IIPENaparoB JJs MEIUIIMHCKOTO
IpUMEHEHHUS (Jajee - HepeyeHb )KU3HEHHO HEOOXOMMMBIX U BayKHEHIINX JIEKapCTBEHHBIX NPEapaToB);

1.2. mepedeHb NEKapCTBEHHBIX MPENaparoB, MpeJHa3HAYSHHBIX IS 00eCTIeUeH sl ML, OONBHBIX reMo(IIInei,
MYKOBHCIIHJIO30M, THIIOQH3apHBIM HAHU3MOM, OoJie3HbIO [OIIe, 3JI0KaueCTBEHHBIMH HOBOOOPa30BaHUSIMU
TUMQOUIHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKIEPO30M, IeMOJIMTHKO-YPEMHUYECKHM
CHHIPOMOM, IOHOIIECKHM apTPUTOM C CHCTEMHBIM HadajoM, Mykononucaxapumozom I, II u VI tumnos,
aIJIaCTHYECKOW aHeMHel HEeyTOYHEHHOH, HaciencTBeHHbIM aedunmtoMm ¢akropoB 11 (¢pubpuHorena), VII
(mabunwHoro), X (Crroapra-Ilpayspa), nui mocie TpaHCIUIAaHTALMM OPTaHOB W (WJIM) TKaHEH (xanee - mepevyeHb
JOPOTOCTOSIIINX JIEKAPCTBEHHBIX MIPENapaTroB).

2. Hudopmamust 00 OCYHIECTBISIIOMIMX PACCMOTPEHHE MATEPUAIOB  COTPYAHHUKAax  (QeaepaabHOro

TOCyAapCTBEHHOI'O 6IO)I)KCTHOFO YUpCIKACHUA "I_[eHTp OKCIICPTU3BI U KOHTPOJIA KadyeCTBa MCIUIIUHCKON rmoMoIu"

(dbopma)
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Munucrepcersa 3npaBooxpanenus Poccuiickoit @enepannu (nanee - LleHTp skcnepTH3bl) BKIIOYAET B ceOsl:

2.1. baMunuio, MM, OTYECTBO COTPYIHHUKA, €r0 JOIKHOCTB;

2.2. anpec Llentpa sxcniepTussl, TenedoH (pakxc), 3IEKTPOHHYIO MOUTY.

3. udopmarus o JIeKapCTBEHHOM TpernapaTe BKII0YaeT B CeOst:

3.1. HauMEHOBaHUE, B TOM YHCIIC:

3.1.1. MexayHapOIHOE HEMATEHTOBAHHOE HAMMEHOBAHNUE;

3.1.2. B ciy4yae OTCYTCTBHA MEXAYHApOIHOTO HEMAaTeHTOBAHHOIO HAMMEHOBAHUSA - TPYNIHUPOBOYHOE
HaNMEHOBAHHUE;

3.1.3. B cioyyae OTCYTCTBHSI MEXIyHAPOTHOTO HEMATEHTOBAHHOTO WJIM TPYIIHAPOBOYHOTO HANMEHOBAaHUH -
XUMHYECKOE HAUMEHOBaHHE;

3.1.4. B ciy4ae OTCYTCTBHS YKa3aHHBIX HAMEHOBAHUH - TOPrOBOE HAUMEHOBAHHUE;

3.2. KOJl aHaTOMO-TEPANIEBTHYECKO-XUMHUECKON KIIACCU(PHUKAIINH JIEKAPCTBEHHOTO Mperapara;

3.3. mpeayaraeMble K BKIIIOYCHUIO JIEKAPCTBEHHBIE (POPMBI 3apernCTPHPOBAHHOTO JIEKAPCTBEHHOTO Iperapara
(He00X0OMMO MEPEUHCIINTD);

3.4. uadopMalo 0 BOCIPOW3BEACHHBIX WM OMOAaHANIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX Mpernaparax
(Tipu HaTMYUH);

3.5. mHpOpPMAIMIO O JICKAPCTBEHHBIX IIperaparax, BKIIOUYCHHBIX B IEpPEYCHb >KU3HEHHO HEOOXOMUMBIX WU
BO)KHEHIINX JIEKAPCTBEHHBIX IpENapaToB M (WIM) MEpedeHb INOPOTOCTOSIMIMX JIEKAPCTBEHHBIX IPENapaTtoB M
MMEOINX aHAJIOTUYHBIE TpeTaraéMbIM K BKIFOUEHHUIO JIEKAPCTBEHHBIM IperiaparaM MOoKa3aHus K MPUMEHEHHIO, a
TaK)Ke MPUMEHSIONINXCS B aHAJIOTHYHBIX KIIMHUYECKUX CUTYAIHSIX, C YYETOM KIMHUYECKUX PEKOMEHAaluii.

