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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
ot 28 aBrycta 2014 r. N 871

OB YTBEPXOEHWUU NPABUIN
®OPMUPOBAHUA NEPEYHEWU NEKAPCTBEHHbIX NMPENAPATOB
anda MEOQULMHCKOIro NPUMEHEHUA U MUHUMATNIBHOIO ACCOPTUMEHTA
JNIEKAPCTBEHHbBIX NMPEMNAPATOB, HEOBXOAUMbIX ANA OKA3AHUA
MEAULIMHCKOM NMOMOLLU

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. [TocranoBnenwii [IpaButenscTBa PO ot 12.06.2017 N 700,
ot 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)

B cootBercTBUM co crathamu 55 u 60 denepanbHoro 3akoHa "OO6 oOpalleHUH JIEKapCTBEHHBIX
cpeact", cratheil 44 PenepanpHoro 3akoHa "OO OCHOBaxX OXpaHBI 30POBbS rpaxaaH B Poccuiickoii
Oenepanun" u crathedl 6.2 denepanpHoro 3akoHa "O ToCyIapCTBEHHOM COIMANIBHOW moMouu"
[IpaButensctBO Poccuiickoit @enepanuy MoCTaHOBIISIET:

(B pen. Hocranornenus [IpaButensctBa PO ot 12.06.2017 N 700)

1. YTBepauts npuiiaraemele [Ipasuna gpopMupoBaHus nepedHeil JeKapCcTBEHHBIX MPENnapaToB A
MEJUIMHCKOTO NPUMEHEHUS M MHUHUMAJIBHOIO AaCCOPTUMEHTAa JIEKapCTBEHHBIX IIPENaparos,
HEOOXOIUMBIX JUTS OKa3aHHsI MEAUIIMHCKOW MOMOIIIH.

2. MunucrepcTBy 31paBooxpaHenust Poccuiickoii denepanuu yTBepaUTh HOJI0KEHUE O KOMUCCUU
MunucrepctBa 3apaBooxpaHeHuss Poccuiickoit  ®enmeparmuu 1o pOpMUpOBAHUIO  MEpeUHEH
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIULUHCKOTO IPUMEHEHMsT M MUHUMAJIbHOIO aCCOPTHMEHTA
JIEKapCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JUIsl OKAa3aHUSI MEJUIIMHCKOM MOMOIIH, U COCTaB yKa3aHHON
KOMMCCHH.

3. YcranoButs, uto B 2014 romy mpemnoxeHus mo (HOpMUPOBAHHIO MEPEYHEH JIEKAPCTBEHHBIX
MpenapaToB Il MEIUIIMHCKOTO TMPUMEHEHHS M MHHUMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX
npenapaToB, HEOOXOAUMBIX JUIsl OKa3aHUS MEIUIIMHCKOM TMOMOIIM, HAMpPAaBJISIOTCA B MUHHCTEPCTBO
3npaBooxpaHenuss  Poccuiickoit  ®enmeparmuu B mopsake, npeaycMoTrpeHHoMm  [lpaBumamu,
YTBEPKACHHBIMHU HACTOSIIUM MTOCTaHOBJIeHHEM, A0 15 centsOps 2014 r.

4. llynkr 4 nocranosienus [IpaBurensctBa Poccuiickoit @enepanuu ot 29 okrabpsa 2010 r. N
865 "O rocynapCTBEHHOM pEryJIMpOBaHUU II€H Ha JIEKQpCTBEHHBIC IMpenaparhl, BKIIOYCHHBIC B
MepeueHb JKU3HEHHO HEOOXOMUMBIX W BaXKHEWIMX JIeKapcTBEHHBIX mpemnapatoB" (CoOpaHue
3akoHoarenscTBa Poccuiickoit deneparnuu, 2010, N 45, ct. 5851; 2012, N 37, ct. 5002) mocine cinoB
"MUHUCTEPCTBOM H3KOHOMHUYECKOTO pa3Butusa Poccuiickoit ®enepauuun” JOMNOJHUTH cjioBaMu ",
MuHucTEpCTBOM Tpyda U couuainbHOW 3amuthl  Poccuiickor ®enepauuu, MuHHCTEPCTBOM
peruonanbHOoro pasButus Poccuiickoii ®enepanun, denepanbHOil aHTHUMOHOMNOJBHON  CITyXO0Oi,
denepanbHO ciyxk00ii 10 HAA30pY B cepe 3aluThl MpaB MOTpeduTeneld U OIaronoayyus YeloBeka,

®denepalibHbIM areHTCTBOM Hay4YHBIX OpraHu3aiui’.
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5. MunucrepctBy 3apaBooxpaHeHus Poccuiickoi Penepannu JaBaThb pa3bsCHEHUS O IOPSAIKE
npuMeHeHus [IpaBuil, yTBEpKICHHBIX HACTOSIIUM ITIOCTAHOBJICHUEM.

IIpencenarens [IpaBurenscTBa
Poccniickoit ®eneparn
JA.MEJIBEJIEB

Y TBepKICHBI

nocraHoBjeHueM [IpaBurenscTBa
Poccuiickoit ®enepanun

ot 28 aBrycra 2014 r. N 871

NMPABUIIA
®OPMUPOBAHUA NEPEYHEWN NIEKAPCTBEHHbIX NMPEMNAPATOB
ana MEOQULMHCKOIro NnPUMEHEHNA U MUHUMATNIBHOIO ACCOPTUMEHTA
JNIEKAPCTBEHHbBIX NMPEMAPATOB, HEOBXOOUMbIX ONA OKA3AHUA
MEAWLUUHCKOWU NOMOLLIA

Criucoxk M3MEHSOIUX JOKYMEHTOB
(B pen. [locranosnenwuii [IpaButensctea 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. Hactosmue [IpaBuna yctaHaBIUBarOT MOPSIOK (POPMUPOBAHHUS:

a) [EepeyHs >KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IpenapaToB JJis
MEIUIMHCKOTO IPUMEHEHHUS (Aaliee - IEpeUeHb BaXXKHENILINX JIEKAPCTBEHHBIX IIPENAPATOB);

0) mepeyHs JICKapCTBEHHBIX MpEnaparoB, MpeAHA3HAYEHHBIX ISl oOecrieueHus JHl, OONbHBIX
reMopuiInei, MyKOBUCIUI030M, TUNO(U3APHBIM HAaHU3MOM, Oo0je3Hbl0 ['omie, 370Ka4eCTBEHHBIMHU
HOBOOOpa30BaHUSAMU JUM(OHUIHON, KPOBETBOPHOM U POJICTBEHHBIX KM TKaHEW, paccessHHbIM
CKJIEPO30M, T€MOJUTUKO-YPEMUUECKHUM CHHIPOMOM, FOHOLIECKHM apTPUTOM C CHCTEMHBIM HAaydajioM,
Mykonosmcaxapuzno3om I, II u VI Tunos, amacTU4eckor aHeMUEld HEYTOYHEHHOW, HACIEICTBEHHBIM
nepunutoM ¢akropos Il (bubpunorena), VII (madbunpHoro), X (Crroapta - I[Ipayspa), a Takxke Juil
MOCJie TPAHCIUIAHTALlMM OpPraHOB W (WJIM) TKaHeH (Jajiee - MepeueHb JOPOTrOCTOSIIUX JIEKAPCTBEHHBIX
[IpenapaToB);

(B pen. [locranosnenwnii [IpaputensctBa PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

B) yTpatun cuiy. - [locranosnenue [IpaBurenscta PO ot 03.12.2020 N 2021;

r) MHUHUMAaJIbHOIO acCOPTUMEHTa JIEKAPCTBEHHBIX IIPEnapaTroB, HEOOXOIUMBIX MM OKa3aHUs
MEJIMLUHCKON MOMOIIH (J]ajiee - MUHUMAaJIbHbI aCCOPTUMEHT).

2. IlepedyeHp BaXHEUIIMX JIEKAPCTBEHHBIX IPENapaToB (OPMHUPYETCS IO MEXAYHApOIHBIM
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HEMaTeHTOBAaHHBIM HAWMEHOBAaHUSAM JTHX JIEKaPCTBEHHBIX HpenapaToB (MpH OTCYTCTBUU TaKHUX
HAaUMEHOBAHMH - N0 TPYNIHMPOBOYHBIM WM XMMHYECKMM HAUMEHOBAHHUSAM), B TOM YHUCIE C YYETOM
CTaHJAPTOB MEIUIIMHCKON MOMOINH, PEe3yJIbTaTOB KIMHUYECKON arpoOaluu METOJ0B MPO(UIAKTHKH,
JUarHOCTUKH, JICUEHUS W peadWIuTauuy M KIMHUYECKMX DPEKOMEHIAIM 10 BOMpOcaM OKa3aHus
MEJUIIMHCKOW TMOMOIIHM, W3 JIEKAPCTBEHHBIX IpEnapaToB s MEIULHUHCKOrO NpUMEHEeHus (najiee -
JIEKapCTBEHHbIE MTPENapaThl), OTBEYAIOLINX CIEAYIOIIUM KPUTEPUSM:

(8 pen. IlocranoBnenwuii [Ipasurensctea PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

a) JIeKapCTBEHHBIA IMpemapaT 3aperuCTPUPOBAaH B YCTAaHOBIGHHOM mopsyike B Poccuiickoit
Oenepauuu;

0) JeKapCTBEHHBII Mpenapar NPUMEHSETCS C LENbI0 JTUArHOCTUKU, NPOQUIAKTUKH, JIEUEHUS U
peadbunuTaly Npu OKa3aHUU MEIULMHCKON TTOMOIIIM B ciiyyae 3a00JeBaHUI U COCTOSIHUMA, B TOM YHUCIIE
npeobiagaronMx B CTPYKType 3abosieBaemoctH B Poccmiickoit denepanuu, a Takke 3a00ieBaHUM,
MIPEICTABISIONINX OMACHOCTH JIJISl OKPYIKAIOIIUX;

(8B pex. Ilocranosnenwuii [Ipasurenscrea P® ot 29.10.2018 N 1283, ot 12.08.2020 N 1212)

B) JICKapCTBEHHBIN IpenapaT UMEET MPEUMYIIECTBO 10 CPAaBHEHHUIO C JIPYTUMHU JIEKAPCTBEHHBIMU
npernapaTamy MpH JEUYSHUH OTIPEISIIEHHOTO 3a00I€BaHUS MITH COCTOSTHMUS,

r) yrpatui cuiy. - [llocranosnenue [IpaButensctea PO ot 29.10.2018 N 1283.

3. IlepeueHb AOPOrOCTOSINIKX JEKAPCTBEHHBIX MpenapaTroB (OpMHUPYETCs MO MEXIyHAPOIHBIM
HEMaTeHTOBAaHHBIM HAaWMEHOBAHMSIM JSTUX JIEKAPCTBEHHBIX IMpemapaToB (IpU OTCYTCTBUM TaKHX
HAUMEHOBAHHWI - IO TPYNIUPOBOYHBIM WM XUMHUYECKHMM HAaWMEHOBAHMSIM) B Tpeaernax oO0beMOB
OIO/DKETHBIX AaCCUTHOBAaHWH, MPEIyCMOTPEHHBIX B (enepalbHOM OIO/KeTe Ha COOTBETCTBYIOIIUI
(MHAHCOBBIHA TOJl W TUTAHOBBIM TEPHUO, W3 JICKAPCTBCHHBIX MPEMapaToB, OTBEYAIOIIMX CIICTYIONTUM
KPUTEPUSIM:

(B pen. lHoctanopnenus [IpaButensctBa PO ot 12.06.2017 N 700)

a) JIeKapCTBEHHBIA IMpemapaT 3aperucCTPUpPOBaH B YCTAaHOBIEHHOM mopsiake B Poccuiickoit
denepauny;

0) JleKapCTBEHHBIN ITpenapaT BXOAUT B IEPEUEHb BAXXHENILINX JIEKAPCTBEHHBIX IIPENApaTOB;

B) JICKapCTBEHHBIN IpemnapaT UMEET MPEUMYIIECTBO 10 CPAaBHEHHUIO C IPYTUMHU JIEKAPCTBEHHBIMU
npenapaTamMu MpH JICYCHHUH JIHI, O0JBHBIX reMo(uineld, MyKOBHUCITHI030M, TUTTO(U3apPHBIM HAHU3MOM,
0orne3npio l'omie, 370KaueCTBEHHBIMH HOBOOOpa30BaHUSAMHU  JTUMQOHIHON, KPOBETBOPHOU U
POACTBEHHBIX WM TKaHEH, pACCESIHHBIM CKJIEPO30M, TI'€MOJUTUKO-YPEMHUUYECKUM CHHIPOMOM,
FOHOIIIECKMM apTPUTOM C CHCTEMHBIM HadajoM, Mykonojucaxapunozom I, II m VI Ttunos,
arIaCTUYeCKON aHeMHUel HeyTOYHEHHOW, HacieICTBeHHbIM aeduuutoM QaxtopoB Il (pubpunorena),
VII (nabunsHOro), X (Crroapra - [Ipayspa), a Takke JUI] IMOCIE TPAHCIUIAHTAIIMA OPTaHOB W (WIIH)
TKaHEH.

(B pen. [Toctanosnenwnii [IpaputensctBa PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

3(1). BxmioueHuwe JeKapCTBEHHOTO IMpermapaTa B MEpeYeHb JOPOTOCTOSIINX JIEKAPCTBEHHBIX
MIpernapaToB U MPU HEOOXOIUMOCTH UCKIIOYEHHUE U3 HETO B COOTBETCTBHH C IMOJIOKCHUSIMH HACTOSIINX
[IpaBun anbTepHATUBHOIO JICKAPCTBEHHOTO MpernapaTa He JOJKHO MPUBOAUTH K YBEIUYCHUIO 00BEMOB
OIO/DKETHBIX AaCCHUTHOBAaHWH, MPEIyCMOTPCHHBIX B (enepalbHOM OIO/KeTe Ha COOTBETCTBYIOIIUI
(bMHAHCOBBIN TOJT ¥ TUTAHOBBIN TIEPHO/I.
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(m. 3(1) BBenen [ocranosnenuem [IpaButenscta PO ot 12.06.2017 N 700)

4. TlepeueHb JIEKAPCTBEHHBIX NpenapaToB JUIs 0OECHEYeHUs OTICNBHBIX KaTerOpHil TpakaaH
dopmupyeTcss MO MEXAYHApOIHBIM HENAaTCHTOBAHHBIM HAUMEHOBAHHMSM 3THUX JIEKaPCTBEHHBIX
npernapaToB (P OTCYTCTBUM TaKUX HAUMEHOBAHUN - MO TPYHNIUPOBOYHBIM MM XUMHYECKUM
HAaUMEHOBAHMSIM) C HCIIOJIb30BAHUEM arperupoBaHHBIX (MO crnocoOy (IyTH) BBEIEHUS U MPUMEHEHUS)
JIEKapCTBEHHBIX (POPM M3 JICKAPCTBEHHBIX IIPENApaTOB, OTBEYAIOLIUX CIEAYIOLUIMM KPUTEPHSIM:

(B pen. Hocranosnenus [Ipasurenscrea PO ot 03.12.2020 N 2021)

a) IJIeKapCTBEHHBIA IMpemapaT 3aperuCTPUPOBAaH B YCTAHOBIGHHOM mopsijake B Poccuiickoi
Oenepauuu;

0) ekapCTBEHHBIN MpenapaT BXOAUT B I€PEUEHb BaXXHEHIINX JIEKAPCTBEHHBIX NPENapaToB;

B) JIEKApPCTBEHHBIN IpernapaT UMEET MPEUMYIIECTBO 0 CPAaBHEHUIO C JIPYTUMH JIEKapCTBEHHBIMU
IpernapaTamMy IpU JICYEHUU JIML, MMEKIOIIMX IPaBO Ha IOJIYYEHHE TOCYJAapCTBEHHOW COLUAIbHOU
MIOMOIIM B BHJIe HA0Opa COLMATIbHBIX YCIYT.

5. MUHUMAaNbHBIA aCCOPTUMEHT (POPMHUpPYETCS Ul Pa3IMYHbIX BUJOB alNTEUHBIX OpraHU3aluid U
UHAUBUAYAIbHBIX NPEIIPUHUMATENEH 10 MEXIYHApOJIHbIM HENAaTEeHTOBAaHHBIM HAaMMEHOBAaHUSAM
JIEKapCTBEHHBIX IpernapaToB (MpU OTCYTCTBUM TaKUX HAUMEHOBAHMW - IO TPYNIHPOBOYHBIM MM
XMMHUYECKUM HAMMEHOBAaHUSM) U3 JIEKAPCTBEHHBIX IMPENapaToB s MEIUIMHCKOTO MPUMEHEHUS,
OTBEUAIOLIUX CIECIYIOIIUMM KPUTEPHSIM:

a) JIeKapCTBEHHBIA IMpemapaT 3aperucTPUpPOBaH B YCTAaHOBIEHHOM mopsiake B Poccuiickoit
®denepauny;

0) JleKapCTBEHHBIN ITpenapaT BXOAUT B IEPEUEHb BAXKHENILINX JIEKAPCTBEHHBIX IIPENApaTOB;

B) JIEKapCTBEHHBIH TIpenapaT, HaxXOIIIIWiics B oOOpalleHuH Ha TeppuTtopun Poccuiickoi
denepanuy, UMEET HE MEHEE 2 COOTBETCTBYIOIIMX €My IO MEXIYHapOJIHOMY HENAaTEHTOBAaHHOMY
HaMMEHOBAHMIO JHMOO 3aMEHSIOIIEMY Takoe€ HAMMEHOBAHUE TI'PYNIHMPOBOYHOMY WM XUMHUYECKOMY
HaMMEHOBAHMIO BOCIIPOU3BECHHBIX WM OMOAHATOTIOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MPENapaToB
B AQHAJOTHUYHBIX JIEKAPCTBEHHBIX (opMax U J03UPOBKAX, NPOM3BOJUMBIX JBYyMs U Ooiee
IIPOU3BOJUTENIAMU (32 MCKIIIOUEHUEM JIEKAPCTBEHHBIX IPENApaTOB, NPOU3BOJUMBIX €IUHCTBEHHBIM
OTE€YECTBEHHBIM IIPOU3BOIAUTEIIEM);

(B pen. Loctanosnenus Ipasurenscrea PO ot 03.12.2020 N 2021)

r) JEeKapCTBEHHBII Mpenapar COrjacHO JaHHBIM 00 oObemax Mpojaxk Ha (hapmaleBTUUYECKOM
peiake Poccuiickoit @enepanuu BocTpeOOBaH CHCTEMOM 3ApaBOOXPAHEHUS W HACENEHHEM B TEUCHHE
BCEr0 KaJeHAAPHOIO roja.

6. JlekapcTBEeHHBIE TIpenapaThl MOJICKAT UCKIIOYECHUIO U3 MEPEeYHs BaKHEUIINX JIEKAPCTBEHHBIX
MpenapaToB, TMEpPeYHs JOPOTOCTOAIIMX JIGKAPCTBEHHBIX TMIpemaparoB (majiee - TEpeYyHu) U
MHUHHMAJIBHOTO aCCOPTUMEHTA B CIICAYIONMIUX CITydasK:

(B pen. [Hocranornenwus [IpaButensctBa PO ot 03.12.2020 N 2021)

a) BKJIOYEHHE albTEPHATUBHBIX JIEKAPCTBEHHBIX IMIPENaparoB, OONaJaroIlUX JOKa3aHHBIMU
KIMHUYECKUMH, M (MJIM) KIMHUKO-3KOHOMHUYECKMMHU TpPEUMYIIeCTBaMH, U (WJIH) OCOOCHHOCTAMHU
MeXaHu3Ma JecTBus, U (Win) Oonbliei 6€30MacHOCTBIO MPU AUATHOCTHKE, MPO(PUIAKTHKE, JICUCHUU
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

U1 pea6I/IJ'II/ITaI_II/II/I 38.60J'ICBEIHPIIZ, CUHAPOMOB U COCTOHHHﬁ;

0) mosBIEHHE CBEJCHMH O TOKCHYHOCTH MM BBICOKOH YacTOTE€ HEKENIATENbHBIX MOOOYHBIX
SIBJICHUM IPU IPUMEHEHUH JIEKAPCTBEHHOIO IIperapara;

B) IPUOCTAHOBJIEHHE IPUMEHEHUS JIEKapCTBEHHOT 0 Ipenapara B Poccuiickoit @enepanum;
I') OTMEHA rOCyAapCTBEHHOW PETUCTPALIUH JIEKApCTBEHHOTO Mpenapara;

1) IpeKpalleHre MpoU3BOJCTBA JIEKAPCTBEHHOro IpenapaTa Jubo ero mocraBok B Poccuiickyro
®enepanyio U (MIM) OTCYTCTBHE JEKapCTBEHHOTO MpemnapaTa B TpakgaHCKoM obopore B Poccuiickoii
@enepanyy B TEUEHHUE NIEPUOJA, TPEBBIIAIONIETO OJUH KaJIEHJAPHBIN o

€) UCKJII0YEHHE JIEKAPCTBEHHOIO Mpernapara U3 NepeyHsl BaKHEHIINX JIEKaPCTBEHHBIX NPENapaToB
- JUIsl TIEpEYHs JOPOTOCTOSIIMX JIEKApCTBEHHBIX MPENapaToB 1 MUHUMAJIbHOTO aCCOPTUMEHTA;
(B pen. Loctanosnenus Ilpasurensctea PO ot 03.12.2020 N 2021)

) TpeACTaBI€HUE HAyYHO OOOCHOBAHHOM PEKOMEHJALMM IJIaBHOI'O BHELITATHOIO CIELHUAIUCTA
MunuctepctBa 3apaBooxpaHenust Poccuiickoit denepanuu (anee - TIaBHBINA SKCIIEPT).
(mm. "x" B pen. lloctanosnenus IIpasurenscrea P® ot 03.12.2020 N 2021)

6(1). JlekapcTtBeHHble mpenapaTbl IMOAJIEKAT HCKIIOUECHUIO U3 MEpeYHEH M MUHUMAaJIbHOTO
ACCOPTUMEHTA, €CIIM B TEYCHHE 6 MECSIIEB MMOCIE BKIFOUEHH JIEKAPCTBEHHOTO IpenapaTa B IepeYeHb
BOKHEHIIIMX JIGKAPCTBEHHBIX TIPENapaToB HE 3aperdCTpUpPOBaHA TIpeleibHAas OTIYCKHAs IIeHa
MIPOU3BOIUTENIS HA JICKAPCTBEHHBIH MTperapar.

(m. 6(1) BBenen llocranosnennem [IpaButensctBa PO ot 29.10.2018 N 1283)

6(2). B nmepeyHM U MHUHMMAJbHBI aCCOPTHMMEHT BKIJIIOYAIOTCS  OJHOKOMITIOHEHTHBIE
JIeKapCTBEHHbIE MpenapaTsl. KoMOMHIpOBaHHBIE JIEKApCTBEHHBIE TpenapaThl BKIOYAIOTCS B IIEPEUYHU B
clly4ae, €CJId IO pe3yJibTaTaM OLEHKH SKOHOMUYECKUX IOCJIEJACTBUI MX NPUMEHEHUS U HU3Yy4YeHUs
JIOTIOJTHUTENBHBIX TOCIEACTBUM NPUMEHEHHUS! JIEKapCTBEHHBIX IpenaparoB (Jajee - KOMILIEKCHas
OLIEHKA) [JO0Ka3aHO MX IPEUMYIIeCTBO B MPUMEHEHMH U CTOMMOCTH II0O CpPaBHEHHIO C
OJTHOKOMIIOHEHTHBIMH JIEKAPCTBEHHBIMHU IpenapaTaMH.

(B pen. Locranosnenus IIpasurenscrea PO ot 03.12.2020 N 2021)

ITpu BKIHOYEHMH KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IPENApaTOB B MEPEYHM U MHUHHUMAJIbHBIN
ACCOPTHMEHT OJHOBPEMEHHO BKIIIOYAIOTCS BCE 3aperucrpupoBaHHble B Poccuiickonn ®enepanuun
OJTHOKOMITOHEHTHBIE JIEKApPCTBEHHBIE MTpernapaThl, U3 KOTOPBIX COCTOUT Takasi KOMOMHAIIKS.

Ecmu xorss OBl OJMH KOMIIOHGHT KOMOMHHMPOBAHHOTO JIGKAPCTBEHHOTO TIperapara He
3aperucTPUPOBAH U He oOpariaercss Ha Tepputopun Poccuiickoit denepanui Kak 0JTHOKOMITOHEHTHBIN
JIEKapCTBEHHBIN TIperapar, MpU BKIOYCHHH B TEPEYHHM M MHUHUMAJIbHBIA ACCOPTUMEHT TaKOro
KOMOMHHMPOBAHHOTO JICKAPCTBEHHOTO IIperapaTta HE TNPUMEHSIOTCS TIOJOKEHUs ab3ama TepBOTO
HACTOSIIETO MYHKTA.

(a63ar BBenneH [Hocranornenuem Ipasutenscta PO ot 03.12.2020 N 2021)
(. 6(2) BBeneH [locranosnenueM [IpaBurensctBa PO ot 29.10.2018 N 1283)

6(3). BxiroueHue >KBUBAJIECHTHOH JieKapcTBEHHON (hOpMBbI JEKapCTBEHHOIO Ipernapara, paHee
BKJIIOYEHHOTO B  TIEPEYHM W  MHHHUMAJIbHBIM  acCOPTUMEHT, He TpeOyeT  MpOBEACHUS
KIIMHUKO-DKOHOMHUYECKOTO HCCIICOBAHUS M aHajh3a BIMAHUS Ha OIOJKETHl OIOJKETHOM CHUCTEMBI
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

Poccuiickoit ®enepanuu, ecid KypcoBash CTOMMOCTb TNPUMEHEHHs JIeKapCTBEHHOW (opMbI He
MPEBBIIIAET KYypCOBYI0 CTOMMOCThH JICKAPCTBEHHOTO IIpemapaTa, BKIIOYEHHOTO B TMEPEYHU U
MHHUMAJIbHBI ACCOPTHUMEHT.

(n. 6(3) BBeneH [locranosnenueM [IpaBurenscrBa PO ot 03.12.2020 N 2021)

7. llepeueHb Ba)KHEHIIMX JIEKAPCTBEHHBIX IpenapaToB (QOpMHUpPYETCs W IepecMaTpuBaeTcs He
pexxe ogHOro pasa B roi. llepedeHb NOPOroCTOSAIIMX JIEKAPCTBEHHBIX IPENApaTOB M MUHMMAJIBHBIN
accopTUMEHT (OPMHUPYIOTCS HE peke OJJHOTO pasa B 3 roja.

(8B pen. Locranosnenus IIpasurensctea PO ot 03.12.2020 N 2021)

8. @opMHpOBaHUE TMEPEYHEW M MHHHUMAJIBHOTO aCCOPTUMEHTa OCYLIECTBISIETCS OOpa30BaHHOM
MunnctepcTBOM 3apaBooxpanenus: Poccuiickoit denepanyym koMuccuen mo GopMUpOBaHHIO TIepedHEi
JIEKapCTBEHHBIX MPENapaToB U MUHUMAIbHOI'O aCCOPTUMEHTA (J1ajiee - KOMUCCHS).

(n. 8 B pen. llocranosnenus Ipasutenscta PO ot 12.06.2017 N 700)

9. BHeceHue WH3MEHEHUIl B MEpPeYHM W MHHHUMAIbHBIM ACCOPTUMEHT OCYIIECTBISETCS B
COOTBETCTBHUHM C TOJ0KESHUAMHU HacTOAIMX [IpaBuiI.
(n. 9 B pea. Hocranosnenus [IpaBurtenscrea PO ot 12.06.2017 N 700)

9(1). OmnepatuBHOE BHECEHME M3MEHEHHH B TEPEYHH W MHUHUMAIBHBIA aCCOPTUMEHT
OCYIICCTBIIIETCS B COOTBETCTBUH C IOJIOKCHHSIMH HACTOSAIMX [IpaBHil Ha OCHOBAaHWH U B CPOK,
KOTOPBIE yCTaHOBJICHBI COOTBETCTBYIOIIMM mopydeHuem IIpaBurenbctBa Poccuiickoit ®enepanuu o
paccMOTPEHHH KOMHUCCHEH MPEUIOKEHUH 0 BKIIFOUEHHH (00 MCKITFOUEHUH) JISKAPCTBEHHBIX MPEMapaToB
B [IEPEYHU U MUHUMAJbHBIA ACCOPTUMEHT.

(. 9(1) BBeaen [locranosnenueM [IpaBurenscrea PO ot 12.06.2017 N 700)

9(2). OnepaTuBHOE BHECEHHE B MEPEUCHb BAKHEUIITUX JIEKAPCTBEHHBIX MPENapaToB U3MEHEHUN B
YacTU BKJIIOUEHHUS JIEKAPCTBEHHBIX IPENapaToB, BO3MOXKHBIX K HA3HAYEHUI0 M NPUMEHEHUIO s
JeyeHuss W NpOo(pUIAKTUKM 3a00JIeBaHUM, NPEACTaBISIIONMX ONACHOCTh JJI  OKPYXKAIOLIUX,
IIPEyCMOTPEHHBIX METOINYECKUMHU pEKOMEHAAaUMsAMA MUHMCTEpCTBa 3ApaBOOXpaHeHus Poccuiickoi
@denepan, B YCIOBUSX 4YpE3BbIUAHON cHUTyalud U (MIM) TpU BO3HUKHOBEHHM YTPO3BI
pactpocTpaHeHHsT TakuX 3a00JEeBaHUM, OCYIIECTBISIETCS IO TPEACTaBICHUI0 MuHHUCTEpCTBa 0Oe3
IIPUMEHEHUS NTOJI0KEHNH, YCTAHOBJICHHBIX MMyHKTamu 13 - 35 HacTosiuux [IpaBui.

IIpencraBnennsle MuHNCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoi Penepanuv NpeyioKeHNs 1o
BHECEHHUIO YKa3aHHBIX M3MEHEHUH B IEPEUYCHb BAXKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB IMOMJIEKAT
OIEpaTUBHOMY PacCMOTPEHMIO Ha 3aC€laHWM KOMHMCCHM C ydacTHUEM IpeacraBurenei MuHucrepcTa
3npaBooxpaHeHuss Poccuiickoit @Penepanyu, MuHHCTEPCTBA NPOMBILUIEHHOCTH W TOPrOBIIU
Poccuiickoit ®enepannu, OenepanbHoi ciay)Obl IO Han30py B cdepe 3apaBooxpaHeHus, OenepaabHOR
cIryOBI IO Ha/A30py B cepe 3aluThl MpaB NoTpeduTenei u O6iaaronoayuns yenoseka u dexepanbHON
AHTUMOHOMOJIBHONW  CIIy’)KObI, SBISIONIMXCA WieHaMHd Komuccuu. Ha 3acemanue kKoMuccuu
IIPUIJIAIIAIOTCA ITIABHBIN JKCIIEPT, a TAKXKE MPEICTABUTEID IPOU3BOIUTEIS JIEKAPCTBEHHOTO Iperapara
B LIEJISIX PaCCMOTPEHUS U COTJIACOBAHMUS LIEHBI Ha JIEKAPCTBEHHBIN Mpenapar, KOTOPY IPOU3BOJUTEID
IUTAHUPYET 3apErUCTPUPOBATD.

