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[Toctanosnenue IIpaBurenscrBa P® ot 28 aBrycra 2014 r. N 871 "O6 yrBepxaenuu [IpaBun
(hopMHpOBaHUs TEpEUHEN JIEKapPCTBEHHBIX MIPENapaToB sl MEIUIMHCKOTO IPUMEHEHUSI 1 MUHUMAJIbHOTO
aCCOPTUMEHTA JIEKapCTBEHHBIX MTPENapaToB, HEOOXOIUMBIX JJIsl OKa3aHUs MEAUIIMHCKON momoutn" (¢
M3MEHEHUSIMU U JIOTIOJTHEHUSIMU )

C n3MeHeHUSIMH U JONMOJTHECHUSAMMU OT:

12 urons 2017 1., 29 okts10ps1, 20 HostOpst 2018 1., 5 wrons, 12 aBrycra, 3 gexadps 2020 r.

Wnpopmanus 06 H3MEHEHUSIX:
Ilocmanosnenuem Ilpasumenvcmea P@ om 12 utons 2017 2. N 700 6 npeambyny 6Hecenbl UsMeHeHUs

Cm. mexcm npeambyivl 8 npeodvioyuel peoaxKyuu

B cootBerctBuM co cratbavu 55 u 60 denepanpHoro 3akoHa "OO oOpalleHHH JIEKapCTBEHHBIX
cpenctB", crartbeil 44 @enepanbHoro 3akoHa "OO ocHOBaxX OXpaHbl 3J0pOBbSl rpaxiaH B Poccuiickoit
Oenepanun" u crathei 6.2 DenepanbHoro 3akoHa "O rocymapCTBEHHOW COIMAIBLHOW momorn"
[IpaBurensctBO Poccniickoit denepanuy NOCTaHOBIISIET:

1. YTBepauth npunaraemole [Ipasuna popmMupoBaHus nepeyHel JeKapCTBEHHBIX MPEnapaToB JUIs
MEJUIIMHCKOTO MPUMEHEHUSI 1 MUHUMAJIbHOTO aCCOPTUMEHTA JIEKaPCTBEHHBIX IPENapaToB, HEOOX0AUMbIX
U1 OKa3aHUsI METMIUHCKOM MOMOIIH.

2. MunucrepcTBy 31paBooxpanenus Pocculickoin deaepanny yrBEpANUTh 10JI0KEHNE O KOMUCCHH
MunuctepcTBa 31paBooxpanenust Poccuiickoit @eaepanuu 1o GopMUPOBAHUIO MTEPEUHEH JeKapCTBEHHbIX
[pernapaToB Uil MEIULUHCKOTO MPUMEHEHUs ¥ MHUHUMAJIbHOTO aCCOPTUMEHTa JIeKapCTBEHHBIX
IpenapaToB, HEOOXOIUMBIX JJIsl OKA3aHUS MEIUIIMHCKOM MOMOLIH, U COCTAB YKa3aHHON KOMHCCHH.

3. YcranoButb, uro B 2014 rony mpemioxeHus 1no (pOpMUPOBAHUIO NEPEYHEH JIEeKapCTBEHHBIX
[pernapaToB Ui MEIULUHCKOTO MPUMEHEHHS M MHUHUMAaJIbHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX
[pernapaToB, HEOOXOJUMBIX JUIsI OKa3aHUS MEIUIIMHCKOW INOMOUIM, HAampaBiisAioTcs B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuniickoit @enepannu B MOpsIKe, NPEAyCMOTPEHHOM [IpaBuiiamu, yTBepKIECHHBIMU
HACTOSIILIUM OCTaHOBJIEHUEM, 10 15 centsops 2014 r.

4. Ilynxt 4 noctanosyenus [IpasurensctBa Poccuiickoit denepanun ot 29 oktadpst 2010 r. N 865
"O rocymapCTBEHHOM PETYJIUPOBAaHUU IIEH Ha JIGKAPCTBEHHBIC MpEnaparbl, BKIOYECHHBIE B TIEPEUCHb
KU3HEHHO HEOOXOJMMBIX W BaXKHEHIIMX JieKapCcTBEHHBIX mnpemnapaToB" (CoOpaHue 3aKOHOIATEIBCTBA
Poccuiickoit ®eneparuu, 2010, N 45, ct. 5851; 2012, N 37, cr. 5002) mocie cioB "MuUHHCTEPCTBOM
SKOHOMMUEcKoro pa3Butus Poccuiickoit @enepanuun” A0noJHUTH ciaoBamu ", MUHUCTEpCTBOM TpyAa U
conuanbHOM 3amuThl Poccuiickont ®enepannn, MUHUCTEPCTBOM PErMOHAIBHOIO pa3BuTus Poccuiickoin
Oenepanun, denepanbHO aHTUMOHOOIBHOM CIy:k00H, DenepanbHON CIy)00i 10 Ham30py B cdepe
3alUTRl paB noTpeOuTene u Onaromosiyuus uyesnoBeka, ®denepanbHbIM areHTCTBOM HAy4YHBIX
opraHu3ammii".

5. MunucrepcTBy 3apaBooxpaHeHus Poccuiickoir denepauuu AaBaTh Pa3bsCHEHUS O TMOPSIKE
npuMmeHenus [IpaBuil, yrBepKA€HHbBIX HACTOSIIIUM IIOCTAaHOBJICHUEM.

[Ipencenarens [IpaBurenscTBa . Mensenes
Poccniickoit enepanuun

MockBa
28 aBrycra 2014 r. N 871

IIpaBuna
(¢GopmupoBaHus NepevyHeil JeKaPCTBEHHbIX MPenapaToB JIs MeIUIHHCKOr0 IPUMEHEeHUs U
MHUHHUMAJIbHOI0 ACCOPTUMEHTA JIEKAPCTBEHHBIX MPENnaparoB, HEOOXOAUMbBIX AJIA OKA3aHUS
MeJTUIMHCKOM MOMOIIHN
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(ytB. nocranosiennem Ilpasurenscrea P® or 28 aBrycra 2014 r. N 871)

C n3MeHeHUSIMH U JAONMOJTHECHUSAMMU OT:

12 urons 2017 1., 29 okts10ps1, 20 HostOpst 2018 1., 5 wrons, 12 aBrycra, 3 aekadps 2020 r.

1. Hacrosimue [TpaBuiia yctaHaBiIMBAIOT HOPAIOK (POPMUPOBAHUS:
a) nepevHsl KU3HEHHO HEOOXOJUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpEnapaToB  JUIs
MEJUIIMHCKOTO MPUMEHEHUS (Jlajiee - epeueHb BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB);

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "6" usmenen ¢ 17 urona 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 5 urons
2020 2. N 829

CMm. npeodvbloywyro peoakyuio

0) mepeyHsi JICKaPCTBEHHBIX MpenaparoB, MPEeAHA3HAYCHHBIX I OOCCTCUECHHs JIUI, OOJIBHBIX
remMouinuedi, MyKOBUCIUJ030M, THUNO(HU3apHBIM HAHU3MOM, Oose3Hb0 [lomie, 370KaueCTBEHHBIMU
HOBOOOPa30BaHUSIMHU JTUMGPOUTHON, KPOBETBOPHOU U POJICTBEHHBIX UM TKaHEH, PacCESIHHbIM CKJIEPO30M,
IreMOJIUTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOLIECKMM  apTPUTOM €  CHCTEMHBIM  HaydajoM,
Mykonosmcaxapuao3om I, II u VI Tunos, ammacTuuyeckod aHeMuel HEYTOYHEHHOW, HACJIeICTBEHHBIM
nedunutom dakropos Il (pudbpunorena), VII (madbunpnoro), X (Ctroaprta - [Ipayspa), a Takxke il ocie
TpaHCIUIAaHTAlMM OpPraHoB M (WIKM) TKaHel (Janee - mepeyeHb JOPOTOCTOSIIUX JIEKAPCTBEHHbBIX
[IpernapaToB);

B) yrpatuia cuiy ¢ 17 nexabpsa 2020 r. - [locranosnenue IlpaBurenscrBa Poccun ot 3 nexaOpst
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvbloyuyro pedaKyuio
I') MUHAMAJIBHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX IIPEIapaTroB, HEOOXOIUMBIX JUIS OKa3aHHS
MEUITMHCKOM IMOMOIIH (J1aiee - MUHUMAJTbHBI ACCOPTUMEHT).

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 2 uzmenen ¢ 17 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 Oexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

2. Ilepeuens BaXHEUITUX JICKAPCTBEHHBIX TMpenapatoB (GopMupyercs Mo MEXIyHAPOIHBIM
HEMAaTCHTOBAHHBIM HAWMEHOBAHMSIM OTUX JICKAPCTBEHHBIX IIpenaparoB (IpW OTCYTCTBUM TaKHUX
HAaWMEHOBAHUHN - MO TPYNIUPOBOYHBIM WM XUMHUYECKUM HAWMEHOBAHMSIM), B TOM YHUCJIE C y4E€TOM
CTaHJAPTOB MEIUITMHCKON IOMOINH, PE3YyJIhTAaTOB KIMHHYECKOW ampoOaruu METOAO0B MPO(HIAKTUKH,
JTUATHOCTUKH, JICUCHUS] W pPeadWUIuTalMd U KIMHUYECKHX PEKOMEHJAIMl 10 BOMpOCaM OKa3aHUs
MEJIMIIMHCKON TIOMOIIM, W3 JICKAPCTBEHHBIX MpenapaToB JUisi MEIUIIMHCKOTO NpUMEHEHHs (manee -
JIEKapCTBEHHBIE MpeETapaThl), OTBEYAONINX CIACAYIOMUM KPUTEPHSIM:

a) JICKQpCTBEHHBIN TIpernapar 3aperucTpupoBaH B YCTaHOBJIEHHOM Topsyike B Poccuiickoit
denepanuu;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "6" usmenen c¢ 17 ascycma 2020 e. - Ilocmanosnenue I[Ipasumenscmea Poccuu om 12
asecycma 20202. N 1212

