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IHocTranoBienne IlpaBureabcrBa P® ot 28.08.2014 N 871 — O6
yrBep:kaenun [lpaBua popmupoBannsi nepevHei JeKapcTBEHHbIX
npenapaToB JJisi MeAMIUHCKOTO NPUMEHEHHsI  MUHUMAJIbHOTO
ACCOPTHUMEHTA JIEKAPCTBEHHBIX NMPenapaToB, HEOOXOAUMbIX 1JIsl OKA3aAHUS
MeIMUMHCKOH moMoLIu — JlelcTBYyOIas MOCTAeHAA PeAAKIUS OT
03.12.2020 — Pepaxumsi N 7 — HauaJio aeiictBusi penakuuu 17.12.2020

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanosnenuii [IpaBurenscrea PO ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, o1 20.11.2018 N 1390, o1 05.06.2020 N 829, ot 12.08.2020 N 1212, ot
03.12.2020 N 2021)

B cootBerctBUM co cTathsamu 55 u 60 denepanbHoro 3akoHa "OO oOpalieHUH JIEKapCTBEHHBIX
cpenctB", crarbei 44 denepanbHoro 3akoHa "OO6 0CHOBaX OXpaHbI 3/I0pOBbs TpakaH B PO" u crarbeit
6.2 ®enepanbHoro 3akoHa "O rocygapcTBeHHON couuanbHOW mnomomu" IIpaButensctBo PO
MTOCTAHOBJISIET:

(B pen. IlocranoBnenus IlpaBurensctBa PO ot 12.06.2017 N 700)

1. Y1Bepauts npuinaraemelie [IpaBuna ¢popmupoBaHus nepeuHei JeKapCTBEHHBIX MpenapaToB s
MEJIUIIMHCKOTO TPUMEHEHUS ¥ MHHUMAJIBHOTO aCCOPTUMEHTA JICKApCTBEHHBIX  IpEnapaTos,
HEOOXOIUMBIX JJISl OKa3aHUsI MEIULUHCKON MTOMOIIIH.

2. MunucrepctBy 3ApaBooxpaHeHuss P® yTBepaAuTh MOJOXKEHHWE O KOMUCCMUM MMHUCTEpCTBa
3npaBooxpaHeHuss P® mo ¢dopmMupoBaHHIO MepeuHel JeKapCTBEHHBIX IMPENapaToB A MEAUIIMHCKOTO
MPUMEHEHHS] 1 MUHUMAaJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPEnapaToB, HEOOXOAUMBIX JJIsi OKa3aHUS
MEIMUIIMHCKON TOMOIIIN, U COCTaB YKa3aHHOW KOMHUCCHH.

3. YcranoButh, uro B 2014 romy mpemiokeHust 1mo (GOPMHUPOBAHUIO TIEPEUHEH JIEKaPCTBEHHBIX
[penaparoB s MEIUUMHCKOIO IPHUMEHEHHMS M MHHHMAJIbHOTO ACCOPTUMEHTA JIEKAPCTBEHHBIX
MpernapaToB, HEOOXOAMMBIX [UIsl OKa3aHHs MEAWIUHCKON MOMOINM, HAIpaBIAIOTCS B MHHHCTEPCTBO
3npaBooxpaHeHuss P® B mnopsake, npemxycMorpeHHOM IlpaBunamu, yTBEpKACHHBIMM HACTOSLIUM
MOCTaHOBJICHUEM, 0 15 cenTsaops 2014 r.

4. ITyakt 4 nocranosnenus [IpasutensctBa PO ot 29 oktsi6ps 2010 r. N 865 "O rocygapcTBeHHOM
PEryJIMpOBaHUM LIEH Ha JIKAPCTBEHHBIE Mperaparhl, BKIIIOUYEHHbIE B EPEUYEHb )KHU3HEHHO HEOOXO0AUMBIX
1 BaXHEHIIUX JIeKapcTBEHHBIX IpenaparoB" (CoOpanue 3akoHomarenabctBa PD, 2010, N 45, cr. 5851;
2012, N 37, cr. 5002) mocie cinoB "MHHHUCTEPCTBOM SKOHOMHYECKOTO pa3BuThUs PD" momosHUTH
cinoBamu ", MuHHUCTEpPCTBOM TpyAa M couuanbHOM 3amuTbl P®, MHHHCTEpPCTBOM pPErHOHAIBHOIO
pasButus PO, OenepanbHOil aHTUMOHOTIONBHON ciyx00i, DenepanbHOi Ciyk00i 1o HaA30py B cdepe
3alUThl TpaB MoTpeduTenel u Onaromony4yusi yenoBeka, denepanbHbIM areHTCTBOM HAyYHBIX
opranu3anuii’.

5. MunucrepctBy 3apaBooxpaneHuss PO naBaTe pazbsicHEHHUs O mopsake npumeHeHus llpasu,
YTBEPKJICHHBIX HACTOSIIUM [IOCTAHOBJIECHUEM.
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VY1BepxaeHs! nocraHoriaenueM IIpasutenscrea PO ot 28.08.2014 N 871

IIpaBuiaa ¢popMUpOBaHUSA NEPEYHEH JJEKAPCTBEHHbIX NPenapaTos I
MEIULMHCKOI0 NIPMMEHEeHUS M MUHMMAJILHOT0 ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPENapaToB, HEOOXOAMMBbIX [IVISl OKA3aAHUA MeIMIUHCKOI
IOMOLIH

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanosnenuii [IpaBurensctea PO ot 12.06.2017 N 700,
o1 29.10.2018 N 1283, o1 20.11.2018 N 1390, ot 05.06.2020 N 829, ot 12.08.2020 N 1212, ot
03.12.2020 N 2021)

1. Hacrosimue I1paBuna yctaHaBnIMBarOT NOPSA0K (POPMHUPOBAHMUS:

a) TIepeYHs JKU3HEHHO HEOOXOIMMBIX U BAXKHEHIIMX JIEKAPCTBEHHBIX IMpEmapaTtoB IS
MEMIIMHCKOTO IPUMEHEHUS (J1ajiee — mepeueHb BAKHEUINNX JIEKAPCTBEHHBIX MIPETapaToB);

0) mepedHs JIEKApCTBEHHBIX TMPEMapaToB, MPEIHA3HAYCHHBIX IS OOECTeYCHHS JIMIl, OOJIbHBIX
remMounue, MyKOBHUCUUI030M, TUNOGU3APHBIM HaHU3MOM, OoJie3HbIO [ollle, 3710KaYeCTBEHHBIMU
HOBOOOpa30BaHUAMU JTUM(POUTHOM, KPOBETBOPHOU M POJICTBEHHBIX UM TKAaHEU, PACCESHHBIM CKJIEPO30M,
TEMOJINTHKO-YPEMHUYECKUM  CHHJIPOMOM,  FOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HA4yaJiOM,
Mmykonosmcaxapuao3oMm I, II u VI Tumnos, amnacTuyeckoil aHeMUEld HEYTOUYHEHHOM, HACIIEICTBEHHBIM
nedunuroM dakropos Il (bubpunorena), VII (;mabunpHOro), X (CTroapta-Ilpayspa), a Takxke JHI] TOCIE
TpaHCIUIAaHTAllMM OpPraHoB W (WiIM) TKaHeW (Jajiee — TMepeuyeHb JOPOTOCTOSIIUX JIEKAPCTBEHHBIX
MpenaparoB);

(8 pen. ITocranosnenuii [IpaBurenasctea PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

B) yrpatun cuny. — [locranoBnenue [IpaBurensctea PO ot 03.12.2020 N 2021;

I) MHUHHUMAJbHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX IpernapaToB, HEOOXOTUMBIX MJIsi OKa3aHUs
MEUIIMHCKOM MOMOITH (Jjajiee — MUHUMAaJIbHBIA aCCOPTUMEHT).

2. IlepeyeHp BaXHEHIIMX JIEKApCTBEHHBIX IIpenapaTtoB QopMupyercs IO MeXIyHapOJHbIM
HEMaTeHTOBAHHBIM HAWMEHOBAaHUSM JTHX JIEKAPCTBEHHBIX IpernaparoB (IpU OTCYTCTBUU TaKUX
HaUMEHOBAaHUHA — MO TIPYNIUPOBOYHBIM MM XMMHUYECKMM HAMMEHOBAaHHUSAM), B TOM YHUCIIE C Y4ETOM
CTaHJAPTOB MEIUIMHCKON MOMOILM, PE3yJbTaTOB KIMHUYECKON ampoOanuu MeTOA0B HpPOQHIAKTHUKH,
JMAarHOCTHKH, JIEYeHUS W peadWIuTalMu M KIMHUYECKUX PEKOMEHJAIMH [0 BOIpocaM OKa3zaHMs
MEIULMHCKOW TMOMOIIM, W3 JIEKApCTBEHHBIX IpenapaTtoB Ui MEAMLIUHCKOTO NpPUMEHEHUs (nanee —
JIEKapCTBEHHbIE NPenaparhl), OTBEYAIOLINX CISAYIOINUM KPUTEPHUIM:

(B pen. Ilocranosnenwuii [IpapurenscrBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

a) JIeKapCTBEHHBII Mpenapar 3aperucTpUpoBaH B YCTAHOBJIEHHOM Hopsijike B PD;

0) JiekapCTBEHHBIH Mpernapar NPUMEHSETCS C LEJIbI0 AUArHOCTUKH, MPO(QUIAKTHKH, JEUCHHUS U
peadmIMTalMy Ipy OKa3aHUHM MEIUIMHCKOIN MOMOIIM B cilydae 3a00JIeBaHUN U COCTOSTHHUM, B TOM YHCIIe
npeobnafaloux B CTPYKType 3aboneBaeMoctu B P®d, a Taxke 3abosieBaHui, MpPeICTaBISIOIINX
OTIaCHOCTh JUISI OKPY>KAIOIINX;

(B pen. Ilocranonenwuii [IpaBurenscrea PO ot 29.10.2018 N 1283, ot 12.08.2020 N 1212)

B) JICKQpCTBEHHBIN IMpernapar UMeeT MPEeUMYIIECTBO MO CPAaBHEHMIO C JPYTUMH JIEKAPCTBEHHBIMU
npernaparamy MpH JeUYEeHUH OTIPEIETIEHHOTO 3a00JI€BaHUs WIIU COCTOSHUS;

r) yrpatui cuiy. — [locranoBnenue [Ipasurensctsa PO ot 29.10.2018 N 1283.

3. TlepeueHb HOPOTOCTOSIIIUX JICKAPCTBEHHBIX IMpeNnaparoB (HOPMHUPYETCS MO MEXAYHAPOIHBIM
HEMaTeHTOBAHHBIM HAWMEHOBAaHUSAM JTHX JIEKAPCTBEHHBIX IpernaparoB (IpU OTCYTCTBUU TaKUX
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HAaMMEHOBAaHUHA — TO TPYNIHPOBOYHBIM MM XUMHUYECKMM HAMMEHOBAHUSAM) B Ipejenax 00beMOB
OI0/DKETHBIX ACCUTHOBAaHUH, MNPENyCMOTPEHHBIX B (enepaabHOM OOKeTe Ha COOTBETCTBYIOIIUM
(UHAHCOBBIK TOA M IUIAHOBBIA NEPUOJ, M3 JIEKAPCTBEHHBIX IPEMapaToB, OTBEYAIOUIUX CIEAYIOIINM
KPUTEPHSIM:

(B pexn. IlocranoBnenus IlpaBurensctBa PO ot 12.06.2017 N 700)

a) JIEKapCTBEHHBIN Iperapar 3aperucTpupoBaH B yCTaHOBJICHHOM Nopsiake B PO;

0) JIeKapCTBEHHBII IpenapaT BXOIUT B IIEPEUCHb BAKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

B) JIGKAPCTBEHHBIN Ipernapar UMEET MPEUMYILIECTBO 110 CPAaBHEHUIO C APYTUMU JIEKAPCTBEHHBIMU
npernaparamy MpH JICYSHUH JIUL, OOJIBHBIX TeMOHINEH, MyKOBUCIUA030M, THIIO(QU3aPHBIM HAaHU3MOM,
6one3Hblo0 ['o11e, 3710ka4ecTBEHHBIMU HOBOOOPa30BaHUSIMH JIUM(OUIHOM, KPOBETBOPHOM U POJICTBEHHBIX
UM TKaHEW, pacCEessHHbIM CKJIEPO30M, '€MOJIUTUKO-YPEMUUECKUM CHHJPOMOM, FOHOILIECKUM apTPUTOM C
CHUCTEMHBIM HadajioM, MykonoJsmcaxapuao3om I, IT u VI tunos, annactudyeckoil aHeMuer HEYyTOYHEHHOM,
HacleICTBEeHHBIM Aeduunutom paxropos Il (pudpunorena), VII (mabunsnoro), X (Crroapta-Ilpayspa), a
TaKKe JIMII [T0CJIe TPAHCIJIAaHTALMY OPTaHOB U (MJIN) TKaHEM.

(B pen. [Tocranosnenuii [TpaBurensctBa PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

3(1). BxiroueHue JIeKapCTBEHHOTO TMIperapara B IEPEYCHb JTOPOTOCTOSIIUX JIEKAPCTBEHHBIX
TpenapaToB U MpH HEOOXOJAUMOCTH MCKITIOYCHHE M3 HETO B COOTBETCTBUHU C TMOJIOKCHHUSIMH HACTOSIIINX
[IpaBus anmbTepHATUBHOTO JIEKAPCTBEHHOTO TperapaTa He JIOJDKHO MPUBOIAUTH K YBEITUYCHUIO 00BEMOB
OIO/DKETHBIX AaCCUTHOBAHWM, TPEIYCMOTPEHHBIX B (denepalbHOM OFO/pKeTe Ha COOTBETCTBYIOITUMN
(bMHAHCOBBIN TOJT ¥ TUTAHOBBIN TTEPHO/I.

(. 3(1) BBeaen [locranoBnenuem [IpaBurensctBa PO ot 12.06.2017 N 700)

4. TlepeueHb JIeKapCTBEHHBIX NpENapaTroB [Uis OOECHeueHUsi OTAEIbHBIX KaTeropuil TpakIaH
dbopMupyeTcss MO MEXKIyHapOJHBIM HEMAaTEeHTOBAaHHBIM HAMMEHOBAHUSIM 3TUX JIEKApPCTBEHHBIX
npernapaToB (IpU OTCYTCTBUM TaKMX HAMMEHOBAHMNW — MO TPYNINUPOBOYHBIM MM XUMHUYECKUM
HaWMEHOBAHHUSM) C HCIIOJIb30BAHHEM arperupoBaHHBIX (IO CHoco0y (MyTH) BBEACHHUS W TMPUMEHEHHUS )
JIEKapCTBEHHBIX (POPM U3 JIEKAPCTBEHHBIX MPENApaToOB, OTBEYAIOIIHNX CICAYIOIUM KPUTEPHUSIM:

(B pen. [locranosnenus [IpaButenscta PO ot 03.12.2020 N 2021)

a) JIeKapCTBEHHBIN Mperapar 3aperucTpupoBaH B YCTAHOBJIEHHOM Mopsiike B PO;

0) JexapCTBEHHBIH Mpenapar BXOIUT B IIepeUeHb BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTosB;

B) JIGKAPCTBEHHBIN Mpernapar UMeeT MPEUMYIIECTBO M0 CPAaBHEHUIO C APYTUMU JIEKaPCTBEHHBIMU
npernapaTamMy MpH JICYEHUH JIMI, MMEIOIIUX IMPaBO Ha MOJY4YeHHE TOCYIapCTBEHHON COLMAIbHOMN
MOMOIIU B BUJE HA0Opa COIUAIBHBIX YCIYT.

5. MuHUMaNbHBI aCCOPTUMEHT (OpPMHUpPYETCS I Pa3IUYHBIX BUJOB ANTEYHBIX OpraHU3alUi U
UHJAMBUIYAIBHBIX MpealpuUHUMATeded MO0 MEeXAYHapOJHbIM HENaTeHTOBAHHBIM HAWMEHOBAaHUIM
JICKapCTBEHHBIX MpenaparoB (IPU OTCYTCTBUM TaKUX HAMMEHOBAHUN — IO TIPYNINHUPOBOYHBIM HWIH
XMMUYECKHUM HAauMEHOBAaHUSAM) U3 JIEKApPCTBEHHBIX IMPENaparoB s MEIUIMHCKOIO IpPHUMEHEHUs,
OTBEUAIOUINX CIIEYIOIIUM KPUTEPHSIM:

a) JIeKapCTBEHHBII Mpenapar 3aperucTpUpoBaH B YCTAHOBJIEHHOM Hopsijike B PD;

0) JIeKkapCTBEHHBIN IpenapaT BXOIUT B IIEPEYeHb BXKHENIIINX JIEKApCTBEHHBIX MIPENapaTos;

B) JIEKapCTBEHHBIN MpenapaT, HaXoAIuiics B oOpalieHu Ha teppuropun PO, umeer He MeHee 2
COOTBETCTBYIOLIUX €My 0 MEXIYHapOJHOMY HEMaTeHTOBAHHOMY HAaUMEHOBAHHIO JINOO 3aMEHSIOLIEMY
Tako€ HAaUMEHOBAHHUE TPYNIIUPOBOYHOMY WJIM XUMHUYECKOMY HAaMMEHOBAHHWIO BOCIPOM3BEICHHBIX HWIIN
O1oaHaIoroBbIX (OMOMOAOOHBIX) JEKApPCTBEHHBIX PENapaToB B aHAIOTUYHBIX JIEKAPCTBEHHBIX (OPMaX U
JI03UPOBKaX, MPOU3BOJUMBIX JBYMS M Oojiee NMPOU3ZBOAUTEISIMU (32 HCKIIOUCHHEM JIEKapCTBEHHBIX
[IpeNnapaToB, IPOU3BOIUMBIX €IMHCTBEHHBIM OTE€UYECTBEHHBIM IIPOU3BOIUTENIEM);

(B pexn. Ilocranosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)
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I') JIEKapCTBEHHBIH Mperapar coriacHo JaHHBIM 00 oObeMax Mpoaax Ha (papMaleBTHYeCKOM PhIHKE
P® BocTpeboBaH cucTeMOl 3ApaBOOXPAHEHUS  HACEJICHUEM B TE€YCHHE BCETO KaJICHIApPHOTO To/a.

6. JlekapcTBEHHBIE IIpenapaThl MOAJIEKAT WCKIIOUEHUIO U3 MEPEUHs BAaXKHEMIIUX JEeKapCTBEHHBIX
IIpenapaToB, MEPEUHsI JOPOTOCTOSIIUX JIEKAPCTBEHHBIX MPENaparoB (Aajee — NepeyHr) 1 MUHUMAJIbHOTO
ACCOPTUMEHTA B CIEAYIOIIUX CIy4asx:

(B pexn. IloctanoBnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

a) BKJIIOYEHHE aIbTEPHATUBHBIX JIEKAPCTBEHHBIX MpENaparoB, OONaJalolMUX JAOKa3aHHBIMU
KIIMHUYECKUMH, W (WIM) KIMHUKO-DKOHOMHUYECKMMM IpPEUMYILECTBaMU, M (WIM) OCOOEHHOCTAMHU
MeXaHH3Ma JIeHCTBUS, U (U1) OoJibIIel 0€301acHOCThIO ITPU JUArHOCTUKE, MPO(PUIAKTHUKE, JICUEHUHN WIN
peadbmuTanuu 3a00JIeBaHUM, CHHAPOMOB M COCTOSIHUN;

0) MosiBJI€HHE CBEJICHUIM O TOKCUYHOCTHU WJIM BHICOKOW 4acTOTE HEXKeENaTeIbHbIX TOOOYHBIX SIBICHUN
IIpY IPUMEHEHHUH JIEKAPCTBEHHOT'O IIpernapara;

B) IPUOCTAHOBJIEHHE PUMEHEHHS JIEKAPCTBEHHOT O IpenapaTa B PO;

I') OTMEHA roCy/1apCTBEHHOW PErUCTPALUY JIEKapCTBEHHOTO IIPEnapara;

1) TpeKpalleHne MPOU3BOJACTBA JIEKAPCTBEHHOrO Mpemnapara Jubo ero mocraBok B Poccuiickyro
Oenepanuio M (UIM) OTCYTCTBHE JIEKAPCTBEHHOTO Ipemnapara B TpaxaaHckoM obopoTe B PO B TeueHue
repuo/ia, MPEeBBIIAIONIET0 OUH KaJleHJapHbIi rof;

€) HUCKJIIOUEHHUE JIEKapCTBEHHOTO Mpernapara U3 nepedHs BaKHEHIINX JIeKapCTBEHHBIX MTPenapaToB —
JUIS TIEPEeYHs JOPOrOCTOSIIMX JIEKAPCTBEHHBIX MPEnapaToB ¥ MUHUMAJIBLHOTO aCCOPTUMEHTA,

(B pen. Iloctanosnenus [lpasurensctBa PO ot 03.12.2020 N 2021)

) TpEACTaBIEHUE HAyYHO OOOCHOBAHHOM PEKOMEHIALMM IJIABHOTO BHEIUTATHOTO CIIELUAINCTA
MuHnucrtepcTBa 3apaBooxpanenus PO (manee — riaBHBIN SKCTIEPT).

(mm. "x" B pen. [locranosnenus [IpaButenscrBa PO ot 03.12.2020 N 2021)

6(1). JlekapcTBeHHBIC TIpemaparhl MOMJISKAT HCKIIOYCHHIO W3 TEpeYHEH W MHHUMAJIBHOTO
aCCOPTUMEHTA, €ClIM B T€YeHHE 6 MecsIeB IMOCie BKIIOYEHHs JEKapCTBEHHOTO IMpenapara B MepeyeHb
BOKHEHIIMX JIEKAPCTBEHHBIX MpENapatoB HE 3aperucTpupoBaHa MpeAeNibHas OTIYCKHAs IIeHa
MIPOM3BOIUTEINS HA JICKAPCTBEHHBIN Mpenapar.

(. 6(1) BBemen ITocranosaenuem IIpaButenscrea PO ot 29.10.2018 N 1283)

6(2). B nepeuyHy 1 MUHUMAaJIbHBIM aCCOPTUMEHT BKJIIOUAIOTCS OJJHOKOMIIOHEHTHbBIE JIEKAPCTBEHHbBIE
npenapaThl. KoMOMHUPOBaHHBIE JI€KAapCTBEHHBIE MPenapaThl BKIOYAIOTCS B MIEPEUHHU B CIydae, €clid IO
pe3ynbTaTaM OLEHKM SKOHOMHUYECKHX IMOCIEICTBUN HMX MPUMEHEHHUS U H3YYEHHUS JOTOIHUTEIbHBIX
MOCJICJICTBUI MPUMEHEHUS JICKAPCTBEHHBIX MpernapaTroB (Jajieeé — KOMIUIEKCHAsl OLEHKa) JO0Ka3aHO UX
MPEUMYILECTBO B MPUMEHEHUU U CTOUMOCTH IO CPaBHEHHUIO C OJHOKOMIOHEHTHBIMH JIEKAPCTBEHHBIMU
npernapaTamu.

(8 pen. ITocranosnenus IIpasutenscrBa PO ot 03.12.2020 N 2021)

[Ipn BKJIIOYEHUH KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MpPEMapaToB B IMEPEUYHH M MHUHHUMAaJIbHBIN
aCCOPTUMEHT OJIHOBPEMEHHO BKJIIOYAIOTCS BCE 3aperucTpupoBaHHble B PO 0QHOKOMIOHEHTHBIE
JIEKapCTBEHHbIE MPenaparhl, U3 KOTOPbIX COCTOUT Takasi KOMOMHAIIHSL.

Ecnn  xotrs OBl OOMH KOMIIOHEHT KOMOMHMPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara He
3aperuCTpUpOBaH W He oOpariaercss Ha Tepputopuu PP Kak OJHOKOMIIOHEHTHBIN JIEKapCTBEHHBIN
mpernapar, Mpy BKIOYEHUU B MEPEUYHH U MHMHUMAIBHBIA aCCOPTUMEHT TaKOro KOMOMHHPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa He MIPUMEHSIOTCS TOJI0XKEeHUs ab3alia IepBOro HaCTOSIIEro MyHKTa.

(a63ar BBeaeH IlocranoBnenuem [Ipasurensctea PO ot 03.12.2020 N 2021)
(. 6(2) BBeneH [locranoBnenuem [IpaButensctBa PO ot 29.10.2018 N 1283)

6(3). BxiroueHue SKBHBAJCHTHOM JIEKapCTBEHHOM (OPMBI JIEKapCTBEHHOIO Mpernapara, paHee
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BKJIFOUEHHOTO B TIEPEYHHM W MHUHHMAIBHBIA aCCOPTHUMEHT, HE TpeOyeT MPOBEACHUS KIMHHUKO-
SKOHOMHUYECKOTO HCCIIEIOBAHUS M aHalii3a BIMSHUS Ha OMOIKEThl OIOKETHOM cucrtembl Pd, ecim
KypcoBas CTOMUMOCTh MPHMCHEHUS JICKaPCTBEHHOW (OPMBI HE MPEBBIMIAET KypCOBYIO CTOUMOCTH
JIEKapCTBEHHOT'O MPEINapaTa, BKIFOUYEHHOTO B IEPEYHU U MUHUMAJIbHBIN ACCOPTUMEHT.

(. 6(3) BBeneH IlocranoBnenuem [IpaBurensctea PO ot 03.12.2020 N 2021)

7. IlepeyeHb BayKHEHITNX JIEKAPCTBEHHBIX MpenapaToB GOPMUPYETCS U MEPECMATPUBACTCS HE PEKe
onHoro pasa B roi. llepedueHb JOpPOTOCTOAIIMX JIEKAPCTBEHHBIX IpENapaToB M MHUHUMAaJIbHBIN
aCCOPTUMEHT (POPMHPYIOTCS HE PEKE OJTHOTO pasa B 3 roja.

(B pen. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

8. ®opmupoBaHHE TEpeYHEH M MHHUMAIBHOTO aCCOPTHMEHTAa OCYHIECTBISETCS OOpa30BaHHOMN
MunuctepctBoM 31paBooxpaHeHus: P® kxomwuccuell mo (GopMHpOBaHHIO MEpeuHel JIeKapCTBEHHBIX
MpernapaToB ¥ MUHUMaJIbHOTO aCCOPTUMEHTA (J1ajiee — KOMUCCHS).

(n. 8 B pex. [locranoBnenus [IpaButensctea PO ot 12.06.2017 N 700)

9. BHeceHme wu3MEHEHMH B NIEPEYHH W MUHUMAJIBHBI ACCOPTUMEHT OCYHIECTBISIETCA B
COOTBETCTBHUU C NOJIOKEHUAMHU HacTosmux [Ipasui.
(. 9 B pen. I[locranosnenus [IpasurensctBa PO ot 12.06.2017 N 700)

9(1). OmnepatTuBHOE BHECEHWE W3MEHEHHWW B TEPEYHH W MHUHUMAIBHBIA  aCCOPTUMEHT
OCYILIECTBIISIETCS] B COOTBETCTBUH C MOJIOKEHHUSIMHU HacTOSIUX [IpaBuin Ha OCHOBaHUM U B CPOK, KOTOPHIE
YCTAHOBJIEHBI COOTBETCTBYIOIIMM mnopydeHueM IIpaBurenbctBa PP 0 paccMOTpEeHUM KOMHUCCHEH
MpeI0KEHUI 0 BKIIIOUEHUH (00 MCKITIOUEHNH ) JIeKapCTBEHHBIX MPENnapaToB B MEPEYHU U MUHUMAJIbHBIN
ACCOPTHUMEHT.

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

9(2). OnepaTBHOE BHECEHHE B MEPEUEHb BAKHEHINMX JIEKAPCTBEHHBIX MPENapaToB U3MEHEHHUH B
YaCTH BKJIFOYEHUS JICKAPCTBEHHBIX MPENapaTOB, BO3MOXKHBIX K HA3HAYEHUIO U PUMEHEHUIO IS JICUECHUS
U TpoUIaKTUKU 3a00JieBaHUM, MPEACTaBISIONIMX OMACHOCTh JAJS OKPYXKAIOLIUX, MPEeIyCMOTPEHHBIX
METOJMYECKUMH peKOMeHAauusIMu MuHucTepcTBa 3apaBooxpaHeHuss PO, B yciaoBusAX uype3BbIYANHOMN
CUTYyalluu U (UJIK) MPU BO3HUKHOBEHUH YIPO3bl PACIPOCTPAHECHUS TaKUX 3a00JIEBaHUI, OCYILIECTBISETCS
[0 TpeJCTaBieHUI0 MuHucTepcTBa 0€3 MPUMEHEHHS MOJIOKEHUHM, YCTaHOBJIEHHBIX MyHKTamu 13-35
Hacrosuux [IpaBui.

[IpencraBinenHpie MUHUCTEPCTBOM 3/paBooXpaHeHuss PD mpenokeHus 0 BHECEHUIO YKa3aHHbBIX
W3MEHEHUH B IM€pEYeHb BAXHEWIIUX JIEKAPCTBEHHBIX MPENapaTroB MOMJIEKAT OMNEPATUBHOMY
PacCMOTPEHUIO Ha 3aCEAAHUM KOMHCCUU C YYacTHEM IpeAcTaBuTeNeii MUHUCTEPCTBA 3paBOOXPAHEHUS
P®, MunucrepcTBa IpOMBIIUIEHHOCTH U Toproiu P®, ®denepanbHoil cinyxObl MO Haa3opy B cdepe
3npaBooxpaHeHusi, denepanbHoil cmyxkObl TO HaA30py B cdepe 3aluThl MpaB NoTpeduTened u
Onaromnosyuus yenoBeka u deaepanbHON aHTUMOHOTIOIBHOM CITYKOBI, SBJISIONIMXCS YWIEHAMU KOMHUCCHU.
Ha 3acenanue komMuccuu NpUIIalIarOTCSl TIABHBIM SKCIEPT, a TaKKe MPEICTABUTENb MPOU3BOJUTENS
JIEKApCTBEHHOTO Ipenapara B LEJsX PAaCCMOTPEHUS M COTJIACOBAHUS 1IEHBI Ha JICKaPCTBEHHBIN Mpenapar,
KOTOPYIO MPOU3BOAUTEND IJIAHUPYET 3aPErUCTPUPOBATH.