(n. 9(2) BBenen locranosnenuem [IpaButenscrea PO ot 12.08.2020 N 1212)

10. OpraHu3anoHHO-TEXHHYECKOE OOecleueHne JEATeJbHOCTH KOMHCCHH —OCYIIECTBISET
MunucrepcTBo 31paBooxpanenus Poccuiickon deneparuu.

11. B cocTtaB KkoMHUCCUHU BXOIAT MpeACTaBUTEIN MHUHHUCTEPCTBA 31paBOOXpaHeHus Poccuiickoit
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

®enepaunn, MUHUCTEPCTBA MPOMBILUIEHHOCTH M Toproeiu Poccuiickoni denepannun, Munucrepcrsa
TpyJa U colManbHOW 3ammThl Poccuiickoit @eneparun, OenepaibHON cayKOBI IO HAI30py B cdepe
3npaBooxpaneHus, DenepanbHON CiykObl MO Hax30py B cdepe 3amuThl IpaB MoTpeduteneil u
Osaromnosyuus YeJ0BeKa, ®denepanbHON AHTUMOHOIIOJIBHOMN CITy kOB, denepanbHOTO
MEMKO-OMOJIOTHYECKOT0 areHTcTBa, MUHHUCTepCTBa HAyKH M BbICIIEro oOpa3zoBaHusi Poccuiickoit
@enepanyn, UHbIX (eAepalbHbIX OPraHOB MCIOJHUTEIbHON BIACTH M HCHOJHUTENBHBIX OPraHOB
roCcyIapcTBEHHON BnacTu cyObekToB Poccuiickoit @enepauuu B cdepe OXpaHbl 370POBB,
(benepanbHBIX TOCYIAapPCTBEHHBIX 00pa30BATENbHBIX OPraHU3allMii BBICIIETO MEIUIMHCKOTO H
(dapMarieBTHUECKOr0 00pa3oBaHus, a TaKke (eaepanbHbIX TOCYJAapCTBEHHBIX MEIUIMHCKUX H
(hapMareBTHYECKUX HAYYHBIX OPTaHU3AIIHIA.

(B pen. IlocranoBnenuit IlpaButensctBa P® ot 12.06.2017 N_700, or 29.10.2018 N 1283, or
03.12.2020 N 2021)

Ha 3acemanum koMmHccHM TPUCYTCTBYIOT TMpPU HAIUYMM TPEIBAPUTENHLHOTO oOpalleHus B
MUCHbMEHHOW (opMe B aJpec KOMHCCUH, MOCTYIUBIIErO HE MO3JHEe YeM 3a 5 pabouux aHEH 10 THS
COOTBETCTBYIOLIETO 3acelaHMsi KOMHCCHH, MpPEICTaBUTENb CyOBbEeKTa oOpalieHHsl JIeKapCTBEHHBIX
cpenctB U (wiM) OOIIECTBEHHOTO OOBEIWHEHHUs, OCYIIECTBISIONIEIO JEsATENhbHOCTh B cdepax
3MIPaBOOXpaHEHHsI, OOPAICHNUSI JICKAPCTBEHHBIX CPEJICTB M 3aIIUTHI TPaB TPAKAAH B 3THX cepax (maree
- 3as{BUTENb), a TaK)Ke MPEJICTaBUTENIM HUHBIX (elepalibHbIX OpPraHOB HCIOJHUTEIBHON BJIACTH U
WCIIOJHUTENBHBIX OPraHoOB TOCYNapCTBEHHOW BiacTH cyOwnekToB Poccuiickoii ®enepanuu B cdepe
OXpaHBbI 3/I0POBBSI.

(B pex. IlocranoBnenwuii [IpaBurenscrea P® ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

12. 3acemaHust KOMHCCHHM TpaHCIHPYIOTCS Ha oQuIMamibHOM caiite MuHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit @enepanyu B MHQOPMAIMOHHO-TEIEKOMMYHUKALIMOHHONW  CETH
"Uutepuer" (manee - opunmanbHbii cailT B cetu "MHTEpHET").

13. 3agBurens HampaBisgeT He mosgHee 10-ro yMciaa mepBOro Mecsla KBapTaja B KOMHCCHIO
CJICAYIOUINE MPEUIOKEHUSI B AIEKTPOHHOM BHJE MOCPEICTBOM HMH(POPMALMOHHO-KOMMYHHUKAITMOHHBIX
TEXHOJIOTHH € TPUIIOKEHUEM B HJIIEKTPOHHOM BHUJI€ COOTBETCTBYIOIIUX JOKYMEHTOB U CBEICHUIL:

(B pen. Loctanosnenus Ilpasurenscrea PO ot 29.10.2018 N 1283)

a) IpeUIoKEHHEe O BKJIOYEHUM JIEKAapCTBEHHOI'O Mpenapara B HEpeyHH Mo (opMe COorjiacHO
npusioxeHuto N 1;

0) mpennokeHue O BKIIOYEHHH JIEKAPCTBEHHOTO TMpernapara B MUHHUMAJbHBIM acCOPTUMEHT IO
(dhopMe cormacHo mpuIokeHuo N 2;

B) IpEUIOKEHNE 00 MCKIIOUCHHU JIEKAPCTBEHHOIO Iperapara U3 IepedHeil mo ¢popMe COrjacHo
npuioxenuto N 3;

T) TpeIoKeHNue 00 MCKITIOYEHUH JIEKApCTBEHHOTO Tpernapara W3 MUHMUMAJIBHOTO aCCOPTUMEHTA
1o ¢popmMe coryiacHo mpmioxeHuto N 4.

14. Ytpatun cuiy. - [locranosnenue ITpasurenscta PO ot 29.10.2018 N 1283.

15. Komuccust B TeueHue 7 pabouyux IHEW €O JIHSA MOCTYIJICHUS IMPEJUIOKEHUH, YKa3aHHBIX B
nynkre 13 Hacrosuux [IpaBuin (manee - npeainoKeHue), OpraHu3yeT NPOBECHNUE UX JIOKYMEHTaJIbHOMN
SKCIIEPTU3BIL.

(B pen. Loctanosnenus IpasurenscrBa P® ot 29.10.2018 N 1283)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

[Ipu noKyMeHTaldbHOIN SKclepTH3e MpoBepsieTcs Haajexaliee OoQOopMIIeHHE MPEIOKEHUS B
COOTBETCTBUM C HacTosIUMH [IpaBuiiaMu, MOTHOTA U IOCTOBEPHOCTh MPEICTABICHHON MH(POPMAIIUH O
JIEKapCTBEHHbIX IIpenaparax, B TOM YHCIE €€ COOTBETCTBUE CBEICHMSM, COAEpXKAILUMCSA B
TOCYJApCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPENCTB, IO pe3yJbTaraM KOTOpoil odopmisercs
3aKiIoueHue 1Mo Qopme corjacHo mnpuwioxkeHuro N 5 (zmajgee - 3aKiIIOUEHHE IO pe3ylibTaraM
JOKYMEHTAJIbHOM SKCIIEPTU3BI).

16. Hpe,Z[J'IO)I(eHI/Ie OTKJIOHSIETCS OT JIalbHEHIIEero paccMOTPCHUA B CICAYIONIUX CIIydasX:

a) HeHa/Iexaiee opopMieHre IpeasIoKEHHUS U IpUlaraeMbIX K HeMy JOKYMEHTOB U CBEJICHHA, B
TOM YHCJI€ HEBO3MOXHOCTD UX OTKPBITH;
(B pen. Loctanosnenus Ipasurenscrea PO ot 29.10.2018 N 1283)

0) yrpatun cuny. - [locranosnenue [IpaBurensctea PD o1 29.10.2018 N 1283;
B) MPEJICTABJICHUE TOKYMEHTOB M CBEJICHUN B HETIOJTHOM 00bhEME;

r) IMpeaCTaBIeHHE B TEYEHHE OJHOr0 KaJeHJApHOTO TojAa TMpeUIoKEeHUus B  paMKax
MEXIyHapOAHOIO HENAaTEHTOBAHHOIO HAaMMEHOBAaHMS JIEKapCTBEHHOTO IpemnapaTta (IpU OTCYTCTBUU
TAKOI'0 HaUMEHOBAHUS - B paMKaxX I'PYNIHUPOBOYHOIO WM XUMUYECKOTO HAUMEHOBAHHUSA), [10 KOTOPOMY
KOMHCCHEN B TEKyIIeM TOoAy OBUIO BBIHECEHO pelleHHe 00 OTKa3e BO BKIIOYEHHH (MCKIIOUYEHUH)
JIEKapCTBEHHOI'0 IpernapaTa B MEpeYHH, MUHUMAJIbHBIA aCCOPTUMEHT WM B OTHOLIEHUH KOTOPOIO
OCYILECTBIIIIOTCS  JOKYMEHTaJbHas OJKCIEPTH3a WIM aHalu3 HHPOPMALUU O CPaBHUTEIBHOM
KIMHUYECKON 3((EKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO Ipernapara, KOMIUIEKCHasl OLEHKa, 3a
UCKIIIOYEHUEM CITyvasi, IpeaycMoTpeHHoro nmyHkrom 9(1) nacrosmux Ipasui;

(nm. "r" B pea. Hocranosnenus IIpaButensctea P® ot 03.12.2020 N 2021)

1) Ipe/ICTaBJI€HNE HEJOCTOBEPHOM WIIM UCKAXEHHON MH(POpMAIUY;

€) IpeaCTaBlIeHrne JOpaOOTaHHOTO MPEJIOKEHUS MTOCIE IIOBTOPHOTO OTKJIIOHEHHS IO pe3ysibTaTaM
JOKYMEHTAJIbHON SKCIIEPTU3HI.
(mm. "e" BBeneH [loctanosnenuem [IpaBurensctBa PO ot 03.12.2020 N 2021)

17. Ilpn OTKIIOHEHUM NPEATIOKEHUS OT JAIBHEHIIET0 pacCMOTPEHUS] KOMUCCHEN 3aKIIIOUEHUE T10
pe3yapraTraM JOKYMEHTAIbHOU JKCIEPTU3BI HaIlpaBJIsAeTCA 3asIBUTEIIIO IIOCPEJICTBOM
1MH(OPMaLIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUN B CPOK, HE MPEBBIIAIOMUN 3 pabouux JTHEH co JTHS
€r0 BBIHECEHHS.

JlopaboTaHHOE 3asBUTENIEM MPEUIOKCHUE C YCTPAHCHHBIMH 3aMEYaHUSIMH, YKAa3aHHBIMH B
3aKJIFOUYEHHU M0 pe3ysbTaTaM JOKYMEHTaIbHOW SKCIEPTU3bI, MOXKET OBITh MOBTOPHO HANpaBICHO B
KOMHCCHIO TTOCPEACTBOM MH(OPMAIIMOHHO-KOMMYHHKAIIMOHHBIX T€XHOJIOTHI He mo3aHee 10 pabounx
THEW CO JHS NOJYYCHHUs 3aKII0UEHUS 110 pe3ysibTaTaM JOKYMEHTAIbHOM SKCIEPTH3BI.

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

18. NUudopmarys 0 MOCTYNUBIINX B aJIpeC KOMUCCUU TIPEJIOKEHUSIX, B TOM YHCIIE TIPOIIEIIINX
JTIOKYMEHTAIBHYIO SKCIIEPTU3Y, pa3MeniaeTcs Ha opunuaibHOM caiite B cetu "MuTepHeT".

19. Hpe,[[)'IO)KCHI/IH, B OTHOIICHHU KOTOPBIX BBIHECCHO IIOJIOKUTCIBHOC 3aKIIFOYCHUC 110
pe3yibTaTaM ,Z[OKyMeHTaHLHOf/'I OKCIICPTU3BI, MOMJICKAT IIPOBCACHUIO KOMILJICKCHOH OIIEHKH B
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KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

yCTaHOBJICHHOM HacTosmmMu [IpaBuinamu mopsiake.
(8B pen. LocranoBnenus IIpasurenscrea PO ot 29.10.2018 N 1283)

20. Komuccust B CpOK, HE MPEBBIMIAIONINN 2 pabounX THEH CO JHS BBIHECEHUS TOJOKUTEIBHOTO
3aKJIIOYEHUS N0 pe3ysIbTaTaM JOKYMEHTAJIbHOM 3KCIEPTU3bl B OTHOILIEHUY JIEKAPCTBEHHBIX IPENapaToB,
MpeagaraéMblX JJis BKJIIOUEHHUS B MEPEUHU, HATIPABIISIET MPEAJIOKEHUS C TPEJOCTaBICHUEM JIOCTyIa K
UX OJEKTPOHHBIM BEpPCHSIM C MPWIAraéMbIMH JIOKyMEHTaMH U CBEACHUAMU IOCPEACTBOM
MH(OPMALIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHH:

(8B pen. Locranosnenus IIpasurensctea PO ot 03.12.2020 N 2021)

a) B ¢eaepanbHOE rOCYIapCTBEHHOE OrOpKeTHOE yupekaeHue "LIeHTp 3KCIepTu3bl U KOHTPOJIsS
KadecTBa MEIUIIMHCKOM momMornin" MuHuctepcTBa 3npaBooxpanenus Poccuiickoit denepannn (nanee -
LleHTp 3KCHIEPTH3bI) IS POBEICHUS aHATN3a METOI0JIOTHYECKOTO KaueCcTBa KIIMHUKO-3KOHOMUYECKIX
HCCIIEIOBaHMM JIEKApCTBEHHBIX IPENapaToB U UCCIEIOBAHUM C UCIOJIb30BAHUEM aHAlIM3a BIMSHUSA Ha
OromkeTsl OroKeTHOW cucteMbl Poccuiickoit @enepanuu (naigee - OMOMKET) B COOTBETCTBUU C
TpeOOBaHUSAMU K  METOJOJIOTUYECKOMY  KAuyeCTBY  KIMHUKO-DKOHOMHUYECKHX  HCCIEAOBaHUN
JIEKapCTBEHHOT'O TperapaTa W WCCICJOBAHHMIA C WCIOJIH30BAHUEM aHAIN3a BIMSHHS Ha OFOIKETHI
OromxeTHOM cuctembl Poccuiickoit denepannu, koTopsle mpuBeAeHbl B npuioxkenuu N 5(1), a Takxe
JUTSL U3YYCHUS JIOMOJTHUTEIIBHBIX TIOCIICICTBUN TIPUMEHEHUS JICKAPCTBEHHOT'O TIperapara Ha OCHOBaHUN
IIKaJdbl KOJMYECTBEHHOMW OLIGHKH [JOMOJHUTEIbHBIX JIaHHBIX O JICKAPCTBEHHOM Ipernapare,
MPEeyCMOTPEHHON HMHTETPaTbHBIMU IIKATaMHU KOMIUIEKCHOW OILIGHKH JIEKapCTBEHHOTO Tpernapara,
KOTOpBIE MIPUBEICHBI B pUIokeHnH N 6;

0) B mpoduiapHyto (hefepalibHyI0 ToCylIapCTBEHHYI0 00pa30BaTEbHYI0 OPraHU3alMI0 BBICIIETO
oOpazoBanust (MegummHCKOro W (mwiu)  (apmareBTHdeckoro) #  (WIH)  JAOMOJHUTEIBHOTO
npodeccnoHanbHOr0 00pa30BaHus, OCYIIECTBISIOUIYI0O B KAaueCTBE YCTAaBHOTO BHJA JAESITEIbHOCTU
HAy4YHO-HMCCJIEI0BATENbCKYIO JEATENbHOCTh, JIMOO B MEAMUUHCKYIO U (M) (hapMaleBTHYECKYIO
Hay4yHYK) OpraHU3alHI0, IOJBEIOMCTBEHHYHO MUHHUCTEPCTBY 3ApaBoOXpaHeHus Poccuiickoi
@eneparn UM MHUHHUCTEPCTBY HayKH M BhIciIero obpasoBanHusi Poccuiickoit denepanuu (manee -
SKCHEepTHAsi OpTraHu3alys), UIA MPOBEJICHHs aHalu3a WH(POpPMAIMKA O CPABHUTEIBHOW KIMHUYECKOH
3G GEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Iperapara, ONEHKH SKOHOMHUYECKHX ITOCIIEICTBUI
€ro NMpUMEHEHHUS! Ha OCHOBE MHTErpajbHbBIX LIKaJl, KOTOpPbIe MPUBEACHBI B pUiIoxkeHu N 6.

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

21. IlepedyeHp SKCHIEPTHBIX OpraHU3alMN yTBEpXkAAaeTcs MHUHHCTEPCTBOM 31paBOOXPAHEHUS
Poccuiickoii @enepanuu 1 pa3meniaercs Ha opUIHaIbHOM caiite B ceT "MHTepHeT".

22. KomIuleKCHasl OLleHKa MpoBOAUTCS LIeHTpOM 3KCIepTH3bl U SKCIIEPTHBIMU OpraHU3aLUsAMHU B
teyeHue 30 pabouux aHeN co JHS MOIYUYEHHUS] OT KOMUCCHU MPENIOKEHUS.
(m. 22 B pen. [locranosnenus [Ipasutenscta PO ot 29.10.2018 N 1283)

23. Jlns mpoBeACHUS KOMILUICKCHOH OIEHKH OSKCIIEPTHAsh OpPTaHU3aIlsl CO37aeT AKCIEPTHYIO
KOMHCCHIO M3 CICIHAIMCTOB C BBICHIMM MEIUIIMHCKUM, (DapMaleBTHUYECKUM WM OUOJOTHUECKUM
00pa3oBaHUEM C MPEUMYIICCTBEHHBIM YYaCTHEM CHEIUAIMCTOB, UMEIOUIMX BBICIIEE MEIUIMHCKOE U
(dapmarneBTHUECKOE 00pa3oBaHuE.

(B pen. Loctanosnenus Ilpasurenscrea P® ot 29.10.2018 N 1283)

24. TlpoBeaeHne KOMIUIEKCHOM OLICHKH MPEACTaBICHHBIX 3asBUTENIEM KIMHHKO-DKOHOMHYECKUX
HCCIE0OBAaHUI JICKAPCTBEHHOTO Tpernapara W OOOCHOBAHHOCTH IOJIYYCHHBIX IPH HMX MPOBEACHUH
KIIMHUKO-9KOHOMHYECKHX  XapaKTEpUCTUK, OOYCIOBIMBAIOIINX  IEJIeCO00pPa3HOCTh  BKIIIOUEHUS

www.consultant.ru CrpaHvua 9 u3 53
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=22.07.2022&dst=100038&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=370407&date=22.07.2022&dst=100032&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=22.07.2022&dst=100039&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=22.07.2022&dst=100043&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=310199&date=22.07.2022&dst=100045&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

JIEKapCTBEHHOTO TIperapara B MEPEeYHH, OCYLIECTBISETCS B TOM YHCIE Ha OCHOBAaHUHU pacyera
CTOMMOCTH T'OJIOBOTO Kypca TEpaluy IpEeAJaraéMbIM JIEKAPCTBEHHBIM INPENapaTroM IO CPaBHEHUIO C
JIEKapCTBEHHBIMU IIpenapaTaMy, BKJIIOYEHHbBIMM B IEPEYHM, MCXOAd U3 PpacyeTHOM LIEHBI,
MIPEICTaBIISAIONIE CTaTUCTHUUYECKYI0 MEAMaHy 3aperMCTPUPOBAHHBIX B YCTAHOBJIIEHHOM MOPSIKE LIEH
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENapaToB (MPU HATTUYHH).

(B pen. [Hocranosnenus [IpaButenscTBa PO ot 03.12.2020 N 2021)

[Ipy OTCYTCTBHM 3apeTrUCTPUPOBAHHBIX B YCTAHOBJIEHHOM IIOpsIKE II€H Ha JIEKapCTBEHHBIE
npenaparsl CpaBHEHUE M OILIEHKA OCYILECTBIISIOTCS B OTHOLICHWH DPAaCUYETHBIX LIEH Ha 3aKyIlacMmble
JICKapCTBEHHbIE MpenapaTbl B COOTBETCTBUM C JaHHBIMU 3JEKTPOHHBIX IUIOMIAJOK, HAa KOTOPBIX
MIPOBOJISATCS DIIEKTPOHHBIE ayKIMOHKI 110 3aKyIKe JIEKAPCTBEHHBIX MPENapaToB sl TOCYAaPCTBEHHBIX U
MYHUIIUNATBHBIX HYXI. [Ipu 3TOM pacdeTHas IieHa Ha JIEKapCTBEHHBIC IpenapaThl MPEICTaBISET
CTaTUCTHYECKYI0O MeAMaHy LeH (aKkTMYECKHX 3aKylOK Ha BOCIPOU3BEICHHBbIE WM OMOaHAJIOIOBbIE
(6uomo00HBIC) TeKapCTBEHHBIE MpenapaThl (IPU HATHYHUH).

(8B pen. LocranoBnenus IIpasurenscrea PO ot 03.12.2020 N 2021)

IIpy olLieHKE MONOJHUTENBHBIX IOCIEICTBUI NPUMEHEHHUS JIEKAPCTBEHHOI'O Ipenapara Takke
OCYIECTBIISICTCSI ~ AHAIM3 JI@HHBIX O TOCYJAPCTBEHHOM pErucTpanuy, aHajliu3 oOpaleHHs
JIEKapCTBEHHOI'0 IMperapaTa, MpeajaraéMoro JJis BKIIOUYEHHUS B MEpPEeUHH, a TaKKe JIEKapCTBEHHBIX
[IPErnaparoB, BKIIOYEHHBIX B IEPEYHM W MMEIOUIMX AaHAJOIMYHble BHOCHUMBIM JICKAPCTBEHHBIM
npernaparam MOKa3aHus K Ha3HAYEHUIO B paMKax COOTBETCTBYIOLIUX
aHaTOMO-TEPaNEeBTUUECKO-XUMUYECKUX TPYIIIL.

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 03.12.2020 N 2021)

B nensix mosryueHust He0OOXOAMMOM JOTTOTHUTEIHHON HH(DOPMAINK U YTOUHEHHS TTPEICTABICHHBIX
B TMPEMJIOKEHUU CBEIEHUH TMpU NPOBEACHUM KOMIUIEKCHOM OIICHKHM OCYLIECTBIIIETCS TOUCK
nH(pOpMaLIMU O JIEKAPCTBEHHBIX IperapaTax B paMKax MpeJuiaraeMoro K BKIIOYEHUIO MEXIyHApOAHOTO
HEMaTeHTOBAaHHOTO HAWMEHOBaHMS (MPU OTCYTCTBMM TaKOro HaWMEHOBaHUS - B  paMKax
IPYNIIUPOBOYHOIO MM XHMMHUYECKOTO HAMMEHOBAHHWS), B TOM UHCIE O KIMHUYECKMX U (WIN)
KJIIMHUKO-3KOHOMHYECKHUX MCCIEA0BAaHUAX JIEKAPCTBEHHBIX IpenapaToB. [Ipy 3TOM K 3aKiIro4eHusM,
yKa3aHHbIM B INyHKTe 25 Hacrosmux [IpaBmi, mpuiiararoTcsi MOJHOTEKCTOBbIE MyOIMKAIMM TaKUX
HCCIIEJOBAHUN.
(B pen. [Hocranornenus [IpaButensctBa PO ot 03.12.2020 N 2021)
(1. 24 B pen. [loctanoBnenus IIpaBurenscrea PO o1 29.10.2018 N 1283)

25. Ilo pe3ynpTaTaM KOMILUIEKCHOW OIIEHKM JKCIEepTHas opraHu3zanuss u lleHTp sKcmepTussl
COCTABJISIIOT COOTBETCTBEHHO 3aKIIIOYCHHE MO pe3yjbTaTaM aHajiu3a MHPOPMALUU O CPaBHHUTEIBHOM
KIIMHUYECKOW 3(PPEKTUBHOCTH M 0E30MMaCHOCTH JICKAPCTBEHHOTO IMperapaTta, ONEHKH 3KOHOMHUYECKHX
MOCJIEACTBUM €ro MpuMeHeHus 1o (Gopme corimacHo mpuiiokeHuio N 7 U 3aKIIIOYEHHE M0 pe3ysbTataM
aHaJl3a METOJOJIOTUYECKOT0 KayecTBa KIMHUKO-3KOHOMHUYECKHX HCCIIeI0OBAaHUN JIEKapCTBEHHOT'O
mpernapaTa ¥ HCCIe0BaHUN C UCIOIB30BAHUEM aHAllM3a BIUSHUSA Ha OIODKETHI OFOJKETHONW CHUCTEMBI
Poccuiickoit ®enepanuu, a TakkKe M3y4YECHHs] JONOJHUTENBHBIX TOCIEICTBUA TMPUMEHEHHS
JICKapCTBEHHOTO TMpermapara 1o (opMe COrJIacHO mpwiokeHuto N 8 (manee - 3aKIIOYEHHS TI0
pe3yiapTaTaM  KOMIUIEKCHOM  OIIEHKHM) M  TPEICTaBIAIOT WX B  KOMHUCCHIO  TIOCPEICTBOM
MH(POPMAITMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHIA.

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

26. HpeI[J'IO)KeHI/Ie, B TOM 4YHCJIC Ipujiara€Mbl€ K HCMY JOKYMCHTBI M CBCIACHHSA, a TAKXKC
3aK/IIOYCHUA 10 pe3yJibTaTaM KOMILJICKCHOM OIICHKHU B TCUCHHUC 2 pa60‘-II/IX I[Heﬁ CO IHA UX MOJYy4YCHUA
HaIpaBJIAKOTCA KOMHCCHEH IoCpCaACTBOM I/IH(1)0pMaI_II/IOHHO-KOMMYHI/IKaI_II/IOHHBIX TEXHOJIOT Uit TJIaBHOMY
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

JKCHEPTY € Y4YeToM MNpoduis ero JesATeIbHOCTH JUIsl IOATOTOBKM IO 3TOMY HPEIJIOKEHHIO
NpeIyCMOTpeHHOM moamyHkToM 'k" myHkTta 6 Hacrosmmux [IpaBunm HaydyHO 0OOCHOBaHHOM
PEKOMEHIallMU O BKJIFOUEHUU JIEKAPCTBEHHOTO IpernapaTa B MEPEYHU JEKApCTBEHHBIX IIPENapaToB IS
MEIUIMHCKOTO MPUMEHEHHWSs W  MHHHMMAJbHBIM  ACCOPTUMEHT JIEKapCTBEHHBIX  IPEnaparos,
HEOOXOIMMBIX JUTsl OKa3aHUsI MEJIUIIMHCKON TOMOIIH, 1o ¢opMe coryiacHo mpuioxenuto N 9 (nanee -
Hay4YyHO 0OOOCHOBAHHAsi pEKOMEHalNs).

(8 pen. IlocranoBnenwuii [Ipasurensctea PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021)

26(1). Ilpu ¢opmMupoBaHUM MHHHMAIBLHOTO AaCCOPTUMEHTa, a TaKkKe MpH MOCTYIUICHUU
MpEeIIoKEHUsT 00 WCKIIOYCHHH JIGKAPCTBEHHOrO TIperapara W3 TMepeYHed W MUHUMAIBHOTO
ACCOPTUMEHTA KOMHUCCHUS B CpPOK, HE TPEBBIMAIIMK 2 paboyux AHEH CcO JHS BBIHECCHHS
MOJIOXKUTEIBPHOTO ~ 3aKIIOUEHUS TI0 pe3yibTaTaM JOKYMEHTAJIbHOM OKCIEPTH3BI, TMOCPEIACTBOM
MH(POPMAITMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTUH HaNpaBisIeT MpEeUIOKEHHEe HE MEHee dYeM 2
TJIABHBIM 3KCTIEPTaM C Y4€TOM NPOUIIS UX IeATETbHOCTH.

(m. 26(1) BBeaen [ocranornenuem [IpaBurensctBa P® ot 29.10.2018 N 1283; B pen. [locTtanoBneHus
[IpaButensctBa PO ot 03.12.2020 N 2021)

27. I'naBHbIi1 5kcnepT B TedeHue 10 pabounx gHEH co JHS MOJyYeHUs TOKyMEHTOB, YKa3aHHbBIX B
nyHkTax 26 u 26(1) nacrosimux IlpaBuin, npeacTaBiseTr B KOMHUCCHIO B DJIEKTPOHHOM BHUJE HAYYHO
000CHOBAHHYI0 PEKOMEHIALIUIO.

(8B pen. lloctanoBnenus [IpaBurensctea PO ot 29.10.2018 N 1283)

ITpy mOArOTOBKE TAKUX PEKOMEHJAIMM TJIABHBIE SKCIEPTHI B LENSX MOTYUYEHHS JOTIOIHUTEIbHON
uHpopManuu O OE30MacCHOCTH, KadecTBe M A(PPEKTUBHOCTH, a TAKXKE O KIMHUKO-3KOHOMHUYECKHX
XapaKTepUCTHKaX JIEKAPCTBEHHBIX IMIpenapaToB B paMKax [peajgaraéMoro K BKIIOUEHHUIO
MEXIyHApOJAHOIO HEMAaTeHTOBAaHHOIO HAaMMEHOBaHUS (P OTCYTCTBUU TaKOrO HAMMEHOBAaHUS - B
paMKax TpyHIMPOBOYHOIO WJIM XHUMHMYECKOIO HAaMMEHOBAaHUWS) MOIYT HAalpaBisATh 3alpochl B
npodeccuoHaIbHbIE MEUIIMHCKNE U (papMalieBTHYECKHE COOOIIECTBA U KOMIIETEHTHBIM CIIEI[MATICTaM.
(8B pen. Locranosnenus IIpasurenscrea PO ot 03.12.2020 N 2021)

28. [Ipu Hecornacuy MOTHOCTHIO WM YaCTUYHO C 3aKITIOUEHHUSIMH MO Pe3ysIbTaTaM KOMIUIEKCHOU
OLIEHKU TJIABHBIH SKCIEPT TOTOBUT HAYYHO OOOCHOBAHHYIO PEKOMEHIAIMIO, B KOTOPOW YKa3bIBAaeT
3aMEYaHus C JIETATN3UPOBAHHBIM 00OCHOBAHWEM W CCHIIKAMH Ha MyOJIMKAIIUHN O TaHHBIX KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHOI'O Ipenapara U (WIM) JaHHBIX MOHMTOpPUHra ero 3(Q(eKTUBHOCTH U
6e3onmacHocTH Ha Tepputopun Poccuiickoit @enepanuu v (Wim) 3a pyOexoM, a TakKe IaHHBIX
KIIMHUKO-DKOHOMHWYECKHX MCCIIE0OBAaHUIM U pacueToB, 00OCHOBBIBAIOIINX €TI0 BBIBOJBI, C IPUIOKEHUEM
9TUX ITyOJIMKaILuUi.