CMm. npedvloyuyro pedaKyuio
0) JIeKapCTBEHHBIN Ipenapar MPUMEHSETCS C NI JUArHOCTUKU, MPOQIIAKTHKH, JCUCHUS M
peaduIUTAMK MTPU OKa3aHUU MEIUIIMHCKOM IMOMOIIY B CiTydae 3a00JICBaHMA W COCTOSTHUH, B TOM YHUCIIC
npeobnagaronux B CTpyKType 3aboneBaemoctu B Poccuiickoii denmeparnuu, a Takxke 3a00JI€BaHUM,
MIPEJICTABJISIONINX OTIACHOCTH JIJISI OKPY)KAIOITUX;
B) JICKQPCTBEHHBIM TperapaT UMeeT MPEUMYIISCTBO 110 CPABHEHHUIO C JIPYTUMH JICKapCTBEHHBIMHU
npernaparamy IpH JICYSHUH OTPEACICHHOTO 3a00JICBAaHISI I COCTOSTHHS,
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r) yrpatii cuiny ¢ 9 Hosiops 2018 r. - Iloctanosnenue IlpaBurenscrBa Poccuu ot 29 okts0ps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio

llocmanosnenuem Ilpasumenscmea P® om 12 utons 2017 2. N 700 6 nynkm 3 6Hecenbl usmeHeHusl

Cm. mexcm nynkma 8 npeovioyujeli peoaKyuu

3. IlepeueHb MOPOrOCTOSAIMIMX JIEKAPCTBEHHBIX MPENapaTtoB (HOPMHUPYETCS MO MEKTYHAPOIHBIM
HEMAaTCHTOBAHHBIM HAWMEHOBAHMUSIM JTUX JICKAPCTBEHHBIX TMIpenapartoB (IpH OTCYTCTBUM TaKHUX
HAaWUMEHOBAHUN - MO TPYNIUPOBOYHBIM WM XHMHYECKUM HAWMEHOBAHHAM) B TIpeneiax 00bheMOB
OIO/DKETHBIX AaCCHUTHOBAHUM, MPEAYCMOTPEHHBIX B (QeaepaabHOM OIOKETE Ha COOTBETCTBYIOIIUHN
(MHAHCOBBIA TOJ W IUIAHOBBIM TEPHOJ, W3 JICKAPCTBEHHBIX IPENapaToB, OTBEYAIOIIUX CIEAYOIIUM
KPUTEPHSIM:

a) JICKQpCTBEHHBIN TIpemapar 3aperucTpupoBaH B YCTaHOBJIEHHOM Topsyike B Poccuiickoit
denepanuu;

0) eKapCTBEHHBIN MpernapaT BXOIUT B IIEPEUCHb BAXKHEHIIINX JIEKAPCTBEHHBIX MPEMapaToB;

Wnpopmanus 06 H3MEHEHUSIX:

",

Iloonynkm "8" uzmenen ¢ 17 utons 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 5 urons
2020 2. N 829

CMm. npeodwbloywyro peoakyuio

B) JIEKapCTBEHHBIN IpernapaT UMEET MPEUMYIIECTBO 0 CPAaBHEHHIO C APYTUMU JIEKAPCTBEHHBIMU
npernapaTamMy MpH JIEYEHUU JIUL, OOJIbHBIX reMopuiIneld, MyKOBUCIH030M, TUIIO(GU3aPHBIM HAHU3MOM,
6one3Hbto0 ['o111e, 37710Kka4YeCTBEHHBIMH HOBOOOpPA30BaHUSAMU JTUM(OUIHON, KPOBETBOPHOU U POJICTBEHHBIX
UM TKaHEH, PacCesiHHbIM CKJIEpO30M, M€MOJIUTHKO-YPEMUUYECKHM CHHIPOMOM, FOHOIIECKHM apTPUTOM C
CHUCTEMHBIM Hayajom, MykonoJsmcaxapuao3om I, II u VI tunos, amnactuyeckoil aHeMHUe HEYTOUYHEHHOM,
HacyencTBeHHbIM aedunurom ¢akropos Il (pudbpunorena), VII (;mabunshoro), X (Crroapra - [Ipayspa), a
TaKKe JIMII [10CJI€ TPAHCIIJIAHTALUK OPTaHoOB U (MJIM) TKaHEeH.

Wnpopmanus 06 H3MEHEHUSIX:

Ilocmanosnenuem Ilpasumenvcmea P® om 12 utons 2017 2. N 700 Ilpasuna oononnensvt nynkmom 3.1
3.1. BxiroueHue JIeKapCTBEHHOrO IIpernapaTa B I€peyeHb JOPOTOCTOSIIMX JIEKapCTBEHHBIX
IIpernapaToB U MpU HEOOXOIUMOCTH UCKIIOYEHHE M3 HEr0 B COOTBETCTBUM C IMOJIOKEHHUSIMH HACTOSLIUX
[IpaBun anbTepHATUBHOIO JIEKAPCTBEHHOT'O Mpernapara He JOJDKHO HNPUBOJIUTH K YBEJIMYEHHIO 00HEMOB
OIO/KETHBIX AaCCUTHOBAaHUM, INPEAyCMOTPEHHBIX B (eAepalbHOM OIOPKeTe Ha COOTBETCTBYIOLIUN
(uHAHCOBBIN TOJ] U IJIAHOBBIN EPUOI.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 4 uzmenen ¢ 17 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

4. IlepedeHp JNE€KapCTBEHHBIX IMpenaparoB JUisl oOecreueHusi OTAEIbHBIX KaTEropuil TrpakIaH
dbopMupyeTcss 1O MEXKAYHAPOJHBIM HENATEHTOBAaHHBIM HAMMEHOBAHUSAM 3TUX JIEKAPCTBEHHBIX
npernapaToB (MpuU OTCYTCTBHUM TaKWX HAUMEHOBAHUN - MO TPYNIUPOBOYHBIM WM XHUMHUYECKUM
HAaUMEHOBAHUSM) C HCIOJB30BAaHUEM arperupoBaHHBIX (MO crocoOy (MyTH) BBEACHHUS U MPUMEHEHHS)
JIEKapCTBEHHBIX (POPM M3 JIEKAPCTBEHHBIX MPENapaToB, OTBEUAIOUIUX CIEIYIOIIUM KPUTEPHSIM:

a) JICKQpCTBEHHBIN TIpemapar 3aperucTpupoBaH B YCTaHOBJIEHHOM Tiopsyike B Poccuiickoit
denepanuu;

0) JexapCTBEHHBIN Mpenapar BXOIUT B IIepeueHb BaKHEHIINX JIEKapCTBEHHBIX IIPENapaTos;

B) JIEKapCTBEHHBIN IpernapaT UMEET MPEUMYIIECTBO 0 CPAaBHEHUIO C APYTUMU JIEKAPCTBEHHBIMU
npernapaTamy Ipy JIEYEHUH JIML, UMEIOUIUX [IPaBO Ha MOJYYeHHE TOCyJapCTBEHHOM COlMaIbHONW MOMOIIU
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B BUJIe HA0Opa COIMANIBHBIX YCIIYT.

5. MuHuManbHbIi accOpTUMEHT (opMHpyeTcs Ul pa3IudHbIX BUIOB ANTEUHbIX OpPraHu3aluid U
VHJVMBUAYAIbHBIX TMPEIIPUHUMATENECH 110 MEXKIYHAPOJHBIM HEMATCHTOBAHHBIM HAWMEHOBAHMIM
JIEKapCTBEHHBIX IpenapaToB (MNP OTCYTCTBUM TAaKUX HAUMEHOBAHMM - 10 TPYHNIUPOBOYHBIM WM
XMMHMYECKUM HaWMEHOBAHUSM) M3 JIEKAPCTBEHHBIX MpENaparoB Uil MEIUIMHCKOTO IPUMEHEHMUS,
OTBEYAOUIUX CIEAYIOIINM KPUTEPHUSIM:

a) JICKQpCTBEHHBIN TIpemapar 3aperucTpupoBaH B YCTAHOBJIEHHOM TMoOpsiake B Poccuiickoit
denepanuu;

0) JexapCTBEHHBIN Mpenapar BXOIUT B [IepeueHb BaKHEHIINX JIEKapCTBEHHBIX IIPENapaToB;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "6" uzmenen c 17 oexabps 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3 dexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

B) JIEKapCTBEHHbIN Impemapar, HaxoAduuiics B oOpamieHun Ha Teppuropun Poccuiickoit
Oenepauny, UMEET HE MEHee 2 COOTBETCTBYIOIIMX €MY IO MEXIYHApOJHOMY HENAaTeHTOBAaHHOMY
HAaUMEHOBAHUIO JMOO 3aMEHSIOIIEMY TaKO€ HAaUMEHOBAHHE TPYINIUPOBOYHOMY WIM XUMHYECKOMY
HAaMMEHOBAHUIO BOCIIPOM3BEACHHBIX MM OMOAHAJOTOBBIX (OMOMOJOOHBIX) JEKAPCTBEHHBIX MIPENapaToB B
aHAJIOTMYHBIX JIEKAPCTBEHHBIX (popMax U JO3UPOBKAX, IPOU3BOAUMBIX JABYMs U 0oJjiee MPOU3BOAUTEIAMU
(32 HCKIIOYEHHEM JIEKapCTBEHHBIX IpEnaparoB, IPOU3BOJAUMBIX €IWHCTBEHHBIM OTE€YECTBEHHBIM
MIPOU3BOIUTENIEM);

I') JIEKapCTBEHHBIN TMpenapaTr COTJaCHO JaHHBIM 00 oOBeMax Mmpoaaxk Ha ¢apMareBTUYECKOM
peiake Poccuiickoit ®enepannu BoCcTpeOOBAaH CHCTEMOM 31paBOOXPAHEHUS M HACEICHHEM B TEUYEHHUE
BCEr0 KaJIeHJAApHOTO rojia.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 6 uzmenen ¢ 17 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvbloyuyro pedaKyuio

6. JlekapcTBeHHbIE IpenapaThl MOJIEKAT UCKIIOYEHUIO U3 MEPEeUHsl BaXKHEHIINX JIEKAPCTBEHHBIX
[IpernapaToB, MEPEUHs JOPOTOCTOSIIMX JIEKapCTBEHHBIX MPenapaToB (fajiee - MepeuyHr) U MUHUMAaJIbHOIO
aCCOPTUMEHTA B CIEAYIOIIMX CIydasiX:

a) BKJIIOYEHHE aJIbTEPHATUBHBIX JIEKAPCTBEHHBIX IpenapaToB, O0O0JaJaroluX JOKa3aHHBIMHU
KIIMHUYECKUMH, U (WIM) KIMHUKO-d)KOHOMHUYECKUMHU NPEUMYILECTBaMHU, U (MJIM) OCOOEHHOCTAMU
MeXaHu3Ma JercTBUs, U (Uu) O6osbllel 0e30MaCHOCTHIO IPU TUAarHOCTUKE, MPOQPHIIAKTUKE, JICYEHUH WIH
peabunuTanuu 3a001€BaHUi, CHHAPOMOB U COCTOSHUM;