4. Pe3ynbrarhl OIIEHKH SKOHOMHUYECKHX MTOCIIEACTBUN IPUMEHEHUS JIEKApCTBEHHOTO Iperapara:

4.1. pacyer CTOMMOCTH Kypca (roza) JeYeHUs] NMpeiaraéMbIM JIEKapCTBEHHBIM IPENapaToM IO CPaBHEHHIO C
TepareBTHIECKH aHATOTHYHBIMHU JICKAPCTBEHHBIMU TperiapaTaMu, 00JalalolliMy JOKAa3aHHBIMU KIIMHUIECKUMH, U
(WM)  KIMHUKO-DKOHOMHYECKUMH — MPEUMYIIECTBAMH, W  (WJIM) OCOOCHHOCTSMH MeXaHH3Ma JICHCTBUS,
BKJIIOYCHHBIMH B IE€peUeHb JKU3HEHHO HEOOXOANMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENaparoB U (M) NepeyeHb
JIOPOTOCTOSIINX JIEKAPCTBEHHBIX MPENaparoB U NPUMEHSIOIUMUCS MO TEM e MOKa3aHMsAM, YTO M IpeJiaraeMbli

J'[eKapCTBeHHI)II‘/II npenapar:

HanmvenoBanue Mexnyn | [Ipornosupyem | Enun Komnuectso Henaza | CromMmocTb Tepamuu
rpym (Ko apomHOe ast WIa | COUHHI H3MEPEHHS | CIUHUILY OJIHOTO TIAIIHEHTA
aHaTOMO- HETaTeHT | YMCIEHHOCTb |H3Mep | JIEKapCTBEHHOTO | M3MEpPEHHMs COIVIACHO
TepaneBTHIECKO- | OBaHHOE eTIeBoit CHHUS mperapara (6e3 yuera HHCTPYKITHH T10
XUMHYECKOH HaUMEHO | IOMYJNAINH COIVIaCHO HaJlora Ha MEIULIHCKOMY
KIIacCHU(pUKAIN) BaHHE MAINEHTOB, MHCTPYKIUU IT0 | 0OaBIeHH | MPUMEHEHHIO B TOX
JICKApPCTBEHHOTO | JIGKapCTB HUMEIOIIUX MEIUIUHCKOMY YIO (pyOuneit) 6e3 yuera
mpemnapara €HHOTO MOKa3aHus K IIPUMEHEHHIO Ha | CTOMMOCTh HaJora Ha
npenapar | Ha3HaAuUCHUIO OJIHOTO TIal[EHTAa B ) J100aBIEHHYIO
a JIEKapCTBEHHOT roxn CTOMMOCTB
0 TIpemnapara

IIpennaraemsrit
JIeKapCTBEHHBIN
mpemapar (pacder

3asIBUTEIIS)

IIpennmaraemsrit
JIeKapCTBEHHBIN
npemnapar (pacyer
Ilentpa
9KCIIEPTHU3HI)

TepaneBTHUECKH

AHAJIOTUYHBIC
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JICKapCTBCHHBIE
[penaparsi,
oOnagaromue
JIOKa3aHHBIMHU
KIMHAYECKHUMH, 1
(WITH) KITMHKUKO-
IKOHOMHYECCKHMHU
MPEUMYIIECTBAMH,
u (MH)
0COOCHHOCTSIMH
MeXaHu3Ma

IeHCTBUA

4.2. pe3ynbTaThl KIMHUKO-9KOHOMHYECKOH OIIEHKH W OIIEHKH BIUSHHS Ha OIODKETHl OFOIKETHOH CHCTEMBI
Poccuiickoit @eneparuu (ganee - OIOPKET) JEKapCTBCHHOTO Mpernapara 1Mo KakJI0My IT0OKa3aHHIO C yKa3aHHEeM Koja
MexayHaponHOW CTaTUCTHYECKOW Kiaccuukaiuu Ooje3Hed M mpoOjeM, CBA3aHHBIX CO  370POBBbEM,

pacuudppoBka:

KimH1Ko-3KOHOMUYECKOe UCCieioBaHKE (aHaIM3 BIUSHUS Ha OIO/IKET) Pesynbrar Onenka

OIICHKH (6amnoB)

KinHnko-3k0HOMUYECKO€E HUCCIIEIOBAHIE
AHann3 BIUSHNUA Ha OIOKET

Hroropas OLICHKA IO pe3yjibTaTaM OLCHKN SKOHOMUYCCKUX HOCHGI[CTBI/Iﬁ

MNPUMCEHCHUS JICKAPCTBCHHOTI'O ITperiapara 1o noka3aHnuro

5. Pe3ynbrarbl n3yueHHs JONOIHUTEIbHBIX OCJIEACTBUH TPUMEHEHHUS JIEKapCTBEHHOTO IIperapara BKIIIOYAIOT B
ceos:

5.1. cBemeHHMs O TOCYIApCTBEHHOH perucrpanuy, o0 oOpameHnH, o0beMax TOCYHapCTBEHHBIX 3aKyIOK
IpEAIaraeMoro JIeKapCTBEHHOIO IIperapara, a TaKKe JICKapCTBEHHBIX IIPEHapaToB, BKIIOYEHHBIX B IEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BKHEHIINX JIGKApCTBEHHBIX IpernapartoB W (WIM) IEepeueHb JOPOTrOCTOSIINX
JeKapCTBEHHBIX NIPENapaToB M UMEIONIUX aHAIOTHIHBIC MIPeIaraéMbIM K BKITIOYEHHIO JICKapPCTBEHHBIM IIpeTiapaTram