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

29 - 30. YTparunu cuiy. - [locranosnenue [IpaBurenscta PO ot 29.10.2018 N 1283.

31. 3acegaHusi KOMHCCHH TTPOBOAATCS A0 10-TO YncIa BTOPOro Mecsiia KBapraia, CIeayIomero 3a
KBapTajioM, B KOTOPOM IMPEJCTaBICHO mpeanoxkeHue. [Ipm sToM Ha OAHOM 3acelaHUU KOMMCCUU
paccmatpuBaeTcs He Ooinee 15 iekapCTBEHHBIX MpenapaToB.

Pemenus no MNPCAJIOKCHUAM IMPUHHUMAIOTCA HA 3aCCAaHUAX KOMUCCHU B COOTBCTCTBHUU C JIMCTAMU
T'OJIOCOBAHUSA YJICHOB KOMHUCCHUH, COACPKAIIUMU PE3YJIbTAThI KOMIIJIEKCHOM OLICHKH, C YUCTOM HAYYHO
000CHOBAaHHOI peKOMEHJalMu TJaBHOro 3kcrepra. [Ipu 3ToM HaydyHO 0OOCHOBaHHAs PEKOMEHIAIMS
[JIABHOTO HKCIEPTa MPEACTABISACTCSA YWICHAMU KOMUCCHUH.
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

B cnydae paBeHCTBa TIOJOCOB peIIAIOMIMM SBJSIETCS TOJIOC MpeacelaTeNbCTBYIOUIEro Ha
3acelaHuU KOMUCCHH.
(a63ar BBenneH [loctanoBnenuem [Ipasurenscra PO ot 03.12.2020 N 2021)
(m. 31 B pen. [locranosnenus [Ipasurenscta PO ot 29.10.2018 N 1283)

32. Ha 3acemaHne KOMHCCHM IPUIVIAIIAIOTCS NpeacTaBuTenu LleHTpa skcnepTusbl M B LENAX
HAY4YHOI'O OIIIIOHUPOBAHUS IIPEICTABUTENN IKCIIEPTHON OpraHU3altu.
(. 32 B pen. [loctanoBnenus [IpaBurenscrsa PO ot 29.10.2018 N 1283)

33. Undopmanus o Xo/1e U pe3ysibTaTax pacCMOTPEHUS MPEATIOKEHHS, a TAKKe O MEecTe, JaTe U
BPEMEHHU 3aceJaHusl KOMHCCUH pa3MeInaercs 3a 7 pabouux AHEH JO COOTBETCTBYIOIIETO 3acCEAaHus Ha
ounmansHOM caiite B cetn "UnTepHeTt".

Nudopmanys o mpUHATHIX HA 3aCEAaHUM KOMHCCHUHU PEIICHUSX pa3MeniacTcss Ha O(QHUIIMaIbHOM
caiite B cetu "MHTEpHET" B TeueHHE 5 paboyuX THEH MOCIE MPOBEACHUS 3aceIaHus KOMUCCHH.
(1. 33 B pen. [loctanoBnenus [IpaBurenscrea PO ot 29.10.2018 N 1283)

34. Ilpu BO3HMKHOBEHHUM KOH(DIUKTA HHTEPECOB COOTBETCTBYIOIME UICHBI KOMHCCHUU HE
Y4acTBYIOT B IIPOLIEyPAX IIPUHATHUS PEILIEHUM 110 KOHKPETHOMY IIPEIIIOKEHHUIO.

CrneunanucTsl 3KCEepTHONW opraHu3zauuud M LleHTpa skcnepTusbl, y4acTBYIOLIME B IOJITOTOBKE
3aKJIIOUYEHUs] 1O pe3yibTaTaM KOMIUIEKCHON OIIeHKH, TJIaBHbIE OKCIEPThl M YJIEHbl KOMMCCHH,
IIPEJCTaBUBIIME HEIOCTOBEPHYIO HHGOpMALMIO WIM HE NpeACTaBUBLIME (HECBOEBPEMEHHO
NPEJCTaBUBIINE) B KOMHMCCUIO MH(OPMAIMIO O HAJIUYUU OOCTOSITENbCTB, CIIOCOOHBIX IMPHBECTH K
KOH(JINKTY MHTEPECOB MPH PACCMOTPEHUH MPEUIOKEHHUH, MO PeIICHHI0 KOMHCCUU OTCTPAHSIOTCS OT
JaTbHEHUINero y4acTusi B IEATEIbHOCTH MO (POPMUPOBAHHIO TIEpEUHEl 1 MUHUMAIBHOTO aCCOPTUMEHTA,
a pelIeHue Mo NMpeAsIoKEeHUI0, IPUHATOE KOMUCCHUEN TIPU UX YUYaCTUH, MOJIEKUT MIEPECMOTPY.

(B pen. Loctanosnenus IlpasurenscrBa P® ot 29.10.2018 N 1283)

35. Tlo pe3ynbTaTaM 3acellaHWil KOMUCCHUU TOTOBSATCS MPOEKThI pacnopsbkeHui [IpaBuTenbcTBa
Poccuiickoit denepanuy 0 BHECEHUM U3MEHEHHMM B MEPEYHU U MUHUMAIIBHBIM aCCOPTUMEHT, KOTOPHIE
(hopMHUPYIOTCS TI0O MEXITyHAPOJHBIM HEMATEHTOBAHHBIM HAUMEHOBAHMSIM JICKAPCTBEHHBIX MpEnapaTroB
(Ipu OTCYTCTBUM TaKWX HAWUMEHOBAHHMM - MO TPYNIUPOBOYHBIM WM XUMUYECKUM HAUMEHOBAHHUSAM) C
yKa3aHWEM TpU HEOOXOJAMMOCTH OCHOBHOTO JJIEMEHTa WM  JIONMOJHUTEIBRHOTO  3JIEMEHTa
JIEKapCTBEHHBIX (DOPM, KOTOpHIEC pa3MeNiaroTcs Ha opUIIUaIbHOM caiite B cet "MHTepHeT" Ha CPOK HE
Menee 10 pabouux JTHEH.

(m. 35 B pen. [locranosnenus [IpasutensctBa PO ot 03.12.2020 N 2021)

36. 3meHeHus: B IPOEKTHI EpEeYHEN 1 MUHMMAJIBHOTO aCCOPTUMEHTA MOIEKAT COTNIACOBAHUIO C
MUHHCTEPCTBOM HMPOMBIIIICHHOCTH U ToproBiu Poccuiickoit @enepanun, MuHuCcTEpCTBOM (DPUHAHCOB
Poccuiickoit deneparnu, MUHHCTEPCTBOM TpyAa M coluanbHOM 3ammThl Poccuiickoit dexnepanuu,
MuHucTEpCTBOM 3KOHOMHYECKOTO pa3BuTHs Poccuiickou denepanuu, ®denepanbHON
AHTUMOHOTIOJBHOM CiTy)00ii, DenepaibHON CTyk00i 110 Ha30py B chepe 3amuThl IpaB moTpeOuTenei
u Onmaromonyuwsi 4YenoBeka W MUHHCTEPCTBOM HayKH | BbIcuiero oOpa3oBaHusi Poccuiickoit
denepauuu.

(B pen. IlocranoBnenuit IlpaButensctBa P® ot 12.06.2017 N_700, or 29.10.2018 N 1283, or
03.12.2020 N 2021)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTaHTIIIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

[Tpunoxxenne N 1

k [IpaBunam popmupoBanus nepedHeit
JIEKapCTBEHHBIX IIPENApaTOB

JUISL MEJUIIMHCKOTO TPUMEHEHHUS

Y MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOUMBIX JIJIsl OKa3aHUs
MEIUIMHCKON TOMOIIHA

Crucok HU3MCHAIOINX TOKYMCHTOB

(B pen. [TocranoBnenwii [IpaButenscTBa 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,

or 03.12.2020 N 2021)

B kxommccuio MmMHMCTEpCTBa
30paBooxpaHeHusa Poccuiickoy denepalum
no QOpMMPOBaHMUIO epeudHel JIeKapCTBEHHBIX
IpenapaTos OJja MeIMLMHCKOIO
NPVMMEHEHUS VM MMHMMAaJIbHOT'O aCCOPTMMEHTa
JIeKapCTBEHHHX [IpelnapaTos,
HeOOXOIMMBIX IJIS OKa3aHMA
MEeIMUVMHCKOM [1OMOLM

IIPEIJIOXEHVE
O BKJIOYEHMM JIeKapCTBEHHOT'O IpelapaTa B IIepPeuYHM JIEKapCTBEHHBIX
npenapaToB IJjisg MeIMLUMHCKOTO NpMMeHeHus <*>

1. HacTosmee npenjioXeHME KacaeTCs BKJIOUEHMSI JIEKAPCTBEHHOI'O Ipernapara B
IepeuHr JIEKAPCTBEHHBIX IIPENnapaToB:

1.1. epedeHb XMBHEHHO HeO0OXOOVMMEBIX 28 BaXHEeMIMX JIeKapCTBEHHBIX
IpernapaTos;

1.2. mnepeueHb NOPOTOCTOAUMX JIEKAPCTBEHHHX IIPEerIapaToB.

2. Uudopmauus O 3asgBUTEJIE:

2.1. HauMeHOBaHMeEe opTraHmM3auuy uin odamMwuimsa, ¥Ms, OTUECTBO (IIpM HAJIUUUM)
TpaxIaHuHa

2.2. OTBETCTBEHHOE JIMIO, IOJIXHOCTH

2.3. ampec (MeCTO HAXOXIEHMs) WM MECTO XUTeJIbCTBa ;

Tesnebon (baxc)

3JIEKTPOHHAada IouTa

3. VudbopmMaumsa O JIEKAPCTBEHHOM IIpelapaTe:

3.1. HaMMeHOBAHME JIEKAPCTBEHHOTO OpernapaTa:
3.1.1. MexOyHapOIOHOE HENATEHTOBAHHOE HaMMEeHOBAaHUE ;
3.1.2. B cryuae OTCYTCTBUS MeXIyHapOoIHOT'O HEenaTeHTOBAaHHOTO
HaMMEHOBAHUSA — TPYINIMPOBOYHOE HaMMeHOBaHUE ;
3.1.3. B ciyuyae OTCYTCTBUSA MEeXIOYyHapOIOHOTO HEeMaTeHTOBAHHOTO U
TPYNNOVMPOBOYHOTO HAMMEHOBAHUN - XUMMUECKOE HaMMeHOBaHUE ;
3.1.4. B cjlyyae OTCYTCTBMS MHBIX HaAWMEHOBAHUNM — TOPTOBOE HaMMeHOBAaHUE
7
3.2. KOI aHaATOMO-TEepareBTUUYECKO~XUMNUECKOM kJlaccubmkanmn
JIeKapCTBEHHOTO IMpenapaTa ;
3.3. 3asBJIEHHEIE IOKa3aHMsa K I[IPUMEHEHMIO JIEKapPCTBEHHOTO IIpelnapaTa
COTJIaCHO VHCTPYKLUU o IPYMEHEHUI0 C yKasaHUeM xkozma MexInyHapoOHOM

CTaTUCTUUECKOM KJIaCCUOUMKALIVVI fosiesHeM n npoGneM, CBA3aHHBEIX CO 300POBBEM

(bopma)
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KOHCY/ILTAHTI /TIOC
(pen. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

(mepeunciInTs)

4
3.4. TroCymapCTBeHHas perucTpalusa JIEKAPCTBEHHOT'O Ipernapara B Poccuymckon
depmepauunm:
mara (J4uy.MM.ITT'TT) ;
HOMEP PEeTrMCTPAaUMOHHOTO YyHOCTOBEPEHMA ;
nara IO TBEPXISHMUI TOCyIapCTBEHHOM perucTpaumum JIeKapCTBEHHOT'O
npenapara (nopu HamuMuuy) (44.MM.ITTIT) ;
permcTpauus B KadecTBe OphOaHHOTO JIEKAPCTBEHHOTO Ipenapara (ma/HeT) _ ;
3.5. HauMeHOBaHMEe U alpec (MecTO HaxXOXIeHMd) OPUIMYUEeCKOT'O JIMila, Ha MMS
KOTOPOTO BBIOAHO PEeTrMCTPpalMOHHOE YHOCTOBEPEHMEe JIEKapCTBEHHOT'O Ipenapara,
MICIIOJIB3YEMOTO B KadeCTBe [pelnapaTa CpaBHeHMA (IpM HaJIM4dun)

’

NIPOU3BOOUTETb JIEKaPCTBEHHOTO npernapara, MCIOJb3YEMOTO B KauecCTBe
npenapaTa CpaBHEeHUA (IpM HaJIMUMM) ;
3.6. IQDaHHEE O IPOM3BOICTBE JIEKAPCTBEHHOIT'O IpenapaTa B Poccuyckon
demepauuy (Npy HaJIUUUNM) ;
3.7. mnpenjaraeMble K BKJIOUEHMIO JIEKAPCTBEHHBE QOPME 3apeIMCTPUPOBAHHOIT'O
JIeKapCTBEHHOTO npenapaTa, B TOM UYMCJIe BKBUBAJIEHTHHE, IpenyCMOTPEeHHEE
[lepeuHeM HaVMMEeHOBaHUM JIeKapCTBEHHEX GOpM JIEKAPCTBEHHBEIX I[IpenapaToB IOJid
MEOULMHCKOTO I[IPMMEHEHUs, YTBEPXIEHHEM MyHMCTEPCTBOM 30PaBOOXPAaHEHUS
Poccumckon denepaluun (IepPeunucIIUTh)
’
3.8. cBemeHusd O BOCHPOMB3BEINEHHEIX WM OMOaHAaJIOT'OBBIX (BroTTOmOBOHKIX )
JIeKapCTBEHHHX IpenapaTax (Ipy Haludum)
’
4. CepepmeHMs ¥ HaHHEIE O JIEKAPCTBEHHOM IIpelapaTe, IpemjaraeMoM IOiis
BKJIIOUEHMS B I[I€pPeYHM JIeKapPCTBEHHEX [IpelapaToB:
4.1. HaydyHO OOOCHOBAaHHBIE JIaHHBIE O HeOOXOOMMOCTM ¥ ODOCHOBAHHOCTU
IPMMEHEHMS JIEKAPCTBEHHOT'O IIperapaTa Ijig OUMATHOCTUKM, HPOOMIIaKTUKM, JI€UEeHUS
iy  peabunmrauuy 3aboJieBaHMM, CUMHIPOMOB M COCTOSHMIM, HOpeobjajamouMx B

CTpykType 3abojieBaeMOCTM UM CMEePTHOCTM I'paxiaH Poccumickoy denepaluy Ha
OCHOBAHMM JHaHHEX TI'OCYyHapCTBEHHOI'O CTAaTUCTMUECKOI'O HAaOIMOIeHMA (IpM Haludun
TaKMX CTATUCTUUECKMX INaHHEIX) ;

4.2. Haau4due Hayd4dHO OBDOCHOBAHHEBIX HOaHHEIX o KJIMHUYE CKUX n
bapMaKO3KOHOMUMUECKHMX NpPeMMylleCTBax [PMMEHEHMsA JIEKapPCTBEHHOTO Ipenapara Ijsa
JledeHusa JMl, OOJNBHEIX TeMobmunmelr, MyKOBMCLUUIO30M, I'MIOOM3apPHLEM HaHMU3MOM,
Oojse3Hb0 l'ome, 3JIOKAYECTBEHHEIMM HOBOOOPa30BaHMAMM JMMOOMIHOM, KPOBETBOPHOM
¥ PONCTBEHHHIX MM TKaHeM, paCCedHHEM CKJEPO30M, TI'eMOJIMTUKO-ypPeMndeCKUM
CUHIPOMOM, I[OHOWMECKMM apTPUTOM C CMCTEMHEM HauajioM, MyKollojJucaxapuiuosoMm I,
II n VI TuNoB, alljlaCTUYECKOM aHeMUelM HeyTOUYHEHHOM, HACJIeOCTBEHHEM OeduUuTOM
baxTopor II (pmbpmHOTeHa), VII (J1abuabHOTO) , X (Croapra - Illpayspa), JINLL
[I0CJle TPpaHCIJIaHTaUMM OPTaHOB M (MJM) TKaHeM, IO CPpaBHEHMIO C IpeHdapaTaMmy,
YXe BKJIOUEHHBIMM B [I€PEeUHM JIEKaPCTBEHHHEIX [IPENapaToB;

4.3. HaJMuMe HaydHO OOOCHOBAHHOM MHQOpMaLMM O NpeuMylmecTBax M (miam) o6
OCOBEHHOCTAX MexaHMs3Ma »OeMCTBMSA JIEKapCTBEHHOT'O IpelapaTa [0 CPaBHEHMIO C
aHaJjioraMy, B TOM 4YMCJIE BXOIAIMMM B IIE€PEeYHM JIEKaPCTBEHHHIX [IPENapaToB OJid
MeOULMHCKOTO IPUMEHEeHNA, npu OVMarHOCTMKE, NPOOUIIAKTMKE WM JIeUeHUN
3aboJyieBaHMi, CHMHIPOMOB U COCTOSHMM C YyYeTOM CTaTUCTMUECKMX IaHHBIX O
CTPYyKType 3afoJjleBaeMOCTM U CMePTHOCTM B Poccuyckor demepaumu;

4.4. BOCTPeDOBAHHOCTH (CoLMaJibHaA 3HAUMMOCTH) JIEKAPCTBEHHOT'O IIpelnapaTa
CHUCTEeMO} 3OpaBOOXPaHEeHMs U HacCeJIeHMEeM C YydeToOM HaJMuusa JIEKapCTBEHHOI'O
npenapaTa B II€PeYHAX JIEKaPCTBEHHHX IIpPeNapaToB, OMHaHCHMPYEMBIX 3a CcdYeT
cpencTs OOIXEeTOB CyDBEKTOB Poccunckoy denmepaumm;

4.5. HaluuMe JIeKAaPCTBEHHOTO IpelnapaTa B OepedHe CTpaTeTrMdYeCKM SHaUMMBIX
JIEKaPCTBEHHHX CPEeNCTB, [NPOM3BOONCTBO KOTOPHEIX IHIOJDKHO OBTBH OOecCIedeHO Ha
TeppuTOopUM Poccumckoy denmepauuy, YTBEPXISHHOM pacHopsXeHMeM l[IpaBUTeIbCTBA
Poccunickoit denmepauuy oT 6 mionsa 2010 r. N 1141-p;

4.6. Hammuue (JIOKaJIM3alLMs) OIPOM3BOICTBA JIEKAPCTBEHHOTO Ipenapara B
Poccuiickoy denmepalum.

5. OBocHOBaHMSA [Ojsd BKJIOUEHMSA JIEKAPCTBEHHOI'O IpelapaTa B IepeudHu
JIEKAPCTBEHHEIX IIpernapaTosB:

5.1. SINIOEMMUOJIOTMUECKHME IaHHBIE (npm HaJIMUMM) - IaHHBIE 1o
3aboJleBaeMOCTH, CMEePTHOCTM, MHBAJIMIHOCTM B OTHOUIeHUM 3abojieBaHMsa, CHUHIpPOMAa
WM COCTOSHMUA, OJIS IOUMATHOCTUKM, [NIPOOMIIaKTUKM, JIeUeHMS UM peabuiImTalunn
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KOTOPEIX nokasaH JIeKapCTBEHHHM IpenapaT (IpencTaBJIAlTCS Ha OCHOBAHMUM
pPes3yJbTaTOB T'OCYHAPCTBEHHOT'O CTATUCTMUECKOI'O HAOJOeHMS, IPYyIUX OodQMLMaJIbHBIX
VICTOUYHUKOB 128 SIUOEMUOJIOTUYE CKUX MCCJIeIOBaHUM PaCIPOCTPaHEeHHOCTH
3aboyieBaHMUAa) ;

5.2. KJIMHNYECKUE IIaHHBIE — IIOJIHOTEKCTOBBEIE BEPCUM KJIIMHUUECKUX
1CCJIe JOBaHUM (craTrbu, OTUEeTH Ha PYCCKOM S3BIKE WMJIM [I€PEeBEIOEeHHEE Ha PYyCCKUM
SA3HIK, BaBepeHHEEe BasaBUTEJIEM) (yxas3elBaloTCs aBTOPH, HaMMeHOBaHMe, IMBalH
MCCJIeNOBaHMsa, KOJMYUECTBO I[ALMEHTOB, BKJIOUEHHHX B MCCJIeHOBaHMe, I[epuon
HaOIoOOeHMs, I[IOKa3aHMe K MEeIMUMHCKOMY I[IPMMEHEHMIO JIEKAPCTBEHHOT'O IIpelnapara,
KOTOpOE YU3y4ajioch B MCCJIeNOBAaHUM, KPUTEPUN OLIeHKM sbbexkTUBHOCTHU
(6ezonacHocTH) , JIeKapCTBEHHEE npernapartTsl, c KOTOPEIMU CpaBHMBAJICH
npenjaraeMelyl JIEKAPCTBEHHEM OpenapaT (Ipy Haauuuuy) , 11auebo—-KOHTPOJIb WIIM
OTCYTCTBME JI€UEHMS, pPe3yJbTaThl MCCJIelOoBaHMa C YyKa3aHMeM KOJIMYeCTBEeHHBIX
OAaHHEIX, 3aKJINUeHMe, CIMCOK JIMTepaTypel IO CXeMe: aBTOp, HaUMeHOBAaHMUE
MCCcJenoBaHMA, BBIXOIHEIE maHHbBEe. [I0  KaxgoMy KJIMHUYECKOMY MCCJIeIOBaHUIO
yKas3blBaeTCsa YPOBEHb IOKAaBaTEeNbHOCTU 3QPeKTMBHOCTM JIeKapCTBEHHOTO IpelnaparTa
corylacHO npwmoxeHuio N 6 Kk IIpaBuiaM QOpMMPOBAHMS IepPeuYHeN JIeKapCTBEHHEIX
[IpernapaTos s MEOULMHCKOTO IPMMEHEHMS ¥ MMHMMAJIBHOT'O aCCOPTMMEHTa
JIeKapCTBEHHHX IIpelapaToB, HEOOXOIMMHIX IJid OKasaHMa MeIMLMHCKOM IIOMOWM,
YTBEPXIEHHBM [IOCTaHOBJIEHMEM [lpaBuTeNnsLCTBa Poccurickon demepauru oT 28
aBrycra 2014 . N 871);

5.3. InmaHHEE O TepaneBTUUECKOM DSKBMBAJIEHTHOCTM (IIPM HEOOXOIMMOCTM) -
IOJIHOTEKCTOBEIE BEpPCUM CPaBHUTEJIbHBIX KJIMHUUECKMX MUCCJIemoBaHuy (cTaTby,
OTUEeTH Ha PYCCKOM S3BIKE MM CTAaTbM, OTUYETH, [IE€PEeBeleHHHE Ha PYCCKUM SA3HK,
3aBEepeHHbIe 3asgBUTETIEM) (yxaselBawnTCsa aBTOPHL, HaVMeHOBaHue, ousamy
MCCJIeNOBaHMsa, KOJMUECTBO IALMEHTOB, BKJIOUEHHHX B MCCJIeHOBaHMe, Iepuon
HaOIoOOeHMs, I[IOKa3aHMe K MEeIMUMHCKOMY [IPMMEHEHMIO JIEKAPCTBEHHOIT'O IIpelnapara,
pes3ynbTaTE MCCJEeNOBaHMs C yKa3aHMeM KOJMUECTBEHHBIX IaHHHEX, 3akJjiodeHue,
CIMCOK JIMTEepaTypH IO CXeMe: aBTOp, HaMMeHOBaHME MCCJIeNOBAaHMS, BBIXOIHHE
IaHHEE) ;

5.4. IaHHBIE o KJIMHUKO—3KOHOMUYE CKUX (bapMaKO3KOHOMMUUECKHUXK )
XapaKTepUCTUKAX JIEKAPCTBEHHOTO npenapara - IOJIHOTEKCTOBEIE BEpCUMU
KJIMHUKO-3KOHOMUYECKMX MCCJIENOBAHMY (CTaTbM, OTUETH Ha PYCCKOM S3BIKE WJIM
CTaTb¥, OTYETH, I[epeBeleHHEEe Ha PYCCKMUM £3BHK, 3aBepeHHbe 3asgBUTeJIeM)
(yxaselBamwTCsa CBeneHus o0 aBToOpax, HaMMeHOBaHMEe MCCJIeOOBaHMUSA, CCBUIKM Ha
uccyenoBaHme, ou3amH VCCJIeqOBaHUS (peTpocCnexTUBHOE, [IPOCIEKTUBHOE,
MoZenupoBaHMe <**>), BuI aHajlM3a, CBeIeHMsa O JIeKkapCTBEHHHX IIpelapaTax,
KOTOPEIE MCIIOJIb30BaJIUCh s CpaBHeHUS c npenjaraeMeM JIeKapCTBEHHBIM
IpernapaToM, 3aTPaTH, KOTOPHE YUUTHBAJIMCHL B MCCJIEOOBAaHMM, ¥ KOJMUECTBEHHHE
3HaUeHMsd 3aTparT B pyonax, 30OEeKTMBHOCTE CpPaBHMBAEMEIX JI€eKAPCTBEHHEIX
npenapaTos (KpuTepum OLeHKM 2QPeKTUBHOCTM U  KOJIMUECTBEHHHE 3HayYeHud) ,
pesyJbTaTH MCCJeOOBaHUsd, CIMCOK JINTEepPaTypPH - aBToOpD, HaVMeHOBaHUe
MCCJIENOBAaHNS, BHXONHHE IaHHBIE) <*¥**>;

5.5. maHHHE O CTOMMOCTM U lieHe JIEKapCTBEHHOT'O Iperapara:

5.5.1. cTOMMOCTB OHOHOT'O KypCa JI€edeHMS JIEKapCTBEHHEM IIpernapaToM ;

5.5.2. CTOMMOCTBL JIeUYeHMs JIeKapCTBEHHHM IIpelapaToM B TedeHMe OIHOT'O
rona ;

5.5.3. maTa npoBemeHMs PACUETOB LEHBE Ha JIEKAPCTBEHHEN IIpernapar

;
5.5.4. LeHa, KOTOPYK INIPOM3BOIMTEJb IJIaHMPYyeT 3aperucTpupoBaTh B
COOTBETCTBUM C TpeDOoBaHMAMM 3aKOHOIATENbCTBa Poccuyckoy demepaumm <xx**>

’

5.6. nmaHHEe O OakTUueckux oObeMax MNPOoHax JIEKAPCTBEHHOTO Ipenapara B
Poccurmckon denmepaunm 3a Tom, NpefecTByoIMY [Iomade IPpenJjIOXeHUHd, B
HaTypaJlbHEX nokasaTessax 1o JleKapCTBEHHLM bopmMaM BapeIrMCTPUPOBAHHBIX
JIEKAPCTBEHHEX IIpernapaToB

7
5.7. IaHHBE OTUETOB o pesyibTaTax MOHUTOPUHT'A BesonacHoOCTM
JIEKapPCTBEHHOT'O IpenapaTa (B Poccuiickom denmepaumym U (Miam) 3a pyodexom)

5.8. IOaHHBIE, IIPEeICTAaBJICHHBIE 3adABUTEJIEM B MHUIMATVBHOM IIOPAIKE

6. Ofmee KOJMUECTBO MNPEIACTABJIEHHEX IOKYMEHTOB

Ha JIMCTax.
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

[loonuce 3adgBUTEJIA / /

Hara

<*> 3amoyiHeHHE BCeX IyHKTOB MNpeNIoXKeHus o0s3arenbHo. [Ipu OTCyTCTBMM CBeleHHH MO
COOTBETCTBYIOIIEMY ITyHKTY YKa3blBaeTcs 'CBEIEHHUS OTCYTCTBYIOT'. JIOKyMEHTBI M MaTepuallbl
IIPEJICTABIISIIOTCS. HA PYCCKOM SI3bIKE, B CIIydae MPENIOCTaBICHUs MyOJIMKAalUi, TOKyMEHTOB U CTaTel Ha
MHOCTPAHHBIX SI3bIKaxX JOMOJIHUTEIbHO NPUJIAraeTcs IEpeBEIEHHOE Ha PYCCKUN S3BIK pe3loMe
yKa3aHHbBIX MaTE€PHUAJIOB, 3aBEPEHHOE 3asIBUTEIIEM.

<EE> HpI/I HCIIOJIb30BAHUHU MATEMATHUYCCKOIr0 MOACIUPOBAHUA IMPEACTABIAKOTCA B 3JICKTPOHHOM
BHAC BCC pa3p360TaHHBIe MOZCIIHY, a TAKKC NOMYIICHUS IJId p33pa60TKI/I COOTBETCTBYHOIIINUX MoJiened u
(bOpMYJ'ILI pacucToB, UCITIOJIL30BAHHBIC B MOJICIIAX.

<k**F> C yuerom mosnoxeHWd uyactu 6 cratem 18 ®DepepanpHOro 3akona "OO obpamieHun
JIeKapCTBEHHBIX cpeAcTB" m yactu 3 ctateu 13 PenepanpHOro 3akoHa "OO OCHOBaX OXpaHbBI 37I0POBBS
rpaxjaH B Poccuiickoit denepanun’.

<##HE> [lnanupyemass K rOCyAapCTBEHHOW pErucTpalyM IieHa Ha JIEKapCTBEHHBIN mpernapar
paccuMThIBaeTCA C ydyeToM IoJjiokeHui yactu 3 crateu 61 PenepanbHoro 3akoHa "OO oOparieHun
JIEKapCTBEHHBIX CPEJACTB" M NPH IOCYAapCTBEHHON PErMCTpalMii HE MOXKET IPEBBINIATH TAKYIO LIEHY.
[Inanupyemasi K TOCyJJapCTBEHHON pPEruMCTpaluy II€Ha Ha JIEKapCTBEHHBIM mpenapar 10 MHHUIMATUBE
3asiBUTENsl YKa3bIBA€TCS IO KaXJOM J[O3MPOBKE, a TAaKKEe MOXKET ObIThb YyKa3aHa II€Ha, KOTOPYIO
MIPOM3BOUTENb TUIAHUPYET 3aperucTpUpoOBaTh, B CIydyae OJHOBPEMEHHOIO BKJIIOYEHUS B IEpeueHb
JOPOrOCTOSIIMX ~ JIGKAPCTBEHHBIX IpernaparoB. Ilpm 3TOM 1npu  pasauuHBIX  ypPOBHSX  LE€H
NIPEJCTaBJICHHbIE MCCIIEOBAHUS BKIIOYAIOT pacueThl Ha 0aze BcexX MIIaHMPYEMBIX K IOCyIapCTBEHHOMN
pEruCTpalyHy LEH.