0) MosiBJIeHHE CBEACHUM O TOKCHMYHOCTH WM BBICOKOM YacTOTE HEKEIaTeNbHBIX IOOOYHBIX
SIBJICHUN IPU IPUMEHEHUHU JIEKapCTBEHHOTO IIpernapara;

B) IIPUOCTAHOBJIEHUE PUMEHEHUS JIEKapCTBEHHOTO npenapara B Poccuiickoit @enepanny;

I') OTMEHA roCy1apCTBEHHOM perucTpalnuy JeKapcTBEHHOTO IIperapara;

1) IpeKpallleHue MPOU3BOJICTBA JEKApCTBEHHOIO Iperapara Jubo ero mnocraBok B Poccuiickyro
®denepannio u (WIKM) OTCYTCTBHE JIEKAPCTBEHHOTO IIperapara B TpaxAaHCKOM oOopore B Poccuiickoit
®denepanyy B TEUCHUE MEPUO/Ia, PEBBIIIAIONIETO OJIUH KaJleHIapHbIN TO/1;

Wnpopmanus 06 H3MEHEHUSIX:
Iloonynxkm "e" uzmenen ¢ 17 oexabps 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
€) HCKITFOUEHUE JIGKAPCTBEHHOTO IperapaTa U3 MepeyHsl BAXHEHIINX JICKaPCTBCHHBIX MTPEIapaToB
- JUIS TICPEYHSI IOPOTOCTOSMIUX JICKAPCTBEHHBIX MTPEIapaTOB © MUHUMAIBHOTO aCCOPTUMEHTA,

Wnpopmanus 06 H3MEHEHUSIX:
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Iloonynkm "xnc" usmenen ¢ 17 oexabpa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
) TPENICTAaBIICHUE HAy9HO OOOCHOBAHHOW PEKOMEHIAIMU TJIABHOTO BHEIITATHOTO CIICIMAJIACTA
MunuctepcTBa 3apaBooxpanenust Poccuiickoit @eneparuu (gajee - rIaBHBINA SKCIIEPT).

Wnpopmanus 06 H3MEHEHUSIX:

IIpasuna dononnenwvt nynkmom 6.1 ¢ 9 nosaopsa 2018 . - Ilocmarnosnenue Ilpasumenvcmea Poccuu om
29 okmaopsa 2018 2. N 1283
6.1. JlekapcTBEHHBIE TMpemapaThl IOJUICKAT HWCKIIOUCHUIO W3 TEePEeYHE W MHUHUMAaJIbHOTO
aCCOPTUMEHTA, €CJIM B TeueHue 6 MecsleB IMOocie BKIIOYEHMs JIEKApCTBEHHOTO Ipenapara B IMEpeyeHb
BOKHEUIINX JIEKAPCTBEHHBIX TMPENapaToB HE 3aperUCTpUpOBaHA TMpeAelibHAas OTIyCKHas IeHa
MIPOM3BOIUTENS HA JICKAPCTBEHHBIN Mpemnapar.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 6.2 uzmenen c 17 dexabps 2020 e. - Ilocmanosenenue IIpasumenvcmea Poccuu om 3 dexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

6.2. B nepeyHu 1 MUHMMaJIbHBIM aCCOPTUMEHT BKJIIOYAIOTCSI OJJHOKOMIIOHEHTHBIE JIEKAPCTBEHHbIE
npenapaTthl. KoMOMHMpOBaHHBIE JIEKaPCTBEHHbIE MpenapaThl BKIIOYAIOTCS B MEPEUHHU B CiIydae, €Ciu 10
pe3ynbTaTaM OLEHKM HSKOHOMHUYECKHMX IOCIECICTBHM HMX IPUMEHEHHS W H3Y4EHHUS JONOJIHUTEIbHBIX
MOCJIEICTBUN NPUMEHEHHS JIEKAPCTBEHHBIX IpEnapaToB (Jajiee - KOMIUIEKCHAsl OLEHKAa) JI0Ka3aHO HX
IIPEUMYILECTBO B NPUMEHEHUH U CTOMMOCTH I10 CPABHEHHUIO C OJHOKOMIIOHEHTHBIMHU JIEKAPCTBEHHBIMU
npenaparam.

[Ipu BrJIFOUEHUH KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB B MEPEYHH M MUHUMAIIbHBII
aCCOPTHUMEHT OJHOBPEMEHHO BKJIIOYAKOTCS BCE 3aperucrpupoBaHHble B Poccuiickonn ®enepanuun
OJIHOKOMIIOHEHTHBIE JIEKapCTBEHHBIE MPENapaThl, U3 KOTOPHIX COCTOUT Takast KOMOMHAIUSI.

Ecim xorss Obl OJAMH KOMIIOHEHT KOMOWHHPOBAHHOIO JIEKAPCTBEHHOI'O IIpernapara He
3aperucTpUpOBaH W He oOpamraercs Ha Tepputopun Poccuiickoit depepanun Kak OJHOKOMIOHEHTHBIN
JIEKApCTBEHHBIM IIpemnapar, NpHW BKIOYEHWH B MEPEYHM W MUHUMAJIBHBIM aCCOPTUMEHT TaKOIO
KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara He MPUMEHSIOTCS IIOJIoKeHus: ab3ala I[epBoro
HAaCTOSIETO ITyHKTA.

Wnpopmanus 06 H3MEHEHUSIX:

IIpasuna oonoanenvt nynkmom 6.3 ¢ 17 oexaops 2020 2. - [locmanoenenue [Ipasumenvcmea Poccuu om
3 oexabps 2020 2. N 2021
6.3. BriroueHue 3KBUBAJIEHTHOW JIEKapCTBEHHON (DOpMbI JIEKApCTBEHHOTO IIpernapara, paHee
BKJIIOYCHHOTO B TIEPEYHM M MHUHUMAIBHBIA aCCOPTHUMEHT, HE TpeOyeT TPOBEACHUS KIWHUKO-
SKOHOMMYECKOTO HCCIEAOBAHMWSA W aHajiu3a BIWSHUS Ha OOUKETHI OMOKETHON cucTeMbl Poccuiickoi
denepanun, €M KypcoBas CTOMMOCTh NMPUMEHEHHUS JIEKapCTBEHHOW (OPMBI HE MPEBBINIACT KYPCOBYIO
CTOMMOCTH JICKQPCTBEHHOTO TperapaTa, BKIFOUEHHOTO B TIEPEUYHU 1 MUHUMAJIbHBIN aCCOPTUMEHT.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 7 uzmenen ¢ 17 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
7. Ilepeuenb BakKHEWIIMX JIEKAPCTBEHHBIX IpernapaToB (OpMUpYETCS U IepecMaTpuBaeTcs He
pexe onHOro pasa B roa. IlepedeHp mOpPOrocTOAIMX JEKAPCTBEHHBIX MPENAPATOB M MHUHHUMAJIBHBIN
aCCOPTUMEHT (POPMUPYIOTCS HE PEKE OJHOTO pasa B 3 roja.

Wnpopmanus 06 H3MEHEHUSIX:

llocmanosnenuem Ilpasumenscmea PD om 12 wuona 2017 2. N 700 nynkm 8 u3znooxcern 6 HO80U
pedaxyuu
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Cm. mexcm nynkma 8 npeovioyujeli peoaxkyuu
8. ®opmupoBaHue IMepeuyHed M MHUHMMAaJIbHOTO ACCOPTUMEHTA OCYILECTBISETCS 00pa30BaHHOM
MunuctepcTBOM 3ApaBooxpanenust Poccuiickoit denepanun KOMUCCHEH TIO (GOPMUPOBAHUIO TEpEeUHEH
JIEKapCTBEHHBIX NPENapaToB U MUHUMAJILHOTO aCCOPTUMEHTA (Jajiee - KOMHUCCHUSA).

Wnpopmanus 06 H3MEHEHUSIX:

llocmanosnenuem Ilpasumenscmea PD om 12 wuona 2017 2. N 700 nynkm 9 uznooxcen 6 HO80U
pedaxyuu

Cm. mexcm nynkma 8 npeovioyujeli peoaxkyuu
9. BHeceHne uW3MEHEHHMH B TEPEYHH U MUHUMAJIbHBIA ACCOPTUMEHT OCYIIECTBISETCS B
COOTBETCTBHUU C NOJIOKEHUAMHU HacTtosmux [IpaBuir.

Wnpopmanus 06 H3MEHEHUSIX:

Ilocmanosnenuem Ilpasumenvcmea P@ om 12 utons 2017 2. N 700 Ilpasuna oononnensvt nynkmom 9.1
9.1. OnepaTuBHOE BHECEHHWE WM3MEHEHMHA B TEPEYHH ¢ MHUHUMAIBHBIA  aCCOPTUMEHT
OCYIIECTBJISIETCS B COOTBETCTBUU C TMOJIOKEHUSAMH HacTosuX [IpaBuia Ha OCHOBaHWHU U B CPOK, KOTOPHIE
YCTaHOBJIEHBI COOTBETCTBYIOIIMM TopydeHueM lIpaBurensctBa Poccuiickoit @enepanuu 0 pacCMOTPEHUH
KOMHCCHEHN TPEeIOKEHUN O BKIIOYEHUU (00 MCKIIOUECHHUM) JICKAPCTBEHHBIX MPEMapaToB B MEPEYHH U
MHUHUMAJIbHBIN aCCOPTHUMEHT.

Wnpopmanus 06 H3MEHEHUSIX:

IIpasuna oonoanenwvt nynkmom 9.2 ¢ 17 aseycma 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om
12 ageycma 2020 2. N 1212

9.2. OnepaTtvBHOE BHECEHUE B IepeueHb BAXKHEMIINX JIEKAPCTBEHHBIX MPENapaToB M3MEHEHUH B
YacTH BKJIIOUEHUS JIEKAPCTBEHHBIX MPENapaToOB, BO3MOKHBIX K Ha3HAUYEHUIO U IPUMEHEHUIO JIIS JICUEeHUs
U NpoPWIAKTUKU 3a00JIEBAHUM, MPEACTABISIOUIUX OMACHOCTb Ui OKPYXKAIOLIUX, MPEIyCMOTPEHHBIX
METOJMYECKUMH peKOMeHIauusMu MunucrepcrBa 3apaBooxpaHenus Poccumiickoi ®enepanuu, B
YCIOBUSAX YPE3BbIYAWHON cHUTyallMu M (WIM) [PU BO3HUKHOBEHHM YIpO3bl PAaCIpPOCTPAHEHHUS TaKHUX
3a00JIeBaHM, OCYIIECTBISIETCSI IO MpPEACTaBICHUI0 MuHHCTEepcTBa 0€3 NpPUMEHEHUs IOJI0XKEHHH,
YCTaHOBJIEHHBIX NyHKTaMu 13 - 35 HacTosumx [IpaBui.