TMOKa3aHusd K IMNPHUMCHCHHUIO, a TAaKXC NPUMCHAIOMIHNXCSA B AHAJOTMYHBIX KIMHUYCCKUX CHUTyalusdX, C YUYCTOM

KIIMHUYCCKUX peKOMeH,I(aHHﬁI

Mexnay | Jlexa Howmep Cpok OO6patuenue (yrnakoBKH) 3a IIEPHOJ HE O6Bembl
HApOIHOE | PCTB | PErHCTPAI[MOHHOTO | IEHCTBH MEeHee OIHOTO KaJeHIapHOTOo roia, TOCYHapCTBEHHBIX
HETIaTeHTo | €HHa |  YAOCTOBEpEHUS (B o IIPeIIIECTRYIONIETO Toaqe 3aKyTIOK 3a

BaHHOE b CllyJae HaJlnuus perucTpa HpeJIOKEHUs], TIOCTYIHBILETO B MpeIIECTBYOLIH
HanMeHOB | popm OJTHOTO IUOHHOT | COOTBEeTCTBUU C ITyHKTOM 13 [IpaBun 1 KaJeHIapHbIN

aHue a PETUCTPALIOHHOTO 0 (bopMupoBaHUs epeyHeit ron
YAOCTOBEPEHHS) MIIH | yIOCTOBE JIEKapCTBEHHBIX NIPENapaToOB AT
KOJIMYECTBO peHus MEJIMIIMHCKOTO IPHMCHEHHUS U
PETHCTPAIIOHHBIX MHHHMAIBHOTO ACCOPTHMEHTA

yaocToBepeHuil (B

ClIy4ya€ HaJIu4us

JICKapCTBCHHBIX ITPpEaparos,

H€06XO,I[I/IMI>IX JJI OKa3aHus

HECKOJIBKUX MEIMLIMHCKOM IMOMOIIH, YTBEPIKICHHBIX
PETUCTPALMOHHBIX nocraHoBneHueM [IpaButenbcTBa
YIOCTOBEPEHHUI) Poccuiickoit denepanuu ot 28 aBrycra
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2014 . N 871 "O06 yTBep>KICHUH

[IpaBun popMupoBaHusI IEpeUHEH

JICKApCTBCHHBIX ITpErapaToB AJIst YHaKOB py6JICI/I

MEIUIMHCKOTO IPHMEHEHHNS 1 OK

MHHHMAJTEHOTO aCCOPTHMEHTA
JEKAPCTBEHHBIX TIPEMapaToB,
HEOOXOANMBIX IS OKa3aHHsI

MEIUIMHCKOM TOMOIIH"

5.2. pe3yabTaThl SKCIIEPTH3bI MPOYHUX JAHHBIX 0 JICKAPCTBEHHOMY MPENaparTy 1o Cleayromei popme:

Kpurepun onenku Ouenka

(6aytoB)

Heo06xoauMocTh MpUMEHEHHS JIEKAPCTBEHHOTO TpernapaTa JAJisl JTUarHOCTUKH, TPO(UITaKTHKH,
JIe4eHUs] WK peaOMINTaIK IPH OKa3aHUM MEIULMHCKON IIOMOIIY B ciydae 3a001eBaHuil 1
COCTOSIHUH, ITPeo0IaJatoIInX B CTPYKType 3a00JIeBAEMOCTH M CMEPTHOCTH IpaxiaH Poccuiickoii

CDez[epauI/n/I, Ha OCHOBAaHHNHU NaHHBIX IOCYAapCTBEHHOI'O CTATUCTUYCCKOT'O Ha6J'IIOHeHI/I$I

Hannuue 3apeTUCTPUPOBAHHBIX B Poccuiickoit @enepauﬂn BOCIIPOU3BCACHHBIX UJIN OHOaHAaIOrOBBIX

(6nomomoOHBIX) JIEKAPCTBEHHBIX MPETapaToB

Hanuuue nexapcTBEHHOTO Ipernapara B NEpevHe CTPATernYeCcKy 3HAYUMBbIX JIEKAPCTBEHHBIX
CPEICTB, IPOM3BOACTBO KOTOPBIX JOJKHO OBITH 00ECIeueHO Ha TeppuTOpuu Poccuiickoii