ITpunoxenne N 2

K [IpaBunam popmupoBanus nepedneit
JIEKAPCTBEHHBIX MPENAapaToOB

JUTSL MEAMLIMHCKOTO TPUMEHEHNUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENApaToB,
HEOOXOIMMBIX [T OKa3aHHs
MEJIULIMHCKON ITOMOILH

Crrcok M3MEHSOIUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButensctea PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021)

(dbopma)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTAHTIINTIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

B kommccuio MuHMCTEpCTBa
30paBooxpaHeHusa Poccuiickon denepalumm
1o QOPMUMPOBAHMIO I[EPEUHEN JIEKapCTBEHHBIX
IpenapaToB IJjsd MeIMLMHCKOI'O
IPUMMEHEHMSA UM MUHMMAJIBHOTO aCCOPTMMEeHTa
JIeKapPCTBEHHEIX IIpenapaTos,
HEeOOXOIMMBIX IJIs OKas3aHUS
MEeIMUMHCKOM ITOMOM

[IPEJIOXEHVE
O BKJIOYEHUM JIEKAPCTBEHHOT'O [pernapaTa
B MMHMMAJIbHBI aCCOPTMMEHT JIeKapCTBEHHEIX IIpenapaTos,
HeOOXOIMMEIX IJIs OKasaHMs MEeOMUMHCKOM I1OMOUM

1. Vubopmaumsa O 3BasgBUTEJE:

1.1. HawMeHOBaHMeEe OpTaHM3aUUM UM daMuimus, MMS, OTUECTBO (NPY HAJIUUMM)
TpaxIaHuHa

1.2. OTBETCTBEHHOE JIMILO, IOJDKHOCTH

1.3. ampec (MeCTO HaxOXIeHUs MM MECTO XMUTeJIbCTBA) ;

Tesebon (baxc)

BJIEKTPOHHASA IIoYTa

2. VHbGopMauusa O JIeKapCTBEHHOM IpernaparTe:
2.1. HauUMeHOBAHUE:
2.1.1. MexOyHapOIHOEe HEIaTEHTOBAHHOE HaMMEHOBAaHME ;
2.1.2. B criyuae OTCYTCTBUS MeXIyHapOoIHOT'O HEenaTeHTOBAHHOTO
HaVMEeHOBaHMS — TPYIIMPOBOUYHOE HAaMMEHOBAHME ;
2.1.3. B ciyyae OTCYTCTBUS MEeXOYyHapOIOHOTO HEeaTeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBaHUM - XMMMUECKOEe HaMMeHOBaHUe ;
2.1.4. B ciydyae OTCYTCTBUS MHHX HaMMEHOBAHMM - TOPIOBOE HaMMEHOBAHUE
’
2.2. KOnI aHaTOMO-TepalleBTUYeCKO-XMUUIECKOM KJIaccuomrKaumm
JIEKaPCTBEHHOT'O IpernapaTa ;
2.3. 3a9BJIEHHBIE [IOKa3aHMsa K I[IPMMEHEHMIO JIEKAPCTBEHHOT'O IIpelapaTa
COTJIacHO MHCTPYKLUUM 1o IIPUMEHEHMIO C YyKasaHMueM xona MexIyHapoIHOM

CTAaTUCTMUYECKOM KJaccuburaumy OoJjie3HEM U NpobjieM, CBA3aHHBIX CO 3I0POBbEM
(mepeumcnnTsb)

;
2.4. ToOCymapCTBEeHHAas PermMcTpalurs JIEKapCTBEHHOTO OpenapaTa B Poccumckomn
denepaunm:
mara (4du.MM.TTTT) ;
HOMEPp PEerMCTPaLUMOHHOTO YyIOCTOBEPEeHUS

’

nara IO TBEPXISHMSI TOCYyIapCTBEHHON perncTpaunumn JIEKAPCTBEHHOT'O
npenapaTa (Opy HaaIuuuy) (44.MM.TTTT) ;
2.5. @maHHEIE O TI[IPOMBBOICTBE JEKAapCTBEHHOTO IIpenapaTa B Poccumckomn
demepauum (Opy HaJIMUMM) ;
2.6. npenynaraeMmsle K BKIIOUEHMIO JIeKapCTBEHHHE (QOPMEI 3apeTlMCTPMPOBaHHOTO
JIEKaPCTBEHHOT'O npenapara, B TOM UYMCJIe DSKBMBAJIEHTHBEE, [IPEeNyCMOTPEHHBE
[lepeunem HaVMEeHOBAaHUM JIeKapPCTBEHHEIX bopM JIexapCTBEHHEX IpenaparTos
0Jisg MeIMLMHCKOI'O INPMMEHeHMS, YTBEPXIeHHBM MyHMCTEPCTBOM 3IpPaBOOXpPaHeHNUs
Poccurickon denmepauum (MNepedmciiuThb) ;
’
2.7. cBeneHus o BOCIHPOM3BEOEHHEIX nny  BMOaHAaJIOTOBHX (6MOMNONOOHBIX)
JIeKapPCTBEHHEIX npenaparax (IpM HaIWUUUN)
3. CeenmeHmMs ¥ »aHHEE O JIeKapCTBEHHOM IIpelnapaTe, IpenjaraeMoM i

BKJIOYEHMS B MUHMMAJIbHBI aCCOPTMMEHT JIEKQPCTBEHHHIX [IPENapaToB, HEOOXOIMMEIX
IJIs OKas3aHMsI MEeIOUUMHCKOM ITOMOIM :

3.1. JIeKapCTBEeHHHM MpenapaT BXOIUT B lepeudeHb XM3HEHHO HEeOOXOIVMBIX U
BaXHEMIMX JIeKaPCTBEHHHX [IpenapaToB;

3.2. JIeKapCTBEHHBI IpenapaT COIJIAaCHO MHCTPYKLUMU [10 NPMMEHEHMIO MOXET
IPUMEHATHCS [OIPM OKasaHMM MeIMLMHCKOM IIOMOWM B aMOyJIaTOPHHIX YCJIOBUAX IIPU
OMaTrHOCTHUKE, npoduraxkTuke, JIeYeHUN WII peadbunmuTaumnn HauboJee
pPacnpoOCTpaHEeHHEIX 3ab0JieBaHMil, CUHIPOMOB M COCTOSHUM;

3.3. Haaudue TOCyIDapCTBEeHHOM perucTpauumu B Poccuiickon Odepepalum
COOTBETCTBYIUUX IO MEeXIyHapOIOHOMYy HENAaTEeHTOBAaHHOMY HaMMEHOBAHMO, JMOO
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

3aMeHsleMy ero TPYNNVMPOBOYHOMY W XUMUYE CKOMY HaMeHOBAHMIO
BOCIHPOM3BEHOEHHEX UM OMOaHaJIOTOBHX (OMONOOOOHEIX) JIEKQPCTBEHHHX CPEeNCTB B
aHAJIOTMUYHEIX JIEKaPCTBEHHEIX QOopMax M OO3MPOBKaAX HOBYX M 0Oo0Jiee NPOMU3BOOUTEJIEN
(3a UCKJIOYEHNEM JIeKaPCTBEHHHIX I[IpernapaToB, [IPOMU3BOIMMLEIX e€IMHCTBEHHBM
OTeUEeCTBEHHEIM NPOM3BOOUTEJIEM) ;

3.4. BOCTPeBDOBAHHOCTD JIEKAPCTBEHHOTO npenapara CUCTEMOM
3IPaBOOXPaHeHMss M HacCeJIeHMeM Ha OCHOBAaHMM HOAaHHEIX OPTAaHOB MCIIOJIHUTEJIbHOM
BJIACTU CyOBEKTOB Poccumckon denmepaumnmn B chepe OXpaHE 3I0POBbA U

MapKETMHIOBEIX MCCJIEIOBaHMM O MNpolaxax JIEKapCTBEHHOI'O IIpelnapaTa B PoccuMckoun
denepaluy IPM OKa3aHUM MEeIOMIMHCKOM oMol B aMOyJIaTOPHEIX YCJIOBMSAX B TeUeHMUe

KaJIeHOapHOT'O Tona (BXOXIeHMe B COTHIO Haubojiee NpolaBaeMHX JIeKapCTBEHHEBIX
npenapaTos Ha PHHKe Poccumckoy dermepalumy 3a KaJIeHOAPHEM I'On) .
4. IanHEle, OOOCHOBHBAIME [IPENJIOKEHMS O BKJIOUEHMM JIEKapCTBEHHOT'O

npenapaTra B 2 MUHMMAJIbHEM aCCOPTMMEHT JIEKAPCTBEHHHEIX IPerlapaToB, HEeOOXOIMUMEBIX
IOJIS OKa3aHMsg MEeIMUMHCKOM ITOMOIIM :

4.1. SIUIEMUOJIOTUUECKUE IOaHHEE (mpm HaJINUUM) - IIaHHBIE o
3aboJIeBaeMoOCTy, CMEPTHOCTM, MHBAJMIHOCTM B OTHOWIEHMM 3aboJjieBaHMS, CUHIPOMA
WAV COCTOSHMS, IJs IUATHOCTMKM, NPOQMIIAKTUKM, JeUeHMS WM peabuimTaumumn
KOTOPEIX rnokasaH JIeKapCTBEHHHM IpenapaT (IpencTaBJIAl0TCS Ha OCHOBAHUM
pPes3yJbTaTOB T'OCYHAPCTBEHHOT'O CTATUCTMUECKOI'O HAOJOOeHMS, IPYyIUX O(QMLMAaJIbHBIX
VICTOUYHUKOB 128 SIUOEMUOJIOTUYE CKUX VCCJIeIOBaHUM PaCIPOCTPaHEeHHOCTH
3aboyieBaHMUAa) ;

4.2. maHHEE O CTOMMOCTM M lieHe JIEKapCTBEHHOTO Ipernapara:

4.2.1. CTOMMOCTb OIIHOTO Kypca JIeueHns (ogHOTO Mecdua JieueHus
JIeKapCTBEHHEM IIpernapaToM) ;

4.2.2. maTa IpOoBeIeHMd pacueTOB 3aTpaT Ha JedeHMe JIeKapCTBEHHEM
npernapaToM ;

4.3. npanHHEe O OGakTHMUecKMX oOOBeMax MNpohax JIEKapCTBEHHOT'O IpelnapaTa B
Poccumckomn denepanumm 3a ron, NpPeluecTBYyOUUN [oIade I[IPenjioOXeHMs, B
HaTypaJlbHEX nokasaTessax o JIeKapCTBEHHEM bopmam PEeTUCTPUPYEMEIX
JIeKapCTBEHHHX I[IpelapaToB

4.4. pmaHHEE, [PEenOCTaBJIEHHHE 3agBUTEJIEM B MHUIMATUBHOM IIOPSAIKE

5. Ofuee KOJIMUECTBO MNPENCTABJIEHHBIX IOKYMEHTOB

Ha JIMCcTax.

[loonuce 3adgBUTEIA / /

Hara

ITpunoxxenune N 3

k [IpaBunam popmupoBaHus nepedHeit
JIEKapCTBEHHBIX ITPENApaTOB

JUISL MEJUIIMHCKOTO TPUMEHEHHUS

Y MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOJUMBIX JIJIs1 OKa3aHUs
MEIUIIMHCKON TOMOIIH

CHHCOKHSMGHHKHHHXHOKYMGHTOB

(B pen. ITocranosnennii [IpaButenscrBa PO ot 29.10.2018 N 1283,

ot 03.12.2020 N 2021)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pen. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

B kommccuio MmMHMCTEpCTBAa
3IpaBooxpaHeHus PoccuiickolM dermepalum
1o QOpPMMPOBAHMUIO NepedHel JIEKapCTBEHHBIX
NpenapaTos OJIA MEeIMLMHCKOIO
IPUMEHEeHMSI ¥ MUHMMAJIbHOI'O aCCOpPTMMeHTa
JIeKapCTBEHHHX [IpernapaTos,
HeOOXOIMMBIX IJI OKa3aHMA
MEeIMUMHCKOM ITOMOLM

[IPEUIOXEHNE
06 MCKJOYEeHUM JIEKapCTBEHHOTO MpenapaTa U3 [IepeudHel
JIEKApPCTBEHHHIX MNpenapaToB OJA MeIMUMHCKOTO NPYMEHEHUA

1. Hacrosdmee nNpenjioOXeHME KacCaeTCs MCKJIIOUYEHMS JIeKapCTBEHHOTO Ipenapara
Y3 IepeuHel JIeKAPCTBEHHHEX MIpenapaToB IJisd MEeOULIMHCKOTO IIPMMEHEHMS :

1.1. mepeuHs XMBHEHHO HEOOXOIMMEIX M BaXHEMUMX JIEKAPCTBEHHHBIX IIPEelapaToB;

1.2. mnepeuHs OOPOTOCTOSMMX JIEKAPCTBEHHEIX [IPENapaTosB.

2. Uudpopmauus O 3agBUTEJE:

2.1. HauvMeHOBaHMeE opTraHmM3auuUM uin odaMmimsa, ¥MMs, OTUYECTBO (IPpM HAJIWYUM)
TpaxIaHuHa ;

2.2. OTBETCTBEHHOE JIMIO, IOJIKHOCTDH ;

2.3. ampec (MeCTO HAXOXIOEHMs) WM MECTO XUTEJILCTBAa ;

TesedoH/dpakc H

B3JIEKTPOHHAS IoUTa

3. MudbopmMaums O JIEKAPCTBEHHOM IIperaparTe:

3.1. HauMeHOBaHMUE:

3.1.1. MexOyHapOoOHOE HEeNaTeHTOBAHHOE HaVMeHOBaHUe

’

3.1.2. B criyuae OTCYTCTBUS MeXIyHapOoIHOT'O HEenaTeHTOBAHHOTO
HaMMEHOBAHUSA — TPYNNMPOBOUYHOE HaMMEeHOBaHUE ;
3.1.3. B ciyyae OTCYTCTBUS MEeXIYyHapOOHOTO HEeNaTEeHTOBAHHOTO U
TPYNNMPOBOYHOTO HAMMEHOBAHMI - XMMMUECKOE HaMMeHOBaHUE ;
3.1.4. B cllyyae OTCYTCTBUS MHEIX HaMMEHOBAHMI - TOPTOBOE HaMMeHOBAaHUE

’

3.2. KOOI aHaATOMO-TeparneBTUUECKO~XUMNYECKOMN KJlaccudmUralmm
JIeKapCTBEHHOTO IIpelnaparTa ;
3.3. 3asaBJIEHHBIE IokasaHus K [PUMEHEeHMI0 JIeKapCTBEHHOTO I[IperapaTa
COTJIaCHO VHCTPYKLUU o IPVMEHEHUI0 C yKasaHUeM xoIma MexIyHapoOHOM

CTAaTUCTMUYECKOM KJaccuburaumy OoJIe3HEM U NOpobJjieM, CBSA3aHHBIX CO 3I0POBbEM
(mepeumcnnTsb)

;

3.4. ToCymapCTBEeHHAs perucTpalus JIEKaPpCTBEHHOTO MNpenapaTta B PoCcuMCKOM
denepaunm:

mara (4du.MM.TTTT) ;

HOMEPp PEerMCTPALMOHHOTO YyIOCTOBEPEeHUS ;

nara IO TBEPXISHUSI TOCYyIapCTBEHHON perncTpaunumn JIEKAPCTBEHHOT'O
npenapaTa (Opy HaaIuuuy) (44.MM.TTTT) ;
3.5. npenjaraeMele K = UCKJIOUEHUO JIeKapCTBEeHHEE (GOPMH, B TOM YMCJIe
SKBMBAJIEHTHEIE, 3aPeIMCTPUMPOBAHHOTO JIEKAPCTBEHHOI'O Ipenapara ([IepedrcinThb)
’

3.6. cBemeHusd o BOCIIPOU3BENEHHEIX MM OMO0AaHAJIOTOBHX (OMONOIOOHEIX)

JIEKaPCTBEHHEIX [pernaparax (Ipy Hajludmm)

4. CepenmeHmusa m [HaHHEHE O JIeKapCTBEHHOM I[IpenapaTe, [pexnjaraeMoM OJid
VICKJIOYEHNA us nepeydHen JIeKapCTBEHHBIX npenapaTos 0J18 MeIOULMHCKOTIO
NIPVIMEHEHNA :

4.1. HadMuMe HaydyHO OOOCHOBAaHHOM MHOOpMaLMM O MNpeMMyllecTBax M (Miam)
OCOBEHHOCTAX MexXaHM3Ma »OelcTBMA, OoJbllelt ©Oes30NacHOCTM ajlbTEPHATUMBHOTO
JIEKApPCTBEHHOTO npenapara, BKJIYAEMOTO B IepedYeHb, NpM OUAaTHOCTUKE,

npodmiakTMke, JI€eYeHUM MM peabuiamTauuy 3ab0JieBaHMM, CUHIPOMOB M COCTOSHUM C
ydueToM CTaTUCTMUYECKUX JaHHBIX O CTpykType 3abojleBaeMOCTU M CMEePTHOCTHU B

(bopma)
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KOHCY/ILTAHTI /TIOC
(pen. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

Poccurickoit denmepaluu;

4.2. BHOBb I[OABMBIIMECS CBeIOEHMS O TOKCMUHOCTM MJIM BEICOKOM YaCTOTe
HeXeJlaTeJIbHEX IMOOOUHEIX SBJIEHMM NIPU NPMMEHEHMM JIeKapCTBEHHOTO Ipernapara;

4.3. TIPMOCTAHOBJIEHME [PMMeHeHMs JIEKapCTBEHHOI'O IpelnapaTa B Poccuyckoin
denmepaumn;

4.4. oTMeHa T'OCyHAapCTBEHHOM perucTpaluuM JIEKapCTBEHHOI'O Npenapara;

4.5. IpekpaleHne IPOM3BOACTBA JIEKAPCTBEHHOT'O IpenapaTa Jubo ero
IOCTaBOK B Poccurickyn demepauuio ¥ (MiaM) OTCYTCTBME JIEKAPCTBEHHOI'O IIpenaparTa
B IpaXxnaHCKOM obopoTe B Poccuiickoy Odenmepaumm B TeUeHME epuona,
[IPEBHIIANIETIO ONMH KaJIeHOAapHEM TOI.

5. OOocHOBaHMA HJiI MCKJIOUEHMA JIEKAPCTBEHHOI'O [pelapaTa U3 [NepedHen
JIEKAPCTBEHHHX IIperapaToB IJisg MEIMUMHCKOTO INPMMEHEHUS :

5.1 - 5.2. UCKJIOUEHH;

5.3. nmaHHEle O OaxkTuueckux obBeMax Npomax JIEKAPCTBEHHOT'O IIpenaparTa B
Poccuiickoit denmepaunn 3a 3 Troma, NpedllecTByomMe IoAade MNpPenJIOKeHMS, B
HaTypaJlbHEIX noxkasaTesax 1o JleKapCTBEHHLM bopmMaM BaperMCTPUPOBAHHBIX
JIeKapPCTBEHHHX [pernapaToB (NpM Haauduu) ;

5.4. IOaHHBIE ¥ HOOKYMEHTH, [NOITBepXIanlye [peKpalleHrMe [IPOM3BOICTBA
JIeKapCTBEHHOTO IpenapaTa Jmubo ero NOoCTaBokK B Poccuiickyio denepaumio M (MUIM)
OTCYTCTBME JIEKAPCTBEHHOI'O IIpelapaTa B TIpaXIaHCKOM obOopoTe B Poccuyckon

demepauumy B TedYeHMEe IIepuona, [NPEBHUAKIErO OAOMH KaJIeHOApHEM Ion (npm
HaJIMumumM) ;
5.5. IOaHHBIE OTYEeTOB o pesyJbTaTax MOHMUTOPMHI'A 6e30IacHOCTHU

JIEKAPCTBEHHOTO IpenapaTa (B Poccurickoy dPemepaumm ¥ (MiaM) 3a pydexoMm) ;
5.6. @maHHBEE, [pPeACTaBJIEHHHE 3asfgBUTEJIEM B MHUIMATUBHOM [IOPAIKE.
6. Obmee KOJMYECTBO IPEIACTAaBJIEHHBIX IOKYMEHTOB

Ha JIMCTax.
lompnuce 3adaBUTENS / /
Hara

[Tpunoxenue N 4

k [IpaBunam popmupoBaHus nepedHeit
JIEKapCTBEHHBIX ITPENApaTOB

JUISL MEJULIMHCKOTO TPUMEHEHHUS

Y MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOJUMBIX JIJIsl OKa3aHUs
MEIUIIMHCKON TOMOIIHA

Crucok HU3MCHAIOINX TOKYMCHTOB

(B pen. octanosnenus [IpaButensctBa PO ot 03.12.2020 N 2021)

B kommccuio MmHMCTEpCTBa
3IpaBooxpaHeHus Poccuiickon denepalum
no QOPMMPOBAHMUI [NepedHel JIEKapCTBEHHBIX
npenapaTop OJjs MeOULMHCKOT'O
IPUMEHEeHMS M MUHMMAJIbHOTO aCCOPTMMeHTa
JIeKapCTBEHHHX IIpenapaTos,
HeOOXOIOMMEBIX IJIS OKas3aHMusAa
MEeIMUMHCKOM ITOMOUM

(dbopma)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTAHTIINTIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

[IPEJIOXEHVE
00 MCKJIOUEHMM JIEKAPCTBEHHOT'O IIpelapara
U3 MMHYMAJBLHOTO AaCCOPTUMEHTAa JIEKAPCTBEHHHX I[IPEerNapaTos,
HEOOXOOMUMEIX NJIS OKa3aHMS MEeIMUMHCKOM 1OMOLM

1. VHbopMaumsa O 3adgBUTEJE:

1.1. HauMMeHOBaHMe oOpTaHM3aAUUM MM baMuims, MMsS, OTUECTBO (NIPM HAJUUUMK)
TpaxIaHuHa ;

1.2. OTBETCTBEHHOE JIMIIO, HOOJIXHOCTH ;

1.3. ampec (MeCTO HaAXOXIEHMS) WMJIM MECTO XUTEJIbCTBA ;

Tesebon (dbaxc) ;

3JIEKTPOHHAasa IodTa

2. VHbopMauus O JIeKAPCTBEHHOM IIpernaparTe:

2.1. HauMeHOBAaHME:

2.1.1. MexIDyHapoIHOe HelaTEeHTOBAHHOE HaMMeHOBaHME

’

2.1.2. B ciyuyae OTCYTCTBUS MEeXIOYyHapOIHOT'O HEernaTeHTOBAHHOTO
HaMMEHOBaHMSA — IPYNNMPOBOYHOE HaMMeHOBaHUE ;

2.1.3. B cryuyae OTCYTCTBUSA MEXIYHAPOIHOT'O HEeNnaTeHTOBAHHOTO U
TPYNNVMPOBOYHOT'O HAMMEHOBAHUM - XMMMUECKOE HaMMEeHOBAaHUE ;

2.1.4. B crnydae OTCYTCTBUSA MHBIX HaMMeHOBAaHUM - TOProOBOe
HaMMeHOBaHMe ;

2.2. KOmI aHaTOMO-TepalleBTUUYEeCKO~XVMUIECKOM KJlaccubmraumm
JIeKapCTBEHHOTO IIpelapaTa ;

2.3. TocymapCTBeHHAas pPermMcTpalus JIEKapCTBEHHOTO OpenapaTa B Poccumckomn
denepaunm:

mara (4du.MM.TTTT) ;
HOMEPp PEerMCTPALMOHHOTO YyIOCTOBEPEeHUS ;
nara IO TBEPXISHUSI TOCYyIapCTBEHHON perncTpaumnumn JIEKAPCTBEHHOT'O

npenapaTa (Opy HaaIuuuy) (44.MM.TTTT) ;
2.4. @maHHEIE O TIIPOMBBOICTBE JEeKAapCTBEHHOTO IIpenapaTa B Poccumckomn

demepauum (Opy HaJIUUMM)

’

2.5. rnpenjaraeMse nis VICKJIIOUEeHU S JIeKapCTBEHHHE bopmer
3apPEeTrVCTPUPOBAHHOTO JIEKAPCTBEHHOTO Iperapara ([IepeuyrcinTh)

’

2.6. cBemeHusa O BOCIPOM3BEOEHHBIX MM OMOaHAaJIOT'OBBIX (B1OonOomOOHEIX)
JIEKAPCTBEHHEIX IIpernapaTrax (nopu HaJludum) .
3. OcHOBaHMA mOJd MUCKJIOUEeHMS JIEKapCTBEHHOI'O IpenapaTa M3 MUHMMAJIbHOIT'O

ACCOPTMMEHTAa JIEKAPCTBEHHEIX IIpeliapaToB, HeOOXOOMMEIX IJIS OKa3aHMSa MeOULIMHCKOM
rmoMoum :

3.1. JIeKapCTBEeHHHM IpenapaT He BXOIUT B IIepedeHb XMBHEHHO HeOOXOIMMBIX
Y BaXHEMUMX JIEKaPCTBEHHEIX IIpelapaToB;

3.2. [IpVIMEHEHUE JIEKAPCTBEHHOT'O IpenapaTa B Poccuiickoy Odenepaumm
IIPMOCTAHOBJIEHO;

3.3. TocymapCTBeHHaAs perucTpalus JIEKapCTBEHHOTO NpenapaTta B PoCccuMCKOM
denepaunm OTMEHEHA;

3.4. IpekxpalleH TpaxIaHCKUMA obopoT JIeKapCTBEHHOTO npenaparta B
Poccurickon demepauun, B TOM UMCIJIe INPEeKpalleHO e€Tr'0 MNPOM3BOICTBO.

4. JOKyMEeHTHE U JaHHHE, ODOCHOBHEBaWIME MNPENJIOXKEeHKE 00 MCKIIOUYEHUN
JIeKapCTBEHHOTO npenapara us3 MMHMMAaJIBHOTO aCCOPTMMEHTAa JIeKapCTBEHHHX
npenapaTosB, HeOOXOOMMHEIX IJIS OKaBaHUA MEeOMLUMHCKOM ITOMOUIM :

4.1. IOOKYMEHTHE M IOaHHBE, [Oo4TBepXIallMe MIpeKpalleHye TI'PaxmaHCKOI'O
obopoTa JIeKapCTBEHHOT'O IpenapaTa B Poccuyckoy denepaluuy, B TOM UYMCIE

IIpeKpaleHmMe ero IIpomM3BOLCTBA

4.2. IOaHHBIE, IIPEeINCTAaBJICHHBIE 3adABUTEJIEM B MHUIMATVBHOM IIOPAIKE

5. Ofbumee KOJIMUYECTBO MNPENCTABJIEHHBIX OOKYMEHTOB
Ha JIUCTax.

[Homnmce 3asaBUTENd / /

IlaTa
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pen. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

[Tpunoxenue N 5

K IIpaBunam ¢popmupoBanus nepedneit
JIeKapCTBEHHBIX IpenapaToB

JUISL MEUIIMHCKOTO IPUMEHEHHUS

1 MUHUMAaJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPernapaTosB,
HEOOXOIUMBIX JUI OKa3aHHsI
MEIULIUHCKONW TOMOIIU

CHHCOKHBMBHﬂKHHHXHOKYMCHTOB

(B pen. [locranoBnenuii [IpaButenscrea PO ot 29.10.2018 N 1283,

ot 03.12.2020 N 2021)

3AKJIIOUEHVE
10 pes3yJjbTaTaM [POBEeNeHMS IOKYyMEeHTAaJIbHOM
SKCIEPTUS3H NPENJIOKEHMS O BKJIOUEHUM (MCKJIIOUEHUN)
JIEKAPCTBEHHOT'O MpernapaTa B [epedHM JIeKapCTBEHHEIX [IpenapaToB
M MMHMMAJIBHBIM aCCOPTMMEHT JIEKapPCTBEHHEIX [IPENapaTos,
HEOOXOIMMEIX IJIs OKasBaHMs MEeOMUMHCKOM IIOMOUM

Hacrosdumee 3akJIOUeHME KacaeTcd MaTepruasiop, IIPenCTaBJIEHHBIX IOJIA:

.1. BKIOUYEHMA JIeKAPCTBEHHOTO IpernapaTa B:

1.1, repedeHb XM3HEHHO HEOOXOOMMEIX M BaXHeMIMX JIeKapCTBEHHBIX
penaparTos;

.1.2. mepedeHbp HOPOTOCTOAMMX JIeKAPCTBEHHEIX IIpPenapaToB;

.1.3. ucCkJInuUeH;

.1.4. MMHMMAJIBHEIML AaCCOPTMMEHT JIEKapPCTBEHHEIX IIpenapaToB, HeOOXOIMMBIX

Ka3aHMsa MeIOMUMHCKOM IIOMOIM (MMHMMAJIbHEILL aCCOPTMMEHT) ;

MCKJIOUEHMS JIEeKapCTBEHHOT'O IIpelnapaTa M3:

. IepeyHsa KM3HEHHO He 0B X0 OMMBIX ¥ BaXHEMIMX JIeKapCTBEHHHX
B/

njis
L2,
L2,
npenapar
. MepeuHd OOPOTOCTOAUMX JIEKAPCTBEHHHX [PEeNapaTos;

. UCKJIOUEH;

. MMHMUMAJIbHOT'O aCCOPTMMEHTA.