[IpencraBnennsle MuHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoit Denepanuu MpeasioxKeHHs 110
BHECEHUIO YKa3aHHBIX M3MEHEHUIl B IepeueHb Ba)KHEHIIMX JIEKApCTBEHHBIX IpenapaToB MOJIeKaT
ONEpaTUBHOMY PAaCCMOTPEHHUIO Ha 3aceJaHMM KOMHUCCHUHU C ydacTUeM mpejcTaBuTesneid MuHucrtepcTBa
3npaBooxpaHeHus Pocculickoii ®enepanun, MuHHCTEPCTBA TPOMBINIUIEHHOCTH M TOProBiu Poccuiickon
Oenepanun, DenepanbHON CIyXObI TI0 Haa30py B chepe 3apaBooxpaneHus, OenepanbHO CIyKObI 1O
Hag30py B cdepe 3amuThl MpaB moTpeduTened u Omaromonyduss yenoBeka u  DenepaibHOU
AHTUMOHOIIOJILHOM CIY>KOBbI, SIBJISIOIIMUXCS YWieHaMH KoMuccuu. Ha 3acenaHne KoMHCCUM TPUTIIAIIAIOTCS
[JIaBHBIA OKCHEPT, a TakkKe IMpeICTaBUTENb MPOU3BOAUTENS JIEKApCTBEHHOIO IIpernapara B ILENAX
paccMOTpEHUS U COTJIaCOBaHMS LIEHbl Ha JIEKApCTBEHHBIHN Ipernapar, KOTOPYO IPOU3BOAUTENb INITAHUPYET
3aperucTpupoBaTh.

10. Oprann3alluOHHO-TEXHUYECKOE OOecreyeHne JIeATeIbHOCTH KOMHUCCHUU  OCYILECTBISET
MununcrepcTBo 3npaBooxpanenust Poccniickoit denepanyu.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 11 uzmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
11. B cocTtaB xomuccuu BXOIAT IpeacTaBUTeNM MUHHCTEpPCTBA 3apaBooxpaHeHust Poccuiickoit
®enepannn, MuHUCTEPCTBA NMPOMBINUIEHHOCTH W TOproBin Poccuiickont @enepannn, Munucrepcra
Tpyla ¥ coumaibHOU 3amuThl Poccuiickoit denepamuu, denepanbHON CIyx)Obl 1O HAI30py B chepe
3npaBooxpanenus, dDenepanbHON CIYyKObI MO HaA30py B cdepe 3amuThl MpaB MOTpeOUTENCH U
Onaromosyuusi 4esnoBeka, @DenepasbHONM AHTUMOHONOJBHOW  ciyxObl, dDenepanbHOro MeEIUKo-
OMOJIOTMYECKOr0 areHTCTBa, MHUHHMCTEpCTBAa HayKH U Bbicuiero oOpaszoBanHus Poccuiickoit denepauuu,
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UHBIX (hefiepaibHbIX OPraHOB MCIIOJHUTEIBHONW BIACTH M MCIOJIHHUTEIbHBIX OPraHOB IOCYIapCTBEHHOMN
BiacTH cyObekToB Poccuiickoit denepaunu B chepe oxpaHbl 370pOBbs, PelepaTbHbIX TOCYAapCTBEHHbIX
00pa30BaTeNIbHBIX OpPraHu3aluil BHICHIETO MEAMLIMHCKOIO U (papMalleBTUUECKOro oOpa3oBaHUs, a TaKkKe
(benepanbHbIX TOCYAAPCTBEHHBIX MEAULIUMHCKHUX U (papMalleBTUYECKUX HayUHbIX OpraHu3aluil.

Ha 3aceganum KoMucCcHM TPUCYTCTBYIOT HpPH HaJU4YUU MPEIBAPUTEIILHOTO OOpaleHus B
MUCbMEHHOUN (hopMe B aapec KOMHCCHH, TMOCTYNMHUBIIETO HE MO3JHEE YeM 3a 5 padoumx THEW 10 THS
COOTBETCTBYIOILIETO 3aCeaHMs] KOMUCCHH, TIPEICTABUTENb CyObEKTa 00paleHus JIEKapCTBEHHBIX CPEICTB
1 (W) oOIIEeCTBEHHOr0 OObEIMHEHUS, OCYLIECTBISIONIET0 AEATENbHOCTh B cepax 3ApaBOOXPaHEHUS,
oOpallleHHs JIEeKapCTBEHHBIX CPEJICTB M 3allMThI MpaB IpaxJaH B 3TUX cdepax (najnee - 3asBUTEND), a
TaK)Ke MPEJICTaBUTENIM HUHBIX (PeaepaabHbIX OPraHOB MHCIOJHUTEIBHOW BJIACTH M HCHOJHUTENBHBIX
OpraHoB rocy/1apCTBEHHOM BiacTH cyObekToB Poccuiickoit @enepaiuu B cepe 0XpaHbl 30POBbSI.

12. 3acenanusi KOMHUCCHMU  TPAHCIUPYIOTCS Ha  odunmaibHOM — caiite  MHHHCTEpCTBa
3npaBooxpaHeHusi Poccuiickoit ®enepaunu B MHQOPMAIMOHHO-TEIEKOMMYHHUKAIMOHHONW  CETU
"NnTepuer" (nanee - opunnanbHbiii caiit B cetu "Mutepuer").

Wnpopmanus 06 M3MEHEHUSIX:

Ilynkm 13 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

Cm. npedvloyuyro pedaKyuio

13. 3asButens HampaBiseT He mo3aHee 10-ro 4ducna MEepBOTO Mecsia KBapTajla B KOMHCCHIO
CIICIYIOIINE TPEJIOKEHUS B JJICKTPOHHOM BHJIE TOCPEIACTBOM HH(DOPMANMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTHH C MPWIOKCHUEM B AJICKTPOHHOM BHJIE COOTBETCTBYIOIINX JOKYMEHTOB M CBEJICHUH:

a) MPeUIOKEHNE O BKIIOUEHHH JICKAPCTBEHHOTO IIperapara B MEpeYHH MO (opMme COTIacHO
npuinoxenuro N 1;

0) peyIoKeHNe O BKIIIOYCHHWH JIEKaPCTBEHHOTO TpenapaTta B MUHHUMAJIBHBIA aCCOPTHMEHT IIO
dhopme cornacHo npuioxennio N 2;

B) MpeyIoKeHne 00 MCKITIOYEHUHN JICKAPCTBEHHOTO Tpernapara u3 MepedyHei 1mo ¢GopmMe CorjacHoO
npuioxeHuro N 3;

T') IpeUT0’KEHNE 00 NCKITIOYEHUH JIEKaPCTBEHHOTO Mperapara 3 MHUHUMAaIBHOTO aCCOPTUMEHTA 110
dhopme cornacHo npuinoxennto N 4,

14. Yrpatun cuny ¢ 9 Hos0ps 2018 r. - [locranosnenue IlpaButensctBa Poccun ot 29 oxTadps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:
CMm. npedvloyuyro pedaKyuio

Ilynkm 15 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npeodvbloywyro peoakyuio

15. Komuccus B TeueHue 7 pabouyux AHEW CO JHS MOCTYIUIEHHS MPEAJIOKEHUM, yKa3aHHBIX B
nynkre 13 Hacrosmux [lpaBun (manee - mpeiokeHWE), OPraHUu3yeT MPOBEICHUE MX JOKYMEHTAIbHOU
SKCHEPTHU3BI.

[Ipn nOKyMEHTalbHOW OJKCHEpTU3E MpOBEpsieTCs Haaexailee odopmiieHue MNpPeAsIoKEHUs B
COOTBETCTBUU ¢ Hactosmumu [IpaBuiaMu, moiHOTa U JAOCTOBEPHOCTH MPEJCTABICHHON HMH(OpPMaLUU O
JIEKapCTBEHHBIX Ipenaparax, B TOM YHCIE €€ COOTBETCTBHE CBEACHHUSAM, COJAEpKAlIUMCS B
rocy/1lapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEJICTB, M0 pe3ysibTaTaM KOTOpoil opopmilsieTcs 3aKI0UeHNE
no ¢opme coriacHo npuioxkeHuro N 5 (mamee - 3aKIOYEHHE [0 pe3ylibTaTaM JOKYMEHTalbHOU
9KCIEPTU3BI).

16. IlpennoxeHne OTKIOHAETCS OT JaJbHEHIIEr0 paCCMOTPEHUS B CIEAYIOUIUX CIydasx:

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "a" usmenen ¢ 9 nosops 2018 e. - Illocmanosnenue Ilpasumenvcmea Poccuu om 29 oxkmsaops
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2018 2. N 1283

Cm. npedvloyuyro pedaKyuio
a) HeHaJyIeXKaiee o(GopMIIeHUE TTPETIOKEHHS U TIPUIIaraeMbIX K HEMY JIOKYMCHTOB U CBEJCHHM, B
TOM YHCJIC HEBO3MOXHOCTh UX OTKPBITh;
0) yrpatun cuny ¢ 9 HosOps 2018 1. - [locTanosnenue IlpaButensctBa Poccum ot 29 oxTadps
2018 r. N 1283

Wnopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio
B) IIPEJICTABJICHUE JOKYMEHTOB M CBEJICHU B HETIOJTHOM 00BEME;

Wnopmanus 06 M3MEHEHUSIX:

Iloonynxkm "2" usmenen c 17 oexaops 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 3 dekabpst
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

I) IMpeICTaBiI€HHE B TEUYEHHWE OJHOr0 KaJeHJApHOro Toja MpeaJoKEeHUs B paMKax
MEXAYHApOJHOIO HEMaTeHTOBAHHOIO HAaWMEHOBAHMS JIEKAPCTBEHHOrO Mpemnapara (IpU OTCYTCTBUU
TaKoro HaMMEHOBAHUA - B paMKax TPYNIUPOBOYHOIO WJIM XUMHUYECKOIO HAMMEHOBAHHUS), 110 KOTOPOMY
KOMHCCHEH B TEKyIleM TOay ObUIO BBIHECEHO pelieHHe 00 OTKa3e BO BKIIOYCHUH (HMCKITFOUCHUH)
JIEKapCTBEHHOI'O Ipenapara B I€peuyHM, MUHUMAJIbHBIA aCCOPTUMEHT WJIM B OTHOLIEHUU KOTOPOIO
OCYILIECTBIISIIOTCS JOKYMEHTaIbHAas AKCIEPTH3a WK aHaIu3 HH(OPMAaLUU O CPaBHUTEIBHON KIMHUYECKON
3¢ deKTUBHOCTH U GE30MaCHOCTH JIEKAPCTBEHHOTO IMperapara, KOMILIEKCHas OIeHKa, 3a UCKIIYEHHEM
cirydasi, IpeyCMOTPEeHHOro nmyskroM 9.1 Hacrosmux [Ipasu;