(. 9(2) BBeneH [locranoBnenuem [IpaButensctBa PO ot 12.08.2020 N 1212)

10. OpraHu3allMOHHO-TEXHUYECKOE OO0ecleyeHue JesTeIbHOCTH KOMHCCUU  OCYILECTBIISET
MuHucrepcTBO 31paBooxpaneHus PO.

11. B cocraB KOMHCCHUM BXOJAT MpeACTaBUTENM MuHUCTEpCTBA 3ApaBooxpaHeHus Pd,
MunucTepcTBa NIPOMBILIIEHHOCTH U TOproBau P®, MunHucrepcTBa Tpyia U COUMAIBHOW 3amuThl PO,
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DdenepanbHON CITy)KOBI IO HAI30py B cdepe 3apaBooxpaneHus, denepanbHoil coykObI IO HAI30py B
chepe 3ammTHl TpaB MoTpeduTenei u Onmaromoyyduss 4enoBeka, DenepanibHONH aHTUMOHOTOJIBHOM
ciyk0b1, DenepaTbHOrO MEIUKO-OMOJOTHYECKOT0 areHTCTBa, MUHHUCTEPCTBA HAYKH M BBICIIETO
obpazoBanusi PD, nHBIX (eneparbHbIX OPraHOB WUCIOJHUTEIBHON BIACTH U WCIOJHUTEIBHBIX OPraHOB
roCyJIapCTBeHHOH BiacTu cyObekToB P® B cdepe oxpaHbl 3M0pOBbs, (elepatbHbIX rOCYIapCTBEHHBIX
00pa30BaTENbHBIX OPraHU3ALMN BBICIIET0 MEIUIIMHCKOTO U (hapMaIleBTHYECKOTO 00pa30BaHMsI, a TaKKe
(dbeneparbHBIX TOCYAAPCTBEHHBIX MEIUIIUHCKUX U (DApMaAIIEBTUUICCKIX HAYYHBIX OPTaHU3AIIHA.

(B pen. [locranoBnenuii IlpaBurensctBa PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot 03.12.2020
N 2021)

Ha 3acemanmm KOMHCCHU TIPUCYTCTBYIOT TIPH HAJIWYUHM TPEIBAPUTEIHLHOTO OOpalIeHUus B
MUCbMEHHOW (opMe B aJpec KOMHUCCHUHM, TOCTYMHBIIETO HE TMO3THEE 4YeM 3a 5 paboumx AHEH J0 JHS
COOTBETCTBYIOIIIETO 3acelaHusi KOMHCCHH, MPEACTaBUTENb CyOBbEKTa OOpalleHusi JIeKapCTBEHHBIX
cpenctB W (Wiau) OOIIECTBEHHOTO OOBEIWHEHHUs, OCYIIECTBISIIONIETO JEATebHOCTh B cdepax
3IIpaBOOXpaHEHHsI, 0OpaIeHus JEKAPCTBEHHBIX CPEJCTB U 3alIUTHI IPaB IPaXJIaH B ITUX cdepax (nanee
— 3asABUTENB), a TaKXKE MPEICTABUTEIIM WHBIX (eIepATbHBIX OPraHOB HCIIOJHUTEIBHONW BIIACTH U
WCTIOJTHUTENBHBIX OPTaHOB TOCYAaPCTBEHHOH BiacTh cyObekToB PD B chepe oxpaHbI 310pOBHSIL.

(B pen. [locranosnenwmii [IpasutensctBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

12. 3acemanus KOMHUCCUM TPAaHCIUPYIOTCS Ha oduIUaTbHOM  caidte MwuHHUCTEpCTBA
3npaBooxpaHeHuss P® B uH(pOpMalMOHHO-TENIEKOMMYHUKAIMOHHON cetn "UHTepuer" (manee -—
oduIManbHeIi cailiT B cetu "MHTepHeT").

13. 3asButens HampaBiser He mno3aHee 10-ro yucna mepBOro Mecsia KBapTajla B KOMHCCHIO
CIIeyIOIINEe MPEATIOKEHUSI B AJIEKTPOHHOM BHJIE MOCPEACTBOM HH(POPMALIMOHHO-KOMMYHHUKAIIHOHHBIX
TEXHOJIOTUH C MPHIJIO)KEHUEM B AJIEKTPOHHOM BHUJIE COOTBETCTBYIOIIUX IOKYMEHTOB U CBEACHUIA:

(B pen. [Tocranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

a) TpeMJIoKEHHWE O BKIIOUYEHHWHU JIEKapCTBEHHOTO TIpernapara B IEpedyHd Mo (popme coriiacHoO
npusioxenuto N 1;

0) mpenyoKeHue O BKIIOYEHHUH JIEKAPCTBEHHOIO IpernapaTta B MUHMMAJbHBIM aCCOPTUMEHT I10
(dhopme cornacHo npuinokeHuro N 2;

B) IpeiokKeHre 00 UCKIYEHUH JIEKapCTBEHHOTO Mpernapara W3 NepeyHeil mo ¢gopme coriacHo
npusioxeHuto N 3;

I) IpeiokKeHre 00 UCKIIOYEHUH JIEKapCTBEHHOTO Mpernapara U3 MUHUMAIBHOTO aCCOPTUMEHTA 1O
¢dbopme coriacHo nmpusioxeHuio N 4.

14. Yrparun cuny. — [locranosnenue [IpaBurensctBa PO o1 29.10.2018 N 1283.

15. Komuccuss B TedeHue 7 pabouux AHEH cO JHS MOCTYIUICHHS NMPEUIOKEHUN, YKa3aHHBIX B
nyHkre 13 nacrosmux IlpaBun (nanee — npeiokeHUe), OpraHu3yeT NPOBEACHNUE UX JOKYMEHTaIbHOMN
9KCIEPTU3BI.

(8B pen. IlocranoBnenus IlpaButensctea PO ot 29.10.2018 N 1283)

IIpy nOKyMeHTanbHOM SKcIiepTH3e MpoBepseTcs Haiexaiee o(opMIIEHHE IPEUIOKEHUs B
COOTBETCTBUH C HacTosmuMu IIpaBunaMu, MonHOTa U JOCTOBEPHOCTh MPEACTaBICHHON MH(OpMamu o
JIEKapCTBEHHBIX IIpernaparax, B TOM UYHCJIE€ €€ COOTBETCTBHE CBEACHHUSAM, COJEp)KalUMcS B
rOCyJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpPEACTB, IO pe3yiapTaraM KOTOpoill odopmiseTcs
3aKII0YeHne 1o ¢opMe COracHO NpuwiokeHuto N 5 (gamee — 3aKiIoueHHe MO pe3yibTaramM
JOKYMEHTAJIbHOW DKCIIEPTU3HI).

16. Hpe,Z[J'IO)KCHI/IC OTKJIOHSETCS OT JaJbHEHIIero pPacCMOTPCHUS B CICAYIOMIUX CIIydasax:
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a) HeHaJyIexKaiiee opopMiIeHHEe MPEITIOKEHNS U TPUIIaraeéMbIX K HEMY JOKYMEHTOB M CBEICHHMIA, B
TOM YHCJIE€ HEBO3MOKHOCTb UX OTKPBIT;

(B pexn. Iloctanosnenus IlpasurensctBa PO o1 29.10.2018 N 1283)

0) yrparun cuiy. — [Tocranosnenue [IpaBurenscta PO ot 29.10.2018 N 1283;

B) IPEACTaBJICHUE IOKYMEHTOB M CBEJICHU B HETIOJIHOM 00bEME;

I') IPE/ICTAaBICHUE B TEUEHHE OJHOT0 KaJEHIaPHOTO roJ1a MPEUI0KEHHSI B paMKaxX MEXAyHapOIHOTO
HENAaTEeHTOBAHHOTO HAMMEHOBAHUS JIEKAPCTBEHHOIO IpenapaTa (Ipu OTCYTCTBUM TaKOI0 HaMMEHOBaHUS
— B paMKax rpyHIMPOBOYHOTO WM XMMUYECKOIO HAaUMEHOBAaHMS), 10 KOTOPOMY KOMHUCCHUEH B TEKYIIEM
roay ObUTO BBIHECEHO pPEIIeHHE 00 OTKa3e BO BKIIOYCHHHU (MCKIIFOYCHHH) JIEKAPCTBEHHOTO Iperapara B
MepEeYHU, MUHUMAJIbHBIH aCCOPTUMEHT WJIM B OTHOIIEHUH KOTOPOTO OCYLIECTBIISIFOTCS JTOKYMEHTAJbHAs
AKCIEPTH3a WU aHAJIU3 MHPOPMAIMU O CPAaBHUTENbHOMN KIMHUYECKONW 3((EeKTUBHOCTH U OE3011acCHO CTH
JIEKapCTBEHHOI'0 IIpenapaTa, KOMIUICKCHAs OLIEHKA, 3a HUCKIIOUEHHEM Cilydas, IMpPelyCMOTPEHHOIO
nyHkToM 9(1) nHacrosmux IIpaBui;

(nm. "r" B pex. [locranoBnenus IIpaButensctBa PO ot 03.12.2020 N 2021)

1) Ipe/ICTaBJIeHNE HEJOCTOBEPHOMN WIIM UCKAKEHHON MH(POpMAIIH;

€) MpeJCTaBlIeHHe JOPa0OTaHHOIO MPEIOKEHHS 110CIe TIOBTOPHOIO OTKJIOHEHHS 10 pe3yabTaTaM
JOKYMEHTAJIbHON KCIIEPTU3HI.

(nm. "e" BBeneH Ilocranosnenuem IlpaBurensctea PO ot 03.12.2020 N 2021)

17. Ilpy OTKIOHEHUU NPEUIOKEHUS OT JAIBHEHIIEr0 pacCMOTPEHUSI KOMHUCCHUEHN 3aKIIFOUYEHHE IO
pe3ynbTaTaM JOKYMEHTAJIbHON 3KCHEepPTU3bl HaNpaBiseTcsl 3asBUTENI0 MOCPEACTBOM HMHGOPMAIIMOHHO-
KOMMYHUKAITMOHHBIX TEXHOJIOTUN B CPOK, HE TIPEBHITIAIONTNN 3 pabounx JHEH CO JHS €ro BEIHECEHUSI.

JlopaboTaHHOE 3asBUTENIEM MPEAJOKEHUE C YCTPAHEHHBIMH 3aMEUaHUSIMH, YKa3aHHbIMU B
3aKJIIOUYEHUU [0 Pe3ysbTaTaM JOKYMEHTAJIbHOW SKCIEPTU3bl, MOKET OBITh MOBTOPHO HAIMpPaBJICHO B
KOMHUCCHUIO TOCPEICTBOM HH(POPMAIIMOHHO-KOMMYHHKAIIMOHHBIX TeXHOJOrui He mo3anee 10 pabouumx
JHEH CO JTHA MOJYYEHUS 3aKIYEHUS M0 pe3ybTaTaM JOKYMEHTAIbHOM SKCIEPTU3BI.

(n. 17 B pen. [locranosnenus [IpaputensctBa PO ot 29.10.2018 N 1283)

18. Mndopmanust 0 MOCTYNHUBIIMX B aApEC KOMHUCCUU TMPEAJIOKEHUSAX, B TOM UYHCIE MPOIIEIIINX
JOKYMEHTAIBHYIO 3KCIIEPTHU3Y, pa3MeniaeTcs Ha opuraibHOM caiite B cetu "MHaTepHeT".

19. TIlpeanoxkeHus, B OTHOLIEHWH KOTOPBIX BBIHECEHO TMOJOXKUTEIbHOE 3aKIIOYEHHE IO
pe3yibTaTaM JOKYMEHTAJbHON OSKCIEpPTH3bl, MOAJEKAT MPOBEICHUI0 KOMIUIEKCHOH OLIGHKH B
yCTaHOBJICHHOM Hactosuumu [IpaBuiamu nmopsike.

(B pen. Ilocranosnenus [IpaButenscta PO ot 29.10.2018 N 1283)

20. Komuccust B CpoK, HE MpEBBIIIAIONIUN 2 paboyuX AHEH CO JTHS BBIHECEHUS ITOJIOKUTEIHLHOTO
3aKJIIOUEHUS TI0 pe3yabTaTaM JOKYMEHTAIbHOW AKCIEPTU3bI B OTHOLIECHUH JIEKAPCTBEHHBIX MPETapaToB,
npeaiaraeMbIX Ui BKIIOUYEHUS B IEPEYHH, HAMPABIISIET MPEJIOKEHUS C MIPEIOCTABICHUEM JOCTYIa K UX
AJIEKTPOHHBIM BEPCHSIM C MPHJIAraeMbIMH JOKYMEHTAMHU M CBEJICHUSMU MOCPEACTBOM HUH(POPMAIIMOHHO-
KOMMYHUKAIIMOHHBIX TEXHOJIOTHUIA:

(8 pen. IlocranoBnenus IlpaButensctea PO ot 03.12.2020 N 2021)

a) B (pemepanmpbHOE rocyaapcTBEHHOE OrOKETHOE yupexaeHue "LIeHTp SKcrmepTu3bl U KOHTPOIsS
KauecTBa MEIUIIMHCKOM momoru" MuHuctepcTBa 3apaBooxpanenus PO (manee — LleHTp akcmepTu3bi)
JUIsl TIPOBEJEHUS aHalIN3a METOJIOJIOTMYECKOT0 KadecTBa KIMHUKO-3KOHOMUYECKUX MCCIEI0BaHUN
JIEKapCTBEHHBIX MPENaparoB W HCCIEIOBAaHUI C KCIOJIH30BAHMEM aHallM3a BIUSHUS Ha OIOKETHI
OromkeTHOU cuctembl PD (nmanee — OIOKET) B COOTBETCTBUU C TPEOOBAHUSMU K METOJIOJIOTUYECKOMY
KaueCTBY KJIMHUKO-3KOHOMUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHOIO TMpernapaTta U HUCCIEI0BaHUM ¢
WCIOJIb30BAHMEM aHallu3a BIIMSHHS Ha OMOKETHl OFOKETHOUM cuctembl P®D, KOTOpble MPUBEACHHI B
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npwioxkennn N 5(1), a Takke Juisi H3Y4EHMs] JOINOJIHUTEIBHBIX IOCIEACTBUN INPUMEHEHHUS
JIEKapCTBEHHOI'O NIpenapaTa Ha OCHOBAHUU ILIKaJIbl KOJIMYECTBEHHOM OLIEHKH JOINOJHUTENIBHBIX JaHHBIX O
JIEKapCTBEHHOM IIpenapare, IpeIyCMOTPEHHOM WHTErpalbHbBIMU IIKAJIAaMHU KOMIUIEKCHON OLIEHKH
JIEKapCTBEHHOTI'O IIpenapaTa, KOTOpbIE IPUBEACHBI B IpUiIoxkeHUH N 6;

0) B npoduiabHy0 ¢enepaabHyl0 TOCYIapCTBEHHYIO 00pa30BaTEIbHYI0 OPTraHU3aIMIO BBICIIETO
oOpazoBanusi (MeQUIMHCKOTO W (Wwim)  ¢apManeBTHYECKOro) W (WJIM)  JOTMOJHUTEIBHOTO
npo(ecCHOHATBFHOTO 00pa30BaHMsA, OCYIIECTBIIAIONIYIO B KAdeCTBE YCTAaBHOTO BHJA ACATEIBHOCTH
Hay4YHO-UCCIEAOBATEIbCKYIO JACSITEIBHOCTh, JIMOO B MEIUIMHCKYIO H (WiH) (papMaleBTUYECKYIO
HAay4HYI0 OPTraHM3aLuI0, II0JABEAOMCTBEHHYI0O MuHHCTEPCTBY 31paBooxpaneHus PO wim MuHuncrepcTBy
HayKl M BbIcIIero oOpa3zoBanusi P® (nanee — skcmepTHas opraHu3aius), Ui MPOBEACHUS aHaIu3a
nH(pOpMallUd O CpPAaBHUTENBHON KIMHUYECKON A(PQPEKTUBHOCTH U 0€30IMacHOCTH JIEKapCTBEHHOIO
npenapaTa, OLIEHKH AKOHOMUYECKHX IOCJIEICTBUN €ro MPUMEHEHUS Ha OCHOBE MHTErPaJbHBIX IIKall,
KOTOpbIE MPUBEACHBI B IpUIoxKeHUH N 6.

(. 20 B pen. [TocranoBnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

21. IlepeueHp 3KCHEPTHBIX OpraHU3alMi yTBepkAaeTcss MuHuUCTEpCTBOM 3/paBooxpaHeHuss PO u
pasmenraercs Ha opurabHOM caiite B cetu "MuTepHeT".

22. KomruiekcHas oreHka npoBoauTcs LIeHTpoM 3KCHepTu3bl M KCIEPTHBIMU OpPraHU3alUsIMH B
teyenue 30 pabouux AHEN co JHS MOTYYEHUS OT KOMHCCHUU MPEAIOKEHHS.
(. 22 B pen. [locranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

23. Jlns mpoBeleHUsT KOMIUIEKCHOW OIEHKM SKCHEPTHAs OpraHu3alus CO3JaeT ASKCHEPTHYIO
KOMHCCHIO W3 CHEIHAIMCTOB C BBICIIUM MEIUIMHCKUAM, (apMalieBTHUECKUM WM OHOJOTHYECKUM
o0pa3oBaHHEM C MPEUMYIIECTBEHHBIM YYacCTHEM CIIELMATUCTOB, UMEIOIIMX BBICHIEE MEIUIMHCKOE WU
(hapmarieBTHUECKOE 00pa3oBaHuUe.

(B pen. [Tocranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

24. TlpoBeneHHE KOMILJIEKCHOH OLICHKHM IPEICTABJICHHBIX 3asBUTENEM KIMHUKO-KOHOMUYECKHUX
UCCIIEIOBAaHUI JIEKAPCTBEHHOI0 IpenapaTa ¥ OOOCHOBAaHHOCTU IOJIyYEHHBIX IPH HX IPOBEAECHUU
KJIMHUKO-?KOHOMMYECKMX  XapaKTePUCTUK, OOYCIOBIMBAIOIIUX  LEIECOO0Pa3HOCTh  BKJIFOUEHUS
JIEKapCTBEHHOT'O IIperapaTa B [epeuHH, OCYILECTBIIETCS B TOM YUCIIe HA OCHOBAaHUM pacueTa CTOMMOCTH
rOJIOBOr0 Kypca Tepalmuu MpeJlaraéMblM JIEKAPCTBEHHBIM IpenapaToM IO CPaBHEHHIO C
JICKapCTBEHHBIMU  IIpenapaTaMy, BKIOYEHHbIMH B IE€PEYHM, HCXOJS U3 PACUETHOM LIEHBI,
IPEJCTABIAIOIIEN CTaTUCTUYECKYI0 MEAMaHy 3aperUCTPUPOBAHHBIX B YCTAHOBJIEHHOM MOPSAJKE LEH
COOTBETCTBYIOILIUX JIEKAPCTBEHHBIX MPENapaToB (IpH HATUYUH).

(B pen. Ilocranosnenus IIpaButenscta PO ot 03.12.2020 N 2021)

IIpy OTCYTCTBHMHM 3aperucCTpUpOBAaHHBIX B YCTAHOBJIEHHOM TIOpSJIKE II€H Ha JIEKapCTBEHHBIE
Ipernaparbl CpaBHEHME M OLIEHKA OCYILECTBJISIIOTCS B OTHOLIEHHMH DPACUYETHBIX LIEH Ha 3aKylnaemble
JIEKapCTBEHHbIE IpernapaTbl B COOTBETCTBUM C JAHHBIMHM DSJEKTPOHHBIX IUIOIIAJ0K, Ha KOTOPBIX
MIPOBOJIATCS 3JEKTPOHHBIE AyKIMOHBI M0 3aKYyNKE JIEKApCTBEHHBIX MPENapaToB Ul TOCYAAPCTBEHHBIX U
MYHUIUNATBHBIX HYXA. [Ipy 3TOM pacueTHas IieHa Ha JIEKapCTBEHHbIE Ipenaparhl IMPeCTaBIseT
CTaTUCTMYECKYI0O MeAUaHy IIeH (PaKTUUECKUX 3aKylOK Ha BOCIPOM3BE/IEHHbIE WM OHMOAHAJOrOBbIE
(Omonoo0OHBIe) JIeKapcTBEHHbBIE Mpenaparsl (IIpyU HAJTUYUN ).

(B pen. IlocranoBnenus IlpaButensctea PO ot 03.12.2020 N 2021)

[Ipu oreHKE NOMOJHUTENbHBIX IOCIEACTBUN NPUMEHEHHUs JIEKApCTBEHHOTO Ipernapara TakKxke
OCYIIECTBIISICTCS aHAJIM3 JaHHBIX O FOCYJapCTBEHHON PErHCTpalliy, aHAJIN3 OOpaIleHus JeKapCTBEHHOTO
mpernapara, MpeylaraeMoro s BKJIIOYEHHS B IEPEYHHM, a TakkKe JICKapCTBEHHBIX Ipenaparos,
BKJIFOYEHHBIX B MIEPEUHU U MUMEIOIIUX aHAJIOTHYHbIE BHOCUMBIM JIEKAPCTBEHHBIM IpenapaTaM IMoKa3aHus
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K Ha3HAUEHUIO B PAMKaX COOTBETCTBYIOILUX aHATOMO-TE€PAEeBTUUYECKO-XUMUYECKUX IPYIIIL.
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

B nensx nonmydeHuss HEOOXOIMMOH JTOTIOJIHUTEIbHOM HHPOPMAIIMU U YTOYHEHUS MPEICTaBICHHBIX
B IIPEIUIOKECHUHU CBEICHUH PU MPOBEIECHIUH KOMIUIEKCHOM OIEHKH OCYIIECTBIISIETCS MMOMCK MH(DOpMAIiH
0 JIEKapCTBEHHBIX IIpermapaTax B paMKaxX I[peUlaraéMoro K BKIIOYEHHIO MEXIYHApOJHOIO
HENAaTEeHTOBAHHOTO HAMMEHOBaHUs (MpU OTCYTCTBMM TAaKOro HAMMEHOBAaHUS — B  paMKax
IPYNIUPOBOYHOTO MM XMMHUYECKOTO HAaUMEHOBAHUS), B TOM YHCIIE€ O KIMHUYECKUX U (UJIM) KIMHHUKO-
SKOHOMMUYECKUX HCCIIEIOBAHUAX JEKApCTBEHHBIX MpenaparoB. [Ipu 3ToM K 3aKiIIOUeHUsIM, YKa3aHHbIM B
nyHkTe 25 Hacrosmux [IpaBui, npunaratoTcsi HOJHOTEKCTOBbIE MyOIMKAMU TAKUX UCCIIEIOBAHUI.
(B pen. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)
(. 24 B pen. [Tocranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

25. Tlo pe3ympraramM KOMIUIEKCHOM OIIEHKHM OJKCHepTHas opranm3anus u LleHTp skcnepTtusbl
COCTaBJISIIOT COOTBETCTBEHHO 3aKJIIOYEHHE M0 pe3ysibTaTaM aHajlin3a MHQOpMalMM O CPaBHUTEIbHOU
KIIMHUYECKOW A(PPEKTUBHOCTH U 0O€30MaCHOCTU JIEKAPCTBEHHOI'O Iperapara, OLEHKH IKOHOMUYECKHX
MOCJIEJICTBUI €ro MpUMeHeHUs Mo (GopMe COrIaCHO MPHUIIOKEHHI0O N 7 M 3aKiloYeHHe MO pe3ylbTaTram
aHaJlu3a METOJIOJIOTUYECKOTO KadyecTBa KIMHUKO-3KOHOMHYECKUX MCCIEI0BAaHUN JIEKapCTBEHHOIO
mpenapara U MCCIAEAOBaHUI C WCIIOJH30BAHUEM aHaJIN3a BIUSHUS Ha OIOKETHI OIOKETHOW CHCTEMBI
P(D, a TAaKKC H3YUYCHUA OOIMOJHUTCIIBHBIX HOCHG}ICTBI/Iﬁ IMPUMCHCHUA JICKAPCTBCHHOI'O IIpfriapaTta II0
dbopme cornmacHo mpwiokeHH0 N 8 (mamee — 3aKIIOYSHHS MO PE3ysbTaTaM KOMILJIEKCHOW OIEHKH) U
MMpEACTABIAIOT UX B KOMHUCCHUIO TIOCPEACTBOM I/IH(i)OpMaI_[I/IOHHO-KOMMyHI/IKaHI/IOHHBIX TEXHOJIOTHH.

(1. 25 B pen. [locranosnenwus [IpaButensctBa PO ot 29.10.2018 N 1283)

26. llpemiokeHue, B TOM 4HCIE MpUIaraeMble K HEMY JOKYMEHThl U CBEACHHUSA, a TaKkKe
3aKJIIOUEHUS 10 pe3yibTaTaM KOMIUIEKCHOM OLIEHKHM B TeueHHEe 2 pabouux JHEH co AHS MX MOJIy4eHUs
HaIpPAaBJIAIOTCS. KOMUCCHEH MOCPEICTBOM HMH(POPMALIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUHN TJIABHOMY
JKCIEPTY C YyderoM Mnpodwmist ero MAESTeNbHOCTH JUId MOATOTOBKM MO 3TOMY MPEASIOKEHHUIO
MPEAYCMOTPEHHOW TOAIMYHKTOM 'K" TmyHKTa 6 Hactosmmx [IpaBmi HaydHO 0O0OCHOBAaHHOM
PEKOMEHJALNN O BKJIIOYEHUU JIEKAPCTBEHHOTO Mperapara B MEPEYHU JICKAPCTBEHHBIX MPENapaToB IS
MEUIIMHCKOTO TPUMEHEHHUSI 1 MUHUMAJIbHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX
JUIA OKa3aHWsl METUIIMHCKOM momoinu, mo ¢opMe coriacHo npuioxeHuto N 9 (mamee — HaydHO
000CHOBaHHAsI PEKOMEHIAITNSA ).

(B pen. Ilocranosnenwuii [IpaputenscrBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

26(1). TIlpm dopmupoBaHMM MHUHUMAIBHOTO AaCCOPTUMEHTA, a TakKXKe IMpPH MOCTYILICHUU
npemioKeHuss 00 HCKIIOYEHUW JICKapCTBEHHOTO IIpermapara U3 TMepeyHed U MHHHUMAaJIbHOTO
aCCOPTUMEHTa KOMHUCCHS B CpPOK, HE TMpeBbIIAIOMMA 2 paboynx [AHEH CO JHS BBIHECEHHS
MOJIOKUTETIFHOTO  3aKIIOYEHHs] MO0  pe3yidbTaTaM JOKYMEHTAIbHOW OKCHEPTU3Bl, IOCPEICTBOM
MH(OPMALIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHIA HAMPaBJISET MPEAIOKEHNE HE MEHEe YeM 2 TJIaBHbIM
AKCIEPTaM C y4ETOM MPOQUIIS UX AESITETbHOCTH.

(m. 26(1) BBenen Ilocranosnenuem [IpaButensctBa P® ot 29.10.2018 N 1283; B pen. [locranoBnenus
ITpaBurensctBa PO ot 03.12.2020 N 2021)

27. I'naBHbIi 3KcnepT B TedeHue 10 pabouux AHeN cO AHA MOJTY4YEHHUs JOKYMEHTOB, YKa3aHHBIX B
nyHktax 26 u 26(1) nacrosuux I[IpaBumii, mpeacTtaBiasieT B KOMUCCHIO B DJIEKTPOHHOM BHJE HaydyHO
000CHOBaHHYIO PEKOMEHIALIUIO.

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 29.10.2018 N 1283)

IIpu MoAroTOBKE TaKMX PEKOMEHJAIMH TJIaBHbIE SKCHEPTHl B IEJAX MOJYyYEHUS JOTOJHUTETbHON

uHpopmanuu o O€30MacCHOCTH, KauecTBe U IP(PEKTUBHOCTH, a TaKXkKe O KIMHHUKO-PKOHOMHUYECKHX
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XapaKTepUCTUKaX JIEKAPCTBEHHBIX IpernaparoB B  paMKax [peJlaraéMoro K  BKJIIOYEHHUIO
MEXAYHapOJAHOIO HENAaTEeHTOBAHHOIO HAaWMEHOBaHUS (IIPU OTCYTCTBUU TAaKOI'O HAMMEHOBAHHUS — B
pamMKax TIpYyNIHUPOBOYHOIO WJIM XUMHUYECKOIO HAMMEHOBAaHHUS) MOTYT HAalpaBisATh 3alpochl B
npodeccuoHaTbHbIE METUIIMHCKNE U (papManeBTHIeCKre COO0MIeCTBA M KOMIIETEHTHBIM CIICIIUATUCTAM.
(B pexn. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

28. Ilpu Hecorjmacuy MOJHOCTBIO WJIM YACTHYHO C 3aKJIIOUEHUSIMU II0 pe3yJbTaTaM KOMIUIEKCHON
OLICHKM TJABHBIM JKCIEPT TOTOBUT HAYyYHO OOOCHOBAHHYIO PEKOMEHIALMIO, B KOTOPOH yKa3bIBaeT
3aMeyaHus C JAETaIU3UPOBAHHBIM OOOCHOBAHUEM M CChUIKAMH Ha IyOJIMKALMU O JAHHBIX KIMHUYECKHX
HCCIIEIOBAaHUIN JIEKAPCTBEHHOTO TNpenapara W (WIM) JaHHBIX MOHUTOpPUHIA €ro 3(PQPEeKTUBHOCTU H
6e3omacHoCTH Ha Tepputopun P u (unmm) 3a pyOexom, a TakKe JAHHBIX KIMHUKO-IKOHOMHYECKHX
UCCIIEIOBAaHUI U pacueToB, 000CHOBBIBAIOIIMX €TO BBIBOJIBI, C MPHJIOKEHUEM ITUX MYOIUKALIUH.

(. 28 B pen. [Tocranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

29-30. Yrpatumu cuiny. — [locranoBnenue [IpaBurenscta PO ot 29.10.2018 N 1283.

31. 3acenanusi KOMUCCHUH MPOBOIATCS A0 10-TO yncnaa BTOpOro Mecsia KBapraja, CIETYIONIEro 3a
KBapTajoM, B KOTOPOM IIpEJCTaBI€HO mpeioxkeHue. [Ipm 3ToM Ha OJHOM 3acedaHUd KOMHCCUU
paccmarpuBaetcs He OoJiee 15 nekapCcTBEHHBIX MpenapaTos.