VHbopMauysa O JIEKAPCTBEHHOM Ipernapare:

HaVMEHOBAaHMeE :

. MEeXIYyHAapOIHOE HEeNaTEeHTOBAHHOE HaMMEeHOBAaHMUE ;

. B cryuae OTCYyTCTBUA MEXIYHAapOOHOTO HEeMaTEeHTOBAHHOTO
HUS — TPYNNMPOBOUYHOE HAMMEHOBAaHME ;

. B cryuae OTCYyTCTBUSA MEXIYHAapPOIHOTO HEMAaTEeHTOBAHHOTO U
OUHOT'O HAMMEHOBAHWUM — XMMUUECKOEe HaMMeHOBaHMe ;

. B criiydyae OTCYTCTBMS MHEIX HaVMMEHOBAHUM — TOpIToBOE HaMMeHOBaHMme

1
o
2.2
.2.3
.2.4

HauM B

npo

1
1
1
a
1
1
1
o
1
1
a
1
1
1
2
2
2
2
e
2
TPy
2

1
1.1
1.2
HOBA
1.3
POB
.1.4
;

2.2. KOOI aHaATOMO-TepaleBTUYECKO-XUMUUECKOM KJlaccudmramm
JIEKaPCTBEHHOTO IIpelnaparTa ;

2.3. npenjaraeMmsle K BKIIOUYEHMIO JIeKapCTBEHHHE (QOPMEl 3apeTlMCTPMPOBaHHOTO
JIEKAPCTBEHHOT'O IpelapaTa (IepeduciuTh) :

7
2.4. npenynaraeMmsle K MCKIIOUEHMIO JIeKapCTBEHHHE (QOPMEI 3apeTlMCTPMPOBaHHOTO
JIEKAPCTBEHHOT'O IpelapaTa (IepeduciuTh) :

(bopma)
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(peg. ot 03.12.2020)

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3. Cpoku HNpoBeIeHMs NOKYMEHTAJIbHOM B3KCIEePTU3HL:

c 1o .
4. IoKyMeHTaJbHasg 3KCIEepTU3a IpenyIoXe s (B COOTBETCTBUU c
IPWIIOXEHU MM 1 n 2 x IlpaBuyaM QOpMMPOBAHMUSA II€pPeyHel JIeKapCTBEHHHIX
pernapaTos OJs MeOVLMHCKOT'O IPYMEHEHMUsT U MMHMMAaJIbHOTO aCCOPTMMEHTa
JIEKAPCTBEHHHX [penapaToB, HeOOXOOMMEIX IJIs OKaszaHMsa MeIMLMHCKONM I1OMOIM,
YTBepPXIeHHEM IIOCTaHOBJIEHMEM [lpaBuTenbcTBa Poccuiickonr @denmepaumm oT 28

aBrycra 2014 . N 871):

Tpebyemble cBeneHus Wudopmanus o mpeacTaBIeHUN TPEOyeMbIX
CBEJCHUM 3asBUTEIIEM
1 2 3
1 | Wuadopmanus o 3asBuTene 1.1 npencrasiieHa B IOJHOM 00bEME
1.2 mpencraBneHa HE B TIOJHOM  OOBEMe
(mepevyncauTh):
1.3 He mpexacraBieHa
2 | Huadopmanus o 1ekapcTBeHHOM | 2.1 mpejcTaBieHa B IOJIHOM 00beMe
npernapare 2.2 mpeacraBieHa HE B IOJHOM 0OBeEMe
(mepe4yuncauTh):
2.3 He mpe/CcTaBICHA
3 | CBeneHus 0 JIeKapCTBEHHOM 3.1 mpeacTaBieHbI B IOJIHOM 00beMe
npenapare Juis BKIIOYSHUS 3.2 mpenacrtaBieHbl HE B IOJHOM 0OObeMe
(MCcKIIIOUEHUS) B IEPEYHU (mepe4yunciauTs):
JIEKapCTBEHHBIX MIPENapaToB U
MUHUMAJIbHBII aCCOPTUMEHT 3.3 He peJICTaBIICHE
4 | Narnble, 000CHOBBIBAIOIINE 4.1 npeacTaBICHbI B TIOJTHOM 00BeMe
MpeI0KEHHE O BKIIOYEHUN 4.2 npenctaBieHbl HE B IMOJHOM oObeme
(MCKITIOYEHUN ) JICKAPCTBEHHOTO | (MIEPEYHCIIUTD):
mpernapara B epeuHu
JIEKapCTBEHHBIX IPENapaToB U 4.3 He npe/ICTaBICHE
MUHUMAaJIbHBII ACCOPTUMEHT
5. BameuaHmus NO pes3yJibTaTaM HOKYMEHTAaJIbHOM BSKCIEepPTM3b NpenJoXeHMA (mpu

HaJIMUUM HYXHOE OTMETUTH) :
5.1. HeHamJexalee

IOOKYMEHTOB ¥ CBEeIeHMUI,
5.2. yTpaTuil Ccuiy;

obopMIieHHUE
B TOM UYMCJIE HEBO3MOXHOCTbH UX OTKPHITH;

IIPEnJIOXEHN A n npuiaraeMelx K HEMY

5.3. mpencraBJieHME NOKYMEHTOB M CBEIEHMM B HEIIOJIHOM OO0BeMe;

5.4. 1mnOpencraBJieHMEe B
paMkKax MEXIYyHapOOHOTO

npenapara (Ipu OTCYyTCTBUMU
WM XUMMYECKOT'O HaMMeHOBAaHMA) ,

BEIHECEHO pemeHre 06 oOTKase BO
npernapara B [epedHy,
ocylleCcTBJIAeTCA OOKYyMEeHTaJIbHasd
MCKJIOYEHMEM Clydasd,
nepeyHen JIEKapPCTBEHHBIX

MMHMMAaJIEHOTO aCCOPTMMEHTAa

TeueHMre
HEeNaTEeHTOBAHHOTO

TaKOTO HAMMEHOBAHMS - B paMKax [PYINIMPOBOYHOTO
10 KOTOPOMY KOMMCCMEN B TeKylleM I'ony OBLIO

BKJIOYEHUU
MUHVMAJILHE —aCCOPTUMMEHT UK
SKCIEepTMU3a MUIn
IpenyCMOTPEHHOTO
npenapaTos

JIEKapPCTBEHHEX

OIOHOT'O KaJIEHIOapHOT'O TI'ohda IIPpelJIOXEeHMA B

HalVMeHOBaHIMA JIEKAapCTBEHHOT'O

(MckITIOUeHUM ) JIEKAPCTBEHHOTI'O
B OTHOIWEHMM KOTOPOIO
KOMILJIEKCHas OlleHKa, 3a
nyukroMm 9 (1) IpaBun (QopMUPOBAHUSA
oyisa MEIUILIMHCKOTO IPUMEHEHM I 128
IpernapaToB, HEOOXOIMMBIX LI
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTAHTIINTIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

OKasaHMsA MEeIMLMHCKOM IIOMOWM, YTBEPXIEHHHX I[IOCTaHOBJIeHMeM I[IpaBUTeJIbCTBa
Poccurickon Oemepauum ot 28 arrycra 2014 ». N 871;

5.5. OpencTaBJIeHME HEIOCTOBEPHOM MM MCKaXEHHOM MHOOpMALMM;

5.6. mOpencTaBJieHUE nopaboTaHHOTO IpenJIoXeHU nocJse IIOBTOPHOT'O
OTKJIOHEHUS I10 pes3yJibTaTaM IOKYMEHTAJIbHOM SKCIEPTU3LL.

KOHerTHbIe 3aMedaHnAa:

6. PesymnbTart:

6.1. HampaBUTL OpPenJIOXeHVEe Ha KOMIIJIEKCHYI OlLIeHKY;

6.2. HaNpaBUTbH B ampec 3aABUTEINI 3aKJIOUEeHVEe C 3aMedYaHMsaAMU O
HECOOTBETCTBUM YCTAHOBJIEHHHM TpPeOOBAHMUAM;

6.3. HaNpaBUTb npenjoxeHue BHEUWTAaTHOMY creuranucTy MuHMCTEpCTBa
3npaBooxpaHeHus Poccwuiickou demepauum oyist IIOOTOTOBKM pPeKoOMeHImauumu o
BKJIOUEHUN (MCKITOUEHUN) JIEKAPCTBEHHOT'O npenapara B MVHUMAaJIb HEI
AQCCOPTHUMEHT .

[IpencenaTesb (3aMeCTUTEJb
npencenaTesisa) KOMUCCUN
MyHMCTEpPCTBa BOPAaBOOXPAHEHUS
Poccurickon demepaumm
1o QOPMUPOBAHUIO IIE€PEUHeMN
JIEKaPCTBEHHHX I[IpelapaToB
OJIsT MEIMIUMHCKOTO IPYMEHEHUs
Y MMHMMAJIbLHOTO aCCOPTHMMEHTa
JIeKaPCTBEHHHX I[IpernapaTos,
HEOOXOIMMEIX IJIS OKa3aHUud
MEeIMLMHCKOM ITOMOUIM

/
(maTa) (momnmuce, pacumdpoBKa MNOIANUCHK)

[Ipunoxenue N 5(1)

K [IpaBunam popmupoBanus nepedneit
JIEKAPCTBEHHBIX MPENAapaToOB

JUTSL MEAMLIMHCKOTO TPUMEHEHHUS

¥ MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOUMBIX JIJISl OKa3aHUs
MEIUIIMHCKON TOMOIIN

TPEBOBAHUA
K METOOOJIOTMYECKOMY KAHECTBY KITMHUKO-9KOHOMUYECKUX
NCCNEAOOBAHUN NEKAPCTBEHHOI'O NMPENAPATA U UCCINNEAOBAHUA
C NCNOJIb3BOBAHMEM AHAJTU3A BJIIUAHUA HA BIODKETbI
BIOMXETHOU CUCTEMbI POCCUNCKOWU ®EAOEPALIUA

Crrcoxk M3MEHSOIUX JOKYMEHTOB
(sBenens! [locranosnenueM IlpaBurensctBa PO ot 29.10.2018 N 1283;
B pen. [locranoBnenus [IpaBurensctBa PD ot 03.12.2020 N 2021)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

1. MeTonomornyeckoe KauecTBO KJIMHHUKO-DKOHOMUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX
NpernapaToB W aHalIM3a BIMSHUSA Ha OrO/KeThl OI0KeTHOHM cucteMbl Poccuiickoit @enepanuu (nanee -
O0JKET) MPU3HACTCS:

a) BBICOKHUM:

JUIST KITMHUKO-DKOHOMHYECKUX HCCIEOBAaHUMN - TIPU OJHOBPEMEHHOM COOJIIOJICHUH TPEOOBaHUH,
yKa3aHHBIX B ITyYHKTaX 2 U 3 HACTOSIIIUX TPeOOBaHMIA,

JUIS aHAJIW3a BIUSHUS Ha OIOJKET - IPH OJHOBPEMEHHOM COOIIOIEHNH TpeOOBaHUM, yKa3aHHbIX B
MYHKTax 2 1 4 HaCTOSAIMIMX TpeOOBaHMUN;

0) cpeaHuM:

JUISL KIIMHUKO-3KOHOMHYECKHUX MCCIE0BaHUN - TIPU OJHOBPEMEHHOM COOJIOJEHUM TpeOOBaHUM,
yKa3aHHbIX B nmoAmyHkrax "a" - "r" u "e" mynkra 2, moamynkrax "a", "0" u "a" myHkTa 3 HacToOAIIMX
TpeOOBaHMIA;

JUIA aHaJIn3a BIIMAHHSA Ha 6IO,Z[)KCT - [Ipx OAHOBPECMEHHOM CO6J'IIO,Z[CHI/II/I Tpe6OBaHI/II\/’I, YKa3aHHLBIX B

nyn n_n nan

noanyHkrax "a" - "r'" u "e" mynkra 2, noamynkrax "a", "B" u """ nyHkTa 4 HacTOAIIMX TPeOOBaHUIA;
B) HU3KUM:

JUTSL KIIMHUKO-3KOHOMHYECKHX WCCIEAOBAHUN - TIPH HECOONIOJCHWM OJHOTO W3 TPeOOBaHMIHA,
Ka3aHHBIX B mmoamyHkrax "a" - "r'" u "e" nmyukra 2, momgnyakTax "a", "0" m "a" nmyHkTa 3 HACTOSIINX
b 9
TpeOOBaHMIA;

JUIA aHaJIn3a BIIMSAHHA Ha 6IO,H)I(CT - [Ipu HCCO6HIOIICHI/II/I OOHOI'O H3 TpC6OBaHHﬁ, YKa3aHHBIX B

nyn n_n nan n

noanyHkrax "a" - "'r'" u "e" mynkra 2, noanyHnkrax "a", "B" u "r'" myHkTa 4 HacTOSAIIMX TpeOOBAHUH.
(n. 1 B pen. Hocranosnenus [IpaButenscta PO ot 03.12.2020 N 2021)

2. B oeiasax OCYHICCTBJ'ICHI/ISI T’pe6OBaHI/Iﬁ K KIIMHUKO-2KOHOMHWYECCKUM HCCJIICAOBAHUAM U aHaﬂmy
BIIMSIHHS Ha OFO/KET HEOOXOAMMO COOTIOICHHUE CIICTYIONTUX YCIOBHUI:

a) MpEACTAaBICHUEC PE3YJIbTATOB OTCUECCTBCHHBIX HCCHC,I[OBaHPlﬁ;

0) COOTBETCTBME MOKAa3aHWN K NPUMEHEHHWIO NpeasaraeMoro JeKapCTBEHHOTO Ipemnapara, IO
KOTOPBIM MPOBOJNIACH KIMHUKO-3KOHOMHUYECKasl OLCHKA W aHaJIM3 BIUSHHUA Ha OIOJKET, TIOKAa3aHUsM,
COJIEpKalIMMCs B MHCTPYKLMHU 110 MEIULIMHCKOMY IIPUMEHEHMIO JIEKAPCTBEHHOIO Mperapara, a Takxke B
cllydyae HaJlU4Ms HECKOJbKMX IIOKa3aHUHW K TMPUMEHEHUI0 - [PEJICTaBICHHE pe3ybTaToOB
KJIIMHUKO-3KOHOMHYECKHUX UCCIIEJOBAaHUI U aHaIM3a BIMSHUS Ha OIOJKET 10 BCEM MOKa3aHUSAM JIMOO 10
MIOKa3aHMUAM NP 3a00JIEBAHUAX, XapPaKTEPU3YIOLIMXCST HauOoJblIeH 3a00J1€eBa€MOCThIO, CMEPTHOCTBIO
u uHBanuau3zauueil. Ecin nekapcTBeHHBIM mpenapar NpeajsaraeTcss K BKIIOUYEHHIO B IIepeueHb
KHU3HEHHO HEOOXOJMMBIX U Ba)KHEHIINX JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO PUMEHEHUS
(mamee - mepeyeHb BaXKHEWIIUX JIEKAPCTBEHHBIX NpenapaTtoB) W (WJIM) B NEPEUCHb JICKAPCTBEHHBIX
MpernaparoB, TpPeAHA3HAYCHHBIX UIsI OOECTeUeHHs JIHI, OOJBHBIX TeMO(IINEH, MYyKOBHUCIIHIO30M,
runodu3apHbM HaHU3MOM, 00Je3HbIO ['ollle, 3710KaYeCTBEHHBIMU HOBOOOPA30BAHUSIMH JTUMQOUTHOMU,
KPOBETBOPHOW M PpOJCTBEHHBIX MM TKaHEH, pacCesHHBIM CKJIEPO30M, I'€MOJIUTUKO-YPEMHUUECKUM
CHUHJPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyaylioM, Mykonoiucaxapuaoszom I, II u VI tumnos,
arIaCTUYeCKOl aHeMHUel HeyTOYHEHHOM, HacielICTBeHHbIM AeduuutoM QaxtopoB Il (¢pubpunorena),
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

VII (mabunsHoro), X (Crroapta - IIpayspa), a Taxke JIMI MOCJIE TPaHCIIAHTALMM OPraHoB M (WJIN)
TKaHeH (Jlanee - mepeyeHb JAOPOTOCTOSIIUX JIEKAPCTBEHHBIX IMPENaparoB), U HE UMEET aHAJIOTUYHOTO
IpernapaTa B COOTBETCTBYIOLEM IepedyHe (IPEICTaBIsIeT COOOM HOBBIM MOAXOA K JICYEHMIO) -
MOKa3aHue, 10 KOTOPOMY IPOBOJAWTCS aHAIW3 BIMSHHUA Ha OIOKET, COOTBETCTBYET 3a00JIEBaHUSIM
(cocTosIHMSIM) M3 TOM e TpeX3HaAuHOM pyOpuKH MeXIyHapOoJHOW CTaTUCTHUECKON KiacCH(pHUKAIUU
Oose3Hell U npo0seM, CBA3aHHBIX CO 3/I0POBBEM, YTO M IOKA3aHHUE, COAEprKalleecss B MHCTPYKLIUU IO
MEAULMHCKOMY NPUMEHEHHIO NpeIaraeMoro JIEeKapcTBEHHOI 0 Ipenapara;

(8B pen. Locranosnenus IIpasurensctea PO ot 03.12.2020 N 2021)

B) MpEACTaBIEHUE pacueTa 3aTpaT HAa OCHOBAaHMM II€Hbl HE HIDKE II€HbI, IJIaHUPYEMOH K
rOCyJapCTBEHHON PETrUCTpaliy, a B CIlydae €C/IM 1IeHa Ha Ipe/UlaraeMblid JIEKAPCTBEHHBIN IpernapaT
y’Ke 3aperucTpupoBaHa - Ha OCHOBAaHUU MPEeNIbHOM OTIYCKHOMN IIEHbl IPOU3BOIUTENS C YIETOM Haslora
Ha J100aBJIEHHYIO CTOUMOCTB;

(8 pen. Hocranosnenus [Ipasurenscrea PO ot 03.12.2020 N 2021)

I) OCYILECTBICHHE pacdeTa MpsSMbIX MEIUIMHCKUX 3aTpaT HUCXOJs M3 CPEIHMX HOPMATHUBOB
(MHAHCOBBIX 3aTpaT Ha EAWHHUIY O0BEeMa METUIIMHCKOW TIOMOIIM, YCTaHOBJIEHHBIX MPOrpPaMMOUN
rOCYJJapCTBEHHBIX TapaHTUH OECIUIATHOTO OKa3aHMsI FPpakIaHaM MEIUIIMHCKOW TOMOIIY Ha O4YepeTHOM
roJi ¥ TUIAHOBBIN NEPUO;

1) yKa3aHue B OT4YeTe (CTaThe), MPEJICTABIEHHOM B COOTBETCTBUU C IOJIIYHKTOM 5.2 MPUIIOKEHUS
N 1 x IlpaBwiam QopMHUpOBaHUS TEpeyHEe JIEKAapCTBEHHBIX IMPENapaTtoB Ui MEIUIMHCKOTrO
NPUMEHEHUS ¥ MUHUMAJbHOTO AacCOPTUMEHTA JICKApCTBEHHBIX IMpenapaToB, HEOOXOJUMBIX IS
OKa3aHMs MEAUIMHCKOM IIOMOIIM, YTBEPKIEHHBIM ImocTaHoBieHHeM [IpaBurenbcrBa Poccuiickoit
Oenepanun ot 28 aBrycra 2014 r. N 871 (manee - [IpaBuina), cChUIOK Ha UCTOIB30BAHHBIE UCTOUYHUKHU
nH(pOpMaLU JJI KaXKA0r0 3HaYCHH TTOKa3aTelel, a TakKe MpUBeeHINe METOIUKH pacueTa;

e) MMpEaACTaBICHUEC IIPHU IPOBCACHUN KIIMHUKO-DKOHOMHWYCCKUX I/ICCJ'IC,I[OBaHI/Iﬁ M aHaJIM3a BJIMAHHA
Ha 6I-OI[)KCT C UCIIOJIb30BAHHUEM MCTOAOB MATEMATUYCCKOTO MOJCINPOBAHUA B COCTABE OTUYCTA (CTaTBI/I),
NpEACTAaBJICHHOIO B COOTBCTCTBUU C IPUITIOKCHUCM N1ck HpaBI/IJ'IaM, WM B MPUIOKCHHUU K HEMY
MaTeMaTHYECKOI MOACIIH, aI[aHTI/IpOBaHHOfI K CHCTCMC OTCYCCTBCHHOT'O 3paBOOXpPAaHCHUA, C
OIMMMCAHUEM MCTOAUKH MOACIUPOBAHMA, BKJIIOYAIOIIECH OITMCaHUE CTPYKTYpPBI MOACIHU, OCHOBHBLIX
)IOHYH_ICHI/Iﬁ MOACIN C HUX O6OCHOBaHI/IeM, KIIIOYCBEIX IMapaMETpOB JIA PpacdyeTOB, HWCTOYHUKOB
I/IH(i)OpMaI_II/II/I 0 3HAUCHUAX KIIFOYCBBIX IMapaMETPOB UM MPHUBEACHHUE METOAUKHA pacycTa.

3. B memsx ocymiecTBIEHHs TpeOOBAaHUN K KIMHUKO-D)KOHOMHYECKHUM HCCIICIOBAHHSIM
He00X0UMO COOIIOICHHE CISAYIONINX YCIOBHI:

a) IpU HAJUYMHM 10 pe3yJibTaTaM KIMHUYECKUX HCCIEJOBAaHUN CTAaTUCTUYECKH 3HAYUMBIX
pazmuunii o 3pdexTuBHOCTH W (W) OE30MACHOCTH MEXIy IMpeaiaraéMbIM JICKApCTBEHHBIM
MpenapaToM M IMpernapaToM CPaBHEHHS UCIIOJIB3YIOTCS METOJIbI COOTHOIICHHS 3aTpaT U 3P(HEeKTUBHOCTH
WIM COOTHOLIEHHWS 3aTpaT M TMOJIE3HOCTH (MpU OTCYTCTBUH IO pe3yJibTaTaM KIMHUYECKHX
WCCIIEIOBaHUM CTATUCTHUYECKU 3HAYMMBIX pa3induid 1Mo 3PGEeKTUBHOCTH U (MJK) 0€30MaCHOCTH MEXKIY
MpeAJiaraéMbIM  JICKAPCTBEHHBIM IMpenapartoM M MpernapaToM CpaBHEHUS HCIOIb3YETCSd METOJ
MUHUMU3ALUN 3aTpar. XapaKTepPUCTHKH TMalUMeHTOB (107, BO3pacT, TedeHue 3aboneBaHus, (opma
3a00JIeBaHUs, CTaIusl 3a00JICBAaHUS, JIMHUS TEpAIUU, MPEANISCTBYIONIAs TEPANus) U CPAaBHUBAEMBIX
npenapatoB (JeKapcTBeHHass (opma, peXUM JO3UPOBAHHS, CIIOCOO BBEACHHUS) B KIMHUYECKUX
UCCIIEIOBAaHMAX, pPE3yJbTaThl KOTOPBIX HCIOJNb30BaHbl i OOOCHOBAaHMSA BbIOOpa MeTona
KIIMHUKO-9KOHOMHYECKOTO  HCCIIEZIOBAHUSA, COOTBETCTBYIOT  XapaKTePUCTHKaM  MAalHUeHTOB U
CPaBHUBAEMBIX MPEMAPATOB, OLICHUBAEMBIM B KIIMHUKO-3KOHOMUYECKOM UCCIIEI0BAHNH);
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(8 pen. Hocranosnenus [IpaBurensctea PO ot 03.12.2020 N 2021)

0) ecnu JNEKapCTBEHHBIN Tperapar IMpeajaraeTcs K BKIIOYEHHIO B MEPEYCHb BaKHEHIIMX
JIEKAPCTBEHHBIX IIPENapaTroB, B KayecTBE IIpenapara CpPAaBHEHUS HCIIOIb3YETCs JIEKApCTBEHHBIN
npernapaTr (mpenaparbl), BKIOYEHHBIH B YKa3aHHBIA I€peueHb, €CJIM JIEKApCTBEHHBIM IHpenapar
MpEeAJIaraeTcsl K BKIIOYEHHIO B IEPEYEHBb JIOPOTOCTOSAIINX JIEKAPCTBEHHBIX IMPENapaToB, B KaueCTBE
rpenapara CpaBHEHHMsS MCIOJIb3yeTCsl JIGKapCTBEHHBIM IpernapaT, BKIIOUEHHBIH B IE€PEUYCHb
JIOPOTOCTOSIIINX JIEKAPCTBEHHBIX IpenaparoB. [IpenapaT cpaBHEHUs! JOJIKEH MPUMEHATHCS B TEKyLIEH
MPAKTUKE JICYEHUs MALMEHTOB MO TEM K€ IMOKA3aHUsM M B TAKOHM K€ KIMHUYECKOW CUTyalHUH, YTO U
MpeJiaraeMblil JIeKapCTBEHHBIN mpenapar. ONTUMaJIbHOW albTEPHATHUBON JUIsl CPABHEHUS SBIISICTCS
HanOomee H(QQEKTHBHBIA W3 JIEKAPCTBEHHBIX IPEMapaToB, BKJIIOYEHHBIX B TIepeYeHb U
HCIIOJIB3YIOIIUXCS 110 TEM K€ MMOKa3aHUAM U B TAKOM ke KIIMHWUYECKOW CUTYalllH, 4TO U MpeIaracMblil
JIeKapCTBeHHbIM mpenapar. [Ipy HalIMuMKM HECKOJNBKUX JIEKAPCTBEHHBIX IPENapaTroB C OJUHAKOBOMU
3¢ (HEeKTUBHOCTHIO ONTUMAIBHON albTEPHATUBHOW M7 CpPaBHEHHS SBISETCS TOT M3 HHUX, KOTOPBIH
XapaKTEePU3yeTCsl HAUMEHBIIEH CTOMMOCTBIO 33 KYpC JICUCHHUS,

(nm. "0" B pexn. ocranosnenus IIpaButenscrea P® ot 03.12.2020 N 2021)

B) MPOM3BOIUTCS BBIOOP KPHUTEPHEB OLEHKM A(PGEKTUBHOCTH JIEKAPCTBEHHOTO IIperapara,
UCIIOJIb30BAaHHBIX TpPU TMPOBEACHUM KIMHUKO-3KOHOMHMUYECKOTO HCCIEJOBAaHUS Ha OCHOBAaHUU
pe3yJIbTaTOB KIMHUUYECKUX HCCIEIOBAaHUN, IPEJICTABICHHBIX B COOTBETCTBYIOLIEM NPEAJIOKEHHH,
yKa3aHHOM B niyHkTe 13 IIpaBu;

T') IPU OMTUCAHUH PE3YJIBTATOB HCCIEAOBAHUS OT/IETHHO YKA3bIBAIOTCS:

3aTpaThl Ha MpeIaracMblil JISKAPCTBEHHBIN MIpemapaT u rnpenapart (mpenaparsl) CpaBHCHHS,
JPYTHE MPSMbIC MEAWIIMHCKHIE 3aTPAThI (€CIIM PACCUYUTHIBAIIUCH);

PsIMBIE HEMEIUIIMHCKHE 3aTPaThl (€CITH PACCUUTHIBAIIHCH);

HemnpsiMble (KOCBEHHBIC) 3aTPaThI (€CJIM PACCUUTHIBAIIUCH);

I[) pe3yJbTaT aHAJIM3a MUHUMU3ALNUU 3aTpaT MNPEACTABISICTCA B BHUAC pa3HULbBlI B 3aTparax,
O6YCJIOBH€HHBIX MPUMCHCHHUCM MPCAJIAracMoro JICKaApCTBCHHOI'O MpCIiapaTta 1 nperapara CpaBHCHUS,

€) pe3yJbTaT aHaJi3a COOTHOUICHHUS 3aTpaThl M 3()(HEKTUBHOCTH MPEICTABIISCTCS B CIyYasxX:

€CIIM TIpe/IaraeMblil JIEKApCTBEHHBIN Iperapar XapakTepu3yercsi Oonbiield d3pQeKTHBHOCTRIO U
OoJbllell CTOMMOCTBIO, YeM Ipenapar CpaBHEHHs (B BHJE COOTHOIIEHUH '"3aTpaTbl WU
3G GeKTUBHOCTL" Ul IpelaraéMoro JIEKApCTBEHHOro Ipernapara M Ipernapara CpaBHEHUS U
nokaszatesnsi IpupamieHuss >(PQGEeKTUBHOCTH 3aTpaT (MHKPEMEHTHOIO IOoKa3aTens '3aTpaThl WU
3¢ (heKTUBHOCTR");

€CIIM TIpe/JIaraeMblil JIEKapCTBEHHBIN INpernapar XapakTepusyercs Ooybiield 3QeKTHBHOCTHIO U
MEHBIIIEH CTOMMOCTBIO, YeM IMIpernapar CpaBHEHUS (B BUAE pa3HUIBI B 3aTparax W pPa3HULBI B
3¢ (HEeKTUBHOCTH TaKUX JIEKAPCTBEHHBIX MPENapaToB);

)K) IIPOBOAUTCA aHAIN3 YYBCTBUTCIBHOCTH PE3YJIILTATOB paCdCTOB K HU3MCHCHUAM CICAYIOMIUX
napaMeTpoOB MOACIIN:

AJId aHaJIM3a MUHUMHA3AalUU 3aTpaT: IICHa Ha Hpe,[[ﬂal"aeMLIﬁ HeKapCTBCHHBIﬁ Impenapar 1 IcHa Ha
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npernapar CpaBHEHHUS;

JUIS aHajM3a COOTHOUICHHMS 3aTpaT U 3(PQPEKTUBHOCTU: IIeHa Ha MpelaraeMblil JIeKapCTBEHHBIN
mpernapar M [eHa Ha Mperapar CpaBHEHHS, MOKa3aTell KIMHHYECKOW 3((EKTUBHOCTH MPEIaraeMoro
JIEKapCTBEHHOTI'O Mpernapara u npemnapara CpaBHEHHUsL.