Denepanun

Hanmame nekapcTBEHHOTO TIpenapaTa B MEPEdHsX JIEKapCTBEHHBIX NIPENapaToB, (UHAHCHPYEMBIX 32

cuet cpencts OromxeToB cyobekToB Poccuiickoit depepaunu

Hanunuue npousBoacTsa (JIoKaqu3alus ) JJIeKapcTBEHHOTO Mpenapara Ha TeppuTopuu Poccuiickoit

Denepanuu

HTtoropas onenka MMPpOYUX JaHHBIX

5.3. cBemeHWS O pEKOMEHJAIMSAX WHOCTPAHHBIX AareHTCTB TIO0 OIIGHKE MEAWIMHCKUX TEXHOIOTHH O
11e1eCO00Pa3HOCTH  TOCYJIapCTBEHHOTO  ()MHAHCHPOBAaHMS B WHOCTPAHHOM TOCYJApCTBE  IpeIaraeéMoro

JIGKapCTBEHHOTO Mpernapara 1o Cleayrlei Gpopme:

Ilokazanue k MIPUMCHCHUIO PCKOMCHHB.HI/II/I HWHOCTPAHHBIX ar€éHTCTB 110 OLCHKC MCAUIIMHCKUX TEXHOJIOTUH

6. CezmeHMs I/ TOATOTOBKU IPEIUIOKECHUH MO KOPPEKIMH HAaWMEHOBAHHMH JIEKapCTBEHHBIX IPENapaTtoB U
HaMEHOBAHUH JIEKAPCTBEHHBIX (DOPM JIEKapCTBEHHBIX MIPENapaToB B COOTBETCTBHHU C TOCYJaPCTBEHHBIM PEECTPOM

JIEKapCTBEHHBIX CPECTB 10 CIIEYIOIIeH Gopme:
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MexyHapoaHoe JlexapctB | OredecTBEHHBIH UK CBeneHus AJ1s TIOATOTOBKH MPEIIOKEHHH 110
HENaTeHTOBaHHOE eHHas HWHOCTPaHHBIN KOpPEKIIMH HAMMEHOBaHUH JIeKapCTBEHHBIX
HaMEHOBAaHUE ¢dbopma MIPOU3BOJUTENb MpernapaToB 1 HAMMEHOBaHHUH JIEKaPCTBEHHBIX

(hopM JTeKapCTBEHHBIX IPETAPaTOB

7. ToroBasi cyMMa OLIGHKHU IPEUIOKEHUS U BBIBOJbI SKCIIEPTHOM KOMHCCHM O PEKOMEHJIAlMU MM 00 OTKase B
PEKOMEHJAUMN K BKIIOYCHUIO JIEKAPDCTBEHHOIO Iperapara B MEPeYHH JIEKapCTBEHHBIX IpernapaToB
(pexoMeHI0BaHBI MOTYT OBITH TOJIBKO JIEKapCTBEHHBIE TIperapaThl, HAOpaBIIHE IO MIKaJle OUEHKH YKOHOMHIECKHX
IIOCIIEICTBUI MPUMEHEHHs JIEKapCTBEHHOTO Iperapara He MeHee 6 0amioB (1 ophaHHOTO JEeKapCTBEHHOTO

rpernapara - He MeHee 2 0aoB):

TTonnucu u pacmmpoBKa NOANUCEH cOTPYIHUKOB LIeHTpa SKCIePTU3BI, OCYIIECTBIISIOIINX OLICHKY:

(¢.n.0. corpyanuka LleHTpa S3KCHIEPTH3BI, TOTUCH)

(pyxoBoautens LleHTpa sKCcnepTH3bL, ¢.1.0., TOAIHICE)

Hara

IIpunoxxenue N 9

k [IpaBunam popmupoBanus nepeuHei
JIEKapCTBEHHBIX IIPENapaToB

JUISL MEIULIMHCKOTO ITPUMEHEHUS

Y MUHHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOIUMBIX Ul OKa3aHUs
MEIULMHCKOM IIOMOIIH

CnucoK U3MEHSIONINX JOKYMEHTOB
(BBeneno IlocranosnenueM [IpaBurenscta PO ot 29.10.2018 N 1283;

B pen. [Tocranosnenuii [IpaButensctBa PO ot 05.06.2020 N 829,
or 03.12.2020 N 2021, ot 25.07.2024 N 1009)

HayuHno ofocHOBaHHAaA PeKOMeHIalMs O BKJIIUEHUU
(06 MCKJIIIOUEHMM, OTKa3e BO BKJIIOUEHUM) JIeKapCTBEHHOTO IMpelapaTa
B I[EepPEeYHU JIEKAPCTBEHHEIX MNPEenapaToB OIS MEeIUIMHCKOTO
IPUMEHEHMI M MMHMMAJIbHEM ACCOPTUMEHT JIeKapCTBEHHBIX
npernapaToB, HeOOXOOMMEBIX IJIS OKA3aHUA
MeIMIMHCKOM IIoMOomM <*>

(bopma)
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1. HavmMmeHOBaHUE JIeKapPCTBEHHOTO npenapara (MexIOyHapoIHOe
HeNaTeHTOBAHHOe, IPYNIMPOBOUYHOE MM XUMMUECKOE) .