1) Ipe/ICTaBJIEHUE HEIOCTOBEPHON MIIM HUCKaKEHHOM nHpopManuu;

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 16 dononnen noonynkmom "e" ¢ 17 oexabps 2020 2. - I[locmarnosnenue Ilpasumenvcmea Poccuu
om 3 dexabpsa 2020 2. N 2021

€) IpecTaBiIeHre JOpabOTaHHOTO MPEUIOKEHUSI TIOCIIE MOBTOPHOTO OTKIIOHEHUS 0 pe3yibTaTaM
JOKYMEHTAIBHOM 3KCTIEPTHU3HI.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 17 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npeodwbloywyro peoakyuio

17. Ilpn OTKIIOHEHUU NPEUIOKEHUS OT JAIBHEHIIET0 PACCMOTPEHHSI KOMUCCHUEH 3aKIIFOUEHUE 10
pe3yibTaTaM JIOKYMEHTaJbHOM SKCIEPTH3bl HAIPABIIAETCS 3asgBUTEII0 MOCPEACTBOM HH(POPMAIMOHHO-
KOMMYHMKAI[MOHHBIX TEXHOJIOTUI B CPOK, HE MPEBBILIAIOIINI 3 pabouux JHEHN co AHS €ro BEIHECEHUS.

JlopaboTaHHOE 3asBUTEIEM IMPEAJIOKEHUE C YCTPAaHEHHBIMU 3aMEYaHUSIMHU, YKA3aHHBIMU B
3aKJIIOUEHUU TI0 pPE3ylbTaTaM JOKYMEHTAJbHON SKCIEPTH3bl, MOXKET OBbIThb MOBTOPHO HAIpPaBJIEHO B
KOMHUCCHIO TOCPEACTBOM HH(OPMaLMOHHO-KOMMYHUKALIMOHHBIX TEXHOJOTUN He no3aHee 10 paboumx
JHEH co JHS MOJIyYEHUs 3aKJIFOUEHUS [0 pe3yJbTaTaM JOKYMEHTAIbHOMN 3KCIIEPTU3bI.

18. Undopmarius 0 MOCTYNUBLIMX B aJpec KOMUCCUU NPEUIOKEHHIX, B TOM YHCIE MPOLIEAIINX
JTOKYMEHTAIBHYIO SKCIIEPTU3Y, pa3MeniaeTcs Ha ouiinansHoM caiite B cet "MHTepHeT".

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 19 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue IIpasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npedvloyuyro pedaKyuio
19. llpeioxkeHnsi, B OTHONICHHWH KOTOPBIX BBIHECCHO TIIOJIOKUTEIBHOES 3aKIIOYCHHE 10
pe3yibTaTaM JIOKYMECHTAJIBHOW OKCHEPTH3BI, IOJJICKAT IPOBEICHUIO KOMIUICKCHON OIICHKH B
YCTaHOBJICHHOM HacTOSIuMU [IpaBuiaMu mopsiake.

Wnpopmanus 06 H3MEHEHUSIX:
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Ilynkm 20 uzmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

20. Komuccusi B CpoK, HE TPEBBIMIAOMINN 2 pabounux THEH CO JHS BBIHECEHUS TOJIOKHUTEIBHOTO
3aKJIIOUEHUS 110 pe3yJbTaTaM JOKYMEHTAJIbHOW SKCIEPTHU3bl B OTHOIIEHUU JIEKAPCTBEHHBIX IPENapaToB,
IpeiaraéMblX JijIsl BKIFOUYEHHUS B [1epevHU, HAPaBISEeT MPeIIoKEeHUs ¢ MPeJoCTaBIeHHEeM JOCTyIa K UX
AJIEKTPOHHBIM BEPCUSIM C MPHUJIaraéMbIMU JIOKYMEHTAaMU M CBEACHUSIMH MOCPEACTBOM HH(POPMAIMOHHO-
KOMMYHHMKAI[MOHHBIX TEXHOJIOT Uil

a) B (enepaibHOE TOCYAapCTBEHHOE Or0KeTHOE yupexaeHue "LIeHTp aKcrepTu3bl U KOHTPOJIS
KadecTBa MEIUIIMHCKONW momonu" MwuHucTepcTBa 31paBooxpaHeHus Poccuiickoit denepanuu (manee -
LlenTp sKcrepTH3bl) Ui MPOBEACHUS aHAIM3a METOJI0JIOTMYECKOTO KAaueCTBAa KIMHUKO-3KOHOMUYECKHUX
HCCIIEIOBAaHUIN JIEKApCTBEHHBIX MpPENapaTtoB U HCCIEIOBAHUN C HCIOJIb30BAaHMEM aHallu3a BIMSHUS Ha
OromkeThl OrokeTHOM cucrembl Poccuiickoit ®enepauuu (nanee - OIOPKET) B COOTBETCTBUHM C
TpeOOBaHUAMU K  METOJOJOTMYECKOMY  KaueCTBY  KIMHUKO-3KOHOMHYECKMX  HCCJEI0BaHUMN
JIEKapCTBEHHOI'O Ipernapara M MCCIEAOBAHUNA C MCIHOJIb30BAaHUEM aHaAJM3a BIMSHHSA Ha OHOKETHI
OromxeTHOM cuctembl Poccuiickoit denepannu, KOTOpble IpUBeIeHbl B npuiioxkennn N 5.1, a Takxke is
M3YYEHHUS TOTIOJHUTENbHBIX OCIEACTBUIA NPUMEHEHHUS JIEKaPCTBEHHOT'O IIpernapaTa Ha OCHOBAHUU HIKAJIb
KOJIMYECTBEHHOM OLIEHKU JOIMOJIHUTEIbHBIX JTaHHBIX O JIEKAPCTBEHHOM IIpernapare, MpeayCMOTPEHHOU
MHTErpajbHbIMU IIKAJaMU KOMIUIEKCHON OIIEHKM JIEKapCTBEHHOrO IpernapaTa, KOTOpbl€ IpPHUBENEHBI B
npuinoxxeHuu N 6;

0) B mpoduibHy0 (eaepanbHyl0 TOCYAApPCTBEHHYIO 00pa30BaTENbHYI0 OPraHU3aIMI0 BBICIIETO
obpazoBanusi (MemuuuHCKOTO ®  (wiM)  ¢apmManeBTUUECKOro) W (WIK)  JTOTOJHUTEIHLHOTO
podeccHoOHAIIbHOTO 00pa30BaHuUsl, OCYILECTBISIOLUIYI0 B KaueCTBE YCTaBHOTO BHJA JAEATEIbHOCTH
Hay4YHO-HCCIIEI0BATENbCKYIO IEATEIbHOCTD, TUO0 B MEIUIIMHCKYIO U (WIH) (papMaleBTUUYECKYIO HAYYHYIO
OpraHu3aIuio, IOJIBEAOMCTBEHHYI0O MUHHUCTEPCTBY 3ApaBooxpaHeHusi Poccuiickoit denepanuu Wiu
MunuctepcTBy Hayku U Bbicuiero oOpasoBanus Poccuiickoit ®enepauuu (najnee - 3KcCHepTHas
OpraHu3anus), sl IpOBEACHUs aHaIn3a UHPOPMALIMM O CPAaBHUTEIIbHON KIMHUYECKOH 3((EeKTUBHOCTU U
0€30MacCHOCTH JIEKAPCTBEHHOT'O Ipernapara, OLIEHKH 3KOHOMHYECKHX IMOCIJIEJACTBUI €ro MpUMEHEHHUs Ha
OCHOBE MHTErpaJIbHbIX LK, KOTOPbIE IPUBEAEHBI B puiioxkeHn N 6.

21. IlepeueHp SKCHEPTHBIX OpraHM3aluil yTBEpXkKIaeTcs:s MMHHCTEPCTBOM 3paBOOXPAHEHUS
Poccuiickoit deneparuu u pazmeniaercst Ha opuiaibHOM caiite B cet "UHTepHeT".

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 22 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

Cm. npedvloyuyro pedaKyuio
22. KoMmrmekcHasi OIieHKa MPOBOIUTCS LIEHTpOM 3KCHEpTH3Bl U SKCIIEPTHBIMH OPraHU3alHUsIMHA B
tederne 30 pabounx AHEH CO JTHS MOJyYSHHUS OT KOMUCCUU TIPEIOKCHHS.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 23 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosenenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npedvloyuyro pedaKyuio
23. Ins mpoBeneHHMs KOMIUJIEKCHOW OIIEHKH OJKCIEpPTHAas OpraHMU3aIusl CO3/1ae€T SKCIEPTHYIO
KOMHCCHIO W3 CHCIHUAINCTOB C BBICIIUM MEIUIIMHCKUM, (apMaleBTUUYECKUM I OHOJIOTHYECKUM
00pa3oBaHUEM C TPEUMYIICCTBEHHBIM YYaCTHEM CIICIHAIMCTOB, MMEIONIUX BBICIIEE MEIUIIMHCKOE H
(dhapmareBTHUECKOE 00pa3oBaHue.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 24 uszmenen ¢ 17 oexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021
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Cm. npedvloyuyro pedaKyuio

24. TlpoBeneHne KOMIUIEKCHOH OIEHKH MPEACTABICHHBIX 3asBUTEIIEM KIMHUKO-KOHOMHUYECKUX
MCCIIC/IOBAaHUI JIEKapCTBEHHOTO Tperapara W OOOCHOBAaHHOCTH TIOJNYYEHHBIX IPH WX MPOBEICHHUH
KJIMHUKO-DKOHOMHYECKHX  XapaKTePUCTUK,  OOYCIOBIMBAIOMIMX  II€JIECOO0OPAa3HOCTh  BKIIIOUCHHS
JICKApCTBEHHOTO TIperapara B IepevHi, OCYIIECTBIIIETCS B TOM YHCJIe Ha OCHOBAaHHU pacdeTa CTOMMOCTH
rOJIOBOTO Kypca Tepanuy MpeaiaraeéMbIM JIEKapCTBEHHBIM TPENapaToM 10 CPaBHEHHIO C JIEKaPCTBEHHBIMHU
nmpernaparamMi, BKJIIOYEHHBIMH B TIEPEYHH, UCXOJIS W3 PACUYCTHOW IICHBI, IIPEICTABIIIONICH
CTaTUCTHUYECKYI0O MEIWaHy 3aperuCTPUPOBAHHBIX B YCTAHOBJICHHOM TMOPSAKE IEH COOTBETCTBYIOIIUX
JIEKapCTBEHHBIX MPenapaToB (MpU HATTUUHH).