(nm. "x" B pexn. Locranosnenus IIpaButensctea P® ot 03.12.2020 N 2021)

4. B memsax ocymecTBieHUs TpeOOBaHMI K aHaIM3y BIMSHHUS Ha OIOJKET HEoOXOJUMO
COOJIOICHNE CIETYIOIINX YCIOBHIA:

a) pacueThl HEe YYHUTHIBAIOT MPSMble HEMEIUIIMHCKUE M HEmpsMble (KOCBEHHBIE) 3aTpathl (Tpu
OMUCAHUU PE3yJIbTATOB OT/ACJIBHO YKA3bIBAIOTCS 3aTPaThl HA IEKAPCTBEHHYIO TEPAIIUIO);

0) BpeMEHHOHN MepuoJ| aHallu3a BJIMSHUS Ha OIOJDKET COCTaBIISIET HE Oojiee S5 JeT, Mpu 3TOM
OT/EJIbHO YKa3bIBAIOTCS PE3YJIbTAThl PACYETOB 3a 1-i rox;
(B pen. [Hocranornenus [IpaButensctBa PO ot 03.12.2020 N 2021)

B) XapPaAKTCPUCTHKU W YUCIICHHOCTb LeJeBoi MOMmyJiauu ManueHTOB, KOTOPBIM HNPEAIIOIaracTcsa
MNPUMCHCHUC MPCAJIAracMoro JCKApCTBCHHOT'O IIpCIiapaTa ONpPECACICHBI;

I) pe3ysbTaT aHaju3a BIMSHUA Ha OIO/DKET MPEICTAaBISETCS B BHUIEC DPA3HULBI B MPSIMBIX
MEIUIMHCKUX 3aTpaTax MeXJy TeKylllel MPaKTUKOM JeKapCTBEHHOH Tepanuu (0e3 yuyeTa BKIYEHUS B
nepeyeHb MpeIaraeMoro JeKapcTBEHHOT O MpernapaTa) U 0’KuJaeMon MPAKTUKOM (C y4eTOM BKIIIOUEHUS
B IIepeueHb MIPEUIaraeMoro JIEKapCTBEHHOTO MpenapaTa) 3a yKa3aHHbIM BpeMeHHOHU nepuoa. [Ipu stom
€CJIM JIEKapCTBEHHBIN NpenapaTr NpeularacTcs K BKIYEHHUIO B IEPEUYEHb BAKHEHMIINX JIEKAPCTBEHHBIX
IIpenapaToB U (WIM) B MEPEUYEHb JOPOTOCTOSIIMX JIEKAPCTBEHHBIX IMPENApaTOB, TEKyIllas MpPaKTHKa U
oKujaemasl MpakTUKa Tepaluy BKIKOYAIOT B Ce0s TOJIBKO JIEKAPCTBEHHBIE IpENaparhbl, BKIOYEHHbBIE B
COOTBETCTBYIOIIMI II€PEYECHb W IPUMEHSIONIMECS B IPAKTUKE JIEYCHHs NALUEHTOB II0 TOMY XKeE
ITOKA3aHUIO U B TAKOW K€ KIIMHUYECKOW CUTYyalluy, YTO U NpeyiaraeéMblii J€KapCTBEHHBIN NIpenapar;

(B pen. [Hocranornenus [IpaButensctBa PO ot 03.12.2020 N 2021)

J1) BBINOJIHEH aHAJINW3 YyBCTBUTEIBHOCTH pE3YJbTAaTOB PACYETOB K H3MEHEHMSM IapaMeTpoB
MOJIENIM: LIEHbl HA JIEKAPCTBEHHBIE IpENapaThbl, YWUCIECHHOCTH IIEJIEBOM MNOMYJSIMM NAalMEHTOB U
YHUCJIEHHOCTH (J10J1M) NAI[MEHTOB, MOIYyYaoUIUX IpeiaraéMblii J€KapCTBEHHBIH Mpenapar.

(nm. "n" B pen. Hocranosnenus IIpaButensctea PO ot 03.12.2020 N 2021)

[Tpunoxenue N 6

k [IpaBunam popmupoBanus nepedHeit
JIEKapCTBEHHBIX ITPENApaTOB

JUISL MEJUIIMHCKOTO TPUMEHEHHUS

Y MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOUMBIX JIJIsl OKa3aHUs
MEIUIIMHCKON TOMOIIH

MHTEIMPAJIbHbIE LUKATbI
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

KOMMNEKCHOW OLIEHKWU NEKAPCTBEHHOIO MPEMNAPATA

Crnncok M3MEHSIUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaBurtenscrea PO ot 29.10.2018 N 1283,
or 03.12.2020 N 2021)

LLikana oueHKM ypoBHel AoOKa3aTerbHOCTU pe3ynbTaToB
KINMUHUYECKUX UCCrieAoBaHUM NeKapCTBEHHbIX NpenapaToB <1>

XapaKkTepUCTUKA UCCIIEIOBAHUN YpoBeHb [Ixana
JI0KAa3aTeIbHOCTHU OLIEHKU
pe3ynbTaToB (6amioB)
Cucremarnueckue 0030pbl U METa-aHATU3bI I 10
PannomusupoBaHHBIE CENBIE KIMHUYECKHUE II 9
HUCCIIEI0OBAHUS
PangomusupoBaHHbIE OTKPBITHIE KIIMHUYECKUE II 8
HCCIIEIOBaHUA
CereBoii MeTa-aHaIu3 (B TOM YHCIIC HEIIPSMBbIE III 7

CpPaBHCHHUA U CMCIIAHHBIC CpaBHeHI/IH)

KoropTtasle uccnenoBanus v 6
HccnenoBanus "cirydail-KOHTpOIb" v 5
Onucanue ciy4yaeB U CEpUH CIIy4YacB VI 4
MHeHue 3KcrepToB VII 3

LLikana oueHKu ypoBHen yoeauTenbHOCTU fOKa3aTenbCTB
KNMUHUYECKNX uccnegoBaHNUM NleKapCTBEHHbIX NpenapaTtoB <2>

YpoBeHb XapaKkTepucTHKa MOKa3aTess [lIxana
yOeIuTeNbHOCTH OLICHKU
JI0Ka3aTeIbCTB (6amnoB)
A JI0Ka3aTelIbCTBA yOCIUTENbHBI: 3
MMEIOTCS BECKHE JI0KA3aTeNbCTBA MIPEIaraeMoro
YTBEPIKICHHS
B OTHOCHUTEIIbHAs YOS IUTEIbHOCTh JOKA3aTeIbCTB: 2

HMEIOTCS JOCTATOYHbIE JOKA3aTENbCTBA B IIOJIB3Y TOT'O,
9TOOBI PEKOMEHI0BATh MPEIOKEHHBIN JIEKaPCTBEHHBIN
rpenapar Jisl BKIFOUYEHHsI B COOTBETCTBYIOIINN
NepeyeHb JIEKAPCTBEHHBIX MPEnapaToB (13 MepeyHs)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

(peg. ot 03.12.2020)

"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(B pen. Llocranosnenus IIpasurenscrea PO ot 03.12.2020 N 2021)

C JOCTAaTOYHBIX JOKA3aTeJILCTB HET: 1
HMEIOIINXCS JOKA3aTeIbLCTB HEIOCTATOUYHO JJIs
BBIHECEHHUS PEKOMEH/IAllMK, HO PEKOMEH/Iallud MOTYT
OBITh IAHBI C YY€TOM HHBIX 00CTOSTEIILCTB
MHTerpanbHaa Konn4yecTtBeHHasi oLeHKa KadyecTBa KITMHU4Y€eCKOro
uccnenoBaHUA NIeKapCTBEHHOro npenapara
XapakTepucTHKa UCCIICI0BAHUS YpoBenb | YpoBeHb OO06111ast oLeHKa
nokazate | yOeaute HCCIIeIOBaHUS
JBHOCTH | JIBHOCTH (6amnoB)
JNaHHBIX | JTOKa3aTejb
CTB
CucremaTnueckuii 00630p I A omnpezensercs Kak
PaHIOMHU3UPOBAHHBIX KIIMHUYECKHUX MIPOU3BEICHUE
HUCCIIEJOBAHUN U MEeTa-aHaJIU3 ¢ HU3KOU <3> OLICHKU
WJIU CpeJTHeH <4> BEpOSTHOCTHIO OIIMOOK HCCIIETOBAHUS
(6anoB) ypoBHs
PanpgomusnpoBaHHbIE KIIMHUYECKUE II A J0Ka3aTeNbHOCTH
HUCCIIEIOBAHUS C HU3KOU <5> min cpenHen JTAHHBIX W OIICHKU
<4> BepOSATHOCTHIO OIINOOK UCCIICIOBAHHUS
(6amnoB) ypoBHS
TEBON MeTa-aHaInu3 (B TOM YU 111 A
Cee CBO ei e;a :ﬂ 3 ( . Oe N cnee yOeTUTEeITbHOCTH
HETpAMbIE CPABHEHHS U CMENIAHHbBIE JlOKA3aTeIbCTE
CpaBHEHUS) C HU3KOW <6> Win cpeaHeit <4>
BEPOSITHOCTHIO OLTUOOK
KoropTHsbie uccnenoBanus ¢ HU3Kou <7> |AY/ B
WJIU CpelTHeH <4> BEpOSTHOCTBIO OIIMOOK
Uccnenoanus "ciry4aii-koHTpOIB" © \" B
HU3KOU <8> Wiu cpeaHen <4>
BEpPOSITHOCTHIO OIIHOOK
Ornucanue ciaydaeB, Cepuil CIryyacB VI C
MHeHue 3KcnepToB VII C
Hccnenosanus nr000ro qusaiiHa ¢ BBICOKOM I C
BEPOSATHOCTHIO OMIMOOK <9> (HU3KOTO
METOANYECKOT0 KayecTBa) II C
III C
v C
A/ C
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

VI
VII

HUrorosas HHTCrpajibHass KOJIUMYCCTBCHHAsA OLCHKA Kad€CTBa KIIMHHUYCCKOI0 HMCCIICA0OBAHUA
JIEKapCTBEHHOTO Tperapara:

He MeHee 18 - AJI1 pCKOMCHAAIMU K BKIIFOUCHUIO JICKAPCTBCHHOI'O IIpCIiapara,
He MeHee 12 - IJIL PEKOMCHAAIIUMHU K BKIIFOUCHUTIO JJI1 Op(I)aHHOl"O JICKApPCTBCHHOTO IIpCIiaparta.

KonuyecTBeHHas oueHka 3¢hPpeKTUBHOCTU NPUMEHEHUS
JNleKapCTBEHHOro npenapara B paMKax KJIMHU4eCKUX nccrnenoBaHum

HaumeHnoBanue Ouenka crenenu noctwkenus | Jloctmwxkenue neneBoro | Illkana
KpUTEpPHUS OLICHKH | LIEJIEBOrO pE3yJIbTaTa C Y4eTOM |  pe3yJibTaTa ¢ yueToM OLICHKHU
3¢ (HEeKTUBHOCTH IIPEUMYIIECTBA [0 CPAaBHEHUIO | TpeuMmyliecTBa nepes | (0amion)
C Tepamnueu npenapaTtaMmu Tepanuei nmpenapaTamMmu
CpaBHEHUS cpaBHEHHUS (IIPOIIEHTOB)
Hanpuwmep, MOJTHOCTBIO IOCTUTHYT 100 10
KPUTEpUI: CHU)KEHHE 1eJIeBON pe3ybTaT (BbICOKAs
YPOBHS 3¢ (HEeKTUBHOCTH)
apTepuaIbHOTO
NaBJIECHHUS JI0 YaCTUYHO JOCTUTHYT LIEJIEBON = 90 9
L(eJICBOTO 3HAYCHUsT ~ PC3YNBTAT (CPeHSs
3P PEKTUBHOCTD) > 80 8
=70 7
= 60 6
= 50 5
= 40 4
= 30 3
= 20 2
= 10 1
HE IOCTUTHYT LEJIEBOU 0 0

pe3ynbTar (Hu3Kas
3P PEKTUBHOCTD WIH
oTcyTcTBUE 3()(HEKTUBHOCTH)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

(peg. ot 03.12.2020)

"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Uroro cpenHsis orieHKa 3(pPeKTUBHOCTH (OTHOIIEHHE CYMMBI 0aJIOB TIO
KOKIOMY KPUTEPHUIO d3PPEKTUBHOCTH K KOJMIECTBY KPUTCPUEB)

KonnyecTtBeHHas oueHKa 6e30MacHOCTU NPUMEHEHUNA
NeKapCTBEHHOro npenapaTta B paMKax KIIMHU4YeCKUX UccregoBaHumn

OreHka ypoBHsI 6€3011aCHOCTH Yucno coyyaes Onenka Becosoit
JIEKapCTBEHHOT'O Tperapara NOOOYHBIX JeHCTBUI (6amnoB) | KO3 PULIHEHT
(TpoLEeHTOB)

[ToGouHble neHCTBUS 0 0 0
OTCYTCTBYIOT
[ToOouHEBIE neiicTBUS JETKOM =10 -1 0,25
CTETEeH!

= 20 -1

= 30 -1

= 40 -2

= 50 -2

= 60 -3

= 70 -3

= 80 -3

= 90 -4

100 -4
[ToGouHbIe nelcTBUS CpeHei = 10 -2 0,5
CTENEeH!

= 20 -2

= 30 -3

= 40 -3

= 50 -4

= 60 -4

=70 -5
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

(peg. ot 03.12.2020)

"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

[ToOo4HBIE IeliCTBUS TSKEITON
CTEIIEHU - COCTOSIHHUS,
MPOJITIEBAIOIINE HAXOXKICHHUE
MalUeHTa B CTAlIMOHAPE WIH
MIPEACTABIISIONINE YTPO3Y IS
KU3HA

HUroro

[

80

[

90

100

[

10

[

20

[

30

[

40

[

50

[

60

[

70

[

80

= 90

100

-10

OIIEHKa YPOBHs 0€30MacHOCTH (CyMMa MPOU3BEICHUN
CpeTHHMX 0AJUTOB O KaXJIOMY YPOBHIO 0€30MMacHOCTH
JICKApCTBEHHOTO Mperapara U COOTBETCTBYIOIIETO

BECOBOT'0 KO3 UIIHECHTA)

KonunyecTtBeHHas oueHKa AONONHUTESNIbHOWU TepaHeBTM‘IeCKOﬁ

LeHHOCTU NeKapCTBeHHOro npenaparta

HanmenoBanue kpurepus

Pe3ynbTat oneHku

IIkama oneHku

JIOTIOTHUTETTbHOU (6amm)
TepaneBTHYECKOI IIEeHHOCTH
1. KpatHocTh npuema COKpaIlleHHE KPATHOCTH MpUema +2
COXpaHEHUEe KPAaTHOCTH MpUeMa 0
YBEJIUYECHUE KPATHOCTHU MpUeMa -2
2. HoBbIli MEXaHU3M JIEUCTBUSI HMMEET KIIMHUYECKHE PEUMYIIECTBA +2
HC UMCCT KIIMHUYCCKUX MMPCUMYIICCTB 0

LLikana oueHKM CTOMMOCTHU Kypca (ropa) neyeHus

HafeXHasa npaBoBas noaaepXxka
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTaHTIINIIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

JNNeKapCTBeHHbIM npenapaTom

Pesynprar onieHkn [Ipouent [Ixamna
OTKJIOHEHUSI | OLEHKHU
(6amm)
I. CroumoCTh Kypca Wid roJ0BOTO JICYEHUS 6omee 20 +2
MpeAJiaraéMbIM JIEKAPCTBEHHBIM IPENAapaTOM HHKE, YEM
CTOMMOCTD JICYEHUS TPenapaToM CpaBHEHUS ot 10 10 20 +1
2. CTouMOCTb Kypca WIH TOJOBOTO JICUEHHUS no 10 0

npeajiara€MbIM JICKAPpCTBEHHBIM IIPCTIapaTOM
COnocCTaBuMa CO CTOMMOCTBIO JICHCHUS MIPLCIIapaTOM

CpaBHEHUS

3. CTouMOCTb Kypca Uu TOJOBOTO JICUEHUS ot 10 no 20 -1
npeyIaraeMbIM JICKaPCTBEHHBIM MPENapaToM BBIIIIE,
4eM CTOMMOCTb JIEUEHUS PENapaToM CpaBHEHUS oonee 20 -2

LLikana KNWHUKO-3KOHOMUYECKOMN OLIEHKU NIeKapCTBEHHOro
npenaparta <14>

Pe3ynbTat onieHKu [Ipouent Ikana
OTKJIOHEHUS OLIEHKHU
(6am)
1. Knunaunueckas 3¢(eKTUBHOCTH MpeiaraeMoro 6onee 60 +10
JIEKapCTBEHHOTO Nperapara CTaTUCTUYECKH 3HAYMMO
Bhime <10> kImHIUECKOM A(PPEKTUBHOCTH Mpernapara ot 40 10 60 +9
CpaBHEHWUSI, IPU ATOM NPHUMEHEHHE JIEKapCTBEHHOTO
b 1P P P ot 20 110 40 +8
npernapara XxapakTepu3yeTcss MEHBIITUMHE 3aTpaTaMH,
4yeM IpUMEHEHHE TpernapaTa CpaBHEHUS ot 10 10 20 +7
2. Kiuanueckas 3¢ heKTUBHOCTH MPEIaraeMoro no 10 +6
JIEKapCTBEHHOTO Npernapara CTaTUCTUYECKH 3HAYMMO
BhIle <10> KIMHNUECKOH 3 PEKTUBHOCTH Ipenapara
CpaBHEHMUsI, IPU ATOM NPHUMEHEHHE JEKapCTBEHHOTO
npernapara XxapakTepu3yeTcst HECyIIeCTBEHHBIMHU
pa3MYMsAMH C 3aTpaTaMH Ha MIPUMEHEHHE Mpernapara
CpaBHEHUS
3.  Kiumanueckas 3¢pEeKTUBHOCTH MPEIaraeMoro - -
JIEKapCTBEHHOTI'0 Iperapara conocTaBuma
KJIMHUYECKON 3 (EeKTUBHOCTH NpenapaTa CpaBHEHUS
(cTaTMCTUYECKH 3HAUUMBbIE PA3JINYUS OTCYTCTBYIOT
<11>)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
(peg. ot 03.12.2020)
"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

3.1.

3.2

3.3.

4.1.

4.2.

4.3.

IIPUMEHEHNE JIEKapCTBEHHOT0 Mpenapara
XapaKTEepU3yeTCsl MEHBIIMMU 3aTpaTaMu, YeM
IIPUMEHEHUE Ipernapara CpaBHEHHs

IIPUMEHEHHE JIEKApCTBEHHOT O Ipernapara
XapaKTEepPU3yeTCs HECYIIECTBEHHBIMU PA3IMUUAMHU C
3aTpaTaMM Ha IPUMEHEHUE Mpenapara CpaBHEHUS

IIPUMEHEHHE JIEKapCTBEHHOT O Ipernapara
XapakTepu3yeTcs: OOJIBIIMMU 3aTpaTaMH, YeM
IIPUMEHEHNE IIperapaTa CpaBHEHUS

6onee 60
ot 40 o 60
ot 20 o 40
ot 10 o 20

mo 10

ot 10 go 20

ot 20 o 40

ot 40 no 60
6onee 60

+6
+4

+2

Knununueckas 3 pexTUBHOCTD IpeIaraeMoro JeKapcTBEHHOI0 IIpernapara
CTATUCTUYECKU 3HAYMMO BhITe <10> KnuHIYeCKoH 3P PEeKTUBHOCTH MpemnapaTa
CpaBHEHMSI, TPH STOM MIPUMEHEHHE JIEKaPCTBEHHOTO Mpernapara XxapakTepu3yercs
OOJIBLIIMMH 3aTpaTaMM, 4YeM IPUMEHEHUE Mpenapara cpaBHeHus <12>

MHKPEMEHTHBIH OKa3aTellb COOTHOWICHNUS 3aTpaT ’

3 PEeKTUBHOCTH TSI IPEATIAraeMoro JEKapCTBEHHOTO
npernapara HuXe, Y4eM UHKPEMEHTHBIH [oKa3aTelb
COOTHOILIEHUS 3aTpaT U 3PPEeKTUBHOCTH IpenapaTa
CpaBHEHUS

MHKPEMEHTHBIH [M0Ka3aTesb COOTHOLICHHUS 3aTPaT U

3P PEKTUBHOCTH MPEIIaraeMoro JeKapCTBEHHOTO
npernapara COroCTaBUM C HHKPEMEHTHBIM MOKa3aTeeM
COOTHOILLIEHUS 3aTpaT U 3PPEKTUBHOCTHU IpenapaTa
CpaBHEHUS

I/IHerMeHTHI)If/i IMMOKAa3aTCJib COOTHOUICHUA 3aTpaT U
3¢ (PEKTUBHOCTH TIPeAIaracMoro JICKapCTBEHHOTO
mpernapara Bblllle HHKPEMEHTHOTO MOKa3aTess
COOTHOIIIEHUS 3aTpaT U 3PPEKTUBHOCTHU MpenapaTa
CpaBHEHUSA

6onee 60 (6omee
40) <15>

ot 40 o 60 (ot
20 mo 40) <15>

ot 20 1o 40 (ot
10 mo 20) <15>

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

10 10 (mo 5)
<15>

oomee 60 (6oaee
40) <15>

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

ot 20 5o 40 (ot
10 mo 20) <15>

ot 10 o 20 (ot

+9

+8

+7

+6

+5

+1

+2

+3

+4
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
(peg. ot 03.12.2020)
"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

5 mo 10) <I5>

(. 4 B pen. Hocranosnenus [1pasutensctBa PO ot 03.12.2020 N 2021)

5. Kimanueckas 3¢ EeKTUBHOCTH MPEJIaracMoro
JIEKapCTBEHHOTI'0 Ipernapara CTaTUCTUYECKU 3HAYHMO
ke <10> knHnYeckoi 3pPpexTUBHOCTH MpenapaTa
CpaBHEHMsI, IPU ATOM NIPHUMEHEHHE JEKapCTBEHHOTO
npernapara XxapakTepu3yeTcs MEHbILIMMH 3aTpaTaMi,
yeM NpUMEHEeHHUe TpernapaTa CpaBHEHUS

6. Kimnanyeckas 3¢phexTHBHOCTB MperaraeMoro
JIEKapCTBEHHOTO Mperapara CTaTUCTUYECKH 3HAYMMO
HIwke <10> kHn4eckoit 3¢ (hekTHBHOCTH Mpenapara
CpaBHEHWsI, IPU ATOM 3aTPaThl Ha IPUMEHEHNE
JIEKapCTBEHHOTO Mpernapara XapakTepu3yIOTCs
HECYIECTBEHHBIMU PA3INYMsIMU 10 CPABHEHUIO C
3aTpaTaMy Ha MpernapaT CpPaBHEHHS

7.  Kinunanueckas 3QGeKTHBHOCTH MPE/IaraeMoro
JIEKapCTBEHHOT'O Iperapara CTaTUCTUYECKU 3HAYMMO
ke <10> xkauHnYeckoit 3pPpexTHBHOCTH MpemnapaTa
CpaBHEHUS, ITPU 3TOM MIPUMEHEHHUE JIEKaPCTBEHHOTO
mpernapara xapakTepusyeTcsi OOJIBITUME 3aTpaTaMu 110
CPaBHEHHMIO C 3aTpaTaMM Ha IpernapaT CpaBHEHUS

6onee 60
ot 40 1o 60
ot 20 no 40
ot 10 o 20

mo 10

ot 10 1o 20

ot 20 1o 40

ot 40 1o 60
6omee 60

+1

LLikana oueHKM BNUsIHUA NleKapCTBEHHOro npenapaTa Ha 6rogxeTbl
oromxeTHOM cuctembl Poccumckon ®epgepauum <14>

Pesynbrar oneHku IIpouent [xana
OTKJIOHEHUS OLICHKHU
(6aswm)
1. IlpumeHeHue npeayiaraeMoro JeKapCTBEHHOTO 6onee 60 +8
npernapara NpUBOJUT K CHUYKEHUIO MPSAMBIX
MEIMUIIMHCKUX 3aTpaT <13> Mo CpaBHEHUIO C TEKYIEH ot 40 10 60 +6
IIPAKTUKOM Tepanuu
P P ot 20 110 40 +4
ot 10 no 20 +2
(B pen. lHocranosnenus [IpaBurensctea P® ot 03.12.2020 N 2021)
2. IlpumeHeHHe npepIaraeMoro JeKapCcTBEHHOTO 1o 10 +1

Ipenapara NpuBOJUT K HECYIECTBEHHOMY U3MEHEHHIO
IPSIMBIX MEIULIMHCKUX 3aTpaT <13> 1o cpaBHEHUIO C
TEKYILEeH ITPaKTUKOU Tepanuu
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KoHCyibTaHTI INtoc
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[aTta coxpaHeHus: 22.07.2022

(B pen. Llocranosnenus IIpasurenscrea PO ot 03.12.2020 N 2021)

3. IlpumeHeHue npeasiaraeMoro JeKapCTBEHHOTO ot 10 10 20
npernapaTa NpUBOJIUT K YBEIIUYCHHUIO MPSIMBIX
MEAMLMHCKUX 3aTpaT <13> 1o CpaBHEHHUIO C TEKYyIIEH ot 20 z10 40
MPAKTUKOW Teparuu
P P ot 40 110 60
6onee 60

(n. 3 B pen. Hocranosnenus [Ipasutenscta PO ot 03.12.2020 N 2021)

LLikana konn4yecTBeHHOW OLIEHKU AOMNOJNTHUTENbHbIX AaHHbIX

O NNeKapCTBeHHOM npenapaTte

Kpurepun oueHnku Pesynbrat onieHKH [kana

OLIEHKH
(6amn)

Heo6xonumocTs mpuMeHEHUs na +2

JIEKapCTBEHHOI'O IIperapara Jyist

JUAarHOCTUKH, MPO(PUIAKTUKH, JICUESHUS WU HET 0

peadwInTalMy Opy OKa3aHUU MeIUIIMHCKON

MIOMOIIU B ciiy4yae 3a00J€BaHUN U COCTOSTHUM,

npeo0aaoIuX B CTPYKType

3200J1€Ba€MOCTH 1 CMEPTHOCTH TPAXKAaH

Poccuiickoit denepannu, Ha OCHOBaHUH

JAHHBIX TOCYAApCTBEHHOT0 CTaTUCTUYECKOTO

HaOJIFOJEHUS

Hanuuue 3apernctpupoBaHHBIX B na +1

Poccuiickoit @deneparun BOCIPOU3BEACHHBIX

WM OMOaHAJIOTOBBIX (OMOTIOTO0HBIX ) HET 0

JIEKapCTBEHHBIX IPENapaToB

(B pen. Loctanosnenus Ilpasurenscrea PO ot 03.12.2020 N 2021)

Hanuune nekapcTBeHHOro0 npenapara B HET 0

MEpEeYHe CTPATETNYECKU 3HAYMMBIX

JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOICTBO Aa +1

KOTOPBIX JIOJDKHO OBITh 00ECTIeYeHO Ha

tepputopuu Poccuiickoii denepanyu

(B pen. Loctanosnenus Ilpasurenscrea PO ot 03.12.2020 N 2021)

Hanuune nekapcTBeHHOro0 npenapara B HET 0

MEPEYHSX JIEKAPCTBEHHBIX NPENapaToB,

(bMHAHCHPYEMBIX 32 CUET CPEICTB OIOKETOB Aa +1

cyowsekToB Poccuiickoit @enepanun
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

Hanuumne npousBoacTBa (JoKanu3anus) HET 0

JIEKapCTBEHHOI'O IIperapaTa Ha TEpPpUTOPUHI
Poccuiickoit @enepanumn BTOPUYHAS YIAKOBKA U (HIIHN)
BBIITYyCKAIOIIUN KOHTPOJIb
Ka4yecTBa - Ja

BTOPUYHAS YITAKOBKA U (WJIH) +2

BBIITYCKAIOIINI KOHTPOJb
KauecTBa MPU HATMYUU
3aKJIFOYEHHOTO CIICIHATBLHOTO
WHBECTUITMOHHOTO KOHTPAKTa,
MIPEIIOJIararoIiero Co3JaHue B
Poccuiickoit deneparuu
MIPOU3BOJICTBA TOTOBOI
JIeKapCTBEHHOU (HOPMBI,
BKJIIOYAsi IPOU3BOICTBO
(hapmareBTHUeCKOM CyOCTaHIINH,
- Ja

IIEpBUYHAsI U BTOPUYHAS +2

YIIakOBKa, BI)IHyCKaIOHH/II\/’I
KOHTPOJIb Ka4€CTBa - Ja

IIEpBUYHAs U BTOPUYHAS +3

YIaKOBKA, BBIITYCKAIOITUH
KOHTpOJIb KauecTBa Mpu
HAJIMYUU 3aKITI0YECHHOTO

CIELUATIBLHOTO
MHBECTUIIMOHHOT'O KOHTPAKTa,
IIPEIIOJIaratoIlero Co3JaHue B

Poccuiickoit @eneparnun
MPOU3BOJICTBA TOTOBOM
JIEKapCTBEHHOU (POPMBI,
BKJIFOYAsi IPOU3BOJICTBO
(dhapmaieBTHUECKOM cyOCTaHIInH,
- l[a

BCE CTa/IUU IIPOU3BOJICTBA, +4
BKJIFOYasi IIPOU3BOJICTBO TOTOBOM
JICKapCTBEHHOU GopMbI (6€3
MIPOM3BOJICTBA
(hapMmarieBTHUECKOM
cyOcTaHmm), - 1a

BCE CTaJUu MPOU3BOJICTBA, +5

BKJTIOYAast TPOU3BOJICTBO TOTOBOM
JieKapcTBeHHOM (hopmbl (€3
HPOU3BOJICTBA
(apMareBTHYECKON
cyOcCTaHINM), IPY HATUYUU
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
( T03.12 2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e o [ata coxpaHenus: 22.07.2022
06 yTBepxaeHun Mpasun popMMpoBaHUS NepeYHen Nex...

3aKJIFOYEHHOT0 CHEIHMaIbHOTO
MHBECTULMOHHOTO KOHTPAKTa,
IPEAIOJIararomero Co3JaHue B
Poccniickoit @enepanun
IIPOU3BOJCTBA TOTOBOM
JIeKapCTBEHHOM (HOpPMBI,
BKJII0Yasl IPOM3BOJICTBO
(bapMarieBTHUECKON CyOCTaHIINH,
- Ia

BCE CTa/IUU IPOU3BOJICTBA, +7
BKJII0Yast IPOU3BOJICTBO TOTOBOM
JIeKapCTBEHHOH (popMBI 1
MIPOU3BOJICTBO
(hapmareBTHUeCKOM CyOCTaHITNH,
- na

HTorosas oueHka MpoYMX JaHHBIX 110 MPEAJIOKEHNIO (HE MeHee +2 71 peKOMEeHaluH K
BKJIFOUEHUIO 1 Op(haHHOTO JIEKApCTBEHHOTO MpernapaTa; He MeHee +4 JIsl peKoMeHAaluu
K BKJIFOUEHHUIO OCTAJIbHBIX JIEKAPCTBEHHBIX MPENapaToB ¢ yYETOM OallJIOB, BHICTABIEHHBIX
[JIABHBIM BHEIITATHBIM CIIELUATIMCTOM MUHUCTEPCTBA 3apaBooXpaHeHus: Poccuiickoi
®eneparyn B myHkTe 10 HayuHO 000CHOBaHHBIX PEKOMEHIAIMA, TPUBEICHHBIX B
npuioxenud N 9 k [IpaBuiiam GpopMHupOBaHuUs MepeuHe JeKapCTBEHHBIX MPENapaToB s
MEIUIMHCKOTO MPUMEHEHHSI U MUHUMAJIBHOT'O aCCOPTUMEHTA JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOIUMBIX JIJIsl OKa3aHUSI MEIULIMHCKOMN MOMOIIH, YTBEPKIEHHBIM [TOCTAHOBJICHHEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 28 aBrycra 2014 r. N 871).

<1> VYpoBeHb [0Ka3aTEIBHOCTH PE3YJIBTATOB KIMHUYECKHX HCCIEIOBAHUA IPUMEHSETCA I
(opMasbHON OLIEHKM KauecTBa OTJEJIBHOTO KIMHUYECKOIO MCCIIeI0BaHMs JIEKAPCTBEHHOrO IIperapara.
Knuanueckux ucciaenoBaHUN OJJHOTO JIEKAPCTBEHHOTO MperapaTa MOXXeT ObITh HECKOJIBKO, U YPOBHHU HX
JI0Ka3aTeIbHOCTH B 3aBUCUMOCTH OT JAM3aiiHa KIMHUYECKOTO UCCIIEJOBAHUS MOTYT OBITh Pa3IUUHBI.