Pemenns no NPECAJIOKCHUAM IPUHUMAIOTCA Ha 3aCCAaHUAX KOMHUCCUU B COOTBECTCTBHUU C JIMCTAMU
rOJIOCOBAHUA YJICHOB KOMHCCHH, COACPKAIMIUMH PE3YIbTAThI KOMIIIIEKCHOM OLCHKHU, C YYCTOM HAY4YHO
000CHOBAHHOIM pEeKOMEHJAIMu TJIaBHOro aKcnepra. [Ipu 3TOM HayyHO 0OOCHOBaHHAsl PEKOMEHIAIIHS
TJIaBHOTO AKCIEPTa MPEICTABISETCS YWIEHAMU KOMUCCHH.

B cnydae paBeHCTBa TOJIOCOB PELIAIOLIUM SBIISIETCS TOJIOC MPECENAaTENbCTBYIONIETO HA 3aCeAaHNN
KOMHUCCHH.

(a63arn BBeieH [locranoBnenuem I[paBurensctBa PO ot 03.12.2020 N 2021)
(. 31 B pen. [locranosnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

32. Ha 3acemanue KOMHCCUU MpHUTJamiaioTcs mpeactaButenu LleHTpa sKcmepTusbl U B IENAX
Hay4YHOTO OINIMOHUPOBAHUS MPEACTABUTEIN SKCIIEPTHOM OpraHU3aIiu.
(. 32 B pen. [locranosnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

33. Nndopmanust 0 XxoJe U pe3ylbTaTaX PacCMOTPEHHUs MPEIIOKEHUs, a TAKKEe O MecTe, Jare U
BpEMEHH 3aceJaHusi KOMUCCUM pa3Mellaercs 3a 7 pabouyux JHEH 0 COOTBETCTBYIOUIETO 3acelaHusi Ha
odunuansHOM caiite B cetn "MHTEepHET".

Nudopmanust 0 NpUHATHIX HA 3aceJaHUM KOMHUCCHHM DPEIICHUSX pa3Mellaercs Ha o(uiraibHOM
caiite B cetu "MHTepHeT" B TeueHue 5 pabouux JHEH Mocie MPOBEACHUS 3aceJaHus] KOMHCCHU.

(. 33 B pen. Ilocranosnenus [IpaButensctBa PO ot 29.10.2018 N 1283)

34. Ilpm BO3HMKHOBEHMHM KOH(QIIMKTa HHTEPECOB COOTBETCTBYIOLIME UJIEHbI KOMHCCHU He
YYacTBYIOT B IIPOLIEAYPAX MPUHATHUS PEILIEHUH 110 KOHKPETHOMY NIPEAIOKEHHUIO.

CrienmanucTsl SKCNEPTHOM opraHu3auuu U LleHTpa 3KcnepTH3bl, y4acTBYIOIIME B IOJATOTOBKE
3aKJIIOUEHUSI TI0 PE3ylIbTaTaM KOMIUIEKCHOM OIICHKH, TJIaBHBIE DOKCIEPTHl W WIEHBl KOMHCCHH,
NPEJCTaBUBIINE HEJOCTOBEPHYIO HMHGOpPMALMI0 WIM HE TpeACTaBUBIINE (HECBOEBPEMEHHO
IPEJCTaBUBIINE) B KOMHUCCHIO MH(OPMAIMIO O HAIMYUH OOCTOSITENbCTB, CHOCOOHBIX NPHUBECTH K
KOH(UIMKTY MHTEPECOB NPU PACCMOTPEHUU NPEATOKEHHUH, MO PEIICHUI0 KOMUCCHHM OTCTPAHSIOTCA OT
JaTbHEHUIIEero y4acTHsl B A€ATEIILHOCTH MO (POPMUPOBAHMIO MEPEUHE 1 MUHUMAJILHOTO aCCOPTHUMEHTA, a
pELIEHKE 10 MPEATIOKEHHUIO0, IPUHATOE KOMUCCUEH TPU UX YJACTHH, NTOAJIEKUT IIEPECMOTDPY.

(8 pen. IlocranoBnenus IlpaButensctea PO ot 29.10.2018 N 1283)
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35. Tlo pe3ynpTaTam 3aceaHUl KOMUCCUU TOTOBSTCS MPOEKTHI pacnopsukenuid Ilpasurenscra PO
O BHECCHWHM W3MEHEHUH B TEpEYHM M MHHUMAIBHBIA aCCOPTUMEHT, KOTOpbIE (opMUpPYIOTCS O
MCXKAYHAPOAHBIM HCIATCHTOBAHHBIM HAWMCHOBAHUAM JICKAPCTBCHHBIX IIPCIIapaToB (HpI/I OTCYTCTBUH
TaKMX HAaMMEHOBAaHUN — MO TPYNIHUPOBOYHBIM HWIM XUMHUYECKHMM HAUMEHOBAHUSM) C YKa3aHHEM IIpU
HE00X0IMMOCTH OCHOBHOTO 3JIEMEHTA WJIM JIOMIOJHUTEIBHOTO 3JIEMEHTA JIEKAPCTBEHHBIX (DOPM, KOTOPHIE
pasmeraioTcs Ha opuuuansHOM caiite B cetu "MHTepHeT" Ha cpok He MeHee 10 pabounx THEi.
(. 35 B pen. [locranosnenus [Ipasutenscta PO ot 03.12.2020 N 2021)

36. MI3MeHeHMs B IPOEKTHI NEPEYHEN U MUHUMAJIBHOTO aCCOPTHUMEHTA IOJUIEKAT COINIACOBAHUIO C
MUHUCTEPCTBOM HPOMBIIUIEHHOCTH U Toproiu P®, MunucrepctBom ¢puHancoB PO, Munucrepcrsom
TpyAa W couuainbHOW 3amuThl P®, MHUHUCTEPCTBOM 3KOHOMHYECKOTO pa3Butusa PD, denepanbHOU
AHTUMOHOTIONILHOM city>k00#, denepanbHOi ciy>k00# MO HAI30PY B cepe 3alUThl MpaB MOTpeOUTeNne
u 6yaromnoJiyyus 4eaoBeka 1 MUHHCTEPCTBOM HayKH U BhICIIEro oopa3zoBanus PO.

(B pen. I[locranoBnenuii IlpaBurensctBa PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot 03.12.2020
N 2021)

[Ipunoxenne N 1 k [IpaBunam GpopmupoBaHus nepevyHel JeKapcTBEHHbBIX MTPENapaToB AJIs
MEIUIUHCKOTO NPUMEHEHUS 1 MUHUMAIIBHOTO aCCOPTUMEHTA JIEKApCTBEHHBIX IIPENapaToB,
HEOOXOIUMBIX JIJIsl OKa3aHUsI MEAUIIMHCKON TOMOIIH

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanosnenuii [IpaButenscrea PO ot 12.06.2017 N 700,
01 29.10.2018 N 1283, o1 20.11.2018 N 1390, o1 05.06.2020 N 829, ot 03.12.2020 N 2021)

(dbopma)

B xommccuo MmHMCTEpCTBAa
3O0paBOOXpPaHeHusa PO
10 QOPMMPOBAHMUIO IIEPEUYHEN JIeKapCTBEHHBIX
npenapaTroB OJsa MeIMLMHCKOIO
IPMMEHEHUA M MMHMMAJBHOTO aCCOPTMMEHTAa
JIEKAPCTBEHHEIX [IpenapaTos,
HEOOXOIMMEIX IJIA OKa3aHUA
MeIOMLMHCKOM IIOMOIM

[IPENJIOXEHNE
O BKJIOUEHMM JIEKQPCTBEHHOTO IpelapaTa B IIepPeuYHM JIEKapCTBEHHHX
npenapaTop IJisg MEIMLMHCKOT'O NPMMEeHeHMs <*>

1. Hacrosmee npenjioXeHMe KacaeTCsd BKJIOUEHMS JIEKAPCTBEHHOT'O IIpernapaTa B
IepedYHN JIEKaPCTBEHHHX [IPEenapaTos:

1.1. nepedeHsb XM3HEHHO HeO0OXOOVIMBIX 1z BaXHEMIMX JIeKapCTBEHHBIX
npenapaTos;

1.2. nepeueHb IOPOTOCTOAWMX JIEKAPCTBEHHEBIX [IPENapaToB.

2. VudpopMaumsa O 3asgBUTEJIE:

2.1. HavMeHOBaHME opraHmM3auuUM UM GamMmims, ¥Ms, OTUeCTBO (IpM HaJIUIUM)
IpaxIaHMHa ;

2.2. OTBETCTBEHHOE JIMIIO, IOJIXHOCTBb ;

2.3. agpec (MecTO HaxXOXIEHMsa) MM MeCTO XUTeJIbCTBAa ;

TeseboH (dbakc) ;

3JIEKTPOHHAS [Io4YTa

3. Vubpopmaumsa O JIEKApPCTBEHHOM IIpelaparTe:
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3.1. HavMeHOBaHME JIEKAPCTBEHHOTO MpernapaTa:
3.1.1. MexOyHapoIHOe HelaTeHTOBAaHHOEe HaMMeHOBaHUe ;
3.1.2. B criyudae OTCYTCTBUSA MEXIYHapPOIOHOIT'O HernaTeHTOBAHHOTO
HaMMEHOBaHUSA — TPYINIMPOBOUHOE HAVMEHOBAaHME ;
3.1.3. B criyuae OTCYTCTBUSA MeXIYHapOIHOT'O HernaTeHTOBAHHOTO U
TPYNNIMPOBOUHOTO HAVMEHOBAHUNM — XMMMUECKOE HaMMeHOBaHUe ;
3.1.4. B ciyyae OTCYTCTBUS MHEIX HaUMEHOBAHMUM — TOPTOBOE HaMMEeHOBaHME
7
3.2. KonI aHaTOMO-TepaleBTUYeCKO-XVM/UECKOMI KJIACCUbMKALIM
JIeKAPCTBEHHOTO Ipenapara ;
3.3. 3agaBJIEHHEIE nokaszaHms K [IPUMEHEeHMIO JIeKapCTBEHHOTO Ipenapara
COTJIaCHO VHCTPYKLUU 1o IpUMMEHEHUI C YyKas3aHueM Koma MexInyHapOoIOHOM

CTaTUCTUYUECKOV KJlaccubmkauum ©OoJjie3HeM U npobjeM, CBS3aHHHX CO 3I0POBbEM
(mepeuymncamnTh)

4
3.4. TrTocCcyImapCTBEHHas permcTpalmsa JIeKapCTBEHHOT'O IpelrnapaTa B Poccumckomn
denepaumm:
maTa (4u.MM.I'T'I'T) ;
HOMEP PerMCTPalMOHHOTO yIOOCTOBEPeHMS ;
oaTa IIOOTBEPXOECHMA POCyHapCTBeHHOﬁ perucrpaunumn JIEKAPCTBEHHOT'O
npenapaTa (OIpu HaamMuuM) (Yd.MM.I'T'I'T) ;
permcrpauus B kadecTBe OpdaHHOTO JIEKAPCTBEHHOTO Npenapara (ma/HeT)  ;
3.5. HauMeHOBaHME ¥ aIpec (MEeCTO HAXOXIOEeHMs) OPUIMYECKOTO JIiMila, Ha WMS
KOTOPOT'O BHIOAHO PEeIMCTPalLMOHHOE YIOOCTOBEPEHME JIeKapCTBEHHOT'O Ipenapara,
VCIOJIb3YyEeMOTI'O B KaudeCcTBe IpelapaTa CPaBHEHMA (OpM HaJIMYIUM)

’

IPOMBBOOUTETb JIEKAPCTBEHHOTO npenapaTa, MCIOJb3yeMOT'O B KauecTBe
npenapaTa CpaBHEeHMA ([IPpY HAJIMUUM) ;
3.6. @maHHEIE O IMPOMBBOICTBE JIEKAPCTBEHHOTO IIpenapara B Poccumckomn
denepauun (NpU HAJIUUUMN) ;
3.7. 1npemjaraeMele K BKJIOUEHMUI JIEKAPCTBEHHBEE (QOPMBEI 3apeTrUCTPUPOBAHHOTO
JIEKAPCTBEHHOTO npenapaTa, B TOM UYMCJIe 3KBUBAJIEHTHHE, npenyCMOTPEeHHEE
[lepeuHeMm HaMMEHOBAHUM JIEKAPCTBEHHBIX (QOPM JIEKAPCTBEHHBIX [IpelapaToB IJig
MEIULUMHCKOTO [PUMEHEHMUS, YTBEPXIESHHEM MyHMCTEepPCTBOM 30PaBOOXPaHEHUSA
Poccumckom demepauun (NEePEUUCIINUTD)
7
3.8. cBemeHud O BOCHPOMB3BEIESHHBIX WM OMOaHaJOT'OBBIX (BmonomoOHEIX )
JIEKapPCTBEHHBEIX [pelapaTax (Ipu Haaudum)
7
4. CBeneHMa ¥ JIaHHEE O JIEKapCTBEHHOM I[pelapaTe, IpeljlaraeMoM IJjis
BKJIOUEHHUS B [IE€PEUYHM JIEKAPCTBEHHBIX IpPernapaToB:
4.1. HayuyHO OOOCHOBAHHEIE JAaHHEIE O HeoBXOoOMMOCTM M OOOCHOBAHHOCTU
INPMMEHEHMS JIEKAPCTBEHHOTO IpelapaTa IS OUMATHOCTUKM, NPOQUIIaKTUKM, JIe€UeHUS
unm peabunmuraumm 3ab0JIeBaHMM, CHMHIPOMOB UM COCTOSHMM, HOpeobjajallyx B

cTpykType 3abojyieBaeMoCTM M CMEPTHOCTM TIpaxzIaH Poccwuiickon Odemepaumm Ha
OCHOBAHMM JAHHHX I'OCYHAapCTBEHHOT'O CTATUCTUYECKOTO HAOMOIeHMS (IpM Haauduy
TaKVxX CTATUCTUUYECKMUX IaHHHX) ;

4.2. HaJMume Hayu4dHO 0OOCHOBAHHKIX IOaHHBIX o) KJIMHUYUECKUX "
bapMaKODKOHOMUUECKUX [IpeuMylleCTBax [IPUMEHEHMS JIEKAPCTBEHHOTO IIpelnapaTa IJid
JledeHMs JiMl, OOJIbHBIX TI'eMoQuiIMer, MyKOBMCLMIOO30M, I'MIOQMUI3APHEIM HAHWU3MOM,
BoJyie3HB I'ome, 3JIOKAYEeCTBEHHBIMM HOBOODOPa30BaHMUAMM JMMPOMIOHOM, KPOBETBOPHOMU
¥ POLNCTBEHHBIX MM TKaHEM, PpPaCCeSHHEM CKJIEPO30M, I'eMOJIUTUKO-ypPeMMUUueCKUM
CUHIOPOMOM, IOHOWECKMM apTPUTOM C CHMCTEMHBM HaudajioM, MyKOINOoJiMCaxapumosom I,
IT m VI Tunow, anjlaCTUMUEeCKOM aHeMMey HeYyTOUHEeHHOM, HaCJeOCTBEeHHHM IeduUMTOM
dbaxTopor II (pmbpmHOTEeHa), VII (mabunpHOTO), X (Croapra-llpayspa), JINLL,
IIOCJIe TPaHCHJIaHTaluMM OPTaHOB M (MJIM) TKaHelM, IO CpPaBHEHMIO C [OpenapaTaMu,
yXe BKJIOUEHHEIMM B I[I€PEeUYHM JIEKAPCTBEHHHIX IpelnapaToB;

4.3. HaIMuye HaydyHO ODOOCHOBAHHOM MHOOpMalLMM O IpeuMylmlecTBax M (miam) o6
OCOOEHHOCTAX MeXxaHM3Ma OeMCTBMA JIeKapCTBEHHOT'O IIpelapaTa IO CPaBHEHMI C
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aHaJjioraMM, B TOM UMCJI€ BXOOAULMMM B I[IE€PEUHM JIEKAPCTBEHHEIX [NPeNapaToB IJId
MEIVLVHCKOTO NPVMEHEHNH, npm OIMaTHOCTHUKE, NPOOMIIAKTUKE WM JI€UYEeHUU
3aboJieBaHMM, CUMHIOPOMOB M COCTOSHUM C YUYeTOM CTaTUCTUUECKUX HOaHHEIX O
CTPYKType 3abojieBaeMOCTM M CMEepTHOCTM B PO;

4.4, BoOCTPpebOBaAHHOCTL (ColLMaJibHas BHAUMMOCTL) JIeKapPCTBEHHOI'O IIpelapatTa
CUCTEMOM 3OpPaBOOXPAaHEHMUS U HacCeJIeHMeM C Y4YeTOM HaJMuusg JIeKapCTBEHHOTI'O
npenapaTa B IIepedHaX JIeKapCTBEHHHIX [IpenapaToB, OMHAaHCHUPYEMHBIX 3a CuUeT
cpencTB OKIXeTOB CyOBeKTOB Pd;

4.5, HaJuuue JIEKAPCTBEHHOT'O IIpelapaTa B IepeuyHe CTpaTeIMUeCKM SBHaUMMBIX
JIEKAPCTBEHHBIX CPEenCTB, NOPOM3BOIACTBO KOTOPHEIX IOOJIKHO OBTH OOecledueHO Ha
TeppuTopMM Poccurickon derepaluy, YTBEPXIEHHOM paclopsxeHreMm lpaBUTeJIbECTBA
P® or 6 wmionmg 2010 . N 1141-p;

4.6. HamMume (JokaylM3alMsa) [IPOMBBOLCTBA JIeKAPCTBEHHOT'O I[IpelnapaTra B
Po.

5. OBoOCHOBaHMSA IJid BKJIOUEHMS JIEKAaPCTBEHHOTO IpelnapaTa B IIepeuHu
JIEKAPCTBEHHEIX MPEernapaTos:

5.1. SOUOEMUOJIOTUUECKUE IOaHHLE (pm HaJIMYUNM ) - IOaHHEE 1o

3a60ﬂeBaeMOCTM, CMEPTHOCTNM, WMHBaAJIMOHOCTM B OTHOIEHUUN 3a60ﬂeBaHMH, CUHIpOMa
nimn COCTOAHMUA, IJIA IMardHoCTmMKM, HpO@MHaKTMKM, JIeUeHMAa WIINn peaGMHMTaHMM

KOTOPEIX IIOKa3aH HeKapC’I‘BeHHHﬁ nperapatT (HpeHCTaBHHIOTCH Ha OCHOBaHUM
Pe3yJIbTATOR I'OCYIapCTBEHHOT'O CTATMUCTMUECKOI'O HAOJIOIEeHUSa, IPyIMX OQMUIIMAaJIbHEIX
VICTOYHMKOB n SINIMIOEMMOJIOTMUE CKUX I/ICCJIe,ILOBaHMﬁ PaciIpoCTpaHEHHOCTM
3abosieBaHmudg) ;

5. 2 . KIIMMHNYEeCKRMe IOaHHBIE — IOJIHOTEKCTOBEIE BEPCUM KIIMHUUESCKUX
MUCCJIenoBaHuUM (CcTaTby, OTUYETH Ha PYCCKOM SA3HKE MM IIepeBeleHHBEe Ha PyCCKUM
A3BIK, 3BaBEpPEeHHBEE 3asBUTEJIEM) (yKaselBalTCsA aBTOPH, HaMMEHOBAaHME, IOM3aVH

mnccJjenoBaHM4, KOJIMYeCTBO IMIaluMeHTOB, BKJIIOUEHHEIX B mnccijiegoBaHMe, nepmnon
Ha@ﬂmﬂeHMH, IIOKas3aHue K MEIMUMHCKOMY IIPVMMEHEHMIO JIEKAPCTBEHHOT'O IIperaparTa,

KOTOpoOe 13yd4ajioch B MCCJIeDOBaHUA, KPUTEPUN OLIEHKU sbbexTMBHOCTH
(besonacHocTH) , JIEKapPCTBEHHBIe npenapaTH, e} KOTOPEIMU CpaBHMBAJICA
npenjaraeMel JIeKapCTBEHHBM NpenapaT (Opy Haluuuy) , LJ1aluebOo—-KOHTPOJIb WMIIM
OTCYTCTBME JIeUeHUs, PpPel3yJbTaThl MCCJEeNOBaHUsa C yKasaHMEeM KOJIMUEeCTBEHHBIX
IOaHHBIX, 3aKJIOUeHye, CIMCOK JIMTepaTypbsl II0 CXeMe: aBTOop, HaMMeHOBaHME
MCCJIeOOBaHMA, BEIXOJIHEIE mauuele. [lo  KaxOooMy KJIMHMYECKOMY MCCJIeOOBAaHMIO

yKas3belBaeTCsa YyPOBEHb HOOKa3aTeJIbHOCTU 30OeKTMBHOCTM JIEKAPCTBEHHOT'O MNpelapaTa
corylacHO npwmiioxeHmoo N 6 k I[lpaBuiaM QOpMMPOBAHMSA I[IEePEeUYHEel JIeKapCTBEHHEIX
npenapaTos o1 MEeOULIMHCKOT'O ONPMMEHEHMS UM MMHUMMAaJIbHOT'O aCCOPTMMEHTAa
JIEKaQPCTBEHHBEIX [pPelapaToB, HEOOXOOMMEIX IJI4 OKak3aHMa MEeIOMUMHCKOM IIOMOLM,
YTBEPXIEHHBEIM [IOCTAaHOBJIEHMEM [lpaBuTensCcTBa Poccurickoy demepauum oT 28
aBrycTa 2014 . N 871);

5.3. @maHHEHIE O TepaleBTUUECKOM DSKBUBAJEHTHOCTM (IPpM HeOOXOOMMOCTM) -
IOJIHOTEKCTOBEIE BEePCUM CPaBHUTEJIbHEIX KJIMHUUECKMX MCCJeNOBaHMM (CcTaTbH,
OTUEeTH Ha PYCCKOM Sf3BIKE MM CTAaTbM, OTUETH, [IEepPEeBEeIeHHEE Ha PYCCKMM S3BIK,
3aBEepPEHHBIe 3a9BUTEJIEM) (yxaseBawnTCHa aBTOPHL, HavMeHOBaHUue, OmMsarH
UCCJIeOOBaHUA, KOJIMUECTBO [IALMEHTOB, BKJIOUEHHBIX B MCCJeINOBaHME, I[Iepuon
HaOJoOeHMsa, IIokasaHMe K MeOMUMHCKOMY [NIPMMEeHEHMU JIEKapCTBEHHOTO IIpelrnaparTa,
pe3yIbTaTE MCCJEONOBAaHMA C yKas3aHMEM KOJMYUECTBEHHBIX IaHHBIX, 3aKJIOUeHUE,
CIMCOK JIMTEepaTypbEl IO CXeMe: aBTOp, HaMMEHOBAHME MCCJIENOBAaHMSA, BBIXOIHBIE
IOaHHEE) ;

5.4. IOaHHBIE le) KJIIMHMKO-BKOHOMMUUE CKUX (bapMaKOPKOHOMUUECKUX )
XapaKTeprucTUKax JIEKAPCTBEHHOTO npenapara - IIOJIHOTEKCTOBEIE BEpPCUMU
KJIIMHUKO-3KOHOMUUECKHUX MCCJeNOBaHMM (CTaTbM, OTUYETH Ha PYCCKOM S3HKEe WU
cCTaTb¥, OTUETH, IIepeBelNeHHEEe Ha PYCCKMM HG3bIK, 3aBEpeHHBEe 3agaBUTEJIEM)
(ykas3plBalTCHa CcBeleHMsa OO aBTopax, HaMMeHOBaHME MCCJIeOOBaHMS, CCBUIKM Ha
MCCJIeDOBaHUE, OVB3amH MCCJIeOOBaHMUA (peTpoCnexkTUBHOE, IPOCHEKTUBHOE,
MOOenMpoBaHMe <**>), BUI aHajlMs3a, CBeOeHMs O JIeKapCTBEHHBEIX Ipenaparax,
KOTOPEIE MCIIOJIbE30BAJIUChH onsa CpaBHEeHUA c npenjiaraeMelM JIeKapCTBEHHEM
npenapaToM, 3aTpaTe, KOTOPBE YUMTHBAJMCH B MCCJIENOBAHUM, U KOJMUUECTBEHHEE
3Ha4YEeHMda 3aTpart B pyonax, 50dexkTMBHOCTE CpaBHMBAEMEBIX JIEKAPCTBEHHEIX
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IpenapaToB (KpuTepuu OLeHKM 2SPOEeKTMBHOCTM U KOJIMUECTBEHHLE 3HAYEeHud) ,
pPe3yJbTaTH MCCJIeOOBaHUA, CIIMCOK JIMTEPATYPH - aBTop, Ha¥MeHOBaHME
MCCJIEONOBaHM, BHIXONOHEIE IaHHBEIE) <*¥**>;
5.5. ZmaHHEIE O CTOMMOCTM U LieHe JIeKapCTBEHHOTO IIpelaparTa:
5.5.1. cTOMMOCTBb OLHOI'O KypcCa JIeUeHMs JIeKapCTBEHHHM IIpelapaToM ;
5.5.2. cToMMOCTbL JleueHMs JI€KapCTBEHHEM [IpellapaToM B TeudeHMe OIHOIO
rona ;
5.5.3. mara npoeemeHMsa pPacCUeTOB LIEHE Ha JIEKAapPCTBEHHHM IpelnapaT

5.5.4. eHa, KOTOPYI MNPOMBBOOUTEJIb IIJIAHMPYEeT 3aperucTpUpOBaThL B
COOTBETCTBUM C TpebOoBaHMAMM BaKOHOOATEJbECTBaA PO *x*x*>

’

5.6. @mauHpe o GdaxkTHMUeCcKux oOBeMax Npolax JIEKAPCTBEHHOTO Ipelapara B
Poccuiickom denmepauum 3a Tom, [NPemuecTBYOUMM Nomade I[IPEenJIOXEeHMS, B
HaTypaJibHBIX moxKaszaTesyax 1o JIeKapCTBEHHBEM bopmMaM BaperUCTPUPOBAHHEIX

JIEKAPCTBEHHEIX IIperiapaToB

7
5.7. IaHHEBE OTUYETOB ¢ pesynbTaTax MOHUTOPUHTA 0e30NaCHOCTU
JIeKapCTBEeHHOTO npenaparta (B PO u (mam) 3a pybexowm)

5.8. IOaHHEBIE, I[NpelnCTaBJIEHHBEIE 3adBUTEJIEM B MHUMIMATVMBHOM IIO0pPAIKE

6. Ofumee KOJMUECTBO MPENCTABJIEHHHX IOKYMEHTOB

Ha JIMCcTax.

HoOnmce BagBUTEJA / /

DaTa

<*> 3amoJiHeHHWE BCEX NYHKTOB MPEUIOKEHUS o00s3aTenbHO. [Ipu OTCYyTCTBUM CBEACHHI I10
COOTBETCTBYIOIIEMY NYHKTY YKa3bIBaeTcs 'CBEACHUA OTCYTCTBYIOT"'. JIOKYMEHTBI U MaTepualibl
MIPEJICTaBJISIOTCS Ha PYCCKOM SI3BIKE, B CIy4ae MpeAOoCTaBICHUs MyOJUKaluid, JOKYMEHTOB U CTaTei Ha
MHOCTPAHHBIX SA3bIKaX TOTIOJHUTENILHO MPUIaraeTcs MepeBeICHHOE Ha PYCCKUI S3bIK PE3I0OMe YKa3aHHBIX
MaTepHajIoB, 3aBEPEHHOE 3asIBUTEIIEM.

<**> [Ipu UCHOJB30BAaHUU MaTEMATHUECKOTO MOJEIUPOBAHUS IMPEACTABISIOTCA B AJIEKTPOHHOM
BHJIE BCE pa3pabOTaHHbIE MOJENH, a TAaKXKe JOMYLICHUS AJs pa3pabOTKU COOTBETCTBYIOUIMX MOJAENEH U
(dbopMyIBl pacueToB, UCIOJIH30BAHHBIE B MOJIEIISIX.

<k**F> C yueroM mnonoxeHui vactu 6 crateu 18 @DenmepanbHoro 3akona "OO oOparieHuu
JeKapcTBeHHbIX cpeAcTB" U yactu 3 cratbu 13 denepanbHoro 3akoHa "OO OCHOBAaX OXpaHbI 310POBbS
rpaxaan B PO".

<F*EE> [InaHupyeMass K TOCYJapCTBEHHOW perucTpalnuy IleHa Ha JIGKApCTBEHHBIM Ipemnapar
paccuuThIBaeTCS ¢ y4yeToMm mojoxkeHuil yactu 3 cratbu 61 ®DenepanpHoro 3akoHa "OO6 oOpaiieHuH
JIEKAPCTBEHHBIX CPEACTB" U MPU TOCYJAPCTBEHHOW PEruCTPallMd HE MOXKET MPEBHIIIATh TaKylO ILIEHY.
[InanupyeMasi K TOCyIapCTBEHHOW pETHCTpalMy II€HA Ha JIEKAPCTBEHHBIM Ipernapar Mo HHUIMATHBE
3asiBUTENII YKa3bIBaeTCAd MO KaXKJIOW JO3MPOBKE, a TaKXKE MOXKET ObITh YyKa3aHa IIeHa, KOTOPYIO
MPOU3BOUTEND IUIAHUPYET 3apErUCTPUPOBATH, B CIy4ae OJIHOBPEMEHHOTO BKIIIOUEHHS B IEpEUYEHb
JOPOTOCTOSIIUX JIEKAPCTBEHHBIX MpenapaToB. [Ipu 3TOM npu pa3nUyuHbIX YPOBHAX LIEH IPEICTABICHHbIE
MCCIIeIOBAHUS BKIIIOYAIOT pacdeThl Ha 0a3e BCeX MIIAHUPYEMbIX K TOCYAapCTBEHHOM perucTpaiuu 1eH.