[Ipr OTCYTCTBMM 3aperMCTPHPOBAHHBIX B YCTAHOBJICHHOM TIOPSIKE II€H Ha JICKapCTBEHHBIE
npernaparsl CPaBHEHHWE M OIICHKA OCYIICCTBISIFOTCS B OTHOIICHWHM PACUETHBIX IIEH Ha 3aKylaeMble
JICKapCTBEHHBIE TMIperapathl B COOTBETCTBHHM C JAHHBIMH DJIEKTPOHHBIX IUIOMAJ0K, Ha KOTOPBIX
MIPOBOJIATCS AIIEKTPOHHBIE ayKIIMOHBI MO 3aKYIKE JIEKAPCTBEHHBIX IMPENapaToB Ui TOCYIapCTBEHHBIX H
MYHUIIUNIATBHBIX HYXI. [Ipm 3TOM pacueTHas IleHa Ha JIEKapCTBEHHBIC IIperaparbl MPeACTaBIsIeT
CTaTUCTHUYECKYI0O MEIMaHy IIeH (aKTHYECKMX 3aKyNOK Ha BOCIPOW3BEICHHBIC WM OHOAHAJOTOBEIC
(Onono100HbIE) JeKapCTBEHHbIE Mpenapathl (IIPH HAJTUYUN).

[Ipu omeHKe IOMOJHUTENBHBIX TOCICICTBHA NPUMEHEHHUs JICKApCTBEHHOTO IIperapara TaKxke
OCYIIECTBIISICTCS aHAJIN3 JaHHBIX O TOCYIAPCTBEHHOW PETHCTPAlliy, aHAIN3 OOpalIeHHs JIEKapCTBEHHOTO
mpernapara, TMpeaIaraeMoro Ui BKJIIOYEHHS B TIEPEYHH, a TakXkKe JIEKapCTBEHHBIX IPEraparos,
BKJTIOYCHHBIX B TIEPEYHU U MMEIOIIUX aHAIOTUYHBIC BHOCHUMBIM JIEKaPCTBEHHBIM IIperapaTam ImoKa3aHus K
HA3HAYCHUIO B paMKaX COOTBETCTBYIOIUX aHATOMO-TEPAIIEBTUYECKO-XUMHUECKUX TPYIII.

B nemnsix momydeHust HeoOX0AMMO# TOTIOTHUTENBHOW HHOOPMAIIMK U YTOYHEHUS TPEACTaBICHHBIX
B TIPE/UIOKEHUH CBEICHUH MPH MPOBEJICHUN KOMIUIEKCHOW OLIEHKH OCYIIECTBIISIETCS TIOMCK HH(pOpMAIIH
0 JIEKapCTBEHHBIX TMpermaparax B paMKax IpeaIaraeMoro K BKIIOUEHHIO MEKIYHApOIHOTO
HEMaTeHTOBAHHOTO HAUMEHOBAHMSI (IIPH OTCYTCTBUH TAKOTO HAMMEHOBAHHUSA - B paMKaX I'PyIMITUPOBOYHOTO
WIA XUMHYECKOTO HaWMEHOBaHUS), B TOM YHUCIE O KIMHUYECKUX W (WIH) KIMHUKO-YKOHOMHYECKUX
MCCIIEIOBAaHUSX JIEKAPCTBEHHBIX MpernapatoB. [Ipm ATOM K 3aKkiOYeHHSM, YKa3aHHBIM B ITyHKTE 25
Hactosmux [IpaBui1, mputaratoTcst MOTHOTEKCTOBBIC TTYOTMKAIIMH TAaKUX UCCIICIOBAHUH.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 25 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosenenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npedvbloyuyro pedaKyuio

25. Tlo pe3ynpraraM KOMIUIEKCHOM OLIEHKHM OJKCIepTHas opranmsauus u LleHTp skcneprTussl
COCTaBJIIIOT COOTBETCTBEHHO 3aKJIIOYEHHME IO pe3yjbTaTaM aHaiu3a HH(OpMalMU O CpaBHUTEIbHOU
KIMHUYECKOW 3(PPeKTUBHOCTH U 0€30MacHOCTH JIEKapCTBEHHOI'O Ipernapara, OLEHKH 3KOHOMUYECKHX
MOCJIEICTBUI €ro NMpuMeHeHHs 1o (opMe COIIacHO INpuiiokeHuio N 7 U 3aKI0YEeHHE MO pe3yibTaTam
aHaJu3a METOJIOJIOTUYECKOTr0 KauyecTBa KJIMHHUKO-d)KOHOMUYECKUX HCCIIEJOBAaHUM JIEKapCTBEHHOTO
mpenapara ¥ MCCIEAOBAaHUN C WCIIOIB30BAHMEM aHAIM3a BJIMSHHUS Ha OFOJKETHI OFODKETHOM CHCTEMBI
Poccuiickoit  ®@enepanuu, a TaKKE U3YYEHHS  JOMOJHUTENIBHBIX  IOCIEACTBUH  MPUMEHEHUS
JIEKapCTBEHHOI'0 Mpenapara 1no Gopme coryacHo npuioxennto N 8 (Janee - 3aKI04eHHs] IO pe3ysibTataM
KOMILJIEKCHOM OLIEHKM) U MPEACTaBISIOT HMX B KOMHUCCHUIO IIOCPEACTBOM  HMH(OPMALMOHHO-
KOMMYHUKAITMOHHBIX TEXHOJIOTHA.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 26 uszmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
26. IlpennoxeHue, B TOM YMCIE NpUIIarTaeMble K HEMY JOKYMEHTbl M CBEJIEHHUS, a TaKkKe
3aKJIIOUEHUS MO Pe3y/bTaTaM KOMIUIEKCHOW OLIEHKU B TeueHHe 2 padouux JHEH co JHS UX IMOJIyuyeHUs
HAIPAaBIIIOTCS. KOMHCCHEN MOCPEICTBOM HH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTUH TJIABHOMY
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IKCIIEPTY C€ YYeTOM TMpoPMiIsi €ro MACSITEIbHOCTH JJIi TOJATOTOBKH 10 OSTOMY TPEIJIOKCHHUIO
MpeAyCMOTPEHHOM 1o imyHKTOM k" myHKTa 6 HacTosmux [IpaBun HaydHO 000CHOBAaHHOW PEKOMEHIAINN
0 BKJIFOUCHHMH JICKQPCTBEHHOTO TIpenapara B IepeyuHr JIEKAPCTBEHHBIX IMPENapaToB s MEIUIIMHCKOTO
MIPUMEHEHHSI 1 MUHUMAJIbHBIA aCCOPTUMEHT JICKAPCTBEHHBIX IpEnapaToB, HEOOXOAUMBIX IS OKa3aHUs
MEIMIIMHCKON ToMoiu, 1o ¢opMe coriacHo npuioxkennto N9 (mamee - HaydHO 0OOCHOBaHHas
PEKOMEH/IaIHs ).

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 26.1 uzmenen ¢ 17 oexabps 2020 2. - [locmanoenenue Ilpasumenvcmea Poccuu om 3 dexabps
2020 2. N 2021

CMm. npedvbloyuyro pedaKyuio
26.1. Ilpm ¢dopMupOBaHMH MUHUMAIBHOTO acCOPTUMEHTa, a TaKKe TP TOCTYIUICHHH
MIPETIOKEHUS 00 UCKITFOYCHHUH JICKAPCTBEHHOTO TIperiapara u3 mepeuyHell ¥ MUHIMAIILHOTO aCCOPTUMEHTA
KOMHCCHS B CPOK, HE MPEBBIMAIONINN 2 pab0ovnX THEH cO THS BBIHECEHUS MMOJIOKHUTEIHLHOTO 3aKITFOUCHUS
o pe3yiabTaTaM JOKYMEHTAJIBHOW 3KCIIEPTHU3bI, TOCPEIACTBOM HH()OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTHH HAaIpaBJSICT NPEUIOKCHHE HE MEHEe 4YeM 2 TJIABHBIM JKCIIEpTaM C Y4eTOM MpOpWIs UX
JCSITSIILHOCTH.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 27 uzmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

27. I'naBHbIi 3kcnepT B TeyeHue 10 pabouux AHEN cO JHS MOJIyYEHUs JOKYMEHTOB, yKa3aHHBIX B
nyHkrax 26 m 26.1 Hacrosmmx IIpaBui, nmpencraBiseT B KOMHUCCHIO B JJIEKTPOHHOM BHJE HAy4dHO
000CHOBaHHYIO PEKOMEH/IAIUIO.

[Ipy nOAroTOBKE TaKMX PEKOMEHJAIMI TJIABHBIE DKCIIEPTHI B LEJSX MOJIYYECHHS JONOIHUTEIBHON
uHpopmauud O OE30MACHOCTH, KayecTBE M AIPPEKTUBHOCTH, a TaKkKe O KIMHHUKO-DKOHOMHUYECKHUX
XApaKTEPHUCTUKAX JIEKAPCTBEHHBIX MPENAPATOB B paMKaxX MPEUIaraéMoro K BKIOUEHUIO MEXIYHAPOIHOTO
HENaTEeHTOBAHHOTO HAaMMEHOBaHHUS (IIPU OTCYTCTBUU TAaKOTO HAMMEHOBAHMUS - B paMKaX IpyNIHUPOBOYHOTO
WM XUMUYECKOT0 HaWMEHOBAHUS) MOTYT HAIpaBisTh 3allpoChl B NMPOQEcCHOHANIbHbIE MEAULUHCKUE U
(dapmalieBTHUECKHE COOOIIECTBA U KOMIIETEHTHBIM CIIELIMATIUCTAM.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 28 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

Cm. npedvloyuyro pedaKyuio

28. Ilpn Hecoriacuy MOJHOCTBIO MM YAaCTUYHO C 3AKIFOYEHUSMH MO PE3YJIbTaTaM KOMIUIEKCHOU
OLICHKH TJIaBHBIM SKCIEPT TOTOBUT HAyYHO OOOCHOBAHHYIO PEKOMEHJALNI0, B KOTOPOW YKa3bIBaeT
3aMeyaHus C JAETaIU3UPOBAHHBIM OOOCHOBAaHMEM M CCBUIKAMM Ha MyOIMKAIMM O JAHHBIX KIMHUYECKUX
UCCIIEIOBAaHUIN JIEKapCTBEHHOIO INpernapara W (WiIM) JaHHBIX MOHMTOPHHra ero 3¢ (eKTHBHOCTH H
6e3omacHoCTH Ha Tepputopun Poccuiickoit @enepaunu u (Uian) 3a pyoekoM, a TakKe JTaHHBIX KIMHUKO-
SKOHOMMYECKUX HCCIEOBAaHUN U PAcyeTOB, OOOCHOBBIBAIOUIMX €r0 BBIBOJBI, C IMPUJIOKEHUEM 3THUX
nyOIuKanui.