2. IlpenjaraeMble Kk BKJIOUEHMIO JIeKapCTBeHHHE QOPMEl 3apeIMCTPUPOBaAHHOTO
JIEKapCTBEHHOTO IIpenapaTa C Y4YeTOM 5SKBUMBAJIEHTHHX (QOpM, MNIPEeOyCMOTPEHHBIX
IepeyYyHeM HaMMEHOBAHUM JIEKAPCTBEHHHX (QOpPM JIEKQapPCTBEHHHIX I[IPEeNapaToB IJd
MENUUMHCKOTO IpUMeHeHusd, YTBEPXIEHHEM MyHMCTEPCTBOM 3IPaBOOXPaHEeHMS
Poccurickom OQemepaumy, C yKaszaHMEM OCHOBHOTO 3JIEMeHTa MM IOINOJHUTEJILHOTO
3JIeMeHTa JIeKapCTBEHHHX dopwm, B TOM UMKCJIe IIpM HeoOXOOMMOCTM THUIla

BHICBOOOXIEHMA HOEeMCTBYKIETIOo BelleCcTBa, IpM DSTOM BMECTO JIEKAPCTBEHHBEIX GQOpPM
OomnycKaeTcsda ykaszaHue crnocoba M (MiaM) OYyTHM BBEeOeHMS JIEKAPCTBEHHOTO IpelapartTa
(mepeumcanTsh) .

3. HacTogammy IOKYMeHT KacaeTcsda MaTepHualjioB, IIpelCTaBJIEHHEBIX :

3.1. Onsa BKJIKOUEHMS JIeKapCTBEHHOTI'O Iperapara:

3.1.1. B T1[epeyeHb XMBHEHHO HEOOXOOMMEIX M BaXHEMIMX JeKapCTBEHHBIX
IpenapaTos s MeOMLMHCKOTO npuMeHeHMsa (majlee - IIepeudeHb XUBHEHHO
HEeOOXOOMMBIX M BaXHEMUMX JIEKAPCTBEHHHX [IPEIlapaToB) ;

3.1.2. B IepedeHb JIEKAPCTBEHHEIX IIPEeNapaToB, NpelHas3HAYEHHHX NOJI4

obecrneueHusa Jul, OOJIBHEIX IeMOQuIMey, MyKOBMCLMIOOS3OM, I'MIOOM3APHEIM HAHMU3MOM,
Oosie3Hbp I'Oome, BJIOKAYECTBEHHEIMM HOBOOOPAa30BaHMAMM JMMOOMIOHOM, KPOBETBOPHOU
Y POIOCTBEHHBIX MM TKaHEM, PpPaCCedHHEM CKJIEPO30M, I'eMOJUTUKO-YPpeMUUeCKUM
CMHOPOMOM, IOHOUWECKMM apTPUTOM C CUMCTEMHEIM HadajioM, MyKOIOoJMcaxapmiosom 1,
II u VI TunoB, alJjacTMUecKOM aHeMMel HEeYTOUHEeHHOM, HACJIeICTBEeHHHM Ie@ULMUTOM
baxTopor II (¢mubpumHOoTeHa), VII (jnabmuiabHoro), X (Crioapra-llpayspa), JHUL [IOCJe

14

TPaHCIJIaHTaUMM OPraHOB M (MJAM) TKaHEM (Jajiee - [IepedeHb HOPOTOCTOAMMX
JIEKAPCTBEHHEIX [IpPenapaTos) ;

3.1.3. B MMHMMAJIbHBIM ACCOPTUMEHT JIEKAPCTBEHHEIX [IpelapaToB, HeOOXOIMMEIX
IOJiS OKaszsaHMa MeIMLUMHCKOM IIOMOoWM (Zajiee - MUMHMMAJIbHEM aCCOPTMMEHT) ;

3.2. IOJsa MCKJIOUEeHUs JIeKapCTBEHHOTO IIperaparTa:

3.2.1. w3 T[OepedyHsa KMBHEHHO HeOOXOOMMEBIX M BaxXHEeNMIMX JIeKapCTBEHHEIX
IpernapaTosB;

3.2.2. U3 IepeudHsa OOPOTOCTOAWMX JIEKAaPCTBEHHEIX IpenapaToB;
3.2.3. U3 MMHMMAJIbBHOT'O aCCOPTMMEHTa.

4. 3asgBJIeHHBEE TIIOKAal3aHUS OJId9 IPUMEeHEHMU JIEKAPCTBEHHOTO npenapara
(mepeumcanuThs) .