[Tpunoxenne N 2 x [IpaBunam ¢popmMupoBaHus epeyHeil IeKapCTBEHHBIX MIPENapaToB s
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MCIUIIUHCKOI'O0 NPpUMCHCHHUA U MUHUMAJIbBHOI'O aCCOPTUMCHTA JICKAPCTBCHHBIX ITPCIIapaToOB,
H€O6XOI[I/IMBIX JJI OKa3aHUuA MGHHHHHCKOﬁ IIOMOIIIHN

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [Ipasurenscrea PO ot 29.10.2018 N
1283, o1 03.12.2020 N 2021)

(bopma)

B xommccuwo MmMHMCTEepCTBAa
30paBooxXpaHeHusd PO
o QOPMMPOBAHMIO IepeuHeM JieKapCTBEHHBIX
npenapaTtor OJja MeOMLUMHCKOI'O
NIPMMEHEHMA M MMHMMAaJIbHOT'O aCCOPTMMEHTa
JIEKAPCTBEHHEIX IIPernapaTros,
HeOOXOOMMBIX IJIS OKa3aHMA
MEeIOMLMHCKOM I[TOMOUM

[NPEIJIOXEHUE
O BKJIOUEHUM JIEKAPCTBEHHOTO IpelnapaTa
B MMHMMAJIbHEM ACCOPTMMEHT JIEKAPCTBEHHEIX [PEeNapaToB,
HeOoOXOIMMEIX IJIS OKalaHMS MEeOMLMHCKOM IIOMOUIM

1. Vubopmaumda O 3asgBUTEIE:

1.1. HamMeHOBaHMe oOpTraHM3auMM uin oGaMmiamsa, MMsa, OTUeCTBO (NIpM HAJIUYUMM)
TpPaxXoaHMHa

1.2. OTBETCTBEHHOE JIMIIO, IOOJIKHOCTBH

1.3. ampec (MeCcTO HaAXOXIEHUS WM MECTO XUTEeJILCTBA)

TeyiedoH (dakc)

BJIEKTPOHHAaA IouTa

Ne Ne Ne N

.

2. VudopMaumsa O JIeKapCTBEHHOM IIpelaparTe:
2.1. HavMeHOBAaHME:
2.1.1. MexOyHapOoOHOE HEIaTEHTOBAHHOE HAMMEeHOBAaHME ;
2.1.2. B ciydae OTCYTCTBMHA MEXIYHaPOIHOT'O HENaTEHTOBAHHOTO
HaVMEHOBAaHMA — TI'PYNNMPOBOYHOE HAMMEHOBAaHUE ;
2.1.3. B ciydae OTCYTCTBMSA MEXIYHaPOIHOT'O HENMATEHTOBAHHOTO U
TPYIHIIMPOBOYHOT'O HAMMEHOBAHUM — XUMMUECKOE HaMMeHOBAaHME ;
2.1.4. B ciiyyae OTCYTCTBMSA MHEIX HAWMMEHOBAHMY — TOPI'OBOE HAaMMEHOBAaHME
7
2.2. KOZI aHATOMO-TepaneBTUYeCKO—XVMUIECKOM KJlaccudmraumm
JIEKAPCTBEHHOT'O Ipelapara ;
2.3. 3aSBJICHHEIE IoKaszaHMs K I[PMMEHEeHMIO JIEKapCTBEHHOI'O IIpernapara
COTJIACHO VMHCTPYKUUN 1o IIPYMEHEHMIO C YyKa3aHMEM xoma MexIoyHapoIHOM
CTaTUCTUYUECKOM Klaccubmkauum OoJie3HeM U NpobJjieM, CBS3aHHBIX CO 3O0OPOBLEM
(mepeuncanTs)
’
2.4. rToCymapCTBEeHHas perucTpalus JIEKapCTBEHHOT'O Ipenapara B PoOCCHUMCKOM
denmepaumm:

mara (J4u.MM.ITIT'T) ;

’

HOMEP PEeTUCTPAaLMOHHOTO YIOCTOBEPEHUS ;

IoIaTa IIOOTBEPXOEHMA I‘OCyILapCTBeHHOﬁ permucrpaumnm JIEKAPCTBEHHOTO
npenapara (OpM HaauMuMyM) (Y4.MM.IIDIT) ;
2.5. @maHHEE O TIPOMBBOICTBE JIEKAPCTBEHHOI'O IIpernapaTa B POCCHUMCKON

denmepauun (NpM HaAJIUYUUN) ;
2.6. TmOpepjaraeMble K BKJIOYEHMIO JIEKAPCTBEHHHE (QOPMEl 3apeIMCTPMPOBAHHOTO

JIeKapCTBEHHOTO npernapara, B TOM UYMCJIE OKBMBAJIEHTHHE, [IPEeIyCMOTPEHHEE
[lepeuHeM HaVMEeHOBAaHUNI JIEKAPCTBEHHBIX bopM JIeKapPCTBEHHEIX penapaTos
OJIs. MEIULVHCKOTO IIPMMEHEHMS, YTBEPXISHHBM MyHMCTEepPCTBOM 3IPaBOOXPaHEeHNS
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Poccurckon denepauun (NepPednCIIUTDH) ;

’

2.7. cBenmeHUus o BOCIIPOUBBENEHHBIX iy 6MOaHAaJIOTOBHEIX (BMONIOIOOHEIX)
JIEKaPCTBEHHEIX npenaparax (IpM HaJM4mm)

3. CBemeHuMs M IaHHHE O JIEKQpPCTBEHHOM IIpelapaTe, IIpenjaraeMoM IOJid

BKJIIOUEHMS B MMHMMAJIbHBIM aCCOPTMMEHT JIEKAaPCTBEHHHX [IpelapaToB, HeOOXONMMBIX
0JIg OKa3aHMsa MeIMUMHCKOM ITOMOLM :

3.1. JexapCTBEHHB IIpelapaT BXOIOUT B IIepedeHb XMBHEHHO HeOOXOOMMBIX U
BaXHeMIIMX JIeKapPCTBEHHLBIX IIpernapaToB;

3.2. JexapCTBEHHB IIpelapaT COIJIaCHO MHCTPYKUMM 10 [IPMMEHEHMIO MOXET
IPMMEHATBCSA MNPM OKa3aHMM MeOMLMHCKOM oMol B aMOyJIaTOPHEIX YCJIOBMAX IIPU
OVaTHOCTHUKE, npoduiakTuKe, JIeUeHUN nnm peabunmnranumn HauboJee
pPacrnpoCTpaHeHHHX 3aboJjieBaHuM, CUHIOPOMOB UM COCTOSHUM;

3.3. HaJu4dme TOCYIapCTBEHHOM perucTpauumu B Poccumckon delepalum
COOTBETCTBYIIUMX IO MEeXIyHapOoIOHOMY HeNaTeHTOBAHHOMY HaMMeHOBaHuo, Jubo
3aMeHAnIEeMYy ero TPYNNIUPOBOYHOMY NI XUMUYECKOMY HaMMeHOBaHUIO
BOCINPOM3BEIEHHLX MM OMOaHAJIOTOBHIX (OMONONOOHEIX) JIeKAPCTBEHHHBIX CPEenNcTB B
QHAJIOTUYHBEIX JIEKAPCTBEHHBIX QopMax M OO3MPOBKAX IOBYX M 0OOJjiee NPOM3BOIUTEJIEN
(3a VCKJIDUEHMEM JIEKAPCTBEHHEIX nperapaTos, IIPOM3BOOMMEBEIX e IVMHCTBEHHBEIM
OTEeUYEeCTBEHHEM [IPOU3BOIUTEJIEM) ;

3.4. BOCTPeDOBAHHOCTD JIEKaPCTBEHHOTO npenapara cucTeMoM
30PaBOOXPaHEHMA jZ8 HaceJlIeHVeM Ha OCHOBAHMM IOaHHBIX OPI'aHOB MCIIOJIHUTeJILHOM
BJIACTU CyDBEKTOB Poccurickon denepauum B cdepe oOxpaHBl 3I0pPOBbA U
MapKEeTMHI'OBBEIX MCCJIEIOBaHMM O MNpolaxax JIeKapCTBEHHOT'O IpelnapaTa B Poccumckomn
demepauum NpM OKaZaHUM MEeIMLMHCKOM IOMOmM B aMOyJIaTOPHEIX YCJIOBMAX B TeudeHMe

KaJIeHIDapHOTO Tona (BXOXIeHMe B COTHIO HamboJiee MNpoIaBaeMHX JieKapCTBEHHBIX
npenapaToB Ha pelHKe PO 3a kajieHOaApHBM I'OI) .
4. Ianuele, OODOCHOBHBAWIME [PEenJIOXKEeHMS O BKJIIOUEHUM JIEKapCTBEHHOTO

npernapaTta B MMHMMAJIBHEM aCCOPTUMEHT JIEKAPCTBEHHHEIX I[IPENapaToB, HEOOXOOMMBIX
OJI9 OKalaHMSg MEeOMLMHCKOM [TOMOIIM :

4.1. SIUOEMUOJIOTUUE CKUE IaHHEIE (mpm HaJIMYMN) - IaHHBIE o
3aboJIeBaeMOCTHM, CMEPTHOCTM, MHBAJIMUIHOCTM B OTHOMmEHMM 3adojieBaHMs, CHUHIPOMA
WY COCTOSHMSA, IJIg IOUMATHOCTUKM, [NOPOPUIAKTUKM, JIeYeHUd WM peadunmraumnmn

KOTOPEIX mokKasaH JIEKAPCTBEHHE IpenapaTr (IpelCcTaBJIAnTCS Ha OCHOBAHUU
Pes3yJIbTaTOB I'OCYHapCTBEHHOTO CTATUCTUYUECKOTO HAOJIOOeHMS, OPYyIMUX OOMUMAaJIbHEIX
VICTOUHVKOB 1z SOUOEMUOJIOTNUECKUX VCCJIen0BaHUN PaCIpPOCTPaHEHHOCTHU

3abosieBaHmudg) ;
4.2. maHHBIE O CTOMMOCTM M lIeHE JIEKApPCTBEHHOTO Ipernapara:

4.2.1. CTOMMOCTb OIOHOTO Kypca JIeueHUsd (ogHOTO Mecsdla JieueHUud
JIEKAPCTBEHHEIM IIperapaToM) ;
4.2.2. InaTa IPOBEIEeHMS pPacCyeTOB 3aTpaT Ha JeueHMe JIEKAPCTBEHHBIM
penapaToM ;
4.3. mauHele O (daxTHMUeCcKMx oOBeMax MNpolax JIEKAPCTBEHHOI'O [pelapara B
Poccumckon demepauun 3a rom, NpeduecTByOUMM [oZade [OIPenJIOXeHUS, B
HaTypaJlbHBIX rmoxaszaTesyisax 1o JIEKaPCTBEHHBM bopmam PETUCTPUPYEMBIX

JIEKAPCTBEHHEIX IpernapaTos

4.4, IOaHHBIE, IIPenCTaBJIEHHBEIE 3adBUTEJIEM B MHUMIMVMATMBHOM IIOpPAIKE

5. Ofmee KOIMYECTBO NPENCTaBJIEHHEIX OOKYMEHTOB
Ha JIUCTAax.

onnmce 3asBUTENS / /

DaTa
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MoctaHoBneHue MNpaButenbctea PO ot 28.08.2014 N 871 — O6 yTBepxaeHuu MNpasun hopMmpoBaHus NepeyvHen nekapcTBEHHbIX NpenapaToB
ONst MeQULIMHCKOrO NPUMEHEHUsI 1 MMHUMArbHOTO acCOPTMMEHTa NIEKapCTBEHHbIX NpenapaToB, HEO6XOAUMbIX AN OKa3aHWs MeaULMHCKON

[Tpunoxenne N 3 x [IpaBunam hopmMupoBaHus IepeyHEil JIeKapCTBEHHBIX MIPETApaTOB s
MEIULUHCKOrO NPUMEHEHUS U MUHUMAIIBHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX IIPENapaToB,

H€O6XOI[I/IMBIX JJI1 OKa3aHUuA MGI[HHHHCKOﬁ IIOMOIIIHN

Crincok n3MeHsmux 10KkyMeHToB (B pel. [loctanosnenuii [IpaBurensctBa PO o1 29.10.2018 N

1283, o1 03.12.2020 N 2021)

(dopma)
B xkommccuio MmHMCTEpCTBA
30paBooxXpaHeHusd PO
o GOPMUPOBAHUIO IePEeUYHEN JIeKapCTBEHHBIX
npernapaToB IOJisg MeIULIMHCKOTO
IPYMMEeHEHMS ¥ MMHMMAJILHOTO aCCOPTMMEHTAa
JIEKAPCTBEHHHEIX IPENapaTos,
HGOGXOHV[MI:IX oJid OKa3aHMA
MEeIOMLVHCKOM I[IOMOUIM
[IPEIJIOXEHNUE
00 MCKJIOUEHUM JIEKAPCTBEHHOTO IIpelapaTa U3 IIepeuHeln
JIEKAPCTBEHHEIX TIIperiapaToB IOJid MEIMUIMHCKOI'O IIPVMMEHEHMA
1. HacTosmee TNpemJIOXEeHUE KaCaeTCS MCKIIOUEHMs JIEKAPCTBEHHOTO IperapaTa
Y3 INepeudHel JIeKAaPCTBEHHBEIX [IPernapaToB IJIS MEeIULIMHCKOTO IPVMEHEHUS :
1.1. nepeuHsa XMUBHEHHO HeOOXOOMMEBIX M BaXHEMIMX JIEKAPCTBEHHHX [IpPelnapaToB;
1.2. nepeuHs OOPOTOCTOSANMX JIEKAPCTBEHHEIX [IPernapaToB.
2. VMubopmaumsa o 3agBuUTEJE:
2.1. HaMMeHOBAaHME OpPTaHMB3AUUM MM QaMUIIMS, UM, OTUECTBO (OPpM HAJIUUUNM)
TpaxIaHMHa ;
2.2. OTBETCTBEHHOE JIMIO, IOJIKHOCTBH ;
2.3. ampec (MeCTO HaAXOXIEHMUS) WM MECTO XUTeJILCTBAa ;
TenedoH/parc ;
BJIEKTPOHHASA [IOYTa .
3. VHbPopMalumMsa O JIEKAPCTBEHHOM IIpelaparTe:
3.1. HaMMEHOBAHUE:
3.1.1. MexOyHapOoIOHOE HEeIaTEHTOBAHHOE HAMMEeHOBAaHME
7
3.1.2. B ciyuyae OTCYTCTBUS MEeXIOYyHapOOHOT'O HEenaTeHTOBAHHOTO
HaVMMEHOBaHMUA — TPYNNIMPOBOUHOE HAVMEHOBAHME ;
3.1.3. B ciyuae OTCYTCTBUSA MEeXOYyHapOOHOTO HEeMaTEeHTOBAHHOTO U
TPYNNIMPOBOUHOTO HAVMEHOBAHMM — XMMMUECKOE HaMMEeHOBAaHUE ;
3.1.4. B ciiyyae OTCYTCTBMSA MHEIX HAaMMEHOBAHMM — TOPI'OBOE HAaMMEHOBAaHME
’
3.2. KOn aHaTOMO-TepaleBTUYECKO—XVMNUYECKOMI KJIaCcCubMKaumm
JIEKAPCTBEHHOT'O IIpernapara ;
3.3. 3agBJIEHHBIE IoKal3aHMsa K I[IPMMEHEHMIO JIeKapCTBEHHOTO IIpelapaTa
COTJIaCHO VHCTPYKLUN 1o OPYMMEHEHMIO C yKasaHUeM xoma MexZOyHapOIOHOM
CTaTUCTUYUECKOM KJaccubmkaumum OoJie3Her MU [OpobJieM, CBSA3aHHBX CO 3IOOPOBbEM
(mepeuncanTs)
;
3.4. roCcymapCTBEeHHas permMcTpalus JIEKapCTBEHHOT'O IpernapaTa B PoCCUMCKON
denmepaumm:
mara (Y4u.MM.IT'T'T) ;
HOMEP PEeIrMCTPAalMOHHOTO YyIOCTOBEPEHMS ;
mara IOOTBEPXIOEHNUS TOCyIapCTBEHHOMU perucTpauum JIeKapCTBEHHOTO
npenapata (OpM Haauuuy) (U4d.MM.ITIT) ;
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3.5. npemjnaraeMmele K MCKJIOUEHUIO JlekapCTBEeHHbBle (QOPMEHL, B TOM UMCJIe
SKBMBAJIEHTHEE, 3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O HIpelapaTa (mepeuncanTs)
7

3.6. cremeHusd e) BOCIIPOM3BENEHHBIX MM O61M0aHAaJIOTOBHX (OMONIOIOOHEIX)

JIEKAPCTBEHHEIX NpenaparTax (Ipy HaJIuuuu)

4. CBemeHus ¥ mHOaHHEE O JIEKAPCTBEHHOM I[Ipernapare, OIpenjlaraeMoM IJis

VICKJIIOUEHU S ns3 [IepeyHen JIEKaPCTBEHHBIX penapaTos OoJIss  MEIMLMHCKOTO
[IPVIMEHEHMS &

4.1. HajMuye HaydyHO OOOCHOBAHHOM MHPOPMaALMM O MNPEMMyIEeCTBaX M (Mjm)
0COBEHHOCTHAX MexaHu3Ma HOencTBusa, OoJsblieidt ©6e301aCHOCTM  aJIb TEPHATUBHOTO
JIEKAPCTBEHHOTO npenapara, BKJIOUYAEMOTO B IepeueHb, OpM OUATHOCTHUKE,

opoduiIakTUKe, JieUeHUM UM peabuimrauuy 3adojieBaHMM, CUHIOPOMOB UM COCTOSHUM C
y4eToOM CTaTUCTUMYUECKMX HOAHHEX O CTPYKType 3abojieBaeMOCTM UM CMEPTHOCTU B
Po;

4.2. BHOBb IIOABMBIIMECHS CBeIeHMs O TOKCHMYUHOCTM WMJIM BHICOKOM UYaCTOTE
HexeJlaTeJIbHEIX MOOOUHEIX SBJIEHUM NPM IPMMEeHEeHMM JIeKapCTBEHHOI'O Ipelnapara;

4.3. T[IpPUOCTAHOBJIEHME I[IPMMEHEHUs JIEKapCTBEHHOTO IpelapaTa B Poccuiickoin
denmepaumnm;

4.4. oTMeHa T'OCYyIapCTBEHHOM perucTpaluMu JIEKAPCTBEHHOTI'O IpenapaTa;

4.5. NIpekKpalleHre IPOM3BOACTBA JIEKAPCTBEHHOI'O Ipenaparta Jmbo ero
IocTaBoKk B Poccuickyio delepalmio M (MJIM) OTCYTCTBME JIEKAPCTBEHHOTO [pelapara
B IpaxIaHCKOM obopoTe B Poccurickom Odenmepaumm B TedeHMEe I[epuona,
IIpeBHIaIETO OOMH KaHeHﬂaprIﬁ ron.

5. O6ocHOBaHMA @JId MCKJIOUEHMS JIEKAPCTBEHHOT'O IIpelapaTa U3 IIepeyHeln

JIEKAPCTBEHHBEIX MpernapaToB IJ8g MeIMUMHCKOI'O [NPMMEHEHMUS:
5.1-5.2. VICKJIIOUEHE!.

5.3. @maHHBEIE O OGakTHMUECKMX OOBEeMax MNPOoIax JIEKAPCTBEHHOTO IperapaTa B
Poccumckomn denmepauun 3a 3 Tropa, NpenmecTByllMe Nojgade I[IPEIJIOXEHMS, B
HaTypaJlbHBIX noxasaTessax 1o JIEKapPCTBEHHBIM bopMaM BapernMCcTPUPOBaHHBIX
JIEKAPCTBEHHBIX IIPpenapaTor (Npu HaJIMuuM) ;

5.4. IDaHHBIE M JOOKYMEHTH, NNOATBEpXAanlMe IpekpaleHre IPOMU3BOACTBA
JIEKaPCTBEHHOT'O IpenapaTra Jubo ero NOoCTaBOK B Poccumckynw denmepauuio u (mim)
OTCYyTCTBME JIEKAPCTBEHHOTO IIpelapaTa B I'paXIaHCKOM obopoTe B Poccumckon

denmepauuy B TeUyeHMe Iepuona, IIpPeBhHUallero OAMH KaJIeHOapHBEM TIoX  (Ipu
HaJIW4YUM) ;
5.5. IOaHHEBE OTUETOB o pes3yibTaTax MOHUTOPUHTA 0e30nacCHOCTHU

JIEKapCTBEHHOTO Ipenaparta (B PO m (mim) 3a pydexoMm) ;
5.6. naHHBEE, NPEICTaBJIEHHEE 3asgBUTEJIEM B MHMLMATMBHOM I[OPAIKE.
6. OBmee KOJIMUECTBO MNPEIOCTABJIEHHEIX INOKYMEHTOB

Ha JIMCcTax.
Nonnmuce 3agBUTEJIH / /
OaTa

[Tpunoxenne N 4 x [IpaBunam popmMupoBaHus epeyHeil IeKapCTBEHHBIX MTPENapaToB s
MEIUIIMHCKOTO MPUMEHEHUS 1 MUHUMAJIBHOIO aCCOPTUMEHTA JIEKAPCTBEHHBIX MTPENAPATOB,
HEOOXOIMMBIX JUIs OKa3aHUsI MEJUIIMHCKOM MOMOIIHU

Crniucok u3MeHsonmx 10kyMmeHToB (B pea. [locranonenus [paButensctBa PO ot 03.12.2020 N

2021)
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(bopma)

B xommccun MmMHMCTEpPCTBA
30paBoOXpaHeHua PO
no QOPMMPOBAHMIO IepeuHey JieKapCTBEHHBIX
npenapaTtor oJja MeIOMUMHCKOI'O
NPMMEHEHMA M MMHMMAaJIbHOT'O aCCOPTMMEHTa
JIEKAPCTBEHHEIX [IpernapaTros,
HeOOXOOMMBIX IJIS OKa3aHMA
MEeIMLMHCKOM I1OMOLM

[NPEIJIOXEHNE
00 MCKJIIOUEHMUM JIEKapCTBEHHOI'O IpernapaTra
3 MMHMMAJIEHOTO AaCCOPTMMEHTAa JIEKAPCTBEHHHX [IpernapaTosB,
HeOOXOOMMBIX NJIS OKa3aHMA MeOUMUMHCKOM IIOMOWM

1. ludopmauus o 3asgBUTEJIE:

1.1. HauvMeHOBaHMe opTaHM3auuy MM obamMmuimsa, ¥Msa, OTUECTBO (IPpM HaJIUUUN)
IpaxIaHMHa

1.2. OTBETCTBEHHOE JIMIO, OOJIKHOCTBL

1.3. ampec (MecToO HaxOXIEHMS) WM MECTO XUTeJILCTBAa

TeyiedpoH (dakc)

BJIEKTPOHHAS I0oYTa .

Ne Ne Ne N

2. VHbOopMaLMsa O JIeKapCTBEHHOM IIperaparte:

2.1. HavMeHOBAaHUE:

2.1.1. MexmyHapOOHOE HENaTEeHTOBAHHOE HAaMMEHOBAHUE

7

2.1.2. B crydae OTCYTCTBUSA MEXIYHAPOOHOTO HEeNaTEeHTOBAHHOTO
HaMMEHOBAaHMA — TIPYINMPOBOUHOE HAMMEHOBAHME ;

2.1.3. B crydae OTCYTCTBUSA MEXIYHAPOIOHOTO HEeNaTeHTOBAHHOTO U
TPYHNIMPOBOYHOT'O HAMMEHOBAHMM — XMMMUECKOE HalMMeHOBAaHMEe ;

2.1.4. B ciydae OTCYTCTBUSA MHBIX HaVMeHOBaHUM - TOPT'OBOE
HaMMeHOBaHMe ;

2.2. KO aQHATOMO-TEPANEBTUUECKO~XVMUUIECKON KJIaccubmraumm
JIEKaPCTBEHHOT'O MpenapaTa ;

2.3. ToCyImapCTBeHHAas permcTpaluusa JIEKapCTBEHHOTO IpelnapaTa B Poccuiickomn
Penmepaumm:

mara (4u.MM.ITTIT) ;
HOMEP PEeIrMCTPAaLMOHHOTO YyIOCTOBEPEHUSI ;

naTa IONTBEPXIESHUS TOCYyIapCTBEHHOM perucTpaumumn JIEKAPCTBEHHOTO
npenapata (OpM Haauuuy) (Y4d.MM.ITIT) ;
2.4. @§maHHHE O TIPOMBBOACTBE JIEKAPCTBEHHOTO IIpenapaTa B Poccuickoin

demepauuy (NpM HaAJIUUUN)

’
2.5. npenjaraeMse nJis VICKJIIOUEHY S JIEKapPCTBEHHHE bopmet
3apPEeTrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IpernapaTta (IepeuyCinTh)

I

2.6. cBeIeHusda O BOCIIPOMB3BENEHHBIX MM OMOaHAJIOTOBEIX (BronmomOOHEIX )
JIEKaPCTBEHHBEIX IIpenapaTrax (Npy HaJlMduM) .
3. OcCHOBaHMA i MUCKJIOUEHMUS JIEKAPCTBEHHOTO IpelapaTa M3 MMHMMAJIbBHOTO

ACCOPTHMMEHTA JIEKAPCTBEHHBIX IpernapaToB, HEOOXOIMMEIX IOJS OKas3aHMsS MeIMLMHCKON
TIOMOII

3.1. JlexapCTBEHHBN IpernapaT HEe BXOIUT B IepedYeHb XM3HEHHO HeOOXOIVMEBIX
M BaXHeMMX JIEKAPCTBEHHEIX [IPEelapaToB;

3.2. IpMMEHEeHHUE JIeKapCTBEHHOTO IpenapaTta B Poccurckon demepauum
NIPMOCTaHOBJIEHO;

3.3. TrocymapCTBEeHHas perucrpalus JIeKapCTBEHHOI'O IIpelapaTa B POCCHUMCKOM
demepaumm OTMEHEHAa;

3.4. npexKpaueH TpaxOaHCKUM 0BOpPOT JIEKaPCTBEHHOTO npenapara B
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P®, B TOM umciie MNpPEeKpalleHO eI'0 NPOM3BOILCTBO.