<2> VYpoBeHb YOETUTEIBHOCTH JOKA3aTeNbCTB APPEKTHBHOCTH JICKAPCTBEHHBIX IPEMapaToB
MPUMEHSETCS TIPU OLIEHKE COBOKYITHOCTH UCCIIEIOBAaHUNA OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara.
OcymiectBisieTcs: 00001IeHNE JaHHBIX 00 YPOBHAX OKA3aTEIIBHOCTH OTACIBHBIX HCCICAOBAHUI
Pa3TMYHOTO KAa4ecTBa U MPUCBAUBACTCS OJIMH U3 3 ypOBHEH yOSUTEIIHHOCTH.

<3> Huskas BEPOATHOCTDH OIINOOK MMpUCBANMBACTCA CUCTEMATUYCCKHUM 063opaM nin
MCTa-aHAJIN3aM IIpUu CO6J'IIO,Z[€HI/II/I OIHOBPEMCHHO CJICAYIOIINUX yCJ'IOBHfIZ

MIOUCK U 0TOOp paboT BBIMOJHEH JBYMS WM O0JIee UCCIeI0BaTEIsIMHU;

JUISl TIOMCKA JINTEPATypPhl UCIOIB30BAIUCh KAaK MUHUMYM 2 3JIEKTPOHHBIE OuOIMorpaduyeckue
0a3nl JaHHBIX;

mpeacrasjicHa I/IH(l)OpMaI_II/IX O KOJIHYECTBE BKIIOYUYCHHBIX W HCKIIOYCHHBIX pa60T C yKazaHuEMm
MIPUYINH UCKIIFOUCHUS,
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IIPEACTABIICHA XapaKTEPUCTUKA BKIOYEHHBIX UCCIIEI0BAHUM.
<4> CpenHsisi BEpOATHOCTh OIIMOOK NMPHCBAMBAETCS UCCIEA0BAaHUAM JIIOOOr0 JTM3aiiHa B ciydae
OTCYTCTBUSI MH(MOpMAIMM WM HEIOCTATOYHOCTH HH(POPMALMU IO OAHOMY MM OoJjiee YCIOBHIM

OIICHKHU BEPOATHOCTH BO3SHUKHOBCHUSA OIHOOK.

<5> Hwuskasg BepOSATHOCTh OMIMOOK PpPaHIOMU3HPOBAHHBIM KIMHUYECKUM HCCIIEIO0BAHUSAM
IIPUCBAUBAETCA IPU COOJIIOJJCHUN OJJHOBPEMEHHO CIIEIYIOLUX YCIOBUI:

panaomMusanudg nMpoBOAUIACh Ha OCHOBC cnyqaﬁHoﬁ nocCJIICA0BATCIIbHOCTH 4YHUCCII, reHepI/IpyeMoﬁ
KOMIIBIOTCPOM;

"ocneryieHne" ObUTO 3asBJICHO WM OTCYTCTBHE "OCHEIUICHHA" HE MOTJIO TOBIHATH Ha APQEKT
BMEIIATENbCTBA (€CIIM M3Y4YaeMBId B HCCIICAOBAaHWUHM NEPBUYHBIN KpUTEpHid 3>(PPEKTHBHOCTH WU
0€301MacCHOCTH SABJISJICS OOBEKTUBHBIM);

JI0J1s1 AllMEHTOB, BBIOBIBIINX M3 HCCIIEAOBaHUs, cOCTaBUiIa MeHee 20 MPOLIEHTOB WJIM U3ydalcs
aHaM3 BpPeMEHUM J0 CcoObITUS  (Hampumep, oOmas BBDKMBAEMOCTb, BBDKMBAEMOCTh  0€3
MIPOTPECCUPOBAHUS U JIP.);

MpEaACTaBJICHBI PE3YIbTAThI 10 BCEM 3allJIaHUPOBAHHBIM JJISL HN3YyUCHUA KpUTCPpUAM
3¢ (HEeKTHBHOCTH ¥ 0€30TIaCHOCTH.

<6> Huzkas BepoATHOCTb OIIMOOK CETEBBIX METa-aHaJIN30B (B TOM YHUCIIE HEMPSIMBIX CPAaBHEHUHN U
CMEIIaHHbIX CPAaBHEHMI) MPUCBAUBAETCS MPU COOIIOAECHUU OAHOBPEMEHHO CIICAYIOIIMX YCIOBUI:

B CETEBOM MeTa-aHaIu3 (B TOM YHCJIC HCIIPAMOC CPABHCHHEC U CMCIIAaHHOC CpaBHeHI/IC) BKJIFOYCHBI
TOJIBKO PAHAOMHU3UPOBAHHBIC KIMHHUYCCKUC HUCCICAOBAHUA WM MCTa-aHAJIWU3bl PAHAOMHU3UPOBAHHBIX
KIIMHUYCCKUX HCCJIGIIOBaHHﬁ;

XapaKTCPUCTHKHU HOHy.TISIIIHfI, BMCIIATCIILCTB U O6HICFO KOHTPOJIA COITOCTAaBUMBI;

IpeJICTaBIeHO Tpaduieckoe Wi TabJIMYHOE ONHMCAaHUE CETH JJOKa3aTeNbCTB;

IMPUBCACHBI PE3YyJIbTaThbl OTACIIBHBIX HCCJ'IG,Z[OB&HPIFI, BKJIIOUEHHBIX B CETEBOM MeTa-aHaIU3 (B TOM
YHUCJIC HETIPAMOC CpPaBHCHUC U CMCIIAHHOC CpaBHCHI/Ie).

<7> Huzkas BEpOSTHOCTh OIMTMOOK KOTOPTHBIM HCCIICOBAHHIM MIPUCBANBACTCS TIPU COONIOICHUN
OJIHOBPEMEHHO CIIEAYIOLIUX YCIOBUM:

KOropTa SIBJII€TCS PEIPE3CHTaTUBHON 110 OTHOLIEHUIO K U3y4aeMOU MOy JIALNH;
M3y4aeMble KOTOPThl OTOOPAHbI U3 OJJHOW U TOM K€ MOMYJISILIH;

MOJTBEPXKJIEHO OTCYTCTBHE HHTEPECYIOIIETr0 KpuTepus >(PQPEKTUBHOCTH WIM OE30MacCHOCTH B
Hayale UCCIeI0BaHuUS;

KpuTepru 3 (HEKTUBHOCTH MM G€30MaCHOCTH OLIEHUBAIUCH C TIOMOIIBIO HE3aBUCHUMOM OLIEHKH (B
TOM YHCJIE C OCJIEIVIEHUEM) UJIU UCIIOIb30BAINCH CBEJEHMS O IallMeHTax U3 0a3 JaHHBIX (PETUCTPOB).
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<8> Hwu3kas BepOSTHOCTh OLIMOOK HCCIENIOBaHMUAM 'CIy4ail-KOHTPOJb'" NpUCBAauUBaeTCs MNpU
COOJIIOJICHUH OJTHOBPEMEHHO CJIEIYIOIUX yCIOBUMA:

rpynna "ciydaeB" sBIS€TCS pelpe3eHTaTUBHOM;
rpynna "KoHTposel" oroupanach U3 TOH ke NOIMYJISILMY, YTO U rpymna "ciayyaes';

MOJTBEPXKJIEHO OTCYTCTBHE HHTEPECYIOIIETO KpuTepus >(PQPEKTUBHOCTH WM OE30MacCHOCTH B
HayaJle UCCIICJOBaHUA;

KpUTCpUun B(I)Q)CKTHBHOCTI/I WA 0€30IaCHOCTHU OILICHUBAJIMCH C TTIOMOIILI0 HE3aBUCUMOM OICHKHU (B
TOM YHCJIC C OCHGHHGHI/IGM) WM UCIIOJIB30BaAJIMCh CBCACHHUA O IMAlTMCHTAX U3 0a3 JaHHBIX (pCI‘I/ICTpOB).

<9> BpicoKkasi BEpOSATHOCTh OLIMOOK MCCIEAOBAHMIM JIFOOOTO MU3aifHa MPUCBaMBAETCS B CiIydae
HecOOII0AEHHSI OHOTO WM 00JIee YCIOBUN OLIEHKH BEPOSITHOCTH BO3SHUKHOBEHUS OLINOOK.

<10> Ilpu olLleHKE CTATUCTUYECKOW 3HAYMMOCTH PA3IU4YUil B 3(PPEKTUBHOCTU OBEPUTEIHHBIN
MHTEpBaJl He BKJIIOYaeT 1 (11 OTHOCUTENBHOIO PUCKA, OTHOIIEHUS LIAHCOB, OTHOUIEHHUS YTPo3) U (WIIN)
nokasaTellb CTaTUCTHUEeCKOM 3HaunMocTH P < 0,05.

<11> Ilpu OlleHKE CTaTUCTUYECKOW 3HAYUMOCTH DPA3NU4Yuil B 3(PPEKTUBHOCTU TOBEPUTEIHHBIN
WHTEpBaJ BKIOYAeT 1 (11 OTHOCUTENBHOTO PHUCKA, OTHOIIECHUS IIAHCOB, OTHOIICHUS YIpo3) U (WJIK)
[0Ka3arellb CTAaTUCTUYECKOH 3HaunmocTu P = 0,05.

<12> B cnydae eciu JEKapCTBEHHBIN IMpernapaT MpesiaraeTcs K BKIIOYEHHUIO B IIEPEUCHb
Ba)KHEHIITNX JICKAPCTBCHHLIX IIPEIAapaToOB M HC HMMCECT AHAJIOTHYHBLIX JICKAPCTBCHHBIX IIPEMapaToB B
NepeyHe BayKHEHIINX JeKapCTBEHHBIX MpenaparoB (MpeacTaBiseT coO0N HOBBIM MOAXOA K JICYEHHUIO),
MHKPEMEHTHBIN TOKa3aTellb COOTHOLIeHHsI 3arpaT U A(G(EKTUBHOCTH [UIsi HErO0 CpPaBHHUBAETCS C
WHKPEMEHTHBIM [IOKa3aTeJleM COOTHOIIeHHs 3aTpaT u J(PQPEKTUBHOCTH IS JIEKAPCTBEHHBIX
MpenapaTroB, BKIOYEHHBIX B MEPEUYCHb BAXKHEHIIMX JIEKAPCTBEHHBIX IMPENapaTOB M MPUMEHSIOUIUXCS
pu 3a00JIEBAHUSAX M3 TOTO K€ Kiacca MexayHapoqHON CTaTHCTUYECKON KiacCU(pUKAIMU O0JIe3HEH 1
npoOyeM, CBS3aHHBIX CO 3I0pOBbeM. B ciydae eciu JIeKapCTBEHHBIM Mpernapar MpeaaraeTcs K
BKIIFOYCHUIO B MEPCUYCHDb JOPOroCTOAIINX JICKAPCTBEHHBIX IMMPEMapaToOB U HE UMCCT aHAJIOTOB B IICPEUHE
JIOPOTOCTOSIIIMX JIEKAPCTBEHHBIX IPENapaToB, WHKPEMEHTHBIA IMOKa3aTellb COOTHOUICHMs 3aTpaTr u
3¢ (}HEeKTUBHOCTH M7 HEr0 CPaBHUBAETCS C HMHKPEMEHTHBIM I[OKa3aTeleM COOTHOIIEHHUS 3aTpar u
3(¢(HEeKTUBHOCTU Ml JIGKAPCTBEHHBIX TNPENapaTtoB, BKIIOYEHHBIX B TMEPEYCHb JOPOTOCTOSIINX
JIEKapCTBEHHBIX MIPEMapaToB.

CpaBHHMBAIOTCS MHKPEMEHTHBIE TMOKa3aTeIH COOTHOIICHUS 3aTpaT ©  IPPEKTHBHOCTH,
paccurMTaHHbIe Ha OJMHAKOBBIA KIMHUUYECKUN 3PPEeKT (IOCTHKEHUE BBI3IOPOBJICHUS, PEMHCCUU, TO]
COXPaHEHHOM HU3HU, IO/l COXPAHEHHON KaueCTBEHHOM KU3HU U Jp.).

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

<13> 3arpaThl, CBsi3aHHBIE C IPOLIECCOM OKa3aHWs MEAULIMHCKONW IIOMOIIM (3aTpaThl Ha
JIEKapCTBEHHbIE IIpenapaTbl, MEAMLMHCKHE W3J€Ius, MEIULUHCKUE YCIyTH, J1a0opaTopHble H
MHCTPYMEHTAJIBHBIE METOJbl HCCIENOBAHUSA, pACXOJIHbIE MaTepuaibl, COJACP)KAHME ITAllUEHTa B
MEJIMIMHCKOW OPraHM3aliy WM MEIUIUHCKHE YCIYTH Ha JIOMY, TPAHCIOPTHPOBKY CaHUTAPHBIM
TPAHCIOPTOM U Jp.).
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<14> Hroropas OLIEHKAa IO pe3yJibTaTaM OLIEHKM SKOHOMHYECKUX TIOCIEACTBUN NpPUMEHEHUs
JIEKapCTBEHHOTO NpenapaTa (He MeHee 2 0aioB JuIst Op(aHHBIX JIEKAPCTBEHHBIX MpENapaToB, HE MEHEe
6 0aJyuIoB Ui MHBIX JIEKAPCTBEHHBIX IPENapaToB) JUIs PEKOMEHIAIMH K BKIIOUEHHUIO, IPU 3TOM OaJlIbI
MO IIKale KIMHUKO-)KOHOMHYECKOW OIICHKH JIEKapCTBEHHOTO Mpernapara M IIKaje ONCHKH BIMSHUS
JIEKapCTBEHHOI'O IpernapaTa Ha OroJpKeThl OrojkeTHoW cuctembl Poccuiickoit ®denepauun (manee -
Oroxer) cymmupyrorcs. OLeHKa cTOMMOCTH Kypca (Toza) JeueHHsl JeKapCTBEHHbIM IpernapaToM He
BJIMSIET HA UTOTOBYIO OLIEHKY.
(8B pen. Locranosnenus IIpasurensctea PO ot 03.12.2020 N 2021)

B cnyuae mnpesncraBiieHuss 3asBUTENEM PE3YyJIbTaTOB HECKOJBKUX KIMHUKO-DKOHOMHUYECKHIX
WCCIICIOBAaHUM B paMKax OJHOTO TIIOKa3aHWs Ui ONPEICIICHUS HTOTOBOW OIEGHKH BBIOMpAETCs
rccaeaoBanue, Habpasiee HauOOIbITUI Oas.

B cnywae mpencraBieHus 3asBUTENEM pe3yJIbTaTOB HECKOJBKHX WCCIEIOBAaHUH BIMSHHUA Ha
OI0/DKET B paMKax OJHOTO TOKa3aHMs YIS ONPEIEICHHsI HTOTOBOM OIEHKH BBIOMpPAETCs MCCIIEI0BaHUE,
HabOpaBIee HanOOIBIINI GasL.

B ciiydyac MNOpcACTaBJICHUSA 3aABUTCIIEM PEC3YJIbTATOB HCCKOJBKUX KIMHHUKO-3KOHOMUYCCKHUX
I/ICCJ'IGI[OBaHI/II\/JI IO pa3HbIM IIOKa3aHHUAM HUTOTOBasg OLUCHKA OCYHICCTBIIACTCA IO KAXIOMY 3asBJIICHHOMY
IIOKa3aHUIo.

B ciiydyac€ IpECACTaBIICHHUA 3asiBUTCIIEM PE3YJIILTATOB HECKOJIBKHX I/ICCJ'IG,Z[OBaHI/Iﬁ BJIMSAHHA Ha
6IOI[)KCT II0 pa3HbIM IIOKA3aHUAM HUTOrOBass OLCHKA OCYHICCTBIIACTCA II0 KaXXJIOMY 3asABJICHHOMY
IIOKa3aHUIO.

<15> Jlns opdaHHBIX JIEKapPCTBEHHBIX MTPETIAPATOB.
(cHocka BBeneHa [locranosnenuem Ipasutenscta PO ot 03.12.2020 N 2021)

IIpunoxenne N 7

k [IpaBunam popmupoBaHus nepeyHeit
JIEKapCTBEHHBIX ITPENApaTOB

JUISL MEJULIMHCKOTO TPUMEHEHHUS

Y MUHHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOJUMBIX JIJIs1 OKa3aHUs
MEIUIIMHCKON TOMOIIHA

Crucok U3MEHSIOIUX JOKYMEHTOB
(B pen. ITocranosnennii [IpaButensctBa PO ot 29.10.2018 N 1283,
ot 03.12.2020 N 2021)

(bopma)
B kxommccuio MuHMCTEpCTBa
30paBooxpaHeHus Poccuiickol denepalun
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

1o @)OpMMpOBaHMIO nepequIZ JIEKapCTBEHHBIX
nperapaTolR IOJjAd MeOMUIMHCKOI'O
IIPVMMEHEHMA ¥ MMHJMAaJIbHOI'O aCCOpPTMMEHTA
JIEKapPCTBEHHEIX IIpellapaToB,
HEeOOXOOVMBIX IJIS OKa3aHMS MEeOMUMHCKOM I1OMOIM

3AKJIIOUEHVE
IO pes3yJbTaTaM aHalMsa MHOoOpMaluuM O CPaBHUTEJIbHOM KJIMHUYECKOM
sbbexTMBHOCTM M Oe30MaCHOCTM JIEKAPCTBEHHOT'O Ipernapara, OLEHKMU
SKOHOMMUECKMX IIOCJIEICTBMI €I'0 NPUMeHeHMSI

1. Hacrosmee 3akJOYeHME KacaeTCs MaTepualioB, IPeACTaBJIEHHBEIX IJId:

1.1. BKJIOYEHMS JIeKapCTBEHHOTO IIpelapaTa B:

1.1.1. [IepedYeHb XM3HEHHO HEeOOXOIMMBIX ¥ BaXHEeMUMX JIeKapCTBEHHEBIX
penaparTos;

1.1.2. mnepedeHb HOOPOTOCTOAMNMX JIEKAPCTBEHHHX IIPENapaToB;

1.2. JVckio4yeHMs JIEKAPCTBEHHOT'O Ipenapara u3:

1.2.1. IepeyHs XKMBHEHHO HeO0OXOOVMBIX ¥ BaXHEMIMX JI€eKapCTBEHHBIX
IpenapaTosB;

1.2.2. nepeuHs OOPOTOCTOANMX JIEKAPCTBEHHHX [IPEelapaToB.
2. VHbopMauusa o0 BKCIEPTHOM KOMMCCUMU:
2.1. HavMMeHOBaHMeE SKCIEPTHOM OpTaHM3aLUM

’
2.2. cocTaB DKCIEPTHOM KOMMCCUN (bammyms, UM, OTUeCTBO,
IOOJIXKHOCTH) ;
2.3. ampec (MecTO HaXOXIEeHMs) SKCIEPTHOM OpTaHM3aluu H
Tesiebon (dbaxc) ;
3JIEKTPOHHAS IouTa
3. MubopmMaumsa O JIEKAPCTBEHHOM IpernapaTe:
3.1. HavMeHOBAaHUE: ;
3.1.1. MexIyHapoIHOE HeNaTeHTOBAaHHOE HaMMeHOBaHUe ;

3.1.2. B cryuyae OTCYTCTBUS MEeXIYyHapOIHOTO HEernaTeHTOBAHHOTO
HaMMEHOBAHMSA — TIPYNNMPOBOUYHOE HAMMEHOBAHMUE ;
3.1.3. B criyuae OTCYTCTBUS MeXIOyHapoIOoHOTO HEeNnaTeHTOBAHHOTO U
TPYNNVMPOBOUYHOTO HAVMEHOBAHUM - XMMMUYECKOE HAaVMEHOBAaHUS ;
3.1.4. B crydae OTCYTCTBUS MHBIX HaVMeHOBaHUM - TOPIOBOE
HaVMeHOBaHMe ;
3.2. KOz aHaTOMO-TepaleBTUUYEeCKO-XUMUUIECKOM KJIaccubmUraLmm
JIEKaPCTBEHHOTO IIpelnaparTa ;
3.3. mOpenjaraeMsle K  BKJIOUEHUO JIeKapCTBeHHHE OGOPMEI, B TOM UMCJIE
SKBMBAJIEHTHEE, 3aPEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO HOpenapaTa (IepeducsnThb)
’

3.4. nupopMalLMss O BOCIPOM3BEINEHHEIX WM OMOaHAJIOTOBHEX (OMONIOIOOHEIX)

JIEKAPCTBEHHHX Ipenaparax (Npy Haaudmm) :

4. Cpoku HNpoBeIeHMS BKCIEPTUSBLI:

c 1o .

5. PesysbTaTH KJIIMHMYECKOM OLEHKM [PelJIOXEeHUS (B CoOOTBETCTBMU C
npunoxeHyueM N 6 k I[lpaBuiaM QOopMMPOBaHMA IIepedHel JIeKapCTBEHHHBIX IIpelapaToB
oJjig MeIMLMHCKOI'O IMPMMEeHEeHMS U MMHMMaJbHOT'O aCCOPTMMEHTA JIeKapCTBEHHHX
pernapaTosB, HEOOXOOMMBIX IJIS OKa3aHMs MEeOMUMHCKOM I[IOMOWM, YTBEPXIEHHEM
nocTaHoBJieHMeM I[IpaBuTenbCcTBa Poccuiickoit demepaumm oT 28 asrycTa 2014 r.
N 871):

5.1. PesyJibTaTH OlLIeHKM KauecTBa KJIMHUYE CKUX MCCJIeJOBaHUM
JIeKapCTBEHHOTO IIpelapaTa, I[IpelCTaBJIeHHHX 3asgBuUTeJieM ¥ (MiIM) HaWIeHHBEX
CaMOCTOSATEJIBHO SKCIEPTHOM KOMMCCHEN

XapaKTepHuCcTHKa
p p YpoBeHb YpoBeHb OO01as oeHKa
MPEICTABICHHOTO
yOeIuTenbHOCTH yOeIuTeNbHOCTH HUCCIeI0BaHUI
KIIMHUYECKOT'O
JAaHHBIX JI0Ka3aTeIbCTB B Oayrax
HUCCIIEIOBAHUS
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

U Jp.

Hroro: cpenHee 3HaueHuE (OTHOIIEHWE CYMMBbI OLIEHOK MCCIIEAOBAaHUS K
UX KOJIUYECTBY)

5.2. PesyJibTaTH KOJIMUECTBEHHOM OLIEHKU 50beKTMBHOCTIU

JIeueHnsd

JIEKapPCTBEHHBIM npernapaToM B paMKaX KIIMHUYECKUX MCCHeﬂOBaHMﬁ, npencCTaBJIEHHBIX

3agaBUTEJIEM U (MJIM) HaMOEeHHHX CaMOCTOSATEJIbHO 3KCIEPTHOM KOMUCCUEN

HaumenoBanue OreHKa CTeNeHN JOCTHKCHUS JlocTmxenue OreHka B
KpUTEPUS OLICHKU LIEJIEBOTO pPe3ysbTaTa LIEJIEBOTO Oamnax
3¢ (HeKTUBHOCTH pe3ynbTrara (B
MPOLICHTAX)
LEJIEBOM pe3yJIbTaT MOJIHOCTHIO
JIOCTUTHYT (BBICOKAs
3¢ (HEeKTUBHOCTH )
LIEJIEBOM pEe3yIbTaT YaCTUUHO
JOCTUTHYT (CpenHsis
3¢ (HEeKTHBHOCTB )
LEJIEBOM pe3yJIbTaT HE JOCTUTHYT
(am3Kast 3 (HeKTUBHOCTB,
oTcyTcTBHE 3D (PEKTUBHOCTH)
Wroro: cpeanss oneHka 3pQeKTHBHOCTH (OTHOIICHNE CYMMBI 0aJlIOB IO
KaKJOMY KpUTEpHIo 3((HEKTUBHOCTH K KOJIMYECTBY KPUTEPUEB)
5.3. PesyJibTaTH KOJIMUECTBEHHOMN OlLIeHKM 6e30I1acHOCTU JIeueHns

JIeKapCTBEHHBIM npernapaToM B paMKaX KIIMHUYECKUX MCCHeﬂOBaHMﬁ, npencraBJIEHHBIX

3agBUTEJIEM U (MJIM) HaWOeHHHX CaMOCTOSATEJIbHO 3KCIEPTHOM KOMUCCUEN

Onenka ypoBHs 0€30MacHOCTH Yucno ciayyaeB HOOOYHBIX
JIEKapCTBEHHOTO Mpernapara JeCcTBH (B POLIEHTaX)

OrneHKa B
Oayutax

[To6GouHbIE NEUCTBUS OTCYTCTBYIOT

IToOouHEBIE IelicTBUS JIETKOM CTENEHN

HaaeXHasa npaBoBasi nogaep)XKa w
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
(peg. ot 03.12.2020)
"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[ToGouHbIe NEHCTBHS CpEeTHEH TSKECTH

IToOouHBIE AEHCTBUS TIXKEION CTEIIEHA

Hrtorosast olieHKa ypoBHs1 0€30MaCHOCTH (CyMMa IMPOU3BEACHHUN CPEIHUX OAILIOB MO
Ka)XJIOMy YPOBHIO 0€30MaCHOCTH JICKApPCTBEHHOTO IperapaTa ¥ COOTBETCTBYIOILETO
BECOBOT0 K03 uImenra)

IIOTIOJIHUTEJIbHOM
3agBUTEJIEM U

TepaneBTUUYECKOM
(mamm)

LIEHHOCTU
HaMOeHHOM

5.4. PesyJyibTaTh OLIEHKU
JIeKkapCTBEHHOTO IIpelnapaTa, I[IpencTaBJIeHHOM
CaMOCTOSATEJIBEHO B3KCIEPTHOM KOMUCCUEN

HaumenoBanue kpurtepust PesynbTar onienku Onenka B 6amnax
JIOTTOJTHUTEIbHOM TE€PANeBTUYECKOM

OEHHOCTH

1. KparaocTth npuema

2. HoBbIil MeXaHU3M AEHCTBUSA

5.5. HTororasa oOleHKa KIJIMHMUECKOM OLeHKM’ (cyMMa MTOTOBBIX

3HaueHum Tabmauiy 5.1. - 5.4.).
6. PGSYHLTaTBI OIICHKHU 3 KOHOMHNYCCKUX HOCJ'IC)ICTBI/IfI HpI/IMeHeHI/IH J'ICKapCTBCHHOFO npenapaTa:

IIPEenJIOXEHN A

6.1. pacuer crommocTH Kypca (Tojia) JICUeHUs TMpeJiaraéMbiM JIEKAPCTBEHHBIM IPENapaToM I10
CPaBHEHUIO C JICKApPCTBEHHBIMH IperaparaMy, BKJIIOUYEHHBIMH B IE€pPEYHH, yKazaHHble B MyHKTe 1.1
HACTOAIIETO JOKYMEHTa, W NPUMEHSIOMIUMHUCA MO TEeM XK€ TMOKa3aHWsIM, 4YTO U TpeJuiaraeMbli
JIEKapCTBEHHBIN Tpernapar:

Mexny | Jleka [Tokazanue (kox CtouMocCTh CTOoNMOCTE OneHka
HapOJHOE | PCTB MexayHapoaHOH rOJI0BOTO TOJIOBOTO (6anmoB) st

HemaTe eH CTaTHUCTUYECKOM Kypca, Kypca, peIaraeMoro

HTOBAaH | Has KJaccubuKalum yKa3aHHAas B | pPaCCUMTAHHAS | JICKAPCTBEH

HOE ¢bo | OomnesHelt u mpobieM, | MPEITIOKEHUH | IKCIEPTHOM HOTO

HauMe | pma CBSI3aHHBIX CO 3asiBUTEIIEM OpraHmsa mperapara

HOBaHHUE 3I0POBBEM, (pyOueit) uen
pacmudpoBka) (pybneit)

6.2. pe3yNbTaThl KIMHUKO-YKOHOMHYECKON OIEHKH W OLIEHKH BIUSHUS HA OIOKEThI OI0KETHOMN

cucreMmbl Poccuiickoit ®enepaunn (manee - OMOIKET) JEKApCTBEHHOIO Ipernapara IO KakKIOMY
MOKa3aHUI0 C YyKa3aHWEM KoJa MEeXIyHapOoJHOW CTAaTUCTHYECKON Kiaccudukanmuu OOJe3He u
po0JieM, CBA3aHHBIX CO 310pOBbEM, paciInpoBKa:
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871 K n
KOHCYJ/IbTAHTIINTIOC
(pen. ot 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

Knnnnko-3xkoHOMHYECKOE UCCIeA0BaHUE (aHAN3 Pesynbrar Onenka (6amio)
BIIMSIHUSI HA OFOJIKET) OLICHKH

KiInHHUKO-9KOHOMHUYECKOE HCCIIEOBAHNE
Auanu3 BIUAHUS Ha OIOIKET

Hrorosas oreHka 110 pe3yjibTaTaM OLICHKHN S KOHOMHWYCCKUX
HOCJIC,Z[CTBPIP'I IIPUMEHCHUA JICKAPCTBECHHOT'O IIPEIiapara 110 IoKasaHuio

7. VICkIIOUEH

8. NTororasa CcyMMa OLLEHKM IIPEenJIOXEHMA ¥ BBIBOIEBL SKCHepTHOﬁ KOMMCCUM O
11eJIecoODPas3HOCTU MJIM HelleJIeCOOOpa3HOCTM BKJIOUEHMS JIEKapCTBEHHOTO IIpelapaTa
B I[EepedHM JIEKAapPCTBEHHEIX IIperiapaToB:

HNomnucu m pacumdporka MNOLNMCEN SKCIEPTOB:

(0.m.0. pykOBOOMUTEJIS SKCIEPTHOM OpraHMs3auum (skcrnepra))
lMoonuch M pacumdpoBKa NOANMUCU

IarTa

[Ipunoxenne N 8

K [IpaBuiam popmupoBaHus epedHen
JIEKapCTBEHHBIX MIPENapaToB

JUTSL MEAUIIMHCKOTO TPUMEHEHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaTosB,
HEOOXOUMBIX JIJIsl OKa3aHUs
MEAUIIMHCKON TOMOIIIH

CnuCcoK U3MEHSIOIINX JOKYMEHTOB
(BBeneHo [locranosnenuem [IpaBurensctea PO ot 29.10.2018 N 1283;
B pell. [locranosnenutii IlpasurensctBa PO ot 05.06.2020 N 829,
ot 03.12.2020 N 2021)

(dbopma)
B Kommccupo MmMHMCTEepPCTBa 30pPaBOOXpPaHeHMd
Poccumckoy denepaumm
BAKJIIOUEHNVE
10 pes3yJjibTaTaM aHajM3a MeTOHOJIOIMYEeCKOI'O KadecTBa
KJIMHUKO-2KOHOMMYECKHUX MCCJIeNOBaHMUM JIeKapCTBEHHOTO Ipelnapara
M MCCJIEOOBAHMM C MCIOJIb30BAaHMEM aHalM3a BJIMAHUA Ha OOIXETEH
OIIXEeTHOM CMCTEME PoccuMckoM demepauuy, a TaKXe M3YyUEeHUS
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCYJ/IbTaHTIITHOC
(pep,. oT 03.12.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

IOOMOJIHUTEJIbHEIX I1OCJIeICTBUN IIPVIMEHEHU A
JIEKAPCTBEHHOT'O IIpeliapaTa

1. HacTosmee sakiodeHMEe KacaeTCsa MaTepMualloB, NPelCTaBJIEHHEIX:

a) IJis BKJIOUEHMS JIEKapCTBEHHOTI'O IIpernapaTa B cjelyolye NepeyuHN:

nepedeHb XM3HEHHO HeOOXOIMMBIX M BaXHEMIMX JIEKAPCTBEHHBIX [IpenapaToB OJisd
MeOMUMHCKOTO INIPMMEHEHMs (Iajlee — IepedeHb XM3HEHHO HeOOXOIMUMEIX M BaXHEeMIMx
JIEKAPCTBEHHEIX IIpernapaTosB) ;

IepedeHb JIEKAPCTBEHHBIX [pPelapaToB, NPenHAsHAYEHHBIX IOJia ofeclnedeHud Jinl,
OOJIBHEIX TeMobunmer, MyKOBMCLMIOSZ0M, I'MIOOM3apHLIM HaHM3MOM, Ooje3Hb I'ome,
3JI0KAUEeCTBEHHEIMM HOBOOOpas30BaHMAMM JUMOOMIHOM, KPOBETBOPHOM M POICTBEHHEIX
M TKaHEN, pacCesaHHBEM CKJIEpO30M, TeMOJIUTUKO-YPEMUUECKMM CUHIPOMOM,
IOHOWECKYM apTPpUTOM C CHUCTEMHBIM HauajioM, Mykonoamucaxapmunosom I, II m VI
TUIIOB, arnjlacTUYeCKoOM aHeMuemn HEYTOUHEHHOM, HAaCJIEOCTBEHHEIM Oe@UUUTOM
baxTopor II (PmbpmHOTeHa), VII (nabunbHoTro), X (Croapra-llpayzpa), JIul [OCJHE
TPaHCIJIaHTaUUM OpTaHoOB U (Min) TKaHey (Jajlee - IepeudeHb JOPOTOCTOAUMUX
JIEKAPCTBEHHEIX IIpernapaTosB) .