5. CeenmeHus o LIeJIeBOM TpPyIlNe IalMeHTOB, HYyXIanlMxXCSd B IJaHHOM
JIeKapCTBEHHOM IIpernapaTe, OTIOEeJBbHO II0 KaxIoMy I[IOKAaBaHMO, YKAa3aHHOMY B
VMHCTPYKLUUM 10 MEOMUIMHCKOMY ITPUMEHEHMID JIEKAPCTBEHHOTO IpenaparTa:

5.1. cBemeHus O JIEKAPCTBEHHHIX I[penapaTax, KOTOPHE [NOJydalnT MHalueHTH, C

yKa3aHKeM KOoJMUeCcTBa I[IalUMEeHTOBR, [IOJIydallMX Tepaluio;

5.2. KOIMUeCTBO NalMeHTOB B Poccuickoy demepaluy, HYXIAONMXCSA B Tepaluu
openjiaraeMoro K BKJIOUEHMIO B I[epeudeHb XM3HEHHO HeOOXOIMMEIX M BaXHEMIMUX
JIEKAPCTRBEHHBEIX IIpelnapaToB U (MIM) IepedeHb HOOPOTOCTOSMMX JIeKapCTBEHHEIX
IpenapaToB JIeKapCTBEHHOT'O IpelapaTa, C yKasaHMeM JIeKapCTBEHHEIX IIpelapaToB,
C KOTOPHIX OyOyT IepeBeleHb Ha IpenjaraeMel K BKJIOUEHUIO JIeKAapPCTBEHHBM
npenapatT, B TOM UMCJle He [OoJIydaKlMX B HaACToOsAllee BpeMs Tepanuo (B ciydae
eCJIM JIEKAPCTBEHHBM IpenapaT Ha3HadYaeTCsa Ha BTOPOM, TPEeThbeM M NPpOoYMX JIMHUAX,
HeOoOXOoOMMO yKa3aTh KOJMUECTBO MNALIMEHTOBR Ha KaXIOM M3 JIMHUM Tepanumn) ;

5.3. wuHOOpMaALMSA O IIepeBolle TIallMeHTOB C TeKyley Tepanuu (ykKasbBaeTcsd
Iepmron, 3a KOTOPBM MNalMeHTE OyIOyT I[IepeBeleHb C CYWeCTBYIEeN Tepaluu Ha
JIEKAPCTRBEHHEM IIpelnapaT, IpenjaraeMelM K BKJIOUEHMIO B IIepedeHb XUBHEHHO
HeOOXOOVMEIX u BaxXHeMIMX JIEKapPCTBEHHBIX IIpenapaToB M (MIKM) I[IepedeHb
OOPOTOCTOAIMX JIEKaPCTBEHHEIX IIpenapaToB) ;

5.4. cpezmHee KOJIMUECTBO YIAaKOBOK JIEKAPCTBEHHOTO IpeNapaTa, HeoOXOoIMMOIO
IOJIS OOHOTO MalMeHTa B I'oO (C yKa3aHUEeM JIeKAaPCTBEHHOM GOPMBEI M IO3UPOBKU) .

0. TepaleBTUUECKM aHAaJIOTMUHBEIE JIeKAapPCTBEHHBe INpelapaTl, obyagamnmme
OOKAaBaHHEIMYM KJIMHUUYECKMMM, U (MJIM) KIMHUKO-2KOHOMMYUECKUMU IIpeuMylleCcTBaMu, U
() OCOOEHHOCTAMM MexXaHM3Ma OeMCTBUA (majlee - TepaleBTUUYECKM aHAJOITMUHEMI
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JIEKAPCTRBEHHEIM IIpernapaT), BKJIOUEHHBEe B IIepedeHb XMBHEHHO HeOOXOIOUMEIX U
BaXHeMmMxX JI€KAPCTBEHHHIX IIpernapaToB, IIepeueHb OOPOTOCTOSIMX JieKapCTBEHHHBX
IpenapaTos (majee - IepeyvHM), B paMkKax IOKa3aHUM K [IPUMEHEHUIn B
COOTBETCTBUU C MUHCTPYKLMEN TI[IO0 MeIMUMHCKOMY TIPUMEHEHUID JIEKapPCTBEHHOTO
npernapaTa, CTaHIapPTOB MeIMIIMHCKOM IIOMOIM U KJIMHUUECKMUX PeKOMeHIallu.

7. KpaTkas CpaBHUTeJbHad xXapakTepucTuka >00exTMBHOCTM M Oe30IaCHOCTH
JIEKAPCTBEHHOTO npenapara, 0COBOEHHOCTHU KJIMHUYECKOT O [IPYMEeHEHUS
JIEKAPCTBEHHOT'O IIpelapaTa, a Takxe IIpeuMylleCTBa B CPAaBHEHUM C TepaleBTUUYeCKU
AHAJIOTMYHEIMM JI€KAPCTBEHHBIMM IIpernapartaMu (KIMHMUECKME TPYINBE IIalMeHTOB,
BKJIlOUAsA BOB3PACTHBIE OCOOEHHOCTM U Npoduib 0e30IMacHOCTM M Ip.) C yKas3aHMeEM
VTOTOBOM OlLIEHKM [0 pesyJjibTaTaM KOMIIJIEKCHOM OlleHkM (0aJsjior) (B ciydae eciu
TepaleBTUUECKM aHAaJIOTMUHBEIX JIEKAPCTBEHHEIX I[IpelapaTOB HEeCKOJIBKO, CpaBHeHUe
IPOMBBOOUTCA C KaXOHM M3 TaKUX JIEKAPCTBEHHHIX IIpelapaToB) .