4., JOKyMEHTEl ¥ IaHHbBE, OOOCHOBHBAKIME NPEeIJIOXeHMe 00 MUCKJIIOUYeHUN
JIEKAPCTBEHHOTO npenapara us MUHMMAJBHOTO AaCCOPTUMEHTAa JIEKAPCTBEHHBIX
npenapaToB, HEOBXOIMMEIX IJIS OKABAHUSA MEIULMHCKOM [TOMOIIM :

4.1. OOKYMEHTH U IaHHBE, [OIOTBepXIaniMe [IpeKpalleHre TPaxmaHCKOTo
oBopoTa JIeKAapCTBEHHOTO Ipenapara B Poccudickol denmepaumy, B TOM UYMUCIIE

IIpekKpaleHme e€Iro IIpoM3BOIOCTBA

4.2. IOaHHEBIE, IIPpelCTaBJIEHHBEIE 3aAdBUTEJIEM B MVHUMIMATVMBHOM IIOpPAIKE

5. Ofmee KOIMUECTBO MNPEACTABJIEHHHX INOKYMEHTOB
Ha JMCTax.

Nognmce 3asaBpuUTesd / /

DaTa

[Ipunoxenne N 5 k [IpaBunam GpopmupoBaHus nepedHeit JeKapcTBEHHbBIX MIPENapaToB JJIs
MEIMIUHCKOrO NPUMEHEHUS 1 MUHUMAIIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IIPENapaToB,
HEOOXOIUMBIX JIJIsl OKa3aHUsI MEAUIIMHCKON TOMOIIH

Crmcok u3MeHsironx 1okymeHToB (B pea. [loctanonenuit [IpaButensctBa PO o1 29.10.2018 N
1283, ot 03.12.2020 N 2021)

(dbopma)

SAKJIIOUEHNE
IO pe3yJibTaTaM [NPOBEeIeHMs IOOKYMEeHTAaJIbHOM
SKCIEPTU3H [NPEIJIOKEHNS O BKJIOUEHUM (MCKJIIOYEHUN)
JIEKAPCTBEHHOT'O IIpelapaTa B IIePeuHM JIeKAPCTBEHHHIX [IperapaToB
¥ MMHVMAJIBHBEI aCCOPTMMEHT JIEKAPCTBEHHHX I[IPelnapaTosB,
HEeODOXOOMMEIX IJIS OKAa3aHMSA MEeIUIIMHCKOM I1OMOIIM

1. HacToslmee 3akJIOUYeHME KacCaeTCs MaTepMmaljioB, IPeIACTaBJIEHHBIX IJId:

1.1. BkJINUEHMSA JIEKAPCTBEHHOTO IpelapaTa B:

1.1.1. nepedyeHb XMUBHEHHO HEeOOXOOVMMEIX M BaXHEMMX JIEKAPCTBEHHEIX
IpenapaTos;

1.1.2. nepeueHb IOPOTOCTOAWMX JIEKAPCTBEHHEIX [IPElIapaToB;

1.1.3. mckJO4eH;

1.1.4. MMHUMAJBHEM AaCCOPTMMEHT JIEKAPCTBEHHEIX IIpeNapaToB, HEeOOXOIMMBIX
IOJIS OKazaHMAa MEeIOMLUMHCKOM NOMOUM (MMHMMAJIbHBIM ACCOPTMMEHT) ;

1.2. WCKJIOUEHMS JIEKAPCTBEHHOT'O [pelapara Mu3:

1.2.1. nepeydHd XM3HEHHO HeO0OXOOVIMBIX ¥  BaXHeMIMX JIeKapCTBEHHHX
npenapaTos;

1.2.2. nepeuHs IOPOTOCTOAMMX JIEKAPCTBEHHEIX [IpelapaToB;

1.2.3. ucCkJO4eH;
.2.4. MMHMMAJILHOTO ACCOPTMMEHTA.
. npopmMaumsa O JIEeKapCTBEHHOM Ipelnapare:
HaVMMEeHOBaHUe :
1. MexOyHapoOHOE HENaTEeHTOBAHHOE HaMMEHOBAHME ;

2. B caydae OTCYTCTBUSA MeXIOYyHapOOHOTO HENaTEeHTOBAHHOTO

HaMMEHOBaHMsA — TPYNNMPOBOYWHOE HAaMMEHOBAaHME ;

2.1.3. B criyuae OTCYTCTBUA MEeXOYyHapOOHOTO HernaTeHTOBAaHHOTO U
TPYNNMPOBOYHOTO HAMMEHOBAHMM — XMMMUECKOE HaMMEeHOBAaHUE ;

DN

1.
1.
1.
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2.1.4. B

;

2.2. KO
JIeKapCTBEHHOT'O IpelapaTa

Cljlydyae OTCYTCTBMA MHBEIX HaMMEHOBAHUM — TOpIroBoOE

aHaTOMO—TepaHeBTquCKO—XMMquCKOﬁ

’

2.3. TnpenjaraeMsle
JIEKAPCTBEHHOT'O Ipelapara

HaMMEeHOBAaHME
KJIaccubmxraumum

K BKJIOUEHMIO JIeKapCTBeHHbe QOPMBEl 3apeIMCTPUPOBAHHOTO
(rmepeumcnmuTh) @

’

2.4.
JIEKAPCTBEHHOTI'O IIpellapaTa

npenjiaraeMele K MCKJIOUEHMIO JIEKAPCTBEHHBIE QOPMEI 3apPeI'MCTPUPOBAHHOTO
(mepeuncauTs) :

3. Cpoky NpoBemOeHMs OOKYMEHTAaJIbHOM B3KCIEePTU3H:

c o .
4. JoxyMeHTaJbHas BKCIEepTU3a IpenJIoXeHU (B COOTBETCTBUM c
IPMUIIOXEHU AMU 1 n 2 x IllpaBuyaM GOpMMPOBAHUA I[I€PEUHEN JIeKapCTBEHHEX
penapaTon nJist MEeIULVHCKOTO IPYMEHEHMS UM MMHMMAJBHOTO aCCOPTMMEHTA
JIEKAPCTBEHHEIX I[pPelapaToB, HEOOXOOMMEIX IJIS OKaBaHMsa MEeIOMLMHCKOM IIOMOIM,
YTBEPXIEHHEM [IOCTAaHOBJIEHMEM [lpaBuTeNnbCcTBa Poccurickoy denmepaumm oT 28

aBrycra 2014 . N 871):

TpeGyembie cBeneHuUs Nudopmanus o npeacrapieHuu TpedyeMbIX
CBEJICHUN 3aABUTEIIEM
1 2 3
1 |HWudopmarus o 3asBUTEIC 1.1 mpeacraBieHa B OJHOM 00beEME
1.2 mpencraBieHa He B TOJHOM OOBeMe
(mepeuncauTh):
1.3 He npencrasieHa
2 |HNudopmanus o nexkapctBeHHOM | 2.1 mpeacTaBieHa B MOJHOM 00beMe
npenapare 2.2 mpexacraBieHa HE B IOJHOM 0o0beme
(mepeunciauTs):
2.3 He mpeacTaBieHa
3 | CBenenus 0 JIeKapCTBEHHOM 3.1 npencTaBieHbl B IOJTHOM 00beME
npenapare s BKIIOYCHHS 3.2 mpenctaBieHbl HE B IOJHOM 0O0beme
(MCKITIOUEHUS) B IEPEUYHU (mepeunciauTh):
JIEKapCTBEHHBIX MIPEMapaToB U
MHUHUMAJIbHBIN aCCOPTUMEHT 3.3 He pe/ICTaBICHbI
4 | lanHble, 000CHOBBIBAIOIIINE 4.1 mpencTaBieHbl B TOJHOM 00beMe
MPEAJIOAKEHNE O BKIIOUEHUHN 4.2 mpencraBleHbl HE B IOJHOM oOBeMe
(MCKITFOYEHUH) JIEKAPCTBEHHOTO | (IEPEUUCITHTS):
npenapara B I€peyHu
JIEKapCTBEHHBIX IIPENAPATOB U 4.3 He npe/ICTaBIeHb
MHUHHUMAaJIbHBIA aCCOPTUMEHT
5. BaMeuaHMsa IO pes3yJbTaTaM OOKYMEHTAJIbHOM 3KCIEPTMU3H NPenJIOXKeHMA (Ipu
HaJIuMlM HYXHOeEe OTMeTMTb):
5.1. HeHagexalee odopMIIEHME NPEeIJIOKEHNA M [OpujlaraeMelX K HeMy

IJOKYMEHTOB U CBeﬂeHMﬁ, B TOM UYMCJIE HEBO3MOXHOCTB MX OTKPEHITH;

5.2. yrpaTun cuiy;
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5.3. mpencraBiieHMe OOKYMEHTOB U CBEIEHUM B HEINOJIHOM OOBEME;

5.4.
pamkax
npernapaTa

InpencTraBJIeHUEe B TEeUeHue OOHOT'O KaJIEHIOAapHOI'O I'Oa IpelJIOXEeHMA B
MEXIOIYHapPOIHOI'O HellaTeHTOBaHHOTI'O HalMeHOBaHUMA JIEKAPCTBEHHOTI'O
(HpM OTCYyTCTBUUN TaKOI'O HaMMEHOBAHMA — B PpaMKaX I'PYINIMPOBOYHOI'O

i XUMNYEeCKOI'O HaMMeHOBaHMH), IIO0 KOTOpOMY KOMMUCCHUEN B TeryumueM 1romy OBLITO

BEIHECEHO

peumeHre 06 OTKasze BO BKJIOUEHMM (MCKJIIOUEHMM) JIEKaPCTBEHHOTIO

npenapata B IIepPeuYHM, MUHYMMAJBLHBIM aCCOPTMMEHT WMJIM B OTHOUWEHUM KOTOPOIT'O
OCYLECTBJIAETCS IOOKYyMEHTAaJIbHas SKCIEepPTM3a WM KOMIJIEKCHas OleHKa, 3a
VCKJIOUEHMEM CJiydas, NOpelyCMOTPeHHOTO nyHkToM 9 (1) IpaBuin GbopMUPOBAHUS
nepeuHen JIeKapCTBEHHEIX npenapaTos OJist MeOULIMHCKOTO IpYMEHEHU b7
MVHVMAaJbHOTO accopTUMEHTa JIeKapCTBEHHEIX npenapaToB, HeEOOXOIMUMEIX IJiS
oKa3aHMsa MEeIMLUMHCKOM I[IOMOIM, YTBEPXIEHHBEIX I[IOCTAaHOBJIeHVEM [IpaBUTENLCTBA

P® or 28 aBrycTa 2014 . N 871;

5.5. mnpencrTaBiieHME HEeIOCTOBEPHOM WMJIM MCKAaXeHHOW MHOOPpMaLMM;

5.6. mpemncraBiieHUE nopaboTaHHOTO IpenJIOXeHU S nocrie TIOBTOPHOTO
OTKJIOHEHMSA [0 pes’ybTaTaM OOKYMEHTAaJIbHOM 3KCIEePTU3H.

KOHerTHHe 3aMedaHMAd :

PesynbTarT:

6.
6.1. HampaBUTL NPEeIJIOXEHME Ha KOMIIJIEKCHYK OLIEHKY;
6.2

HalpaBUTb B agpec 3a4dBUTEJIA 3aKJIIDYeHN e C 3aMedaHMAMN O

HeCOoOOTBeTCTBUM YyCTaHOBJIEHHBIM TpeGOBaHMHM;

6.3.

HalpaBUTb InpenjioxXeHme BHeITATHOMY CrieumaJimcTy MMHMCTepCTBa

30paBooxpaHeHus Poccurickon demepauum oJis IOOT'OTOBKMU pekoMeHmauumy O

BKJIOUEHUU

(MCKJITIOUEeHUN) JIEKAPCTBEHHOTO npenapaTa B MMHMYMAaJIb HEI

aCCOPTUMEHT .

[lpencenaTesib (3aMecTUTEIb
npencenaTesisa) KOMUCCUM
MyHMCTEPCTBa 3IPaBOOXPaHEHUS

P
10 QOPMMPOBAHUID IIE€PEUYHEN
JIEKAaPCTBEHHEIX IIPEapaToB
oJig MEeOUUMHCKOTO IPYMEeHEeHMS
Y MMHMMAaJILHOT'O aCCOPTMMEHTAa
JIEKaPCTBEHHEIX IIPENapaTos,
HeOOXOOVMEIX IJIS OKa3aHUd
MEeIOVIIVMHCKOM IIOMOIIN

/

(nara)

(moonmch, pacum@poBKa IOINMUCH)

[Tpunoxenne N 5(1) k [IpaBunam GpopmMupoBaHus epevHert JeKapCTBEHHBIX MIPENapaToB AJs
MEJIMLIHUHCKOTO NPUMEHEHUSI 1 MUHUMAJIBHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOUMBIX JJIS1 OKa3aHUsI MEAUIIMHCKON TTOMOIIH

Tpeﬁosamm K METOAOJOI'HMICCKOMY KAY€CTBY KIIHHUKO-9KOHOMUYIECKHUX
HCCJIe0BaHMI JIEKAPCTBCHHOI'O IMIpenapara u HCCJIeA0BAHMI ¢ MCII0JIb30BAHUEM

aHaJIN3a BJIUSHHUSA HA O0I0’KeThI 010/:KeTHOH cucTteMbl P®

Criucok M3MeHSmuX J0KyMeHTOB (BBeneHbl [locranoBnenueM [IpaButensctBa PO ot 29.10.2018 N
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1283; B pen. [TocranoBnenus I[IpaBurensctBa PO ot 03.12.2020 N 2021)

1. Merononoruuyeckoe KayecTBO KIMHHUKO-IKOHOMUYECKUX MCCIEJI0BAHUN JIEKApPCTBEHHBIX
IIpernapaToB U aHAIN3a BIHUSAHUA Ha O0KEThl OrokeTHOM cuctembl PD (nanee — OromkeT) npu3HaeTcst:

a) BBICOKHUM:

ISl KITMHUKO-PKOHOMHYECKUX HCCIICOBAHUM — MPH OJHOBPEMEHHOM COONIOJICHHH TpeOOBaHUH,
YKa3aHHBIX B IMyHKTaX 2 U 3 HACTOSIINX TPeOOBAHNUH;

JUIS aHaJIM3a BIUSHUS HA OO/KET — MPU OJHOBPEMEHHOM COOIIOACHUN TpeOOBaHMM, YKa3aHHbBIX B
MYHKTaX 2 U 4 HaCTOSIIUX TPEOOBaHUI;

0) cpeaHuM:

U KIMHUKO-3KOHOMHMYECKUX HMCCIEAOBAHUNH — MPH OJHOBPEMEHHOM CO6J'IIO)IGHI/II/I TpeOOBaHMUI,

yKa3aHHbIX B moAamyHkrax "a"-'"r" m "e" myHkra 2, moamyHkrax "a", "0" m "a" myHkTa 3 HacTtosAmmx

TpeOOBaHUI;

JUIS aHaJIM3a BIUSHUS Ha OIO/KEeT — Npu OI[HOBpeMeHHOM coOuIoIeHnu TpeOOBaHUM, YKa3aHHBIX B
noanyHkTax "a"-"r" u "e" mynkra 2, noamynkrax "a", "B" u "r" nmyHkra 4 HacTosumx TpeOOBaHMIA;

B) HU3KHM:

JUI KJIIMHUKO-3KOHOMMYECKUX MCCIEI0BAaHUNW — TIpPHU HECOONIOJIEHUH OJIHOTO U3 TpeOoBaHUIA,
yKa3aHHbIX B moAmyHkrax "a"-'"r" u "e" myHkra 2, moamyHkrax "a", "0" m "a" myHkTa 3 HacTosAmIux
TpeOOBaHUI;

JUI aHaju3a BIUSHUS Ha OIOJDKET — MpHu HGCO6J'IIO)IGHI/II/I OJIHOTO M3 TpeOOBaHMIi, yKa3aHHBIX B
noanyHkrax "a"-"r" u "e" mynkra 2, moamynkTax "a", "B" u "r" myHkTa 4 HaCTOSIIMX TPEOOBAHMIA.

(m. 1 B pen. HOCTaHOBJ'IeHI/ISI [IpaButensctBa PO o1 03. 12.2020 N 2021)

2. B nmensax ocymiecTBieHuss TpeOOBaHUN K KIMHHUKO-PKOHOMMUYECKHM HCCIEIOBaHHUAM M aHAIU3Y
BIIMSIHUS Ha OFO/DKET HEOOXOAMMO COOJTIOICHHE CIICTYIOIINX YCIOBHI:

a) MpeJCTaBICHUE PE3YJIbTATOB OTEUECTBEHHBIX UCCIIEI0OBAHMIA;

0) COOTBETCTBUE IOKa3aHUI K NPUMEHEHHUIO IpeaIaraeMoro JEKapCTBEHHOro Ipenapara, IO
KOTOPBIM IPOBOJMIIACH KIMHUKO-?KOHOMHMYECKAsl OLIEHKA M aHaJIW3 BIUSHUA Ha OIOJKET, NOKa3aHUsM,
CoJIepKalUMCs B MHCTPYKLUH 110 MEAULIMHCKOMY IIPUMEHEHUIO JIEKApCTBEHHOTO IIpernapara, a Takke B
cllyya€ HaJIM4Ms HECKOJIBKMX IOKa3aHUM K NPUMEHEHHIO — IPEJCTaBICHHE pe3yIbTaTOB KIMHHUKO-
HSKOHOMHYECKUX MCCIECJOBAaHUH M aHalM3a BIMAHUSA Ha OO/DKET IO BCEM IOKa3aHUsAM JHOO 10
MOKa3aHUsM IIPU 3a00JI€BAHUAX, XapAKTEPU3YIOLUIUXCST HauOoJbIel 3a00J1€Ba€MOCTbI0, CMEPTHOCTBIO U
uHBanuau3anuen. Eciu iekapcTBeHHBINH IpenapaTr mpelaraeTcsi K BKIOUEHHUIO B MEPEeYeHb KU3HEHHO
HEOOXOJMMBIX M Ba)KHEHIIUX JIEKapCTBEHHBIX HpPENapaToB s MEIUIMHCKOTO MpUMEHEHus (naiee —
NepevyeHb BaKHEHIIUX JIEKAPCTBEHHBIX IMPENaparoB) U (WIM) B IEpevyeHb JICKApCTBEHHBIX Ipenaparos,
IpeJHAa3HAYCHHbIX JUId oOecredyeHus JuL, OONbHBIX reModuinei, MyKOBHCLUUI030M, THNO(U3APHBIM
HaHU3MOM, OoJjie3Hbto ['o1re, 3710Ka4eCTBEHHBIMH HOBOOOpPA30BaHUAMM JUM(OUTHON, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, paccessHHbIM CKJIEPO30M, F€MOIUTUKO-YPEMUUECKUM CUHIPOMOM, IOHOIIECKUM
apTPUTOM C CUCTEMHBIM HayajoM, MykomnoJymcaxapuno3om I, II u VI tunos, ammactuyeckon aHemuen
HEYTOYHEHHOH, HacielIcTBeHHbIM aedurutoM ¢aktopos Il (¢pubpunorena), VII (;1abumbHoro), X
(Ctroapra-Ilpayspa), a Taxke JMIl TOCIE TPAHCIUIAHTALMM OPraHoB U (WIM) TKaHeW (anee — mepeyeHb
JOPOTOCTOSIIIMX ~ JIEKAPCTBEHHBIX IPENaparoB), M HE MMEET AaHAJOTMYHOIO Ipenapara B
COOTBETCTBYIOILIIEM IiepeuHe (TpeacTaBiseT coOOM HOBBIM MOAXOJ] K JIEUEHHMIO) — IOKa3aHUe, 10
KOTOPOMY NPOBOAUTCS aHAJIN3 BIMSHUS HA OIOJUKET, COOTBETCTBYET 3a00JI€BaHUSIM (COCTOSIHUAM) U3 TOM
Ke Tpex3HayHOW pyOpuku MexyHapoJHON cTaTHCTUYEeCKOM kiaccudukanuu Gose3Hei u mpolieM,
CBS3aHHBIX CO 3J0POBbBEM, YTO M IIOKAa3aHME, COJEpIKaIleecs B MHCTPYKLIUU IO MEIUIIMHCKOMY
MIPUMEHEHMIO NIPEATIATAaEMOTr0 JIEKapCTBEHHOTO Npenapara;

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 03.12.2020 N 2021)
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B) IIpPEACTaBICHHE pacyera 3aTpaT HAa OCHOBAaHMM LIEHbl HE HWXKE I€HbI, IUIAHUPYEMOM K
rocy/lapCTBEHHON perucTpalyiy, a B CIydyae eciM ieHa Ha IpeylaracMblil JIEKApCTBEHHBIN IIpenapaT yxe
3aperucTpupoBaHa — Ha OCHOBAHUU IPEEIIbHON OTIYCKHON LIEHBI ITPOU3BOJIUTEINS C YIETOM Hajora Ha
N00aBJICHHYIO CTOMMOCTB;

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

I') OCYILIECTBJIEHHME pacyeTa MNPsSMbIX MEIULUHCKUX 3aTpaT MCXOJsi W3 CPEIHUX HOPMATHUBOB
(UHAHCOBBIX 3aTpaT Ha eAWHUIY O0beMa MEAWIMHCKOW IOMOINM, YCTAHOBJICHHBIX MPOTPAMMOM
rOCyJapCTBEHHBIX TapaHTHH OECIIATHOTO OKa3aHMs Ipa)kJIaHaM MEIUIIMHCKON MOMOIIM Ha OYepeaHOM
roJ ¥ IJIAHOBBIN NIEPHOTI;

1) yKa3aHue B OTYeTe (CTaThe), MPEACTABICHHOM B COOTBETCTBHH C MOIMYHKTOM 5.2 MPUIIOKEHUS
N 1 k IlpaBunam QopmMupoBaHusi IepeuyHel JIEKapCTBEHHBIX MPErnapaToB JJis MEIUIMHCKOrOo
MPUMEHEHHS] 1 MUHUMAaJIbHOTO aCCOPTUMEHTA JIEKApCTBEHHBIX MPENnapaToB, HEOOXOAUMBIX /ISl OKa3aHUs
MEJUIIMHCKOM MOMOIIH, YTBEPKAECHHBIM nocTaHoBieHueM IlpaBurenscrBa PO ot 28 aBrycra 2014 r. N
871 (manee — IlpaBuna), cCbUIOK Ha MCMHOJIb30BAaHHBIE UCTOYHUKH MH(POPMAIMU IS KaXI0T0 3HAYCHUS
MoKasareseil, a TaKke MpUBECHNE METOIMKU pacyeTa;

€) MpEeICTaBJIEHUE MPH MPOBEACHUM KIMHUKO-3KOHOMMUYECKUX HCCIEAOBAHUNA M aHaN3a BIIMSHUS
Ha OIOJKET ¢ MCIOJIb30BaHUEM METOJIOB MAaTEMaTH4YE€CKOr0 MOJEIUPOBAHUS B COCTaBe OTyYeTa (CTaTbH),
MIPEACTABIEHHOTO B COOTBETCTBUM C mnpuiokeHneM N 1 k IIpaBwiaMm, nam B NPWIOKEHUH K HEMY
MaTeMaTH4eCKONH MOJENH, aallTHPOBAHHON K CHCTEME OTEUECTBEHHOTO 3[]paBOOXPAHEHUs, C ONTMCAHUEM
METOIMKH MOJAETUPOBAHNS, BKIIOYAIOIIEH ONMCaHNEe CTPYKTYPhl MOJIENIN, OCHOBHBIX JIONYIIEHUH MOAETN
C UX 00OCHOBAHMEM, KJIIOUEBBIX MapaMeTpoB AJISi pacdyeToB, MCTOYHUKOB HMH(OpPMALMM O 3HAYEHUAX
KIIIOYEBBIX IIapaMeTPOB WU PUBEICHUE METOIUKH pacyerTa.

3. B nensx ocymiectBieHus TpeOOBaHUN K KIIMHUKO-3KOHOMUYECKUM HCCIICAOBAaHUSM HEOOX0IMMO
COOITIOJICHHE CIICAYIONINX YCIOBHUH:

a) TMPY HAJMYUH 110 Pe3yabTaTaM KIMHHYECKHX MUCCIIETOBAHUI CTATHCTUYECKU 3HAYMMBIX PAa3TUIHN
mo 3¢p¢deKTHBHOCTH W (WiIK) OE30MacHOCTH MEXIY IMpeylaraéMbIM JIEKApCTBEHHBIM IIpenaparoM u
MpernapaToM CpaBHEHHUS HCIOJB3YIOTCS METOJAbl COOTHONICHWs 3aTpaT u 3(dekTuBHOCTH WU
COOTHOILICHUS 3aTpaT M IOJIE3HOCTH (IPHU OTCYTCTBHH IO pe3yJbTaTaM KIMHUYECKUX HCCIICAOBAHUM
CTaTUCTHYECKH 3HAYMMBIX pa3inuuil mo 3G(ekTHBHOCTH U (MiK) 0€30MaCHOCTH MEXIy MpeiaraeéMbIM
JICKApCTBEHHBIM MPEIapaToM M MpPernapaTtoM CPaBHEHHsS HCIOJIb3yeTCS METOJI MHUHUMU3AIMH 3aTpar.
XapakTepUCTUKU TalMeHTOB (I0JI, BO3pacT, TeueHHWe 3a0oJieBaHHs, (opMma 3a00JICBaHHS, CTaIHs
3a00JICBaHMs, JIMHUS ~TEpalldW, TMPENNISCTBYIOMAs Tepamnus) ¢ CPaBHUBAEMBIX  IPENapaTroB
(;mexapcTBeHHast (opma, pekUM JI03UPOBAHUS, CIOCOO BBEACHUS) B KIMHHYECKHX HCCIICIOBAHUSAX,
pe3yabTaThl KOTOPBIX HCIOJIB30BAHBI JUISI OOOCHOBaHHS BbIOOpa METO/a KIMHUKO-PKOHOMHYECKOTO
UCCIIC/IOBAHUS, COOTBETCTBYIOT XapaKTCPUCTHKAM TAIIMEHTOB ¥ CPAaBHUBACMBIX IIPEIApaToOB,
OIICHUBACMBIM B KIIMHHUKO-Y)KOHOMHUYECKOM UCCIICIOBAHHH );

(8 pen. ITocranosnenus IIpasutenscrBa PO ot 03.12.2020 N 2021)

0) eciaum JIGKapCTBEHHBIM Tpernapar NpeaaracTcs K BKIOYCHUIO B IIEPEYCHb BAXKHEHIIMX
JIEKapCTBEHHBIX MPEMapaTroB, B Ka4ecTBe Mpernapara CpaBHEHUS UCIONIb3YeTCs JIEKApCTBEHHBIN Tpenapar
(mpemnapathl), BKIIOYEHHBI B YKa3aHHBIN IepeueHb, CIH JICKApCTBEHHBIM MpemapaT mpeiaraeTcs K
BKJIFOUEHUIO B MEPEUYCHBb JIOPOTOCTOAIINX JIEKAPCTBEHHBIX MPENapaToB, B KAUeCTBE Mpernapara CpaBHEHUs
UCIOJIb3YeTCsl JIEKapCTBEHHBIN MperapaT, BKIIOUEHHBIM B TMEpPeueHb JOPOTOCTOSIIUX JEKAapCTBEHHBIX
npemnapaToB. [Ipenapar cpaBHEHHS JOJDKEH MPUMEHATHCA B TEKYIEH MPaKTHKE JeUeHUs MalMeHTOB IO
T€M e MOKa3aHUAM U B TAaKOW ke KIMHUYECKOW CUTYaIlMH, YTO W TpejiaracMblii JIeKapCTBEHHBIH
npemapaT. ONTUMaTbHON albTEPHATUBOW [UIsI CpaBHEHHS sIBIsSeTCs Haubosee JPQPEKTUBHBIA U3
JIEKapCTBEHHBIX MPEMapaToB, BKIIOYEHHBIX B MEPEYCHDb U MCTIOIB3YIOMIMXCS IO TEM e MOKa3aHUsSIM U B
TAKOW K€ KIMHUYECKOW CHUTYyallud, YTO W TpeJylaraeMblii JIEKapCcTBEHHBIN mpemnapar. [lpu Hammuuun
HECKOJIBKUX  JIEKAPCTBEHHBIX  MpEnaparoB ¢  OJWHAKOBOM  JI(PPEKTUBHOCTHIO  ONTUMAIHHOU
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QIbTEPHATUBHOW JJI1 CPAaBHEHHUs SBISETCS TOT W3 HUX, KOTOPBIM XapaKTepU3yeTcs HauMeEHbIIEeH
CTOMMOCTBIO 32 KypC JICUEHHUS;
(mm. "6" B pex. [locranoBnenus IpaButensctBa PO ot 03.12.2020 N 2021)

B) MPOU3BOJAUTCS BBIOOP KpHUTEpPHEB OICHKH 3()()EKTUBHOCTH JICKAPCTBEHHOTO IIpemnapaTa,
WCIOJIb30BAHHBIX TMPU HIPOBEACHUM KIMHUKO-DKOHOMUYECKOTO HCCIEJOBAaHUS Ha OCHOBaHHUHU
pe3yJIbTaTOB KIMHUYECKUX HCCIEI0BAaHUM, IPEJICTaBICHHBIX B COOTBETCTBYIOLLIEM IIPEIIOKEHUH,
yKa3zaHHOM B niyHKTe 13 IlpaBui;

I') IPY ONIMCAHUH PE3YJIbTATOB HCCIEA0BAHUS OT/IENbHO YKa3bIBAIOTCS:

3aTpaThl Ha MpejJlaraeMblil JIEKApCTBEHHBIN IIpenapar U npenapar (Ipenaparbl) CpaBHEHHUS;

Jpyrue npsiMble MEIUIIMHCKHE 3aTpaThl (€CIIN PACCUUTHIBATIUCH);

MpsiIMble HEMEAUIIMHCKHE 3aTPaThl (€CIU PACCUUTHIBAIIKCH);

HenpsiMble (KOCBEHHbIE) 3aTPaThl (€CIU PACCUUTHIBAINCH);

1) pe3ylbTaT aHajlu3a MUHUMH3ALUHM 3aTpaT NpPEJCTABISAETCS B BHJIE pa3HUIIBI B 3aTparax,
00yCIIOBJIEHHBIX IPUMEHEHUEM ITPeIaraeMoro JIEKapCTBEHHOT'0 Ipernapara 1 Inpernapara CpaBHEHUS;

€) pe3yabpTaT aHaJu3a COOTHOIIEHUS 3aTpaThl U 3((HEKTUBHOCTHU MPECTABIISETCS B CIydasX:

€ClIM TpeJUIaraeMblii JeKapCTBEHHBIN IpemnapaT xapakrepusyercs Oombiieil 3(h(eKTHBHOCTbIO U
00JIbIIeH CTOMMOCTBIO, UEM Tpenapar cpaBHEHHS (B BUJIE COOTHOIIEHUH "3aTpaThl WK 3PPEKTUBHOCTD"
JUI TIpeUlaraeMoro JIEKapCTBEHHOIO Ipenapara M IMpenapara CpaBHEHHUS W IMOKazaTessl MpUpalleHus
3¢ deKTUBHOCTH 3aTpaT (MHKPEMEHTHOTO MoKa3aTens "3aTpaThl Wik 3)PeKTUBHOCTD");

€ClIM TpeJylaraeMblii JeKapCTBEHHBIN Ipenapar xapakrepusyercs Oosbiieil 3¢dekTuBHOCTBIO U
MEHbIIEH CTOMMOCTBIO, YeM IIpenapaT CpaBHEHHsA (B BHJE pa3HUIBI B 3aTpaTrax M pa3HUIBl B
3(h(HEKTUBHOCTH TaKUX JIEKAPCTBEHHBIX MPEIIAPATOB);

) TMPOBOJUTCS AHAIM3 YyBCTBUTEIBHOCTH PE3yJbTATOB PACUETOB K M3MEHEHHSM CIEIYIOLINX
apaMeTpoB MOJEIIH:

IUI aHaJIM3a MUHMMU3ALUKU 3aTpaT: 1IeHa Ha MpeylaraeMblil JIeKapCTBEHHBIN Mpernapar U LieHa Ha
IpernapaTr CpaBHEHMUS;

IUI aHaJlKM3a COOTHOLIEHMs 3aTpaT M S(QQEKTHBHOCTH: IIEHAa Ha IpeJyUlaraeMblil JIeKapCTBEHHBbIi
Ipenapar 4 LeHa Ha IpenapaTr CpaBHEHUs, MOKa3aTelnu KIMHUYECKOH 3(h()eKTUBHOCTH IpeiaraeMoro
JIEKapCTBEHHOTI'O IpernapaTa U Ipernapara CpaBHEHHUsL.

(rm. "x" B pen. [locranosnenus [IpaButenscrBa PO ot 03.12.2020 N 2021)

4. B nensix ocyuiecTBieHUs] TpeOOBAaHUM K aHAIM3Y BIUSIHUS Ha OIOJHKET HEOOXOAUMO COOII0ACHNE
CJIETYIOIINX YCIOBHIA:

a) pacyeTbl HE YUYUTHIBAIOT NpsSMble HEMEIULMHCKHAE W HempsMble (KOCBEHHBIE) 3aTpaThl (Tpu
OTHCAHUU PE3YIbTATOB OTMEIHHO YKA3bIBAIOTCS 3aTPAThl HA JICKAPCTBEHHYIO TEPAIUIO);

0) BpEMEHHOW MepuoJl aHalIM3a BIMSHUS Ha OIOJDKET cOcTaBiseT He Ooyiee 5 JIeT, IpU ITOM
OTJIEIbHO YKa3bIBAIOTCS PE3YNIbTaThl pacueToB 3a 1-if rof;

(B pen. Ilocranosnenus IpaButenscTBa PO ot 03.12.2020 N 2021)

B) XapaKTEPUCTHKU U UYWCICHHOCTh IEJEBON MOMYISIIIMK MAI[MEHTOB, KOTOPHIM MpEoJiaraercs
MIPUMEHEHHE MPEUIaraéMoro JEeKapCTBEHHOTO Mpenapara OnpeaeieHbl;

I) pe3ynbTaT aHauM3a BIMSHHUS Ha OIODKET MpEACTaBIsSeTCS B BHUAE pPA3HUIBI B TMPAMBIX
MEJHUIIMHCKUX 3aTpaTax MEXAy TEeKYIIel MpaKTUKOW JIeKapcTBEHHON Tepanuu (0e3 ydera BKIIOYEHUS B
MepeyueHb MpesiaraéMoro JIEKapCTBEHHOTO Mpenapara) U 0KUIaeMON MPAaKTUKON (C Y4eTOM BKITIOYCHHUS
B II€PEUEHb MpEeIaraéMoro JICKapCTBEHHOrO Mpenapara) 3a yKa3aHHbIM BpeMeHHoW nepuod. Ilpu stom
€CJIM JIEKAPCTBEHHBIN Mpenapar Npeiaraercss K BKIOYEHUIO B MEPEUYEHb BAXKHEUIIHX JIEKAPCTBEHHBIX
npenaparoB U (WJIM) B MEpPEUYEHb JOPOTrOCTOSIIMX JIEKAPCTBEHHBIX IpENapaToB, TEKyIllas MpakTUKa U
OKuJaeMasl MpakTUKa Teparuu BKIIOYAIOT B ceOs TOMBKO JIEKAPCTBEHHBIE Mpenaparhbl, BKIOYCHHBIC B
COOTBETCTBYIOIIMI MEpeueHb W MNPUMEHSAIONIMECS B MPAKTUKE JIEYEHUs MAlHUEHTOB IO TOMY XKe
MOKA3aHUIO U B TAKOM K€ KIIMHMUYECKOM CUTYallNH, YTO U IpejIaraéMblid JEKapCTBEHHbIN ITpenapar;
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(B pexn. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)
J1) BBIIOJHEH aHAJIW3 YYBCTBUTEIBHOCTH pE3YJIbTaTOB pAacyeTOB K H3MEHEHUSAM IIapaMeTpoB

MOJIENIM: II€Hbl Ha JIEKaApCTBEHHBbIE IIpenapaTrhl, YHMCIEHHOCTH LEJIEBOW MOMYISIMM IAllUEHTOB MU

YHUCJIEHHOCTH (J0JIM) NAMEHTOB, NOIyYarolluX NpeularaéMblii J€KapCTBEHHBIHN npenapar.