2. VHbopmaums o6 OCYWECTBJAOIMX PaCCMOTPEHME MaTEePMaJIOB COTPYIHMKAX
benepalIbHOTO TIOCYIAapCTBEHHOI'O OIXeTHOTO yupexieHusa "IeHTp SKCIEePTU3H U
KOHTPOJISA KauecTBa MeIULVHCKOM nomomm" MyHMCTEepCTBa 3OPaBOOXPaHEeHUS
Poccurickon denmepaumm (majiee - LeHTP SKCIEPTM3B) BKJOYaeT B cebg:

a) odammnamio, MMS, OTYECTBO COTPYHOHMKA, €TI0 HOOJIKHOCTD;

©) aznpec leHTpa 3KCOepTu3b, TejedoH (dPakc), DBIEKTPOHHYI MOUTY.

3. MudbopmMaums O JIEKAPCTBEHHOM IIperapaTe BKJIOYaeT B cebga:

a) HayMeHOBaHMe, B TOM UMCJIIE:

MeXIYyHapOIHOE HelaTeHTOBaHHOEe HaMMEHOBAaHUE;

B CJlydae OTCYTCTBMS MEXIYHAPOIHOI'O HENAaTEHTOBAHHOI'O HAaMMEHOBaHMS -
TPYNNMPOBOYHOE HAaMMeHOBaHUE;

B CJlydae OTCYTCTBUS MEeXIYyHapOOHOT'O HEMNATEeHTOBAHHOTO WM I'PYINNIUPOBOYHOIO
HaMMEHOBAaHUM — XMMMUECKOEe HaMMeHOBaHUE;

B CJlydae OTCYTCTBUSA yKasaHHEIX HaMMEeHOBAHUM - TOPTOBOE HaMMeHOBAaHUE;

©) KOI AaHaTOMO-TepalleBTUUYECKO-XUMUUECKOM KJlacCudMKauuy JIeKapCTBEHHOT'O
npenapara;

B) npenjlaraeMele K BKJIOUEHMIO JlekapCTBEeHHEE (QOPMEl 3apeTlMCTPMPOBAaHHOTO
JIEKAPCTBEHHOT'O IpernapaTa (HeoOxXOoOuMO [NepeuMCIIUTh) ;

T) nHdOPMALIMIO O BOCIPOMB3BEHNEHHEX MM OMOaHAJIOTOBEX (OMONONOOHEIX)
JIeKapCTBEHHHX [IpenapaTax (Ipu Haluduu) ;

o) nHdopMalLMI O JIeKAPCTBEHHBIX I[IpelapaTax, BKJIOUEHHEIX B I[IepeudeHb
XMBHEHHO HeOOXOIMMBIX M BaXHEMUMxX JIEKapCTBEHHBIX I[IpenapaToB, B paMkKax
COOTBETCTBYOUMX aHaTOMO-TepaleBTUYEeCKO—XUMUYIECKUX TPy, a Takxe o
JIEKAPCTBEHHEIX IIpernapaTax C aHaJIOTMUHBIMM [TOKa3aHMUAMMU K I[IPMMEHEHUD.

4. PesyynbTaThH OLEHKM METOIOJIOIMUECKOT'O KauecCTBa KJIMHUKO-3KOHOMUUECKUX
VCCJIeNOBAaHUM M MCCJIEOOBaHMM C MCIOJb30BaHMEM aHaliM3a BJIMSAHMS Ha O0IXeTH
OIIXeTHOM cucTeMbl Poccurickol demepauuy (majee — OOIXET) BKJIIOUANLT:

a) pesyJbTaThl OLEHKM METOIOJIOIMUECKOI'O KaueCTBa KJIMHMKO-3KOHOMMYECKOI'O
MCCJIeNOoBaHMs, KOTOPEE 3allOJIHAITCS IO cJenyoumel dopMe Ha Kaxnoe IokaszaHue K
IPVMEHEHUIO :

Kpurepuit OneHKa COOTBETCTBUSA OO6ocHoBaHUE

TpeOOBaHUSM pe3yJIbTaTOB OIICHKH
(COOTBETCTBYET WJIM HE | METOHOJIOTHYECKOTO
COOTBETCTBYET) KauecTBa

1. TIpencraBneHsbl pe3ybTaThl
OTEUYECTBEHHOI'O UCCIIEIOBAHUS
(aBTOp, HA3BaHUE, UICTOYHUK
myOJIuKanuu, rom)
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(peg. ot 03.12.2020)

"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

2. PaccmarpuBaeMble NTOKa3aHUS K
IIPUMEHEHHUIO

3. BeiOop npenapaTa cpaBHEHUS

4. Meton KITMHUKO-3KOHOMHUYECKOTO
UCCIIEJOBAaHHS - COOTHOIICHUS
3aTpar 1 3¢ (HEeKTUBHOCTH,
COOTHOILIEHUS 3aTpaT U
MOJIE3HOCTH, MUHIMHU3ALIUS 3aTpaT

5.  BeiOop kpuTepueB oLEHKU
3¢ (HEeKTUBHOCTH

6. llena Ha ekapcCTBEHHBIN IpenapaT

7.  Pacuer npsMbIX MEAUIIUHCKHUX
3aTpar

8. Omnwucanme MaTeMaTUYECKOH
MoJieH (IIpU HAJTUYKHN)

9. IlpexncraBieHue 3aTpar npu
OMUCAaHUU PE3YJILTATOB

10. IlpencraBieHue pe3yiabTaToB
11. Amnanu3 4yBCTBUTEIBHOCTH

12. CchUIKH HA UCIIONb30BAHHBIE

HCTOYHUKU UHPOpMaLUU

BriBo (MeTOZ0I0rHYECKOe KaueCTBO
KIIMHHUKO-3KOHOMHNYCCKHX HCCHGHOB&HHﬁ:
BBICOKOE, CpEJIHEE U HU3KOE)

B6) pPes3yJbTaTh
MCIOJIb30BaHUEM
bopme Ha kaxImoe IOoKaszaHMe K IIPMMEHEHUO:

OLIEHKM

MeTOOOJIOTMUYECKOI'O
aHaJlMsBa BJIMAHUA Ha OoIOXeT,

KauecTBa MCCJeOOBAaHUM C
KOTOPHIE 3alloJIHAITCSA [0 clenylmen

Kpurepuit

O1LieHKa COOTBETCTBUA Oo0OocHOBaHue
TpeOOBaHUSIM pe3yNbTaTOB OIEHKU
(COOTBETCTBYET MJIM HE | METOA0JIOTUYECKOTO
COOTBETCTBYET) KauecTBa

1. TlIpencraBneHsbl pe3ybTaThl
OTEUYECTBEHHOI'O UCCIIEIOBAHUS
(aBTOp, HA3BaHUE, HICTOYHUK
myOJIMKanuu, rom)

www.consultant.ru
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871
(peg. ot 03.12.2020)
"O6 yTBepxaeHuu Mpaun hopMMpPOBaHUs NepeyHen Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

2. PaccmarpuBaeMble NTOKa3aHUS K
IIPUMEHEHHUIO

3. llena Ha nexapcTBEHHBIH Mpenapar

4.  Pacuer nNpAMbIX MEIUIIUHCKUX
3arpar

5. Omnucanue MaTeMaTHYECKON
Mozenu (TIpy HATUYUH )

6. IlpencraBneHue NpsMbIX
MEIULIUHCKUX 3aTpaT IpH
OITMCAHUH PE3YJIbTATOB

7. BpeMeHHOU rOpU30HT

8.  XapakTepHUCTUKH U YUCIECHHOCTh
11€JIEBOM NOMYJISILIMY NTAlUEHTOB

9. IlpencraBneHue pe3ysbTaToB
10. AHanu3 4yBCTBUTEIHHOCTHU

11. CcblLIKH HA UCIIONB30BAHHBIE
WUCTOYHUKU UHPOPMAITUU

BriBog (MeTOI[OJ'IOFI/I‘leCKOC Ka4d€CTBO
KJIMHUKO-3KOHOMUYECKHX MCCIIeOBAHMUIA:
BBICOKOC, CPCAHCC NI HI/I3KO€)

5. PesyanaTH U3YUYEHUA IOOIIOJIHUTEJIb HBIX [IOCJIeOCTBUM IIPVMIMEHEHUA
JIEKAPCTBEHHOT'O IIpeliapaTa BKJIYAKnT B cebs:

a) CBeIOeHUsa o TOCyIapCTBEHHOM perucTpauunu, obpameHunr, obwveMax
I'OCyHnapCTBEHHBIX 3aKyIIoOK npenjiaraeMoro JIEKapCTBEHHOT'O npernapaTa, a TaKxe
JIEKAPCTBEHHBIX npenapaTos, BKJIIIOUEHHBIX B IIepedYeHb KVMBHEHHO HEOOXOOMMEIX U
BaXHEeMIMX JIEKapCTBEHHEIX npernapaTos, B paMkKax COOTBETCTBYIIIMX
AaHaTOMO—TEpalleBTUUYECKO~XVMNUECKIUX TpyIll, NJMEIMX aHaJIOI'MMYHBIE IIOKa3aHMuA, IO
crenymwuer dopme :

Mexny Jleka Homep Cpok | OO6parienue O6bembl
HapOJHOE | PCTBEH | PErucCTPalMOHHOIO neil | (ymakoBKH) 3a | TOCYAapCTBEHHBIX
HEIAaTEeHTO Has yAocToBepeHus (B CTBHS [IEpUOJ HE 3aKyIIOK 3a

BAHHOE bopma CIIy4ae HaJau4us peru | MeHee OQHOIO | MPEIIECTBYIO
HaVMEHOBA OJIHOTO CTpa | KaJIEHJApHOTO 1807071

HUE pEruCTPallMOHHOTO LIHOH rojaa, KaJICHJApHBINA roJ1

YAOCTOBEPEHUSA) WM | HOTO | MPEIUIECTBYIO
KOJINYECTBO YJIOCTO | Iero mojaye | YHaKko | pyoueii
perucTpanmoHHbIX Bepe | ONPEHIOKCHHA BOK
yI0CTOBEpeHu (B HHS
CIIy4ae HaJau4us
HECKOJIbKUX
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06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

PEruCTPALIMOHHBIX
YAOCTOBEPEHUH )

©) PpPe3yJbTaTH D3KCIEPTU3Bl NPOUMX IaHHBIX [10 JIEKAPCTBEHHOMY IpernapaTty IIo
crenymomer dopme:

Kpurepuu onenku Onenka
(6amoB)

HeoOxonumocTh mpuMeHeHUs JIEKapCTBEHHOI O IIpernapara Jyist
JIUArHOCTHKH, TPOGUIAKTUKY, JICUEHUS UM peaOuInTallMy IpU OKa3aHUU
MEIULMHCKON TIOMOIIM B CiIy4ae 3a001€BaHUI U COCTOSIHUH,
peo0iaaouX B CTPYKType 3a00J1€Ba€MOCTH U CMEPTHOCTHU TPaKAaH
Poccuiickoit denepanuu, Ha OCHOBaHUU JAHHBIX FOCYJapCTBEHHOTO
CTaTUCTHYECKOTO HAOIIOIeHUS

Hanuune 3aperucrpupoBanusix B Poccuiickoit denepanuu
BOCIPOU3BEICHHBIX MM OMOAHAIOTOBBIX (OMOMOI00HBIX ) JIEKAPCTBEHHBIX
IIpenaparoB

Hannuue siekapCcTBEHHOTO IIpernapara B IEPEYHE CTPATErHYECKU 3HAUUMBIX
JIEKapCTBEHHBIX CPEJICTB, IPOU3BOJICTBO KOTOPHIX JOKHO OBITH 00€CTIeYeHO
Ha Tepputopun Poccuiickoin denepaunu

Hanuuue nekapcTBEHHOTO Mpemnapara B IepeyHsIX JeKapCTBEHHBIX
MpemnapaToB, GUHAHCUPYEMBIX 3a CUET CPEJICTB OFOIKETOB CYObEKTOB
Poccuiickoit @enepanuun

Hanwuue npousBoacTBa (JIOKanu3alym) JEKapcTBEHHOTO MIpernapaTa Ha
teppuropuun Poccuniickoin denepannun

Htorosas onenka IpOYHX AAHHBIX I10 MPCIJIOKCHUIO

B) CBEeIeHMS O PEKOMEeHIAlUMSAX MHOCTPAHHBIX AT'€HTCTB 10 OLIEHKE MEeIMUMHCKUX
TEXHOJIOTMM O LeJIeCOOOpas3HOCTM I'OCYyHapCTBEHHOTO (OMHAHCUPOBAHMSA B MHOCTPAHHOM
TOCYyIAapCTBE NpeljlaTaeMoTo JIeKAapPCTBEHHOTO MpellapaTa IO cJenyoimen dopwe:

ITokazanue K PCKOMCH,I[aI_[I/II/I HHOCTPAHHBIX ar€HTCTB I10 OCHKEC MCIAUITNHCKUX
IMPUMCHCHHUIO TEXHOJIOT Ui
6. CaemeHma nOJa T[OOTOTOBKM NPEIJIOXEHMM IO KOPPEeKUMM HaMMeHOBAaHUM

JIEKAPCTBEHHHX I[pernapaToB M HaMMEHOBAHWUM JIEKAPCTBEHHEIX (QOPM JIeKapCTBEHHBIX
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" u [aTta coxpaHeHus: 22.07.2022
06 yTBepxaeHuu Mpasmn GOPMUPOBaHUS NepeYHen Nexk...

IpernapaToB B COOTBETCTBMU C I'OCYHAapPCTBEHHEIM PEECTPOM JIEKAPCTBEHHEIX CPENCTB
no ciuenymoumey dopme :

MexyHapogHoe Jleka OteuecTBEHHBIN CBeneHud U1 HOATOTOBKU
HEMAaTEHTOBAHHOE | PCTBEH | WJIM UHOCTPaHHBIN MPEII0KEHHUI 0 KOPPEKLIUU
HalIMEHOBaHHE Has MIPOU3BOIUTEIND HaMMEHOBAHM JIEKapCTBEHHBIX
dopma MpernapaToB U HAMMEHOBAHUI
JIEKapCTBEHHBIX (POPM JIEKAPCTBEHHBIX
npenaparoB
7. Homnucu wu pacumdporka NOIONMCEN COTPYOHMKOB IlleHTpa 5SKCIEPTUS3H,
OCyle CTBJIAKRINX OLIEHKY MeTOOOJIOTNYUEeCKOTIT'O KauecCcTBa KIIMMHMKO—32KOHOMMNUECKUX

VCCJIENOBAaHUM U MCCJIEIOBaHMM C MCIIOJIb3OBAHMEM aHalM3a BJIMSHMSA Ha OIXET:

(p.m.o0. corpynHuKa leHTpa B3KCIEPTU3E, IOINMUCE)

(pyxoBonuTesib lleHTpa sKCHepTM3b, ®.M.O0., NOIONUCH)

JaTa

ITpunoxenne N 9

K [IpaBunam ¢popmupoBanus nepedneit
JIEKAPCTBEHHBIX MPEMAPaTOB

JUISL MEJULIMHCKOTO IPUMEHEHHUS

Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB,
HEOOXOIMMBIX JUIS OKa3aHHS
MEIUIIMHCKOI TOMOIIH

Cnmcok U3MEHSIOIINX JOKYMEHTOB
(BBeneHno [locranopnenuem [IpaBurensctBa PO ot 29.10.2018 N 1283;
B pen. [loctanosnenuii [IpaButenscTtBa PO ot 05.06.2020 N 829,
ot 03.12.2020 N 2021)

(dbopma)
HayuHO ODOCHOBaHHAasa pPeKOMeHIalMs O BKJIIOUEHUMU
(o6 McCkIYEeHMM, OTKas3e BO BKJIOUEHUM) JIeKapCTBEHHOTO HNpelnapaTta
B II€peUYHM JIEKAPCTBEHHBIX IIpellapaTok IOJI4d MEeOVMIMHCKOI'O
IIPVMIMEHEHMA U MVHVMAaJIb HEI ACCOPTMMEHT JIEKAaPCTBEHHBIX
npenapaTop, HeOOXOOMMBIX IJIA OKaszaHUuA
MEOMLIMHCKOM I[omomm <*>
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex... Ae

Ta coxpaHeHus: 22.07.2022

1. HammMmeHOBaHME JIEKaPCTBEHHOT'O npenapara (MexIyHapomHoOe

HEMaTEeHTOBAHHOE, TPYNIMPOBOUYHOE WMJIIM XMMUUIECKOE)

. JlexapcTBeHHasa GopmMa JiekapCTBEHHOTO IpelapaTa

. HacTogmmit mOKyMEeHT KacaeTCd MaTepualjioB, NIpelCTaBJIEHHEBIX :
) IJIsS BKJIOYEHUS JIEKAPCTBEHHOT'O IperaparTa:

IepedYeHb XM3HEHHO HeOOXOIMMEIX }M BaXHENIMX JIeKapCTBEHHEX [IpelapaToB
oJis  MeIOUUMHCKOT'O I[PpMMeHeHUS (IDajlee - TI[epedeHb BaXHeMUMX JIeKapCTBEHHBIX
npenapaTos) ;

B IIepedeHb JIEKapPCTBEHHHIX IIPEeNapaToB, [IpelHa3HAUeHHHEX IJisa obecllieueHUs
Jui,  OOJIbHEIX TI'eMoQuimer, MyKOBUCLMIO30M, I'MIOPU3APHEIM HaHU3MOM, OOJIE3HBIO
T'ouwe, 3JI0KaUYeCTBEHHBEMMU HOBOOOpPa30BaHUAMU IMPOMIOHOM, KPOBETBOPHOM U
POLACTBEHHEIX YIM TKaHewu, pPacCesHHEIM CKJIepO30M, TIeMOJIUTUKO-ypeMUUueCKMM
CUHIOPOMOM, IOHOWECKUM apTPUTOM C CHMCTEMHBIM HAaudaJIoM, MyKOIoJiMCaxapunos3oM I,
IT m VI Tunop, allJlaCTUYECKOM aHeMMelM HeYyTOUHEHHOM, HAaCJIeNCTBEHHBIM IedULMTOM
baxTopoB II (¢ombpmHOTeHa), VII (nabunbHoro), X (Croapra-llpayspa), Ml Nocje
TPaHCIJIaHTauMM OpPTraHoB ¥ (Mju) TKaHey (jajlee - IepedeHb OOPOTOCTOSMMUX
JIEKAaPCTBEHHHX I[IpelapaToB) ;

B MMHMMAJIbHBI aCCOPTMMEHT JIEKAPCTBEHHBIX [pelnapaToB, HEOOXOAMMBIX IJIid
OKazaHMsa MeIOMLUMHCKOM [IoMOoWM (majiee — MUHMMAJIbHEI aCCOPTUMEHT) ;

©) IJa UCKJIOUEHMUS JIEKapCTBEHHOT'O Ipelapara:

13 [IepedHs XMBHEeHHO HeOOXOIMMBEIX M BaXHEMIMX JIEKapCTBEHHHBIX IIPernapaToB;

U3 IepeuHs IOPOTOCTOAIMX JIEKAPCTBEHHLBIX IIpelapaToB;

Y3 MMHMMAJIbBHOTO aCCOPTMMEHTA.

oo wN

4. 3BagaBJIEHHBIE [IOKa3aHMUS OJId IpUMEHEeHU S JIeKapCTBEHHOT'O npenapaTa
(mepeumcnnThb) .
5. OfpameHye JIeEKaPCTBEHHOTO IIpelapaTa Ha PHHKE M HaJMuMe [IPOM3BOLACTBA

(mokanmsaumMy) JIeKapCTBEHHOTO IIpenapaTa B Poccurickoy demepaluy, BKIOUAL:

a) BpeMs BBEBOIA JIEKAPCTBEHHOTI'O IIpelapaTa Ha PHHOK B MUPE;

©) TocynapCTBEHHY perucTpaumio B Poccunickoy denepaumm;

B) HaJMume IPOMU3BOICTBA BOCINPOMBBENEHHEIX jZRpi%s 610aHaJIOTOBEIX
(6MONONOOHEIX) JIEKAPCTBEHHEIX IIpelnapaTos.

6. AHAJIOTUYHEE JIeKapCTBEHHEE npernapaTs B paMKax
aHaTOMO-TepaleBTUUEeCKO-XUMUUECKMX TPYII, a TakXe Ha OCHOBAaHMM IIOKaA3aHUM K
IPVMEHEHUIO, CTaHOAPTOB MEeOMUMHCKOM I[OMOWM M KJIIMHMUECKUX pPeKOMEeHIalun
(IPOTOKOJIOB JIeUeHM) M HaJduume BOCIIPOU3BEOEHHEIX My OMO0aHaJIOT OBHEX
(61ONIONOOHEIX) JIEKAPCTBEHHLIX I[IpelapaToB (B TOM UMCJIe POCCUMCKUX) .

7. KparTkas CcpaBHUTEeJIbHaAs xapakTepucTuka sddexTUBHOCTM U Oe30IaCHOCTU
JIEKaPCTBEHHOTO IIpelapaTa, a TaKxe OCOOeHHOCTM KJIMHMUECKOTO IIPMMEHEHUs
JIeKapCTBEHHOTO IIpelapaTa B CpPaBHEHMM C aHajoraMu (KJIMHMYECKMEe TPYIIIH
nauyMeHTOB, BKJIOUYasg BO3PaCTHBE OCODEHHOCTM U Npoduiib 0e30IacCHOCTM M Ip.) C
yKa3aHMeM MTOT'OBOM OLEHKM 10 pe3yJibTaTaM KOMIIJIEKCHOM OLEeHKkM (0ajjos) .

8. KpaTkoe KIMHMKO-3KOHOMMUECKOE CpaBHEHMe IIpeljlaraeMoI'o JIEKapCTBEHHOT'O
npenapaTra C aHajoraMM (CTOMMOCTBL JIEKAPCTBEHHOT'O IperapaTa M Kypca JieueHUd

10 3asBJIEHHBIM I[IOKAa3aHMAM, CPaBHEHME 3aTpaT CUCTEMH 3OPaBOOXPAHEHMS UM IOp.) C
yKkaszaHMeM MTOTOBOM OLIEHKM [0 pes3yJibTaTaM KOMIIJIEKCHOM OleHKM (0aJjijioB) .
9. Pes3yJibTaTH METOLNOJIOTUYECKOTO KauecTBa KJIMHUKO-3KOHOMUYE CKIMX

MCCJIEOOBAHUM WM MCCJIEOOBAHUM C MUCIOJb30BAHMEM aHaJlM3a BJIMAHUMA Ha OIXeTH
OlIXKEeTHOM CcUCTeMel Poccurickor Odezepaummu C yKas3aHMEM MUTOTOBOM OLEHKM IO
pes3ylbTaTaM KOMIIJIEKCHOM OLEeHKM (BEICOKOE, CpenHee WIu HM3KOEe), a TakKxe
pes3yJsbTaTh OLUEHKM IONOJHUTEJIbHEIX [MOCJEeACTBMUI IO JIeKapCTBEHHOMY Ipernapary
(Basnos) .

10. DLejecoofpa3HOCTb BKJIOYWEHMs B yKasaHHHE B [yHKTe 3 HacCcTOSWeEeIo
IOKyMEHTa epeyHn JIEKaPCTBEHHOTO npenapaTta (B CBA3M C HaJIM4UMEM B
KIIMHUYECKUX PEeKOMeHIaluusax (IpOoTOKOJIax JieueHMs) UM CTaHIaApTax MeIMLMHCKOM
IoMomy IO COOTBETCTBYWOUMM IOKa3aHMAM) C YyYUeTOM pPEeKOMEeHIyeMOM uYaCTOTH

NpenoCcTaBJIeHUs IO cienywomel ¢Qopwme:

Kpurepuu onenkn Pesynbrar

(

IIxama

OIICHKH OIICHKH

OaJIIoB)
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MoctaHoBneHwue lMpasutensctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
(pea. ot 03.12.2020) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"06 yTBepxaeHuu MNpasun GopMUpOBaHUS NepeYHeN fnex...

[aTta coxpaHeHus: 22.07.2022

LenecooOpa3HOCTh BKIIIOUEHUS (HAIUYUE JIEKAPCTBEHHOTO 0,8 u BbIIIIC

mperapara B CTaHIapTaX METUITTHCKOW ITOMOIIH) ¢ yIE€TOM

PEKOMEH IyeMOil 4acTOThI MPEIOCTABICHHS 0,6-0,8
0,4-0,6
0,2-04
Hmke 0,2

[{emecooOpa3HOCTh BKIIFOUCHHS (HATUYHE JICKAPCTBEHHOTO na

npernapara B KIIMHUYECKUX PeKOMEHIausIX (TIPOTOKOIax

JIeYCHU ) HET

11. BaMeuaHmsa TJIaBHOT'O BHEUITATHOI'O CrnenumajancTa MMHMCTepCTBa

30paBooxpaHeHusa PoccunckoM demepaumm K pesylibTaTaM KOMIIJIEKCHOM OLIEHKM (IIpu
HaJIM4uuUmM) .

12. HUroroBme Oajuyltl C YyUYeTOM pPe3yJbTAaTOB KOMIIJIEKCHOM OLIeHKM U B
cooTBeTCTBUM C nOyHkTamm 10 m 11 HacToOAmWEero IJOKyMeHTa.
13. KpaTxum BEIBOTI o ejecoobpasHOCTHU BKJIIOUEHM S (MCKJIIOUEeHMST)

JIEKAPCTBEHHOTO IMpenapaTa B [IepeuHM UM MUHUMAJIBHEI aCCOPTMMEHT, yKa3aHHEE B
NyHKTe 3 HaCTOAWEero IOKYyMEeHTAa.

14. MpenyioxeHMUs IO LeJIeCOOBPas’HOCTM MCKIIOUEHMs JIEKAPCTBEHHOTO Mpernapara
13 I[epeuHel ¥ MUHMMAJIBHOTO aCCOPTMMEHTa, yKa3aHHEX B IIyHKTe 3 HacToSmWeIro
IOOKYyMEHTa, B paMKax COOTBETCTBYWOIMX aHAaTOMO-TepalneBTUYEeCKO-XUMUYUECKUK
TPpyNni, B TOM YMCJIe JIEKAPCTBEHHEIX PEeNapaToB, MMEKUMX aHaJOTMUYHHE [10Ka3aHUA
K [IPVMEHEeHUO.

IIOOINIMChE M pacmw@pOBKa IIoOnmncCum naTa

+3

+2

+1
+0,5
+0,2

+2

<*>  Pexkomengauuu (QOPMHUPYIOTCS C Y4YyeTOM 3aKIOUYEHUH [0 pe3yjibTaTaM aHajiu3a
METOJIOJIOTUYECKOTO KayecTBa KIMHUKO-3KOHOMHYECKHX HCCIEeIOBAaHUI W aHanu3a WH(OpMalud O
CPaBHHUTEIBHOU KIMHUYECKOU 3((HEKTUBHOCTH M 0€30MacCHOCTU JEKApPCTBEHHOTO Mperapara, OICHKHU
SKOHOMUYECKUX MOCIIECTBUNA €ro MPUMEHEHHUSI, U3yUEHHUS TOTOJHUTEIbHBIX MOCIEICTBUI MPUMEHEHUS
JIEKapCTBEHHOT'O TIperapara, MpHUBEICeHHBIX B mpuioxkeHusx N 7 u 8 k [IpaBwiam ¢dopMupoBanus
MEepeYHel JIEKapCTBEHHBIX IMPENapaTroB Il MEIUIIMHCKOTO TMPUMEHEHHS W MHUHUMAaJbHOTO
aCCOPTHMEHTAa JIEKApCTBEHHBIX IMpernaparoB, HEOOXOAMMBIX Uil OKa3aHUS MEAMIMHCKOW MOMOIIH,
yTBEpKIeHHbIM nocTaHoBiieHneM [IpaBurensctBa Poccuiickoit @enepanuu ot 28 asrycra 2014 r. N
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