8. KpaTkoe KIMHMKO-SKOHOMMUECKOE CPpaBHEHME MNpelJjlaraeMOoI'o JIEKAPCTBEHHOTO
npenapara C aHajJoraMM (CTOMMOCTB JIEKAPCTBEHHOTO IpelnapaTa M Kypca JIeUueHUS

10 3asBJIEHHBEIM [IOKAa3aHMSAM, CPaBHEHME 3aTpaT CUCTEMH 3IOPABOOXPAHEHMS M OP.) C
yKa3aHMEeM MTOT'OBOM OlLIEHKM I10 pesyJibTaTaM KOMIIJIEKCHOM OlleHku (6ajijioB) .
9. PesysbTaTh METOIOJIOTUUECKOTO KauecTRa KJIMHUKO-3KOHOMUUE CKUX

MCCJIeNOBaHUM U MCCJeIOBaHMM C MCIOJNIb30BaHMEM aHaJiMza BJIMSAHMA Ha OIXEeTH
OomxeTHOM cucTeMel Poccumckom demepaumu C yKa3aHMEM MTOTOBOM OLIEHKM 10
pes3ybTaTaM KOMIIJIEKCHOM OlLleHKM (BEICOKOe, CcpelHee WU HUBKOE), a TaKxe
pPe3yJbTaTh OLEHKM HOOIOJIHMUTEJIBHEIX [IOCJIENCTBMM IO JIEKAPCTBEHHOMY [penapaTy
(6banios) .

10. DIenecoobpaszsHOCTbL BKJIOUEHMS JIEKAPCTBEHHOT'O IIpeliapaTa B [IepedHU U
MMHVMAJIBHEIM aCCOPTMMEHT (B CBA3M C HaJMUMeM B KJIMHUUECKMUX PeKOMeHIalUuax U
CTaHOapTax MEeOMUMHCKOM IIOMOIM IO COOTBETCTBYIIMM I[IOKa3aHMAM) I[IO Cllelyiley
bopwme :

Kpurepuu ouenku Pe3synbrar oLeHKH Ikana
OLICHKU
(6amoB)
Hanrame nnm nienecoo0pa3HOCTh BKIIFOYEHHMS JIEKAPCTBEHHOTO TIperapara B 112, BKIIFOYEH/HET, +3
KIIMHAYECKUE PEKOMCHIAIMI WIIH CTaHAAPTHI OKa3aHUs MEANIIMHCKOI MOMOIITH BKJIIOUEHHUE
nesecoobpasHo
HET 0
11. 3aMeuaHusd I"JIaBHOI'O BHeNITaTHOI'O ClieumajircTa MMHMCTepCTBa

30paBooOxpaHeHusa Poccurickoy denmepauum K pel3yJibTaTaM KOMIIJIEKCHOM OLIEHKU B
YacTM CPaBHUTEJILHOM KJIMHUMUECKOM 5QOeKTUBHOCTM M Oe30MNaCHOCTU JIEKAPCTBEHHOTO
npenapara (IpM HaJIW4UUM) .

12. WroroBee Oajiiel C YyUYeTOM pPe3yJbTaTOB KOMIIJIEKCHOM OLEHKM U B
coorBeTcTBUM C nyHkramMm 10 m 11 HacToOdmWEero IOKyMEeHTa.
13. KpaTkum BLHIBOII o) LeJjiecoobpa3zHOCTHU BKJIIOUEHU I (MckJoUueHMA)

JIEKapCTBEHHOTO IIpenapaTa B [NEepedHM M MUHMMAJIBHBIM aCCOPTMMEHT, yKa3aHHEE B
NYHKTE 3 HaCTOAWEIO IOOKYyMeHTa (C ydeTOM HajlMuMsa TepaleBTUYECKM aHAaJIOTMUHEIX
JIEKaPCTBEHHEIX [IPEenapaToB) .