(nm. "n" B pen. IloctanoBnenus IlpaBurenscrea P® ot 03.12.2020 N 2021)

[Tpunoxenne N 6 x [IpaBunam hopmMupoBaHUs IEpeUHEH JIEKapCTBEHHBIX MIPETIAPATOB JJIS
MEIULIUHCKOr0 NPUMEHEHUS 1 MUHUMAIIBHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX IIPENAapaToB,

H€O6XO)II/IMI>IX JJIs1 OKa3zaHUuA MCHHHHHCKOﬁ IIOMOIIHN

HNHTerpajbHblie HIKAJBI KOMIUIEKCHON OLIEHKHU JIEKAPCTBEHHOI'0 Ipenapara

Crincok n3MeHsomux 10KkyMeHToB (B pel. [loctanosnenuii [IpaBurenscrea PO o1 29.10.2018 N
1283, o1 03.12.2020 N 2021)

IlIkaj1a oeHKH YPOBHEH 10KA3aTEIbLHOCTH Pe3yabTAaTOB KIMHUYECKUX
HCCJIe0BAHMI JIEKAPCTBEHHBIX Npenaparos <1>

XapakTepuCcTUKa UCCIIECTOBAaHUI YpoBeHb [IIxana
JI0Ka3aTeIbHOCTH OIICHKH

pe3yiabTaToB (6amnoB)

Cucremarndeckue 0030pbl M METa-aHAIU3BI | 10

PannoMuzupoBaHHbIE CENbIe KIMHUYECKHUE 1 9

UCCIICIOBAaHUS

PannoMu3npoBaHHBIC OTKPHITHIE KITMHUYCCKUE I 8

UCCIICIOBAHUS

CereBoit MeTa-aHanu3 (B TOM YUCIIE HEMPSIMbIE i 7

CpaBHEHHS M CMCIIAHHBIC CPABHEHU)

KoroptHble uccnenoBanus AV 6

UccnenoBanus "ciay4aif-KOHTpoOJIb" V 5

Onucanue ciy4acB U CEpUU CIIy4acB VI 4

MHeHue 3KcnepToB \l 3

IlIkajia oneHKH YPOBHel y0eIUTEJIbHOCTH J0KA3aTEJIbCTB KIMHUYECKHUX
HCCJICJOBAHUH JIEKAPCTBEHHBIX NPenapaToB <2>

YPOBCHL XapaKTepI/ICTI/IKa IIOKa3aTcJisd

[Ixana
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yOeIUTEeNbHOCTH OIICHKHU
JI0Ka3aTeIbCTB (6amnoB)
A JIOKa3aTeJIbCTBA YOCIUTEIBHBI: 3
HMMEIOTCS BECKHE JI0KA3aTeNbCTBA MIPEAJIAraeMoro
YTBEPKICHHS
B OTHOCHTEIIbHAS YO JUTEIHHOCTh JOKA3aTeIbCTB: 2
MMEIOTCS JOCTATOYHBIE JIOKA3aTeNbCTBA B MOJIB3Y TOTO,
9TOOBI PEKOMEH/IOBATH TPEIOKEHHBIN JIeKapCTBEHHBIN
Mpernapar ISl BKIFOUEHHS B COOTBETCTBYIOIINH
NepeyeHb JIEKapCTBEHHBIX IpernapaToB (13 nepeyHs)
(B pen. Iloctanosnenus IlpasurensctBa PO ot 03.12.2020 N 2021)
C JOCTaTOYHBIX JI0KA3aTeLCTB HET: 1

MMEOIINXCS T0KA3aTEIbCTB HEAOCTATOYHO IS
BBIHECEHMSI PEKOMEH/TAIINH, HO PEKOMEHIAIIH MOTYT
OBITH JTaHBI C YI€TOM HHBIX OOCTOSTEIHCTB

I/IHTeraJIBHaﬂ KOJIHYECTBCHHAaA OIICHKA KaYeCTBA KIIMHUYECKOIo uCCjaea0BaHuA

JIEKAapCTBEHHOT0 Mpemnapara

XapakTepucTUKa UCCIETIOBAHUS YpoBeHb | YpoBeHb OO0m1as oreHka
JoKa3ate | yoenuTeNnbH HCCIIEIOBaHUS
JHLHOCTH OCTH (6amnoB)
JMaHHBIX | I0Ka3aTesb
CTB
Cucremarudeckuiit 0630p | A oTpeIeNsieTCsl KaK
PaHIOMU3UPOBAHHBIX KIIMHUYECKUX MIPOU3BEICHUE
HUCCIIEIOBAHNI U MeTa-aHaJIu3 C HU3KOH <3> OLIEHKU
WIH cpeiHel <4> BEepOSTHOCTHIO OIIMOOK UCCIIEIOBaHUS
(6annoB) ypoBHSA
PannoMusupoBaHHbIE KIMHUYECKUE I A J0KA3aTeTbHOCTH
UCCIIEIOBAHUS C HU3KOM <5> nim cpeHei JAHHBIX U OLIECHKH
<4> BepOATHOCTBIO OIIUOOK HCCIIeI0BaAHS
CereBoit MeTa-aHanu3 (B TOM YUCIIE i A (6a108) yposHs
yOeIuTeIbHOCTH
HETPAMBIE CPaBHEHHA 1 CMEIIAHHbIE TOKA3aTeNbCTE
CpaBHEHMs) C HU3KOU <6> UM cpeHen <4>
BEPOSATHOCTHIO OMINOOK
KoroptHble uccnenoBanus ¢ HU3kou <7> v B
WIN CpelHeN <4> BepOsSITHOCTBIO OLIMOO0K
HccnenoBanus "ciaydail-KOHTpoJs" ¢ \Y B

HU3KOM <8> uim cpennen <4>
BEPOSITHOCTHIO OITUOOK
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Ornucanue ciyyaes, cepuil ciydaeB Vi
MHeHue 3KCepToB VI

HccnenoBanus Jr000T0 H3aiiHa ¢ BBICOKOT |
BEPOSITHOCTBIO OLIMOOK <9> (HU3KOTO
METOIUYECKOTO KauecTBa) I

Vi
\l

O O o o o o O O O

Hrorosas HHTCrpajbHass KOJMYECTBCHHAA OICHKA KadeCTBa KIIMHHUYCCKOro HCCICAOBAHHUA

JICKApCTBCHHOT'O IMperiapara:

He MeHee 18 — s peKoMeHJaluK K BKIFOYEHHIO JIEKAPCTBEHHOTO IIpenapara;

He MeHee 12 — a1 peKOMeHJaliK K BKIIOUYEHUIO I Op(paHHOTo JEKapCTBEHHOTO Mpernapara.

KoanyecTBeHHas1 oueHKA 3 (PeKTUBHOCTH NIPUMEHEHHUS JIEKAPCTBEHHOI 0 Ipenapara
B PAMKAaX KJIMHHYECKHUX HCCIeI0OBAHNH

Haumenoanue Onenka crenenu goctkenus | Jloctmwkenue nenesoro | Illkama
KpUTEpHUS OLICHKU | LIEJIEBOTO pe3ysibTaTa C YUeTOM | pe3yibTara ¢ y4eTOM | OLEHKHU
s dexTuBHOCTH MPEUMYILECTBA 10 CPABHEHHIO | TpeuMyIlecTBa repea | (6amioB)
C Tepamueil npenaparamMu Tepanuei npemnapaTamu
CpaBHEHUS cpaBHEHHUS (ITPOIICHTOB)
Hampumep, MOJTHOCTBIO IOCTUTHYT 100 10
KPUTEPUIA: CHIKEHHE 1IeJIeBOM pe3ynbTaT (BbICOKas
YpOBHS 3 (HEKTUBHOCTD)
apTepHabHOTO
JABICHHS 10 YaCTUYHO JIOCTUTHYT II€JIEBOU > 90 9
LleNIeBOTO 3HaueHus ~ PE3YIBTAT (CpeHsis
3P PEKTUBHOCTB) > 80 8
> 70 7
2 60 6
> 50 5
> 40 4
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2> 30 3
> 20 2
> 10 1

HE JIOCTUTHYT LIEJIeBOM 0 0

pe3ynbTaT (HUu3Kas

3¢ pexTUBHOCTD WITN

oTcyrcTBHE 3((HEKTUBHOCTH)

Hroro cpenHss olleHKa 3pPEeKTUBHOCTH (OTHOILIEHNE CYMMBI 0aIOB IO

KaKJJOMY KpUTEpUIO 3PPEKTUBHOCTU K KOJIMYECTBY KPUTEPUEB)

KoanuecTBeHHasi olleHKa 0€30MACHOCTH NMPUMEHEHHsI JTIeKapCTBEHHOI0 mpenapara B

PAaMKaX KINMHUICCKHUX I/ICC.]IC}IOBaHI/Iﬁ

OreHka ypoBHs 0€30MTaCHOCTH Yucno cnyyaes Onenka Becooii
JIEKApCTBEHHOTO Ipernapara MOOOYHBIX JEHCTBUI (6ammoB) | K03 duIEEHT
(Ipo11eHTOB)

[ToGouHbIe neficTBUS 0 0 0
OTCYTCTBYIOT
IToOouHBIE IENCTBUS JETKOU > 10 -1 0,25
CTETeHU

> 20 -1

> 30 -1

> 40 -2

> 50 -2

> 60 -3

> 70 -3

> 80 -3

2> 90 -4

100 -4
[To6ounble AelicTBUS CpeHei > 10 -2 0,5
CTETIeHH

> 20 -2

> 30 -3
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IToOouHbBIe AEHUCTBUS THKEION
CTEIICHHU — COCTOSTHMS,
MPOJJIEBAIOIINE HAXO0XKICHUE
MaIMEHTa B CTAllMOHAPE WUITU
MPEJICTABIISIONINE YIPO3Y IJIst
JKU3HU

Htoro

\Y%

40

\Y%

50

\Y%

60

\Y%

70

\Y%

80

\Y%

90
100

\Y%

10

\Y%

20

\Y%

30

\Y%

40

\Y%

50

\Y%

60

\Y%

70

\Y%

80

\Y%

90
100

-10

OIICHKA YPOBHsI 0€30IaCHOCTH (CyMMa MPOU3BEICHUIMA
CpeaHuX 0alIOB MO KaXXIOMY YPOBHIO 0€30MaCHOCTH
JICKapCTBEHHOT'O MpernapaTa U COOTBETCTBYIOLIETO

BECOBOT0 KO3 duimenra)

KosmyecTBeHHAas1 OLIEHKA JONOJTHUTEIbHON TePaNeBTHYEeCKON HEHHOCTH
JIEKAPCTBEHHOI0 NMpenapara

HanmeHnoBaHue KPpUTCPpHUA

PC3YJ'ILTaT OILICHKH

IIIkana onieHKHU

JOTIOTHUTEIbHOU (Gau)
TepaneBTUYECKON IEHHOCTH
1. KparHocts npuema COKpallleHHe KpaTHOCTH IpuemMa +2
COXpaHEHHE KPaTHOCTHU IpuemMa 0
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YBEJIMYECHHUE KPATHOCTH MpHEMA -2
2. HoBblif MEXaHU3M JICUCTBUS HUMEET KIMHUYECKUE TPEUMYIIIECTBA +2
HE UMEET KIIMHUYECKHUX MMPEUMYIIECTB 0

IIIkaJ1a OLEHKH CTOMMOCTH Kypca (roaa) Je4eHus JeKapCTBEHHbIM NpenapaToM

Pesynbprar oneHkun [Ipouent [IIxana
OTKJIOHEHUSl | OLIEHKH
(Gaum)
1. CroumocTb Kypca WM roJI0BOrO JeUeHus 6omee 20 +2
IpeiaraéMbIM JIEKApCTBEHHBIM IIPErapaToM HIXKE, YEM
CTOMMOCTb JICUCHHSI IPErapaToM CpaBHEHUS or 10 0 20 +1
2.  CToMMOCTb Kypca WU TOJ0BOTO JICUCHHS no 10 0

IpeiaraéMbIM JIEKApCTBEHHBIM IIPErapaToM
COIMOCTaBMMa CO CTOMMOCTBIO JICYEHHS ITpenapaToM
CpaBHEHHUS

3. CromMOCTh Kypca WM TOJI0OBOTO JICUCHUS or 10 mo 20 -1
IpeJyiaraeMbIM JICKAPCTBEHHBIM TIPETIapaToM BBIIIIE,

4eM CTOMMOCTh JIEYE€HHS TIPENapaToM CPaBHEHHUS oonee 20 -2

IIkana KIMHAKO-IKOHOMHMYECKOI OLIEHKH JIEKAPCTBEHHOr 0 nmpenapara <14>

Pe3ynbTaT onieHKH [Ipouient [IIkana
OTKJIOHCHUS OIICHKH
(6amm)
1. Kiununueckas 3ppeKTUBHOCTH IpeIIaraeMoro 6oiee 60 +10
JICKApCTBEHHOTO TIpernapaTa CTaTUCTHYECKU 3HAUUMO
Bhile <10> kinuHUYECKOH 3P PeKTHBHOCTH Ipenapara ot 40 110 60 +9
CpaBHEHWSI, IPHU ATOM IPHUMEHEHUE JICKAPCTBEHHOTO
P - 1P p p ot 20 5o 40 +8
mpernapara XapakTepu3yeTcss MEHBIIIUMU 3aTpaTaMHu,
YeM MpUMEHEHHE TpernapaTa CpaBHEHUS ot 10 10 20 +7
2.  Knununueckas 3¢(eKTUBHOCTD NpeIaraeéMoro 1o 10 +6

JIEKapCTBEHHOI'O MpenapaTa CTaTUCTUYECKHA 3HAYUMO
BbIe <10> KnMHUYECKOH 3(h(EeKTUBHOCTH Mpenapara
CPaBHEHHsI, ITPU TOM IIPUMEHEHHE JIEKAPCTBEHHOTO
IpenapaTa XapakTepUu3yeTcsl HECYILECTBEHHBIMU
pa3NUYMAMM C 3aTpaTaMy Ha IPUMEHEHHE IpernapaTa
CpPaBHEHHUS

3. Kiununueckas 3¢(eKTUBHOCTD IpeIaraeéMoro - -
JIEKapCTBEHHOTO MpernapaTa cornocTaBuMa
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KIMHIUYECKON A((PEKTUBHOCTH IperapaTa CpaBHEHHUS
(cTaTUCTUYECKH 3HAYMMBIC PA3JIM4Us OTCYTCTBYIOT

<11>)

IIPUMEHEHHE JIEKapCTBEHHOTO Mpernapara 6oxee 60 +8

XapaKTepU3yeTCs] MEHBIITUMHU 3aTpaTaMu, YeM

NPUMEHCHHUE TIpenapara CPaBHCHUSI ot 40 1o 60 +6
ot 20 1o 40 +4
ot 10 1o 20 +2

MIPUMEHEHHE JIEKapCTBEHHOTO Mpernapara 1o 10 0

XapaKTepU3yeTCs] HECYIECTBEHHBIMH Pa3InYHSIMU C

3aTparaM¥ Ha IPUMEHEHHE Tpernapara CpaBHEHUS

IIPUMEHEHHE JIEKApCTBEHHOTO IIpernapara ot 10 o 20 -2

XapakTepu3yercs: OOJIBIIMMH 3aTpaTaMu, YeM

NpUMEHEHHUE Tpenapara CPaBHCHUSI ot 20 110 40 -4
ot 40 no 60 -6

6oee 60 -8

Knunnueckas 3 pexTUBHOCTD MpeaIaraeMoro JIKapcTBEHHOIO MpernapaTa
CTATUCTUYECKH 3HAYMMO BbITIe <10> KauHIYeCKOr 3PPEKTUBHOCTH MperapaTa
CpaBHEHMSI, IPH 3TOM NMPUMEHEHHE JIEKapCTBEHHOTO IIperapara XxapakTepu3yercs
OOJBIIMMHU 3aTpaTaMy, YeM NPUMEHEHHE MpernapaTa cpaBHeHus <12>

WHKPEMEHTHBIN IMOKa3aTelb COOTHOIICHUS 3aTpaT 1 6oiee 60 (6oee +9
3¢ HEKTUBHOCTH TSI TIPEIIaraeéMoro JIEKapCTBEHHOTO 40) <15>

npernapara HIKe, YeM HHKPEMEHTHBIH 1MoKa3aTellb
COOTHOIIIEHUS 3aTpar U 3pekTuBHOCTH NpenapaTa
CpaBHEHUS

ot 40 1o 60 (ot +8
20 no 40) <15>

ot 20 10 40 (ot +7
10 mo 20) <15>

ot 10 1o 20 (ot +6
5 mo 10) <15>

WHKPEMEHTHBIN IMOKa3aTellb COOTHOIICHHS 3aTpaT u 1o 10 (mo 5) +5
3(h(HEKTUBHOCTH MPEIaraeMoro JeKapCTBEHHOTO <15>

mpernapaTa cOloCTaBUM C MHKPEMEHTHBIM TOKa3aTeIeM

COOTHOIIIEHUS 3aTpaT U d3PPEKTUBHOCTH Mpemnapara

CpaBHEHHUS
WHKPEMEHTHBIN MOKa3aTeNb COOTHOIICHUS 3aTpaT U 601ee 60 (Gonee +1
3¢ GEeKTUBHOCTH MPEIaraeMoro JeKapcTBEHHOTO 40) <15>

Iperapara BbIIIIC MHKPEMCHTHOI'O ITOKAa3aTCJIsd

COOTHOILIEHUS 3aTpaT U 3(pPeKTUBHOCTH IpenapaTa ot 40 110 60 (ot +2

20 0 40) <15>
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CpaBHEHUSA

ot 20 10 40 (ot
10 mo 20) <15>

ot 10 no 20 (ot
5 mo 10) <15>

(1. 4 B pen. Ilocranosienus [IpaBurensctBa PO ot 03.12.2020 N 2021)

5.

Knuanueckast 3¢ (eKTHBHOCTD IpeIaraeéMoro
JIEKapCTBEHHOTI'O MpernapaTa CTaTUCTUYECKHU 3HAUUMO
Huxe <10> kmuHn4eckoi 3 PEeKTUBHOCTH NpenapaTa
CpPaBHEHHSI, ITPU STOM NPUMEHEHHE JIEKAPCTBEHHOT O
IpenapaTa XapaKTepu3yeTcsl MEHbIIMMHU 3aTpaTaMy,
4yeM MpUMEHEeHHe Npenapara CpaBHEHUs

Knununyeckas 3ppexTHBHOCTH NMpeaIaraeMoro
JIEKapCTBEHHOTI'O MpernapaTa CTaTUCTUYECKHU 3HAUUMO
Huxe <10> knmuHnYeckor 3 PeKTUBHOCTH MpenapaTa
CpaBHEHMSI, ITPU STOM 3aTpaThl Ha IPUMEHEHUE
JIEKapCTBEHHOT'O IpenapaTa XapakTepu3yroTcs
HECYLIECTBEHHBIMU Pa3IMYUSIMU IO CPABHEHUIO C
3aTparaMy Ha IpenapaTr CpaBHEHHUs

Knuandgeckast 3¢pGeKTUBHOCTD TIpeAIaracMoro
JIEKapCTBEHHOTO TIpenapaTa CTAaTUCTHYECKU 3HAYUMO
Hwke <10> knmHnYeckoi 3((HEeKTUBHOCTH TIpenapara
CpaBHEHWSI, TPHU ATOM MPHUMEHEHHE JICKAPCTBEHHOTO
npernapara XapakTepu3yeTcst OOJIBIIUMU 3aTpaTaMH 110
CpaBHEHHIO C 3aTpaTaMH Ha MpernapaTr CpaBHEHUS

6omee 60
ot 40 mo 60
ot 20 mo 40
ot 10 mo 20

no 10

ot 10 mo 20

ot 20 mo 40

ot 40 mo 60
6omee 60

+3

+1

IIIkajsia oneHKN BJIUSHUSA JIEKAPCTBEHHOI0 NMPenapara Ha 0101:KeThbl OI01KeTHOM

cucrembl P® <14>

PesynbTar oneHku [Iponient [Ixana
OTKJIOHEHUS OIICHKHU
(6amm)
1. TlpumeHneHue npeanaraeMoro JeKapCTBEHHOTO 6onee 60 +8
npenapaTa NpUBOANT K CHUKEHHIO MPSAMBIX
MEIHUIIMHCKUX 3aTpaT <13> mo cpaBHEHUIO C TeKyIIei ot 40 110 60 +6
MIPAKTUKOM Teparnuu
p P ot 20 mo 40 +4
ot 10 go 20 +2
(B pen. IlocranoBnenus IlpaButensctea PO ot 03.12.2020 N 2021)
2. IlpumeHnenue mpeiaraeMoro JeKapCcTBEHHOTO 1o 10 +1

npenapara NpuBOAUT K HCCYNICCTBCHHOMY U3MCHCHHUIO
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MPSIMBIX MEAULIMHCKUX 3aTpaT <13> 110 CpaBHEHUIO C
TEKYLIEH IPAKTUKOU Tepanuu

(B pen. IloctanoBnenus IlpasurensctBa PO ot 03.12.2020 N 2021)

3. IIpumenenwue mpemiaraeMoro JeKapCTBEHHOTO ot 10 o 20
npernapara MPUBOIUT K YBETHUEHHIO MPSMBIX
MEIUIMHCKUX 3aTpaT <13> 10 CpaBHEHUIO C TEKyIIeH ot 20 710 40
IIPAKTUKOM TEpaIUU
P P ot 40 10 60
6omee 60

(. 3 B pen. I[locranosnenus [IpasurensctBa PO ot 03.12.2020 N 2021)

HIkana KOIM4YeCTBEHHON OLEHKH JOMOJHUTEIbHBIX JAHHBIX 0 JIEKAPCTBEHHOM

npemnapare
Kpurepun onenkn Pesynprar oneHkun [xana

OTICHKH
(6amm)

Heo6xomumocTs mpuMeHeHUs na +2

JIEKapCTBEHHOT'O TperapaTa Juist

JTUATHOCTHUKH, TPO(DUIAKTHKY, JICUCHUS W HET 0

peaduIuTaluy MpU OKa3aHUHM METUITMHCKOM

MTOMOIIIH B ClTydae 3a00JI€BaHUI U COCTOSTHUH,

peo0Iagaonmx B CTPYKType

3a00J1eBa€MOCTH U CMEPTHOCTH rpaxkaaH PO,

Ha OCHOBaHUH JIaHHBIX TOCYJIapCTBEHHOTO

CTaTHUCTUYECKOTO HAOIIOACHUS

Hanuuue 3apeructpupoBanHbix B PO na +1

BOCITPOM3BEICHHBIX WM OHMOaHATOTOBBIX

(6100 J0OHBIX) JIEKAPCTBEHHBIX IIPENAPATOB HCT 0

(8 pen. ITocranosnenus IIpaButenscrBa PO ot 03.12.2020 N 2021)

Hanuuue nekapcTBeHHOro mpemnapara B HET 0

MepeyHe CTPATETMYECKU 3HAYMMBIX

JIEKapCTBEHHBIX CPEACTB, IPOU3BOJICTBO Aa +1

KOTOPBIX JIOJDKHO OBITh 0O€CIeueHo Ha

teppuropuu PO

(8 pen. IlocranoBnenus IlpaButensctea PO ot 03.12.2020 N 2021)

Hannune nekapcTBeHHOro Mmpemnapara B HET 0

MEePEeYHsX JIEKapCTBEHHBIX MIPENapaToB,

(UHAHCHPYEMBIX 3a CUET CPEJICTB OIOKETOB Aa +1

cyObekToB PO
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Hanuumne npousBoacTBa (JI0KaIu3aus)
JIEKapCTBEHHOTO IperapaTa Ha TEPPUTOPUHN

P®

HECT

BTOpUYHAs YIAaKOBKA U (MJIN) +1

BBIITYCKAIOIUNA KOHTPOJIb
KayecTBa — Ja

BTOpUYHAs YIAaKOBKa U (MJIN) +2

BBIITYCKAIOLNUNA KOHTPOJIb
KayecTBa MpU HAIUYUU
3aKJIFOYEHHOTO CIELMATIBHOTO
MHBECTUIIMOHHOTO KOHTPAKTa,
IPEJIO0JIararoIiero co3JaHue B
P® npounsBocTea roToBOM
JIEKapCTBEHHON (OPMBI,
BKJItOYasi IPOU3BOJICTBO
bapmareBTHIeCcKOu
cyOcTaHmm, — 1a

NIepBUYHAs U BTOPUYHAs +2

YIIaKOBKa, BI)IHyCKaIOHII/II\/II
KOHTPOJIb Ka4€CTBa — J1a

NepBUYHAs U BTOPUYHAS +3

YIaKOBKa, BBITYCKAIOIIUNA
KOHTPOJIb Ka4eCTBa MpH
HAJIMYUHU 3aKII0OUEHHOTO

CIIEIAAILHOTO
WHBECTHIITMOHHOTO KOHTPAKTa,
MIPEAINOJIararoniero co3laHue B

P® npousBoicTBa TOTOBOM

JIEKapCTBEHHOU (POPMBI,
BKJTFOYAasl TIPOU3BOJICTBO
bapmareBTHIeCKOU
cyOcTaHmm, — 1a

BCE€ CTaJIUU MIPOM3BOCTRA, +4

BKJTIOYasi TPOU3BOJICTBO TOTOBOM
JIeKapcTBeHHOU (hopmbr (6e3
IPOM3BOJICTBA
(bapmareBTHYECKON
cyOCTaHIINH), — J1a

BCE€ CTaJ U MPOU3BOJCTBA, +5

BKJTIOYasi TPOU3BOJICTBO TOTOBOM
JexapcTBeHHOU GopMbl (6e3
TIPOM3BOJICTBA
(bapmareBTHYECKON
CyOCTaHIUH), TIPU HAJTHYUHU
3aKIJIFOYCHHOTO CIIEIUAIEHOTO

WHBECTUIIMOHHOTO KOHTPAKTa,
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IPEIOIararomiero Co3Janue B
P® npoussoacTsa roroBoi
JeKapCTBEHHOH (POPMBI,
BKJTIOYasi IPOU3BOJICTBO
dapmManeBTHIECKOM
cyOcTaHuuu, — 1a

BCE CTaJ1U MPOU3BOJICTBA, +7
BKJTIOYAsT IPOU3BOJICTBO TOTOBOM
JIeKapCTBEHHOU (OPMBI U
TIPOU3BOJICTBO
bapmareBTUIeCKOu
cyOcTaHmu, — 1a

WTorosas olieHKa MpOYUX JaHHBIX 110 MPEUIOKEHUIO (HE MeHee +2 11l peKOMEHJaINK K
BKJIFOUEHUIO U1 Op(PaHHOTO JIEKapCTBEHHOTO Mpernapara; He MeHee +4 171 peKoMeHIaluu
K BKJIFOUEHHIO OCTAJIbHBIX JIEKAPCTBEHHBIX IIPENapaToB ¢ YI€TOM 0aljioB, BEICTABIEHHBIX
IJIABHBIM BHELITaTHBIM ClleHanncToM Munucrepcrsa 3apaBooxpanenus PO B mynkre 10
Hay4yHO 00OCHOBaHHBIX PEKOMEHAALINN, TpUBEIeHHbIX B puiiokeHnu N 9 k [Ipasuiam
(dbopMHpOBaHUSI TTepeuHel JIeKapCTBEHHBIX IIPENapaToB il MEAUIIMHCKOTO IPUMEHEHUS U
MUHHMAaJIbHOTO aCCOPTUMEHTA JIEKApPCTBEHHBIX MPENapaToB, HEOOXOJUMBIX JIJIsl OKa3aHUs
MEIUITMHCKOM MTOMOIITH, YTBEP>KICHHBIM MTocTaHOBIeHHEM [IpaBuTtenscTBa PO ot 28
asrycra 2014 r. N 871).

<1> VYpoBeHb JOKa3aTEIbHOCTH PE3YJIbTATOB KIMHUYECKHX HCCIEAOBAHUNA TNpPUMEHSETCS s
(dbopManbHON OLIEHKH KauecTBa OTAENBHOTO KJIMHUYECKOTO HCCIENOBaHUS JIEKAPCTBEHHOIO Mperapara.
Knunnyeckux ucciaenoBaHuii 0JTHOTO JIEKAPCTBEHHOTO IpernapaTa MOKET ObITh HECKOJIBKO, U YPOBHU UX
JI0Ka3aTEIIbHOCTH B 3aBUCUMOCTH OT JH3aiiHa KIMHUYECKOTO HCCIIE0BAHUS MOTYT ObITh PA3IMYHBL

<2> VYpoBeHb YOCAUTEIBHOCTH J0Ka3aTeIbCTB J(PPEKTUBHOCTH JIEKAPCTBEHHBIX IpErapaToB
MIPUMEHSETCSI TIPH OLICHKE COBOKYITHOCTH HMCCJICIOBAHUN OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara.
OcymecTtBisieTcst 0000IIeHHME MaHHBIX 00 YPOBHSAX JOKA3aTEIbHOCTH OTACIBHBIX HCCIEI0BAHUI
Pa3IMYHOTO KayecTBa U MPHUCBAMBAETCS OJMH U3 3 ypOBHEH yOeAUTEIHbHOCTH.

<3> Hu3skas BCPOATHOCTD OIINOOK IMPpUCBANBACTCA CUCTCMATUYCCKUM o630paM nin METa-aHaJln3aM
IIpu CO6J'IIOI[CHI/II/I OJHOBPCMCHHO CJICAYIOIIUX YCHOBHﬁZ

IIOUCK " OT60p pa60T BBITIOJIHCH ABYMS WA boee HCCICO0OBATCIILIMU,

UL IIOUCKA JIMTEPATYpPhl UCITIOJIb30BaAJINCh KAK MUHUMYM 2 QJICKTPOHHBLIC 6I/I6JII/IOFpa(1)I/I‘leCKI/Ie 0a3nl
JaHHBIX,

IpeaACTaBJICHA HH(bOpMaI_II/IH O KOJIMYCCTBC BKIIIOYCHHBIX MW HCKIHOYCHHBIX pa60T C YKAa3aHUCM
IMPUYNH UCKIIFOUCHUS,

MpEeACTaBJICHA XapaKTCPUCTUKA BKIIFOYCHHBIX HCCJIeIOBAHUIM.

<4> Cpe,[[HfIfI BEPOATHOCTD OIINOOK IMPUCBANUBACTCA HCCICOOBAHUAM I000r0 Ju3aliHa B cJydgac
OTCYTCTBHA I/IH(I)OpMaI_II/II/I NI HEAOCTATOYHOCTHU I/IH(I)OpMaI_II/II/I 0 OAHOMY WJIA Ooiee YCJIOBHUSAM OLICHKHU
BCPOATHOCTU BOSHUKHOBCHU OIINOOK.

<5> Huzkas BEPOATHOCTDH omInboK PAHAOMU3HUPOBAHHBIM  KIIMHUYCCKUM  HCCJIICIOBAHUAM
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MIPUCBANBACTCS MIPU COOIOJICHUN OTHOBPEMEHHO CIIEIYIOUINX YCIOBUIA:

paHIOMU3ALKs IIPOBOJUIACH HA OCHOBE CIy4alHOMN IIOCJIENIOBATEIBbHOCTH YHUCEN, I'€HEPpUPYEeMON
KOMIBIOTEPOM;

"ocnenueHue" ObUIO 3adBJIEHO WM OTCYTCTBUE "OCJEIJIEHUS' HE MOIJIO NOBIHUATH Ha 3(PQeKT
BMeEIIATeNbCTBA (€CIM M3y4aeMblii B HWCCIICOBAHWHM TEPBUYHBIA KpUTepuil 3(PPEKTUBHOCTH WIH
0€30IaCHOCTH SBIISUICS OOBEKTHBHBIM);

J0JI1 ITalTMCHTOB, BBIOBIBIIINX W3 HcciIea0BaHusA, COCTaBUJIa MCHEC 20 MMPOLCHTOB HJIM H3Yy4daJICA
aHaJIN3 BPEMEHHU JI0 COOBITHS (HAaIIpuMep, o0Iasi BBDKUBAEMOCTh, BEDKHBAEMOCTh 0€3 TIPOTPECCHPOBAHUS
u ap.);

MIPEJICTaBJIEHbl PE3YJIbTAThl TI0 BCEM 3aIlNIAHUPOBAHHBIM /71 U3YUEHUS] KpUTEPUIM 3PPEKTUBHOCTH
1 6€30MaCHOCTH.

<6> Hu3zkasi BEpOSITHOCTh OIIMOOK CETEBBIX METa-aHaJIU30B (B TOM YHCII€ HEMPSMBIX CPaBHEHUH U
CMEIIIaHHbIX CPABHEHMI) IPUCBAUBAETCS TP COOIIOACHUN OJHOBPEMEHHO CIIEIYIOIINUX YCIOBUMA:

B CETEBOI MeTa-aHalIu3 (B TOM YMCJIE HENPSAMOE CPAaBHEHUE M CMEIIAHHOE CPaBHEHHE) BKIIIOUEHBI
TOJIBKO PaHIOMH3UPOBAaHHbIE KIMHUYECKHE HCCIEIOBAaHUS WM METa-aHaJIu3bl PaHIOMHU3UPOBAHHBIX
KIIMHUYECKHUX UCCIIEJOBaHMI;

XapaKTEePUCTUKH MOMYJISIUN, BMEIIATEIbCTB M 00IIEro KOHTPOJIS COTIOCTABUMBI;

IIPEJCTABICHO TpapuuecKoe WM TaOJIMYHOE ONUCAHUE CETH JI0Ka3aTeIbCTB;

MIPUBEACHBI PE3yabTaThl OTAEIbHBIX MCCIEI0BaHUI, BKIIOUYEHHBIX B CETEBOM MeTa-aHaiHu3 (B TOM
qHCcJIe HENPSIMOE CPABHEHUE U CMEIIAHHOE CPAaBHEHUE).

<7> Hwuskasi BEepOATHOCTh ONIMOOK KOTOPTHBIM HCCIICIOBAHHSM MPHCBAUBACTCS TPHU COOIIOJCHUH
OJTHOBPEMEHHO CJICTYIONTNX YCIOBHN:

KOTOpTAa SIBJISIETCS] PENPE3EHTATUBHOM MO0 OTHOIIEHHUIO K M3Y4aeMOW TOIYJISIIIHHT;

M3ydaeMble KOTOPTHI OTOOPAHBI U3 OJTHOW M TOH K€ TOIYJISIIHH;

MOJATBEPIKICHO OTCYTCTBHE HMHTEpPECyIonero Kputepus >(PQGEeKTUBHOCTH WM O€30MacHOCTH B
Hayase UCCIICI0BaHUs;

KpuTepru dPGEKTUBHOCTH WU 0€30IIaCHOCTH OLIEHHBAIUCH C TMOMOIIBI0 HE3aBUCHMOM OIEHKH (B
TOM YHCJIIE C OCIICIICHHEM ) HITH UCTIOJIh30BAIIUCH CBEICHUS O MAaIlMEeHTax u3 0a3 JaHHBIX (PETUCTPOB).

<8> Hwuzkas BepOSATHOCTh OMMOOK HCCIIECIOBAHMIM 'CIydali-KOHTPOJL" TpHUCBaMBaeTCS IpHU
COOI0ACHUN OTHOBPEMEHHO CJICTYIOLIUX YCIOBHUI:

rpynna "ciydaeB sIBISETCS PENpEe3CHTATUBHOM;

rpymnma "KOHTpoJiei" oToupanach U3 Toi ke MOMyJIALUY, YTO U Ipymmna "ciydaeB";

MOATBEPKIEHO OTCYTCTBHE HWHTepecyomero kpurepus 3(dekTuBHOCTH uIu O€30MacHOCTH B
Hayale UCCIIeJOBaHMUS;

Kputepuu 3(p(HEeKTUBHOCTH WM OE30MaCHOCTH OLIEHUBAIKNCH C MOMOIIBI0 HE3aBUCUMOM OLIEHKH (B
TOM YHCJIE C OCICIUICHUEM ) WIIM UCTIONIb30BAIMCh CBEJICHHS O MAIMEHTax 13 0a3 TaHHBIX (PErucTpoB).

<9> BrIcokas BEPOATHOCTDH OIINOOK HCCICA0OBAHUAM 1100010 JIn3aiiHa MMpUCBAUBACTCA B CJIydac
HCCO6J'IIOI[CHI/I5I OJHOI'O NJIn Ooilee YCJIOBI/Iﬁ OLICHKHU BEPOATHOCTU BO3BHUKHOBCHUA OIINOOK.

<10> Ilpu omeHKe CTATUCTHYECKOH 3HAYMMOCTH pa3nuuuii B 3((HEKTUBHOCTH IOBEPUTEIBHBIM
MHTEpBAJl HE BKItoYaeT | (711 OTHOCUTENBHOTO PUCKA, OTHOILIEHUS IAHCOB, OTHOLIEHUS YTPo3) U (WUITH)
IMOKa3aTeNlb CTaTUCTHYECKOM 3HaunMocTH P < 0,05.

<11> Ilpu oleHKe CTAaTUCTUYECKON 3HAUYMMOCTH paznuuuii B 3(P(PEKTUBHOCTH NOBEPHUTEIBbHBIH
MHTEepBa BKIOYaeT 1 (I OTHOCHUTENBHOIO PUCKA, OTHOIIEHUS IIAHCOB, OTHOIIEHUS yrpo3) u (HIIn)
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[OKa3aTelb CTATHCTHYECKO# 3Haunmoctr P = 0,05.

<12> B cinydae ecnu JIEKapCTBEHHbIH Ipenapar Mpeajaraercs K BKIOYEHHIO B IE€pEUYEHb
BAKHEHIINX JIEKAPCTBEHHBIX MPENapatoB U HE MMEET AHAJOTUYHBIX JIEKAPCTBEHHBIX IIPENapaToB B
NepevYHe BAXHEUIINX JIGKAPCTBEHHBIX IPEraparoB (IPEACTaBIseT co0O HOBBIA MOMXOA K JICUCHHIO),
WHKPEMEHTHBI TOKa3aTeidb COOTHOWIEHHS 3aTpar M J(P(PEKTUBHOCTH Ui HETO CPaBHUBACTCS C
MHKPEMEHTHBIM ITOKa3aTeJIeM COOTHOIICHUS 3aTpaT M dPPEKTUBHOCTH ISl JISKAPCTBEHHBIX MPEMapaTos,
BKJIIOUEHHBIX B II€PEYEHb BAXKHEHIIMX JIEKAPCTBEHHBIX MPENapatoB U MPUMEHSIOMIUXCS IpU
3a00JICBaHUSIX M3 TOTO K€ Kiacca MeXIyHapOIHOW CTaTHCTHYECKOW KiacCUpUKAUU OOJe3HEH
npoOieM, CBSI3aHHBIX CO 3/I0poBbeM. B ciydae ecnu JekapCTBEHHBIN Ipenapar Mpejuiaraercs K
BKJIIOUEHUIO B ME€PEUEHb JOPOrOCTOSIINX JIEKAPCTBEHHBIX MPENapaToB U HE UMEET aHAJIOTOB B NEpeyHe
JOPOTOCTOSIIIMX JIEKAPCTBEHHBIX IpErnapaToB, MWHKPEMEHTHBIN IOKa3aTelb COOTHOILIEHUS 3aTrpaTr u
3¢(GEeKTUBHOCTU JUIsI HEr0 CpPAaBHUBAETCS C WHKPEMEHTHBIM I[I0Ka3aTeleM COOTHOILIEHUS 3aTrpaTr u
3¢(GEeKTUBHOCTU JJIsl  JIGKAPCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IEPEYEHb JOPOTOCTOSIINX
JIEKapCTBEHHBIX MIPENapaToB.

CpaBHUBaAIOTCS HWHKPEMEHTHbIE TMOKa3aTelIM COOTHOIIEHUs 3arpaT u  3ddexTuBHOCTH,
paccunMTaHHbIE HAa OJMHAKOBBIN KIMHUYECKHH 3(PQEeKT (IOCTUKEHUE BBI3IOPOBIICHUS, PEMUCCHH, TOJ
COXPAaHEHHOM JKU3HHU, TOJ] COXPaHEHHOW KauyeCTBEHHOM KM3HU U Jp.).

(caocka B pen. [locranosnenus [Ipasutenscta PO ot 03.12.2020 N 2021)

<13> 3arpaTbl, CcBs3aHHbIE C MPOLIECCOM OKa3aHUS MEIUIMHCKON ToOMOIIM (3aTpaThl Ha
JICKapCTBEHHbIE Ipenaparbl, MEAULIUHCKHE W3IEIUs, MEAMLUHCKUE YCIYr'd, Ja0opaTopHble U
MHCTPYMEHTAJIbHBIE METOABl MCCIECJOBaHMSA, PAcCXOJHblE MaTepUallbl, COJEpXKaHME MalUeHTa B
MEIULUHCKON OpraHu3alMd WM MEIMLUHCKUE YCIYTM Ha JOMY, TPAHCIOPTUPOBKY CAHUTapHBIM
TPAHCIIOPTOM U JIp.).

<14> HroroBas OIlIECHKAa MO pe3yJbTaTaM OILICHKA 3KOHOMHYECKHUX TMOCIEACTBHI MPUMEHEHUS
JIEKapCTBEHHOTO IpenapaTa (He MeHee 2 6ayioB st opdaHHBIX JIEKAPCTBEHHBIX MPENapaToB, HE MeHee 6
0aJuIOB Ul MHBIX JIEKAPCTBEHHBIX IIPENapaToB) A pEKOMEHIAMH K BKIFOUYEHHIO, IPH 3TOM Oalibl O
IKane KIMHUKO-3KOHOMUYECKOM OLIEHKH JIEKapCTBEHHOIO IIpernapaTa M IIKajle OLICHKU BIMSHUA
JIEKApCTBEHHOTO TIpenapara Ha OFJDKEThl OFO/PKETHOM cucTeMbl PD (manee — OIOKET) CYMMUPYIOTCS.
OneHka CTOUMOCTH Kypca (rojia) IeUeHUs JIeKapCTBEHHBIM MPEnapaToM He BIUSET Ha UTOTOBYIO OLICHKY.
(B pen. Ilocranosnenus [IpaButenscta PO ot 03.12.2020 N 2021)

B cnysae mnpencraBiieHuss 3asBUTENEM PE3yJIbTATOB HECKOJBKUX KIMHHUKO-PKOHOMHYECKUX
UCCIIEIOBAaHUI B paMKax OJIHOTO TIOKa3aHWsI Ui ONpPENENICHHUS HWTOTOBOM OIICHKU BBIOMpaeTcs
rccaeaoBaHue, Habpasiiee HanOOJIBIITUN OalLI.

B cnydae mnpencraBieHus 3asBUTENEM pe3yJIbTaTOB HECKOJIBKHUX HCCIEIOBAHUI BIUSHUS Ha
OIO/KET B paMKax OJHOTO TMOKa3aHWs JJIsl ONpeJeNIeHUs UTOTOBOM OIEHKM BBIOMpAETCS UCCIEOBaHuUE,
HaOpaBIee HAMOOJIBIITHI OasI.

B cnyyae mpencraBiieHuss 3asBUTENEM PE3yIbTaTOB HECKOIBKUX KIMHUKO-PKOHOMHUYECKUX
MCCIIEIOBAaHUH M0 Pa3HBIM MOKa3aHMSIM HUTOTOBAsl OLEHKA OCYIIECTBISETCS MO KaXKIOMY 3asBICHHOMY
MOKa3aHHUIO.

B cnydae mpencraBieHus 3asBUTENEM pe3yIbTaTOB HECKOJIBKHUX HCCIEIOBAHUI BIUSHUS Ha
OIO/DKET TO pa3HbIM TMOKa3aHWSIM HWTOTOBAs OILIEHKA OCYIIECTBISETCA IO KaXKIOMY 3asBICHHOMY
MOKa3aHHUIO.

<15> Jlns opdaHHBIX JIEKAPCTBEHHBIX MTPETapaTOB.
(cHocka BBenieHa [locranosnenueM IlpaButensctBa PO ot 03.12.2020 N 2021)
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LIMHCKOWN

[Tpunoxenne N 7 x [IpaBunam hopmMupoBaHus IepeyHEil IeKapCTBEHHBIX MIPETapaToB s
MEIULIHUHCKOr0 NPUMEHEHUS 1 MUHUMAJIBHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX IIPENApaToB,
HEOOXOIUMBIX /ISl OKa3aHUsI MEAUIIMHCKON TOMOIIH

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [IpaBurenscrea PO ot 29.10.2018 N

1283, o1 03.12.2020 N 2021)

(dopma)
B xkommccuio MmHMCTEpCTBA
30paBooxpaHeHud PO
o QOPMUPOBAHMIO IepeuHel JieKapCTBEHHBIX
IpenapaToB IOJsg MeIMLMHCKOIO
IIPMMEHEHMA ¥ MMHMMAJIBHOT'O aCCOPTMMEHTAa
JIeKapCTBEHHLEIX I[IperapaToB,
HEeOOXOIOMMEIX IJIS OKaszsaHMS MeIMLUMHCKOM I1IOMOIINM
SAKJIIOUEHVE
IO pel3yJjbTaTaM aHaluza MHOOpMalMM O CPABHUTEJIBHOM KJIMHMUECKOM
5bdexTUBHOCTM M Oe30MNaCHOCTM JIEKAPCTBEHHOI'O Ipenapara, OLEHKU
SKOHOMUUECKMX I[IOCJIEOCTBUM eI'0 IPMMEHEHUS
1. HacTosdumee 3akJIOUEeHME KacaeTCs MaTepMrasioB, [IPeAOCTaBJIEHHBIX IJIg:
1.1. BkJIOUEHMS JIEKAPCTBEHHOTI'O IpenapaTa B:
1.1.1. epedYeHb KMBHEHHO HeOOXOOMMBIX M BaXHEMIMX JIeKapCTBEHHBIX
penapaTos;
1.1.2. mepedeHb JOPOTOCTOSAIMX JIEKAPCTBEHHEIX IIPENapaToB;
1.2. VckJiouyeHMs JIEKAPCTBEHHOTO [pelnapaTa Mu3:
1.2.1. nepedHsa XMBHEHHO HeOOXOOVIMBIX ¥ BaXHeMMX JeKapCTBEHHBIX
IpenapaTos;
1.2.2. nepeuHsa OOPOTOCTOSAMMX JIEKAPCTBEHHHIX [IPEernapaToB.
2. VHbopMalmsa 0O BKCIEPTHOW KOMUCCUMN:
2.1. HaVMeHOBAaHME DKCIEPTHOM OPIaHM3aLUU
7
2.2. cocTaB DKCIEPTHOM KOMMCCUN (bammimsa, UM, OTUEeCTBO,
IOJIKHOCTDE ) ;
2.3. ampec (MeCTO HaXOXIOEHMS) DKCIEPTHOM OPTaHM3ALUN ;
TenedpoH (dakc) ;
BJIEKTPOHHASA IIOYTa .
3. VHbopMalLMsa O JIEKAPCTBEHHOM IperaparTe:
3.1. HavMeHOBAaHME: ;
3.1.1. MexOyHapOOHOE HEeNaTEHTOBAHHOE HAMMEHOBAHME ;
3.1.2. B ciydae OTCYTCTBUSA MeXIOYyHapOOHOTO HEeNaTeHTOBAaHHOTO
HaVMMEHOBaHMA — TPYNNMPOBOYWHOE HAaMMEHOBAHME ;
3.1.3. B ciydae OTCYTCTBUSA MeXIOYyHapOOHOTO HENaTeHTOBaHHOTO U
TPYNNMPOBOYHOTO HAMMEHOBAHMI — XMMMUECKOE HaMMEHOBaHUA ;
3.1.4. B ciydae OTCYTCTBUSA VIHEBIX HaMMeHOBaHUM - TOPTOBOE
HaVMMEeHOBaHUe ;
3.2. KOOI aHaTOMO-TepalNeBTUYECKO~XMNUYECKON KJlacCcudmMrKaumm
JIEKAPCTBEHHOTO IHpenapaTa ;
3.3. TmnpenjaraeMele K  BKJIOYUEHMIO JlekapCTBEeHHEIe QOPMEI, B TOM UYHNCJE
5KBUBAJIEHTHHE, BapeTrMCTPMPOBAHHOTO JIEKAPCTBEHHOT'O MIpenapaTta (IepeducIIUThb)
7
3.4. vHbpopMalLMsa O BOCIPOMBBEINEHHEX MM OMOAHAJIOTOBHEIX (OMOIOIOOHBIX)
39 u3 49
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JIEKAPCTBEHHEIX IIpeliapaTax (HpM HaJ'H/IT:U/H/I):

4. Cpokxmu NpoOBeOeHMSA BKCIEPTU3H:

c 1o .

5. PesyJsbTaTh KJIMHUYECKOY OLEeHKM I[penjioxeHMsa (B COOTBETCTBUM C
npusoxeHnueM N 6 k [lpaBujlaM QOPMMPOBAHMSA IIepedHEel JIEKapCTBEHHHX IIpelnapaToB
0 MeIMUMHCKOTO IMPYMMEeHeHMS M MMHMMAaJIbHOT'O aCCOPTHMMEHTAa JieKapCTBEHHBIX
npenapaToB, HeOOXOIMMEIX IJIg OKasaHMsa MeOUUMHCKOM IIOMOWM, YTBepXIeHHBM
IOCTaHOBJIeHUEM IlpaBUTesIbCTBa Poccuyckor denepauun oT 28 aBrycra 2014 .
N 871):

5.1. PesyJsbTaTh OLIEHKU KadecTBa KJIMHUYE CKUX VccJlegoBaHun
JIeKapCTBEHHOT'O IIpelnapaTa, NpelcTaBJIeHHHX 3asaBuUTeseM U (MJIM) HaMIOeHHHX
CaMOCTOSTEeJIbHO BDKCIIEPTHOM KOMMUCCHUEMN

XapakTeprucTHKa
p P YposeHb YpoBeHb OO0mas oreHka
MIPEJICTAaBICHHOTO
yOeIUTEeTbHOCTH yOeIUTEeTbHOCTH HUCCIIENOBAHUSA B
KIHHUYECKOTO
MaHHBIX JI0Ka3aTeILCTB Oammax
HUCCIENOBAHUS
1
2
3
4
5
U Jp.

Hroro: cpeanee 3HayeHHe (OTHONIECHHE CYMMBI OIICHOK HCCIICIOBAHUS K
UX KOJIMYECTBY)

5.2. Pe3yJbTaTH KOJIMUECTBEHHOMN OLIEHKU 20beKTMBHOCTHU JIeueHms
JIEKAPCTBEHHEIM I[IpelapaToM B PaMKax KIMHMYECKMX MCCJIeOOBaHMIM, [IPelCTaBJIEHHEIX
3agaBUTEJIEM UM (MIIM) HaAWUIOEHHEIX CaMOCTOSATEJIbBHO SKCIEPTHOM KOMUCCHUEN

HaumenoBanue OneHka CTeneH! JOCTUKEHHS Joctuxenue Orenka B
KPUTEPHSI OI[CHKH IEJIEBOTO pe3ysIbTara IEJIEBOTO Oaax
a¢hexkTUBHOCTH pe3ynbTata (B
MIPOIICHTAX)

IIEJIEBOI Pe3yJIbTAT TOJHOCTHIO
JOCTUTHYT (BBICOKASI
3¢ (heKTUBHOCTD)

IEJIEBOH pe3y/IbTaT YaCTHYHO
JTOCTUTHYT (CpeIHss
3¢ (heKTUBHOCTD)

LIeJIeBOM pe3yIbTaT HC NOCTUTHYT
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(am3Kas 3¢ (HeKTUBHOCTB,
oTcyTCTBHE 3P (EKTUBHOCTH)

Wroro: cpennsist orieHka 3(pGeKTHBHOCTH (OTHOLICHWE CyMMBI 0aJIOB T10
KaKJIOMY KPUTEPHIO 3PPEKTUBHOCTHU K KOJIMYECTBY KPUTEPUEB)

5.3. PesyJibTaTh KOJIMUECTBEHHOM OLIEHKM 0es30MnacHOCTHU JIeueHus
JIEKAPCTBEHHEIM I[IpernapaToM B PaMKax KIMHUUECKMX MCCJIeNOBaHMM, IpelCTaBJIeHHBIX
3asgBUTEJIEM ¥ (MJIM) HAWOEHHBIX CAaMOCTOSTEJIbHO SKCIEePTHOM KOMMCCHUEN

Onenka ypoBHS 6€30M1aCHOCTH Uwucno ciydaeB HOOOYHBIX OueHka B
JIEKApCTBEHHOTO IIperapara JecTBU (B MPOLIEHTaX) Oamtax

[To6ouHbIE AEHCTBUSA OTCYTCTBYIOT

IToGouHBIE IEHICTBYUS JIETKON CTEIIEHN

[ToGouHbIe AEUCTBUS CPEIHEN THKECTH

IToOouHBIE IEHCTBUS TSHKEION CTEIIEHN

HroroBas olnieHKa ypoBHs 0€30MaCHOCTH (CyMMa MPOMU3BEICHUM CpEeTHUX OAJIOB 110
Ka)X/IOMY YPOBHIO 0€301TaCHOCTH JICKApCTBEHHOTO Mperapara U COOTBETCTBYIOIIETO
BECOBOT0 KO uUIlMeHTa)

5.4. PesynbTaTH OLIEHKU IOOIOJIHUTEJIbHOM TepaneBTUYEeCKOM LIEHHOCTU
JIEKAPCTBEHHOTO IpernapaTa, I[IPenCTaBJIEHHOM 3agaBuUTeJeM U (MiIM) HaWIeHHOMU
CaMOCTOATEJIbHO BKCIIEPTHOM KOMMUCCUEN

HaumenoBanue kpurepus PesynbTat oueHku OueHka B 6ayiax
JIOTIOJTHUTEILHOM TE€pareBTUUYECKOM
LEHHOCTHU

1. KpatHocTth npuema

2. HoBrblil MexaHHU3M JIeHCTBUSI

5.5. UTororas OlLEeHKa KIMHMUECKOM OLEHKM NIPeOJIOXKEHUI (cymMMa MTOTOBHIX
3HaueHum Tabmaui 5.1.-5.4.).

6. PCSYHLTaTH OLCHKH 5 KOHOMHUYCCKUX HOCHGI[CTBI/Iﬁ IIPUMCHCHH: JICKAPCTBCHHOI'O IIpCIlapara:

6.1. pacueT CTOUMOCTH KypcCa (roz[a) JICUCHU TIpeAjlaracMbIM JICKAPCTBCHHBIM IIpE€IIapaToM I10
CpPaBHCHHIO C JICKAPCTBCHHBIMH IIpC€riapaTaMu, BKIOUCHHBIMHU B TICPCUYHU, YKA3dHHBIC B ITYHKTC 1.1
HaCcToOAWICIO0 MAJOKYMEHTA, W HNPUMCHAKIIHUMHCA II0 TEM KC TIIOKa3aHHAM, UYTO U npezmaraeMLIﬁ
J'IeKapCTBeHHHﬁ nperapar:

Mexnyna | Jleka [Tokazanue (kox Croumocts Croumocts Ouenka
pOAHOE |pCTBE MexayHapoaHoi roJI0BOTO roJI0BOTO (6anmoB) mmist
HEMaTeHT | HHaA CTaTHUCTUYECKOM Kypca, Kypca, MpeAIaraeMoro
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oBaHHOe | (opm KJaccu(uKanuu yKa3aHHas B | pacCUMTaHHAs | JIGKAPCTBEHHOT
HAaMEHOB | a Ooe3Hel U mpodiieM, | IPEIIOKEHUH | SKCHEPTHOW | O mpemnapata
aHHueC CBsI3aHHBIX CO 3as1BUTCIIEM OpFaHI/I3aI_II/I€I71
3I0POBBEM, (pyOueit) (pyOneit)
pacmudpoBka)

6.2. pe3ynbTaThl KIMHUKO-3KOHOMHUUYECKOW OIICHKH M OIICHKH BIUSHUSA Ha OFOJDKETHI OIOJIKETHOU
cucrembl PO (nanee — Or0KeT) JIEKapCTBEHHOTO Mpernapara Mo KaxJa0My IMOKa3aHHUI0 ¢ YKa3aHUeM Koja
Mex1yHapoAHON CTaTUCTHYECKOM Kiaccupukanuu Oosie3HEW M MpoOsieM, CBSI3aHHBIX CO 3/10POBBEM,
paciudpoBka:

Knunanko-3xoHOMHUeckoe uccnenopanue (ananm3 | Pesynbrar onenku | OteHka (6aioB)
BIIUSTHUS Ha OFOJKET)

Knuanko-3xoHOMHYECKO€E HCCIe0BaHUE
Ananus BIUAHUS HA OIOIKET

Hrorosas olieHKa 1Mo pe3yibTaTaM OLIEHKH 3KOHOMHUYECKUX
MOCJIEICTBUI MPUMEHEHHS JIEKAPCTBEHHOTO IIpernapara 1o noka3zaHuio

7. VckimwoueH

8. MroroBas CyMMa OLEHKM T[IPEeIJIOXKEeHMS UM BHEBOIE DKCIEPTHOM KOMMCCUM O
11eJIeCcooBPa3HOCTHU WUJIM HelLeJIeCOOOpas3HOCTM BKJIIOUEHMS JIEKAapCTBEHHOTO [Ipelapara
B II€PEUYHM JIEKAPCTBEHHBIX [IPelapaToB:

Homnucu n pacumdpoBKa NOIANMUCEN BKCIEPTOB:

(0.n.0. PYKOBOOMTENS BKCIEPTHOM OpTraHM3aluuM (3KcIeprTa))

[lonnuce m pacumdppoBKa MIOIANINCHU

OaTa

[Tpunoxenne N 8 k [IpaBunam ¢popmupoBaHus epeyHeil IeKapcTBEHHBIX MTPENapaToB s
MEIUIIMHCKOTO MPUMEHEHUS 1 MUHUMAJIbHOIO aCCOPTUMEHTA JIEKAPCTBEHHBIX MIPENAPATOB,
HEOO0XOIMMBIX JUIsl OKa3aHUsI MEJUIIMHCKOM MOMOIIHU

Crincok M3MeHsmuX To0KyMeHTOB (BBeaeHo [locranoBnenueM [IpaButenscta PO ot 29.10.2018 N
1283; B pen. [Tocranosnenwuii [IpaButensctBa PO ot 05.06.2020 N 829, ot 03.12.2020 N 2021)

(bopma)
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B Kommccuio MmHMCTepCTBa 30paBOOXPaHEeHUA
PO

SAKJIIOUEHVE
II0 pes3yJbTaTaM aHajiM3a MeTOIOJIOTMYUEeCKOI'O KadecTBa
KJIMHUKO—-3KOHOMUUECKHUX MCCJIeNOBaHUM JIEKAPCTBEHHOT'O IIperaparta
Y UCCJIeIOBaHMM C MCIOJIb30BAaHMEM aHaM3a BJIMSAHMSA Ha OHIKeTH
OomKeTHOM CcuCTeMbl PO, a Takxe MByUeHUd
OOTIOJIHUTEJIbHEIX I[IOCJIENCTBUM [IPUMEeHEHUS
JIeKapCTBEHHOT'O IIpenapara

1. HacTosdmee 3akJIOUEeHME KacaeTCs MaTepualioB, IpPpeICTaBJIEHHHIX :

a) IOJs BKJIOUEHMUS JIeKapPCTBEHHOT'O IIpelapaTa B cljlelyllMe IIePeyHU:

IepeyeHb XUBHEHHO HEOOXOIMMEIX M BaXHeMIMX JIeKapPCTBEHHEIX [IpelrlapaToB IJig
MEIMUMHCKOTO TIPUMEHEHUs (Hajiee — IepeueHb XUBHEHHO HeOOXOIMMBEIX M BaXHeMIMX
JIeKapCTBEHHEIX I[IPenapaToB) ;

IepeyeHb JIeKapCTBEHHHEX I[IPEeNnapaToB, IpelHa3HAaUeHHHX IJid ofecliedyeHus JIui,
OOJIbHEIX TeModuIMer, MyKOBMCLMIO30M, I'MNOOM3apPHBIM HaHM3MOM, OoJie3HbK I['ole,
3JIOKAQUECTBEHHEIMM HOBOOOPA30BaHMAMM JMMOOMIOHOM, KPOBETBOPHOM U POACTBEHHBIX
VIM ’I‘KaHeﬁ, PracCeAdHHBIM CKJIEPO30M, T'eMOJIMTUKO —ypeMMMUe CKIMM CUMHIOPOMOM,
IOHOWECKMM apTpMTOM C CMCTEMHBIM HaudajioM, MykonojucaxapunosoM I, IT m VI
TUIIOB, anjacTmuyeCckomn aHeMuren HEeYTOUYHEeHHOM, HAaCJIEOCTBEHHEIM »IOedULUMUTOM
baxTopoB II (pmubpmHOoTeHa), VII (nabunabHoro), X (CroapTa-llpayspa), Jul, OOCJe
TPaHCIIJIaHTaUMM OPTaHoOB U (mm) TKaHen (manmee - mnepedeHb OOPOTOCTOSMMX
JIEKapPCTBEHHEIX [IPEeNnapaToB) .