14. IlpenyioxeHMs IO MCKJIOYUEHMI JIEKAPCTBEHHEIX [IPENapaToB U3 IIepedHel U
MMUHMMAaJIbHOT'O aCCOpPTHUMEHTAa B CJly4Yae, eCJIM CTOMMOCTB IIpenjaraeMoro K
PaCCMOTPEHMIO JIEKAPCTBEHHOTO npernapara HIMXe CTOMMOCTM TepaleBTUYEeCKU
AHAJIOTUUYHOT'O JIEKAPCTBEHHOTO IpelapaTa 3a Kypc Tepanuu, BKJIKYEHHOTO B

IepeyHM, IOIpPM BKJOUYEHUM aJIbTEPHATUBHEIX JIEKAPCTBEHHEIX IIpenapaTor, oOJamarnmmx
OOKABaHHEIMM KJIMHUUYECKMMM, U (MJIM) KIMHUMKO-3KOHOMMYECKUMM IpeuMylleCcTBaMu, U
() OCOOEHHOCTAMM MEXaHM3Ma OeMcTBUA, UM (unm) Oosnpuwelr 0e30MNaCHOCTBI IIpU
OMATHOCTUKE, NPOOMIIaKTUKE, JI€EUEHUM UM peabmunmTaumm 3a00JIeBaHMM, CUMHIPOMOB
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U COCTOAHMM, a TakKxe B CJjiydyae, eCJiM BKJIOUEHHEM B IIepedHM JIeKapCTBEHHEN
npenapaT He IIPUMMEHseTCsa B CYHNEeCTBYIMX CXeMax Tepanuu ([IepeducyiUTb) C

yueToM wmHOOpMAaLMM, TIPEeOCTAaBJIEHHOM B NyHKTax 5 - 7 HacToAmero IOKyMeHTa, U

IPOTHO3UPOBaHMA ODECIEUEeHHOCTHM MNallMEeHTOB JIEKAPCTBEHHEMM IIpernaparaMm. <*¥*>
15. JJanHHEle 060 YHMKAJIBHOCTM JI€eKapCTBEHHOT'O IIpenapaTa (3aloJIHAeTCs B

ciiydae OTCyTCTBUA TepalleBTUYECKNM AHAJIOTMMUYHEIX JIEKAapPCTBEHHBIX nperapaToB

(mpenapaToB CpaBHEHUHA) .

IOONMCHh M pacumdpoBKa IOONUCU marTa

<*> PexoMeHAauMu (HOPMHUPYIOTCS C YUETOM 3aKJIIOUYEHUHN IO pe3yibTaTaM aHaju3a METOA0JIOIMYECKOTo
KauecTBa KJIMHUKO-)KOHOMMUYECKHX HCCIIEOBAHUNA M aHaiu3a MHGOpMAIMK O CPaBHUTEIBHOM KIMHUYECKON
3(pPEeKTUBHOCTH U O€30MaCHOCTU JIEKApCTBEHHOIO Mpenapara, OLEHKHM SKOHOMUYECKHX IMOCJIEICTBUHA €ro
IPUMEHEHUs, W3y4YeHUs JIONOJHUTEIBHBIX IIOCIHEACTBUA NPUMEHEHHs JIEKapCTBEHHOIO IIperapara,
npuBeieHHbIX B npuiokeHusx N 7 - 8(1) k [IpaBunam opMupoBaHus nepedyHel JIeKapCcTBEHHBIX MpenapaToB
JUI. METMIIMHCKOTO IIPUMEHEHUSI 1 MUHMMAJIbHOI'O aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENaparoB, HEOOXOJUMbIX
Ul OKa3aHWs MEIMLMHCKOM MOMOILIM, YTBEPXKACHHBIM mocTaHoBlIeHHWEM lIpaBurensctBa Poccuiickoi
®enepaunu ot 28 aprycra 2014 r. N 871 "O06 yrBepxkaenun [IpaBun popmupoBaHus nepedHeil JeKapCTBEHHBIX
IIPenaparoB Ui MEJULUHCKOIO IPUMEHEHUS W MHUHHMAJIbHOIO aCCOPTHMMEHTA JIEKAPCTBEHHBIX IIPENapaToB,
HEOOXOUMBIX Il OKa3aHUs METUIIMHCKON ToMoru".

<#*> [louexxut 00s13aTeIbHOMY 3aIIOJIHEHHUIO MIPH PACCMOTPEHHUH MPEUIOKEHHS O BKIIOYEHNUH B IIEPEUHH
aJbTEepHATUBHBIX JIEKAPCTBEHHBIX MPENapaToB, 001aJal0MIKUX JOKAa3aHHBIMU KIMHUYECKUMU, U (WJIN) KIMHUKO-
HSKOHOMMYECKMMH NPEUMYIIECTBaMU, U (WIM) OCOOEHHOCTSIMM MeXaHu3Ma JeicTBUs, U (Win) Oomblien
0€30I1acCHOCTBIO MPHU AUArHOCTHKE, MPOQUIAKTUKE, JIEUEHUU WU peaduiauTanuu 3a00j1eBaHU, CUHIPOMOB U
COCTOSIHUH, 110 CPABHEHUIO C JIEKAPCTBEHHBIMU TIperaparaMy, BKIIFOYUEHHBIMU B TIEPEYHH, B TOM YHCIIE C YIETOM
CYLIECTBYIOIIUX CXEM JIEKapCTBEHHOM TepanmuM, OTPaKEHHBIX B aKTyaJbHbIX CTaHAApPTaX OKa3aHUs
MEJAMIIMHCKOM MOMOIIN U KIIMHUYECKUX PEKOMEHIALIUSAX.
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