2. VHbopMaumsa 0O OCYWEeCTBJIANIMX PaCCMOTPEHMEe MaTepMralloB COTPYIOHMKAX
benepasibHOTO TOCYHAPCTBEHHOTO OHOIXeTHOTO yupexneHusa "lLeHTp BKCIepTU3h U
KOHTPOJIA KauecTBa MeOULIMHCKOM noMmom" MuHMCTEepCTBa 3OPaBOOXPaHeHMS
P® (manee - lleHTP BKCIEPTM3BI) BKJOUaAeT B cebsa:

a) obavmnuio, MMS, OTUECTBO COTPYyIHMKA, €TI0 HOOJDKHOCTL;

©) ampec lleHTpa 3kcCHepTU3H, TesedoH (dakc), DIEKTPOHHYIO IIOUTY.

3. Mubopmaumsa O JIEKAPCTBEHHOM IMperapaTe BKJouYaeT B cebsa:

a) HaMMEHOBAHME, B TOM UMCJIIE:

MEeXIYHapOIOHOE HEeNaTEeHTOBaHHOE HaMMeHOBaHME;

B CJy4Yae OTCYTCTBMA MEeXIYHapOOHOI'O HENAaTEHTOBAaHHOTO HaMMEHOBAHMUSA -
TPYNNIMPOBOUYHOE HAMMEHOBAHUE;

B CJjlydae OTCYTCTBMSA MEXIOYHAPOINHOI'O HEINATEHTOBAHHOI'O MM I'PYHNIMPOBOYHOTO
HAaVMMEHOBAHUM — XMMMUECKOE HaMMeHOBaHME;

B CJlyd4ae OTCYTCTBMS YyKas3aHHEIX HAMMEHOBAHMM — TOPI'OBOE HaMMEHOBAaHUE;

©) KOOI AaHATOMO-TEepaleBTUUECKO-XMMUUECKOM KJjlacCUbMKaLUM JIEKAPCTBEHHOT'O
npenapara;

B) npenjiaraeMele K BKJIOUYEHMIO JIeKapCTBEHHBE (QOPMBEl 3apPETIMUCTPUPOBAHHOTO
JIEKapPCTBEHHOT'O IpelapaTa (HeoOxXOoOuMMO NEePEeuMCIIUTD) ;

) nHbOOPMaLMIO O BOCHPOMB3BEIEHHBIX WM OMOAHAJIOTOBHEX (OMOIOIOOHEBIX)
JIEKapCTBEHHBEIX IpenapaTtax (Opu HaJludum) ;

o) nHbopMaLMi0 O JIEKapCTBEHHBIX [pelapaTax, BKJIIOUEHHEIX B I[IepedeHb
XMUBHEHHO HEeOOXOOVMMEIX I BaXHEMIMX JIEKAPCTBEHHEIX [IpenapaToB, B paMKax
COOTBETCTBYIUMX aHATOMO-TEPAaleBTUUECKO~XUMUUECKIUX Tpyin, a TaKkxe o
JIEKapPCTBEHHBEIX IIpelrapaTax C aHAJIOTMUHEIMM [I0KA3aHMAMM K I[IPMMEHEHMO.

4. PesylbTaTh OLEHKM METOINOJIOTMUECKOI'O KadeCTBa KIIMHMKO-3KOHOMUUECKUX
MCCJIeOOBaHUM UM MCCJeIOBaHMM C MCIOOJIB30BAHMEM aHallM3a BIMAHMS Ha OIXETEH
BIOXeTHOM cHucCTeMsl PO (majsee — OOIOXET) BKJIIOYAT:

a) pPe3yJbTaTH OLEHKM MEeTOIOJIOTMUECKOI'O KadeCTBa KIIMHUKO-3KOHOMUUECKOI'O
MCCJIeOOBaHMg, KOTOpHE 3alOJIHAKTCHA IO clemywmel dopmMe Ha KaxIoe oKaszaHMue K
IPYMEHEHUIO:

Kpurepnii OneHka COOTBETCTBUSA Ob6ocHoBaHUE
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TpeOOBaHUIM PE3YIIbTaTOB OLICHKH
(COOTBETCTBYET WJIM HE | METOJIOJIOTHYECKOTO
COOTBETCTBYET) KauecTBa
1. TlpencraBneHsbI pe3yabTaThI
OTEYECTBEHHOT'O MCCIICIOBAHUS
(aBTOP, HA3BaHUE, UCTOYHUK
yOIMKAIH, TOJT)
2. PaccmarpuBaeMble MOKa3aHUS K
MIPUMECHCHHIO
3. Bribop mpemnapara cpaBHEHUS
4. Meroa KIMHUKO-IKOHOMUYECKOTO
HCCIICTOBAHUS — COOTHOIIICHUS
3aTtpat u 3HPEeKTUBHOCTH,
COOTHOIIICHUS 3aTPaT U
TTOJIC3HOCTH, MUHUMH3AIIHS 3aTpaT
5.  BriOop kpuTepHEB OIIEHKU
ahdexTuBHOCTH
6. Illena Ha JeKapCTBEHHBIN IIpenapar
7. Pacuer npsIMbIX METUITUHCKUX
3arpar
8. Omnmucanue MaTeMaTHYECKON
Mo/ienH (IPY HATTHMYHHN )
9. IlpexncraBneHue 3aTpar mpu
OTHMCAHUU Pe3yIbTaTOB
10. IlpencraBieHue pe3ynbTaTOB
11. Amnanu3 4yBCTBUTEIBHOCTU
12. Ccbuiku Ha HCTIONIb30BaHHbBIE
WCTOYHUKU UH(pOPMALIUU
BriBoJ (MeTO10JI0THYECKOE KaueCTBO
KITMHUKO-KOHOMUYECKHX UCCIIEIOBAHMIA:
BBICOKOE, CpEJJHEE WIIN HU3KOE)
6) pes3syJibTaTh OLeHKM MEeTOIOOJIOTUYECKOTI'O KayvyecTBa UCCJIeIOBaHUM C

VCIIOJIb 30BaHMEM aHaJMs3a BJIMAHMSA Ha OBIXeT, KOTOPEIE 3allOJIHAITCA II0 crenynomen
@opme Ha KaxXZJoe IIOKa3aHMe K IIPMMEHEHMIO!:

Kpurepnii OneHka COOTBETCTBUSA Ob6ocHoBaHUE

44 13 49


http://disuria.ru/

MoctaHoBneHue MNpaButenbctea PO ot 28.08.2014 N 871 — O6 yTBepxaeHuu MNpasun hopMmpoBaHus NepeyvHen nekapcTBEHHbIX NpenapaToB
ONst MeQULIMHCKOrO NPUMEHEHUsI 1 MMHUMArbHOTO acCOPTMMEHTa NIEKapCTBEHHbIX NpenapaToB, HEO6XOAUMbIX AN OKa3aHWs MeaULMHCKON

nomowun — fencreyowas nocneaHasa pegakums ot 03.12.2020 — Pepakuma N 7 — Havano gevncteua pegakumm 17.12.2020

TpeOOBaHUIM PE3YIIbTaTOB OLICHKH
(COOTBETCTBYET WJIM HE | METOJO0JOTHIECKOTO
COOTBETCTBYET) KauecTBa
1. TlpencraBneHsbI pe3yabTaThI
OTCUYECTBECHHOT'O MCCIICIOBAHMS
(aBTOP, HA3BaHUE, UCTOYHUK
yOIMKAIH, TOJT)
2. PaccmarpuBaeMble MOKa3aHUS K
MIPUMECHCHHIO
3. llena Ha JeKapCTBEHHBIN Mpenapar
4.  Pacder mpsIMBIX METUITUHCKUX
3arpar
5.  Omnumcanue MaTeMaTHICCKOM
MoJenu (Tpu HaJTMIHN)
6. IlpencraBiieHue IPSIMBIX
MEIUIIMHCKUX 3aTpaT Mpu
OTIMCAaHUU PE3YJbTATOB
7. BpeMeHHOI TOpU30HT
8. XapakTepuCTHUKH M YUCIECHHOCTh
1IETIEBOM TOMYJISIIIUYU TTAllUEHTOB
9. IlpenacraBieHue pe3yabTaTOB
10. Amnanm3 4yBCTBUTEIHHOCTH
11. Ccpuiku Ha UCIIOJIH30BaHHBIC
HWCTOYHHUKHU MH(pOpMaIuu
BriBo1 (METOI0I0THYECKOE KAYECTBO
KIIMHUKO-3KOHOMUYECKUX MCCIICIOBAHMM:
BBICOKOE, CPEJIHEE WU HU3KOE)

5. PesyanaTm N3YyUEeHUA ITOIIOJIHUTEJIb HEIX HOCﬂeHCTBMﬁ IIPVIMEHEHMA
JIEKAPCTBEHHOT'O IIpelriapaTa BKJIIIYAKT B cebsa:

a) CBeIOeHMA o TOCYyIapCTBEHHOM perucrTpauun, obpalleHun, oOOBEMax
TOCyIapCTBEHHEBIX 3aKYIIOK npeniaraeMoro JIEKAPCTBEHHOTO nperapaTra, a TakKxe
JIEKAPCTBEHHEIX npernapaTos, BKJIOUYEHHBIX B IIepedYeHb XKMBHEHHO HeO6XOIU/IMbIX )z
BakHEeMIMX JIEKAPCTBEHHEIX npernapaTos, B pramMkKax COOTBETCTBYIINMX

aHaTOMO—TepaHeBTMHeCKO—XMMMT{eCKVIX r'pynn, MMEKIMX aHaJIOT'MUYHEBIE IIO0OKa3aHMsA, IIO0
crenyomen Qopwme :

Mexnaynap | Jlekapct Howmep Cpox | OOpamenue O06beMbl
OJIHOE BEHHAas | PEruCTPAIMOHHOTO | IEHCTB | (YIAKOBKH) 3a | TOCYIapPCTBEHHBIX
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HemaTteHTo | ¢gopma yIIOCTOBEpEeHUs (B us HEpUOJ HE 3aKyIoK 3a
BaHHOE cllydae Halu4us pEerucT | MEHee OJIHOTO | IPEIIIECTBYIOLIN
HalMEHOBa OJHOTO PALMOH | KAJIEHJAPHOTO | ¥ KaJeHIapHbIN
HUE PEruCTpPalMOHHOTO HOTO roja, roj
YIIOCTOBEPEHUS) UM | YAOCTO | IPEIIECTBYIO
KOJIMYECTBO BEpEHHM | IIero nojaye | YIaKOBO py0uneii
K

PEruCTpainOHHBIX A MMPCAJIOKCHUA
yIIOCTOBEpEHUH (B
cllydae HalIu4us
HECKOJIbKHUX
perucTpaluoOHHBIX
yIIOCTOBEPEHUI)

6) Pre3syJjibTaTEl OKCIIEPTU3El MMTPOUMX HOAaHHEBEIX I10 JIEKAPCTBEHHOMY
crenympmen dopme:

npenapatTy Io

Kputepuu onenku

OrneHka
(6amnoB)

Heo6xomumMocTs mpruMeHEHUs JICKapCTBEHHOTO TIpernapara Jiist
JTUATHOCTHUKH, TPO(OUITAKTUKY, JICUSHUS WU PeaOINTaIliy IPH OKa3aHUU
MEIMITMHCKOM MOMOIITH B CiTydae 3a00JIeBaHUI M COCTOSTHUM,
peobJ1aarouX B CTPYKTYpe 3a00J1eBa€MOCTH U CMEPTHOCTH rpakaan PO,
Ha OCHOBAHUH JAaHHBIX TOCYIAPCTBEHHOT'O CTATHCTHYECKOTO HAOIOICHUS

Hanmuwme 3apeructpupoBanHbiX B PO BoCpon3BeICHHBIX M
OMOaHAIOTOBBIX (OMOTIOTOOHBIX) JIEKAPCTBEHHBIX MTPENapaToB

Hanuuue nekapcTBeHHOro npenapara B IEpeYHe CTPATErnYeCKy 3HAUUMbIX
JIEKapPCTBEHHBIX CPEJICTB, TPOU3BOJICTBO KOTOPHIX JIOJKHO OBITH 00€CIIeYeHO
Ha Tepputopun PO

Hanuuue nekapcTBeHHOTro mpemnapara B IepeyHsIX JeKapCTBEHHBIX
MpenapaToB, (UHAHCUPYEMBIX 32 CUET CPENICTB OIOIKETOB CyObeKTOB PD

Hannune npon3BocTBa (JOKaIM3alMN) JEKapCTBEHHOI O MpernapaTa Ha
teppuropuu PO

Hroropas oreHka MpoYrX JAHHBIX IO MPEIJIOKCHUTIO

B) CBeIlleHNMA O PeKOMEeHIOalUMAX MHOCTPAHHEIX areHTCTB I[I0 OLEHKe MeOMUMHCKUX
TEeXHOJIOTUIM O LEeJjIeCOOBPa3HOCTM TOCYHAaPCTBEHHOTO OMHAHCUPOBAHMS B MHOCTPAHHOM
TOCyIapCTBe NpemjlaraeMoro JIEKAPCTBEHHOTO NpelnapaTa [0 cJjenywmer dopue :
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[Toka3zanue k Pexomenganmyu HHOCTPAHHBIX ar€HTCTB IO OLIEHKE MEJULIIMHCKHUX
IIPUMEHEHUTO TEXHOJIOTHI
6. CeeneHusa nJsa TI[OOTOTOBKM I[IPENJIOXEHUN IO
JIEKAPCTBEHHEIX

KOoppeKumnm HaMMeHOBaHUM

JIEKAPCTBEHHEIX @OpM JIEKapPCTBEHHBIX

npenapaToB M HAMMEHOBAHUM
penapaToB B COOTBETCTBUM C TI'OCYHAPCTBEHHLEIM PEeEeCTPOM JIEKAPCTBEHHHIX CPEOCTB
no crenymwoumenn dopme:

Mexnaynapoanoe | Jlekaper | OTeuecTBEHHBIN Cenenus i MOArOTOBKHU
HEMAaTEHTOBAHHOE | BEHHAs | WJIM MHOCTPAHHBIN MPEUI0KEHUHN 110 KOPPEKIIUU
HAaNMEHOBaHUE dbopma | TPOU3BOAUTEIH HAaNMEHOBAHUM JIEKAPCTBEHHBIX
MpEnapaToB 1 HAMMEHOBAHUM
JIEKapCTBEHHBIX (POPM JIEKAPCTBEHHBIX
MpernaparoB
7. Iomnucu u pacumd@poBKa MNOANMCEN COTPYIHMKOB LeHTpa
OCylmeCTBJIIARINX

BKCIIEPTU3EL,
OLIEHKY METOIOJIOTMUECKOTO KauecTBa KJIMHUKO-3KOHOMMUUECKUX
MCCJIENOBAHUNM U MCCJEIOBAHUM C MCIIOJIb30BAHMEM aHaJiM3a BJIUSHUS Ha OIXEeT:

(b.m.o.

coTpynHMKa lleHTpa BSKCINepTMU3H, [IOIOMNMUCH)

(pyxoBomuTesns leHTpa B3kCHepTU3b, O.M.0., HOOINMCH)
IHaTa

[Tpunoxxenne N 9 k IIpaBunam GpopmupoBaHus EpEUHE JIEKAPCTBEHHBIX MIPENapaToB AJIs
MEIHUIIMHCKOTO MPUMEHEHHSI 1 MUHUMAJIbHOTO ACCOPTUMEHTA JIEKAPCTBEHHBIX MIPENapaToB,

HEOOXOIUMBIX IS OKa3aHUS MEIUIIMHCKON ITOMOIIA

Crincok u3MeHsImuX J0KyMeHTOB (BBeaeHo [locranoBnenueM [IpaButenscta PO ot 29.10.2018 N
1283; B pen. [Tocranosnenwuii [IpaButensctBa PO ot 05.06.2020 N 829, ot 03.12.2020 N 2021)

(dbopma)

HayuHO OOOCHOBaHHas PEKOMEHIAlMs O BKJIOUEHUN

(06 MCKIIOUYEHUM, OTKAase BO BKJIOUEHUM) JIEKAPCTBEHHOTO MNpenapara
B I[I€pPEeUHM JIEKAPCTBEHHHX NPENapaToB IOJisd MEeIUIMHCKOTO

IIPVIMEHEHMA U MMHMMAaJIb HEIN ACCOPTVMMEHT JIEKAaPCTBEHHEIX

penapaToB, HEeOOXOOVMHIX IJiS OKa3aHUS
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MEeOMIMHCKOM rnoMomm <*>

1. HaumeHoOBaHUE JIEKAPCTBEHHOTO npenapatTa (MexIOyHapoIHOE
HellaTeHTOBaHHOE, TIPYIIMPOBOUHOE WUJIM XUMUUECKOE) .
2. JlekapcTBeHHas GopMa JIEKAPCTBEHHOT'O IIpelapaTa .
. HacTosumy IOKYMeHT KacaeTCsa MaTepualloB, IPpeICTaBJIEHHHIX :
) IJig BKJIOUEHMS JIEKAaPCTBEHHOTI'O IIpernapara:

IepedeHb XMUBHEHHO HeOOXOIOMMEIX U BaXHEeMIIMX JIeKapCTBEHHBEIX IIPEelapaToB
oJia  MEeOMUMHCKOIT'O IIpMMeHeHMsa (Iajlee — IIepedeHb BaXHEeMIMX JIeKAaPCTBEHHHX
npenapaTos) ;

B IIepedeHb JIEKapCTBEHHHIX IIpelrnapaToB, [IpelHasHaAUeHHHX IJig obecleueHus
Jaui, OO0JIbHEIX TeModuimer, MyKOBUCLUMIO30M, TIMUNIOGMBaPHEIM HaHM3MOM, OOJI€3HBIO
T'owe, 3JI0KaueCTBEHHBIMU HOBOOOPAasOBaAHUIMU IMMOOMOHOM, KPOBETBOPHOM U
POICTBEHHEIX VM TKaHEeW, PaCCeSaHHEM CKJIEPO30M, I'€MOJIUTUKO-YPeEMMUUECKUM
CMHIPOMOM, IOHOWECKMM apTPUTOM C CUCTEMHEIM HadaJIOM, MyKOIOoJMcCaxapunosoM I,
IT n VI Tunos, anjacTUUeCcKOM aHeMMely HeyTOUHEeHHOM, HAaCJeOCTBEeHHHM IedrLMTOM
baxTopoB II (pmbpmHOoTreHa), VII (nabunapHoro), X (Croapra-llpayspa), Jul, HOOCJE
TPaHCIJIaHTaUMM OpPTaHOB U (MJIM) TKaHeM (Zmajiee — IepeudeHb INOPOT'OCTOSMMUX
JIEKapPCTBEHHEIX [IPenapaToB) ;

B MMHMMAaJIb HBIA ACCOpPTVMEHT JIEKAPCTBEHHEIX npernapaTos, H@OGXOHMMHX OJida
OKa3aHMA MeOMIMHCKOM [IOMOWM (HOajiee — MMHMMAJIbHEM ACCOPTMMEHT) ;

©) IJia MCKJIOYEHMA JIEeKAaPCTBEHHOT'O IpernaparTa:

"3 IIepeduHd XM3HEHHO HGOGXOHMMHX I BaXHeMIMX JIEKAPCTBEHHEIX IIperiapaToB;

"3 IIepedHd OJOopOoTIoCTOoAlMX JIEKAPCTBEHHEIX IIpellapaToB;

Y3 MMHMMAJIBHOT'O aCCOPTMMEHTA.

oo w

4. 3agBJIeHHBIE IIOKAlaHM4a IJidg IPYIMEHEHWS JIEKAPCTBEHHOTO npenapara
(mepeumncyanTs ) .
5. OO6pameHre JIEKAPCTBEHHOTO IperapaTa Ha PHEHKE ¥ Hajluuye OPOM3BOICTRBA

(JToxanmszauumM) JIeKapCTBEHHOTO IpenapaTa B PO, BiIOUYad:

a) BpeMs BHBOIA JIEKAPCTBEHHOI'O IIpellapaTa Ha PBHOK B MUPE;

©) TroCcymapCTBEHHYK permcrpaumio B PO;

B) Hajmuyme IPOM3BONCTEA BOCIPOM3BEIeHHBIX NI B10aHaJIOT'OBEIX
(BMONOOODOHEIX) JIEKAPCTBEHHBIX [IPernapaTosB.

6. AHAJIOTWYHLIE JIeKapCTBEHHEE npernapaTs B paMkax
aHaATOMO-TEPANeBTUUECKO-XVMMNUECKMX TIPYII, a TaKXe Ha OCHOBAHMM I[IOKABAHUNM K
IPUMEHEHUIO, CTAHOAPTOB MEIOMUMHCKOM IIOMOWM M KJIMHMYECKMX pPeKOMeHIalui
(IPOTOKOJIOB JIeUeHMs) U HaJauuue BOCHPOM3BEOEHHEIX uin  OMOaHaJIOTOBEIX
(OMONONOOHEIX) JIEKAPCTBEHHEIX [IPEenNapaToB (B TOM YMCJE POCCUMCKUX) .

7. KpaTxaga cpaBHUTEeJIbHAA xapakTepucTtuka 500exTMBHOCTM U OE30NaCHOCTHU
JIEKAaPCTBEHHOT'O IIperapaTra, a TakxXe OCOOeHHOCTM KJIMHUUECKOT'O IPUMEHEHWS
JIEKAPCTBEHHOT'O IIpernapara B CPaBHEHMM C aHaJioraMM (KJIMHMUYECKME I'PYIIIE
IaLUMEHTOB, BKJUAsg BO3PACTHBE OCOOEHHOCTM M Hpodmiier O0e30NacHOCTM M Op.) C
yKa3aHMeM UTOTOBOM OLIEHKM 10 pe3yjbTaTaM KOMIIJIEKCHOM OLeHKHU (0aJjijioB) .

8. KpaTkoe KJIMHMKO-3KOHOMMUECKOE CPAaBHEHME [IpemjlaraeMOI'o JIEKaPCTBEHHOTO
npenapara C aHaJoraMM (CTOMMOCTEL JIEKAPCTBEHHOTO IperapaTa UM Kypca JIeUeHUS

10 3asgBJIEHHBEIM [IOKA3aHMAM, CPAaBHEHME 3aTpaT CUCTEMBl 3OPaBOOXPAHEHMS M Op.) C
yKa3aHMeM UTOTOBOM OLIEHKM 10 pe3yjbTaTaM KOMIIJIEKCHOM OLeHKHU (0aJjijioB) .
9. PesyJibTaTh METOIOJIOTUUECKOTO KauecTBa KJIMH/KO-3KOHOMMYE CKUX

MCCJIeOOBAaHMI ¥ MCCJIeNOBaHMM C MCIOJIL30OBAHMEM aHajMz3a BIMSAHUSA Ha OIIDKETH
BIIXeTHOM CcHCTeMsl Poccurmckon demepaumm C yKasaHMEM MTOTOBOM OLEHKM IIO
pes3yibTaTaM KOMIIJIEKCHOM OLIeHKM (BBICOKOE, CpelHee WIu HM3KOE), a TakKxe
pes3syJibTaTel OLIEHKM OOIIOJIHMTEJIbHEIX HOCHQHCTBMﬁ I10 JIEKAPCTBEHHOMY nperapaTty
(bamnnos) .

10. Lesecoobpa3HOCTb BKJIOUEHMS B yKasaHHBEE B I[IYHKTEe 3 HACTOAWETO
JOKYMEHTAa IIEepedYHM JIEKAPCTBEHHOTO nperaparTa (B CBA3U C HaJlnyyeM B
KIIMMTHNUYE CKUMX PexKoMeHIOaumax (HpOTOKOﬂaX ﬂequMH) M CTaHIapTax MGHMHMHCKOﬁ

IOMOIM [IO COOTBETCTBYIMM I[IOKA3aHMAM) C YUETOM PEKOMEHIyeMOM UYaCTOTH
IpenoCTaBJIEHUS [0 cJenyiimen bopwme :
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Kpurepuu onenku Pesynbrar [Ixana
OLICHKHN OLICHKHN
(6amnoB)
[lenecooOpa3HOCTh BKITFOUCHUS (HATMYUE JICKAPCTBEHHOTO 0,8 u BbITIIE +3
IpenapaTa B CTaHJapTax MEIUIMHCKOIN MOMOILM) C YUETOM
PEKOMEHIyEMOM 4acTOThI PEJOCTABICHUS 0,6-0,8 +2
0,4-0,6 +1
0,2-0,4 +0,5
Hke 0,2 +0,2
[enecoobpa3HOCTh BKIIOYEHUS (HAIMYKE JIEKAPCTBEHHOTO na +2
npemnapara B KIMHUYCCKUX PCKOMCHAAIUAX (HpOTOKOJ’IaX
JICUEHHUST) HET 0
11. 3aMedaHusa TJIaBHOT'O BHEWTATHOT'O creumaancTa MuHMCcTepCcTBa
3IpaBooxXpaHeHMsa PO k pesysibTaTaM KOMIIJIEKCHOM OLEHKM (IpHu
HaJIWU4umMm) .
12. WroroBee Oajjiel C YUYETOM Pes’yJIbTaTOB KOMIJIEKCHOM OLEHKM U B
cooTBeTCcTBUM C nyHkTamm 10 m 11 HacTOdmEeIro OOKyMEeHTa.
13. KpaTkum BEIBOJII o LeJjiecoobpasHOCTA BKJIOUEHU A (MCKIIIOUEeHMT)

JIeKapPCTBEHHOT'O IIperapaTa B I[IepedHM M MMWHMMAJIbHBI aCCOPTMMEHT, YyKa3aHHEE B
IYHKTe 3 HacCTOAWEeTO IOKyMeHTa.

14. IlpenJioXeHMus IO LeJIeCOODOPas’HOCTM MCKJIIOUEHMS JIEeKAPCTBEHHOI'O IpelapaTa
13 I[IepeudHel ¥ MMHMMAaJIbHOTO aCCOPTMMEHTa, yKaszaHHBIX B IIYHKTe 3 HaCTOSAWEeTO
OOKYyMEeHTa, B paMkax COOTBETCTBYUMX aHaTOMO-TepalleBTUUeCKO-XVMUUEeCKUX
TPyMNIl, B TOM UYMCJIe JIEKAPCTBEHHEIX IIPElapaToB, MMEKOIMX AHAJIOTMUYHBE [IO0Ka3aHUIA
K IPUMEHEHUIO.

IOINMCh M pacumdppoBKa MNOIANNCHU naTa

<*>  PexkoMmenpaiun (QOpMUpPYIOTCS C yY4eTOM 3aKIIOYEHUH [0 pe3ynbTaTaM aHalu3a
METOJI0JIOTMYECKOT0 KayecTBa KIMHHKO-I)KOHOMMYECKMX HCCIEIOBAaHMM M aHanu3a HH(pOpMalUU O
CPaBHUTEJIBHONW KIMHUYECKOH 3()(EeKTUBHOCTU M OE30MaCHOCTH JICKApCTBEHHOT'O Ipernapara, OLEHKH
HSKOHOMHUYECKUX MOCIEICTBUM €ro MpUMEHEHUs], U3y4eHUs JONOIHUTENBHBIX MOCIEACTBUN PUMEHEHUS
JICKapCTBEHHOI'0 Ipernapara, NpuBeieHHbIX B npuwiokeHusx N 7 m 8 k [lpaBunam ¢dopmupoBaHus
nepevyHel JeKapCTBEHHbIX IPenapaToB Uil MEAULIUHCKOIO IPUMEHEHHUS 1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IpenapaToB, HEOOXOAMMBIX Ul OKa3aHHWs MEIUIIMHCKOM IMOMOINHU, YTBEP)KICHHBIM
nocta"oBieHueM [IpaBurtensctBa PO ot 28 aBrycra 2014 r. N 871.
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