29. Yrpatun cuny ¢ 9 nosi6ps 2018 r. - [locranosnenne IlpaBurensctBa Poccun ot 29 okTsiOps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio
30. Yrparun cuty ¢ 9 Hos0Opst 2018 1. - [locranornenue IlpaButensctBa Poccun ot 29 oxTa0ps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio
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Ilynkm 31 uzmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpagumenscmea Poccuu om 3 oexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

31. 3acenanus KOMHCCHH MPoBOAATCS 10 10-ro 4mcia BTOPOro mMecsiia KBapraja, CISAYIOMmero 3a
KBapTajioOM, B KOTOPOM IMpeACTaBlieHO mpenioxeHue. [Ipy 3ToM Ha OJHOM 3acelaHUM KOMHCCUU
paccMartpuBaetcs He 6osiee 15 exapcTBEHHBIX MTPENapaToB.

Pemenus no npeanoxeHusM NPUHUMAIOTCS Ha 3aceJaHHUsIX KOMUCCHUHU B COOTBETCTBUU C JINCTAMU
roJIOCOBaHUSl YIEHOB KOMHUCCHUH, COJIEP’KALIUMH PEe3YyJbTaThl KOMIUIEKCHOW OLEHKH, C Y4ETOM HAay4HO
000CHOBAaHHON pPEKOMEHJAIUU TJaBHOro 3kcmepra. [Ipu 3ToM HaydyHO OOOCHOBaHHAas PEKOMEHIAIMS
[JIaBHOT'O AKCIEPTa MPEICTABISAETCS YIeHAMH KOMUCCHH.

B cnyuae paBeHCTBa roJiocOB pelIAIOIIUM SBJISETCS TOJIOC MPEACEAaTeIbCTBYIOIIEr0 Ha 3acelaHuU
KOMHUCCHUHU.

Wnopmarus 06 H3MEHEHUSIX:

Ilynkm 32 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

Cm. npedvloyuyro pedaKyuio
32. Ha 3acegaHme KOMHCCHUW TPHIJIAMIAIOTCSA TpeacTaBuTeNid L[eHTpa SKCIepTH3bl M B ICIAX
HAyYHOTO OIMITOHUPOBAHUS MPEICTABUTEIN IKCIICPTHON OpraHu3aIny.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 33 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

CMm. npedvloyuyro pedaKyuio
33. Unadopmanus o XoJe U pe3yiabTaTaX PaCCMOTPEHUS MPEAIOKECHHS, a TaKKe O MECTe, JaTe U
BpEMEHH 3ace/laHus KOMUCCHM pa3Meniaercsa 3a 7 pabouux JHEH /10 COOTBETCTBYIOLIETrO 3acelaHus Ha
oguimansHoMm caiite B ceTd "MHTepuer".
Nudopmanmst o IpUHATHIX Ha 3aCeIaHUA KOMHCCHHU PEIICHUSAX pa3MeniacTcss Ha OQHUITHATBHOM
caiite B cetu "MuTepHeT" B TeueHue 5 pabounx AHEH Mocie MPOBEACHMS 3aceJaHusl KOMUCCHH.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 34 uzmenen ¢ 9 nosopsa 2018 2. - [locmanosnenue [Ipasumenscmea Poccuu om 29 oxmsabps
2018 2. N 1283

Cm. npedvloyuyro pedaKyuio

34. [Ipy BO3HMKHOBEHWU KOH(MIMKTAa HWHTEPECOB COOTBETCTBYIONIME WJICHBHI KOMHUCCUHM HE
YYaCTBYIOT B MPOIIEAYPaX MPUHATUS PEIICHUHN TI0 KOHKPETHOMY MPETIOKEHHUIO.

CrnenmanucTsl dKCIEpTHON opranu3anuu u lleHTpa sKcmepTusbl, y4acTBYIOIIHME B TIOJTOTOBKE
3aKJIIOYEHUST 10 pPe3yJbTaTaM KOMIUIEKCHOM OIIGHKH, TJaBHBIE OJKCHEPThl W WICHBl KOMUCCHUH,
MPEACTAaBUBIINE HEJOCTOBEPHYIO HH(POpMamMiO WIM HE MpeACTaBUBIINE (HECBOEBPEMEHHO
MPEACTABUBIINE) B KOMHCCHIO HWH(OpPMAIUMI0O O HAIMYAU OOCTOATENBCTB, CIIOCOOHBIX TPUBECTH K
KOH(JIMKTY WHTEPECOB MPH PACCMOTPEHUU TMPEIOKCHUMA, MO PEHICHUI0 KOMHCCHH OTCTPAHSIOTCS OT
JTATBHEHIIETO YJacTUsl B ACSITEIBHOCTH 1O (POPMUPOBAHUIO TIEPEUHEH U MUHUMAJIBHOTO aCCOPTUMEHTA, a
perieHue 1o MpeUI0KEHUIO, MPUHATOE KOMUCCUEH MPU UX YIACTHH, TIOJICKHUT IIEPECMOTPY.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 35 uzmenen ¢ 17 oexkabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
35.Ilo pe3ynbraraM 3acefaHUil KOMUCCUU TOTOBSTCS MPOEKTHI pacrnopsbkeHudt IlpaBurenbcTBa
Poccniickoit denepanny 0 BHECEHUM W3MEHEHUN B NMEPEYHU MU MUHUMAJIbHBIM aCCOPTUMEHT, KOTOpPbIE
dbopMUpYIOTCS 10 MEXIyHapOJHBbIM HEMAaTEHTOBAaHHBIM HAWMEHOBAHUSM JIEKApCTBEHHBIX IpPENapaTroB
(Ipy OTCYTCTBUM TaKMX HAaMMEHOBAHUM - MO TPyHNIUPOBOYHBIM WM XMMHMUYECKUM HAaWMEHOBAHUSIM) C

26.06.20233 Cucrema TAPAHT 12/51



ITocranornenue IlpaButenscrBa PO ot 28 aBrycra 2014 . N 871 "O6 yrBepkacauu [Ipasmn GopMUpOBaHUS TIEPCUHEH. . .

yKa3aHUEM IMPU HEOOXOTUMOCTH OCHOBHOTO 3JIEMEHTA WJIM JIOTIOJHUTEIHLHOTO 3JIEMEHTA JICKAPCTBEHHBIX
dhopm, KOTOphIE pa3MemarTcs Ha oduinansHoM caiite B cetud "MHTepHeT" Ha cpok He meHee 10 pabounx
JTHEH.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 36 uzmenen ¢ 17 dexabpsa 2020 e. - Ilocmanosnenue IIpasumenscmea Poccuu om 3 oexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
36. M3meHeHus B MPOEKThI IEpeYHENl 1 MUHUMAJIbHOTO aCCOPTUMEHTA IOJIIEKAT COTJIACOBAHUIO C
MUHHUCTEPCTBOM MPOMBIIITIEHHOCTH U Toprosiu Poccuiickoit @enepanuu, MuHucrepcTBoM (UHAHCOB
Poccuiickoit @enepauunr, MUHHCTEPCTBOM Tpyda U COLMaIbHOM 3amuthl Poccuiickoit denepanuu,
MuHnuncrepcTBOM 3KOHOMHYecKoro passutusa Poccuiickoit ®enepanun, OenepanbHON aHTUMOHOIIOJIBHON
cyx60i, denepanpHOi Ciy>k00¥ 10 HaA30py B cepe 3amuThl MpaB MOTpeOUTENed U OIaronoydus
yesioBeka 1 MUHHUCTEpCTBOM HayKH U BhIciero oopazosanus Poccuiickoit denepanuu.

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 1 uzmeneno ¢ 17 oexaopsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

CMm. npedvbloyuyro pedaKyuio
IIpunoxenue N 1
K [IpaBmiiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX NPENapaToB 1JIs MeAUIHHCKOI0
NPUMEeHEHHUs] U MUHUMAJILHOI0 ACCOPTUMEHTA
JIEKAPCTBEHHbIX NPeENapaToB, HE0OXOAMMbIX
MJIS OKA3aHMUS MeIUIMHCKOM MOMOIIH
(c usmenenusimu ot 12 urons 2017 r., 29 okrsOp,
20 Hosiops 2018 r., S urons, 3 nexadps 2020 r.)

(bopma)

B xomuccuro Munucrepcra

3apaBooxpaHenus Poccuiickoii denepanunun

1o (OPMHUPOBAHUIO TIEPEUHEH JIEKAPCTBEHHBIX
MpenapaToB JIJisi METUITMHCKOTO MPUMEHECHHUS

Y MUHUMAJIbHOTO aCCOPTHMEHTA JICKAPCTBEHHBIX
MpenapaToB, HEOOXOTUMBIX IS

OKa3aHUsI MEIUIIMHCKOU TTOMOTITH

IMpennoxenune
0 BKVIIOYCHUMH JICKAPCTBCHHOI'O IIPpemapara B NEPEIYHU JICKAPCTBCHHLIX IIPelaparoB J1JisA
MEAUILIUHCKOI'O leI/lM(EH(EHI/lSl>k

1. Hacrosimuee mnpemiokKeHHe KacaeTcsl BKIIOYEHHs JIEKAPCTBEHHOIO IIpernapara B IIEPEYHHU
JIEKapCTBEHHBIX MPENapaToB:

1.1. nepeveHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHILINX JIEKAPCTBEHHBIX IIPENapaToB;

1.2. nepedeHp TOPOroCTOAIMX JIEKAPCTBEHHBIX IIPEMIAPATOB;

1.3. uckmouen c¢ 17 nexabps 2020 r. - [locranosnenue IlpaButenbctBa Poccun ot 3 nexaOps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:
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Cm. npedvloyuyro pedaKyuio

2. ndopmarnus o 3asBUTEIE:

2.1. HauMeHOBaHUE  OpraHu3alud  WiaM  QaMuiaus, UM, OT4ecTBO (NIPpU  HAJIMYUH)
rpakIaHIHA

2.2. OTBETCTBEHHOE JIUIIO, JOJDKHOCTD

2.3. anpec (MeCTO HaxOXACHUS) UIH MECTO KUTEJILCTBA ;

tenedoH (dakc) ;

AIIEKTPOHHAS 1T0YTa

3. Madopmanus o 1eKapCTBEHHOM IIpemnapare:

3.1. HamMeHOBaHUE JIEKAPCTBEHHOTO Mpernapara:

3.1.1. MexTyHapo/IHOE HETTATEHTOBAaHHOE HAUMEHOBAHUE ;

3.1.2.B ciydyae OTCYTCTBUS  MEXIYHapOJHOTO  HEMATEHTOBAHHOI'O  HAaWMEHOBAHUS -
TpyIMIUPOBOYHOE HANMEHOBAHHE ;

3.1.3.B caydyae OTCYTCTBHSI MEXJIYHApOJHOTO HENATEHTOBAHHOTO U TIPYMNIHUPOBOYHOTO
HAaMECHOBAHHH - XUMHYECKOE HAMMEHOBAHNE ;

3.14.8 ciyyae OTCYTCTBHUS MHBIX HauMEHOBaHUM - TOProBoe
HaMECHOBAHHE ;

3.2. KOl aHaTOMO-TEpPANEeBTUYECKO-XUMHUUYECKON KiIaccu(UKAIlMK JIEKApCTBEHHOTO IIperapara

2

5

3.3. 3asBJICHHbIE TOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOIO Mpenapara CorjacHO MHCTPYKLUU I10
NPUMEHEHUIO C YKa3aHWeM KoJa MexyHapoHOM cTaTucTudeckoil kiaccuduxanuu OonesHel u
po0ieM, CBSI3aHHBIX CO 3JJ0POBBLEM (IIEPEUUCIIUTD)

;

3.4. rocynapcTBeHHasl perrucTpanus JIEKapcTBEeHHOTO npenapara B Poccuiickoit deneparym:

nata (44.MM.ITIT) ;

HOMEp PETUCTPAIIIOHHOTO YIOCTOBEPEHHS ;

Jata MOATBEPKICHHS TOCYAapCTBEHHOM PErUCTpal JIEKAPCTBEHHOTO Tpenapara (Mpu HaINIHH)
(449.MM.TTTT) ;

perucTpamus B KauecTBe ophaHHOTO JICKaPCTBEHHOTO Tpenapara (1a/Her);

3.5. HaUMEeHOBaHME U afpec (MECTO HAXOXKJICHHS) FOPUINIECKOTO JIMIIA, Ha UMl KOTOPOTO BBIIAHO
PETUCTPAIIIOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Tpenapara, HCIOJb3YeMOTro B KadecTBE Iperapara
CpPaBHEHUS (npu HaJIU4YUN)

;

IIPOU3BOJUTEND JIEKAPCTBEHHOTO IIPENapara, MCIOJIb3yeMOI0 B Ka4yeCTBE IIpernapara CpaBHEHUS
(Ipu HAIUYUN) ;

3.6. 1aHHBIE O IIPOM3BOJCTBE JIEKapCTBEHHOro mnpemnapara B Poccuiickoit ®enepauuu (mnpu
HaJIM4uN) ;

3.7. mpe/ularaeMble K BKIIIOYEHUIO JICKApPCTBEHHbIE ()OPMBI 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO
rpenapara, B TOM 4MCJI€ SKBUBAJIICHTHBIE, IIPELYyCMOTpEeHHbIE [lepeuneM HauMEHOBAHMM JIEKapCTBEHHBIX
(GbopM JIeKapCTBEHHBIX MpPENapaToB I MEIUIUHCKOTO MPUMEHEHHUS, YTBEPKIACHHBIM MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepanuu (MepeyucIuTh)

5
3.8. cBeeHUsT O BOCIPOM3BEACHHBIX MM OHOAHAIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX
npermnaparax (pm HaJTUIHH)

;

4. CBeneHusl M JaHHBIE O JIGKAPCTBEHHOM IIpemapare, MmpejyiaraéMoM JUIsl BKIIOYCHHUSI B TIEPEUHH
JIEKapCTBEHHBIX MPETapaToB:

4.1. nayuHo O0OOCHOBaHHBIC JIaHHBIE O HEOOXOJAUMOCTH ¥ OOOCHOBAaHHOCTH MPUMEHEHUS
JIEKapCTBEHHOTO TIperapara Jyisi TMarHOCTUKY, TPOPMIAKTUKH, JICUCHHS WIIH peadMIuTaIiy 3a00JICBaHHM,
CHHIPOMOB M COCTOSIHMH, TPeoOIalalImuX B CTPYKType 3a00JIeBa€MOCTH U CMEPTHOCTH Tpa)<aaH

26.06.20233 Cucrema TAPAHT 14/51



ITocranornenue IlpaButenscrBa PO ot 28 aBrycra 2014 . N 871 "O6 yrBepkacauu [Ipasmn GopMUpOBaHUS TIEPCUHEH. . .

Poccuiickoit denepanny Ha OCHOBAaHUU JAHHBIX FOCYIapCTBEHHOTO CTATUCTUYECKOTO HaOmoneHus (mpu
HaJIMYUU TaKUX CTaTUCTUYECKUX JaHHBIX);

4.2. Hanuyre HaydyHO OOOCHOBAaHHBIX JAHHBIX O KIMHUYECKUX M (PApMaKOIKOHOMHUECKUX
MPEUMYIIECTBAX MPUMEHEHHs JIEKAPCTBEHHOIO Ipenapara JUisl JICYEHHs JIML, OOJBHBIX IreMo(puinei,
MYKOBHUCIU030M, TUIIO(U3APHBIM HAaHU3MOM, Oosie3HbIo ['o11e, 310KkauecTBEeHHBIMU HOBOOOPA30BaHUAMHU
TUM(OUIHOM, KPOBETBOPHOW U pOJICTBEHHBIX KM TKaHEH, pacCesHHBbIM CKJIEPO30M, TIE€MOJIMTHKO-
YPEMUYECKUM CHHAPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HayalloM, MyKomnosncaxapuaoszoMm I, 11 u
VI Tunos, amnacTUueckoil aHeMued HEYTOUYHEHHOM, HacleACTBeHHbIM AeguuutoM (axkropos Il
(bubpunorena), VII (mabunbnoro), X (Crroapra - [Ipayspa), au1f mociie TpaHCIUTAHTAIIMN OPTaHOB | (MJIH)
TKaHEM, [0 CPaBHEHUIO C MpenapaTaMy, yKe BKIIOYEHHBIMU B IEPEYHH JIEKAPCTBEHHBIX IIPENapaToB;

4.3. Hanmnyre HayyHO 0OOCHOBAHHOM MH(OpMAalMU O MpeuMyllecTBax U (Win) 00 0COOEHHOCTAX
ME€XaHH3Ma JIEHCTBUS JIEKAPCTBEHHOIO Mperapara o CpaBHEHUIO C aHAJIOraMM, B TOM YHUCJI€ BXOISIIUMU
B IIEPEYHU JIEKAPCTBEHHBIX MpenaparoB I MEAULIMHCKOIO NPUMEHEHHUs, MpU JAUArHOCTHUKE,
NpoQUIAKTUKE UITU JICYEHUH 3a00JI€BaHU, CHHIPOMOB M COCTOSIHUM C yU€TOM CTaTUCTUYECKUX JaHHBIX O
CTPYKTYpe 3a00JieBaeMOCTH U cMepTHOCTU B Poccuiickoit denepanuu;

4.4. BocTpeOOBaHHOCTh (COLlMaJbHAsl 3HAYMMOCTb) JIEKAPCTBEHHOIO IIpenapara CHCTEMOM
3/[paBOOXpPAHEHUS M HACEJIEHMEM C YYETOM HaJIM4yusl JIEKapCTBEHHOro Ipenapara B IEpedHsX
JIEKApCTBEHHBIX IIpenapaToB, (UHAHCUPYEMBIX 3a CHYET CPEICTB OMKETOB CYOBEKTOB Poccuiickoit
denepanuu;

4.5. Hanmu4Ke JIEKApCTBEHHOIO Ipenapara B IepeyHe CTPATErHuyecKd 3HAUMMBbIX JIEKAPCTBEHHBIX
CPEICTB, IPOU3BOJCTBO KOTOPBIX JOJKHO OBITH oOecrieueHo Ha Tepputopun Poccuiickoit denepauuu,
yTBepKAeHHOM pacriopsbkenuem [IpaBurensctBa Poccuiickoit deneparuu ot 6 uromns 2010 r. N 1141-p;

4.6. Hanmuuue  (JOKauM3alMs) IPOU3BOJCTBA JIEKApCTBEHHOro mpemapata B Poccuiickoit
denepanuu.

5. O6ocHOBaHUsl Ul BKIIOYEHHS JIEKQpCTBEHHOTO IIpernapara B IEPEYHU JIEKaPCTBEHHBIX
[penapaTosB:

5.1. snmaemMuosoruyeckie JaHHble (IIpU HAJIW4YWM) - JAHHbIE 1O 3a00JIEBAEMOCTH, CMEPTHOCTH,
MHBAJUJAHOCTH B OTHOIIEHUH 3a00J1€BaHMsI, CHHIPOMA UM COCTOSIHUS, ISl AMArHOCTUKH, MPOPHUIAKTUKH,
JEUYEHUS WIM peaduIuTallii KOTOPBIX IIOKa3aH JIEKapCTBEHHBIM mpenapaTr (MpeACTaBlAOTCS Ha
OCHOBAaHUU pE3yJbTAaTOB TOCYIAPCTBEHHOTO CTATUCTUYECKOTO HAOMIOACHUS, APYruxX OQHUIHAIbHBIX
MCTOYHUKOB U 3MHJIEMUOJIOTHYECKUX UCCIIEIOBAHUIN pacIpOCTPAaHEHHOCTH 3a00JIeBaHMs);

5.2. KINHUYECKUE JaHHbIE - IOJTHOTEKCTOBbIE BEPCUU KIMHUYECKUX MCCIEN0BaHUN (CTaThy,
OTYEThl Ha PYCCKOM $I3bIKE UJIM IIEPEBE/ICHHbIE HAa PYCCKUH S3BIK, 3aBEPEHHBIE 3asBUTENEM) (YKa3bIBAIOTCS
aBTOPbI, HAMMEHOBAHUE, M3alH HCCIIEI0BaHUs, KOJIMYECTBO MALIMEHTOB, BKIIOYEHHBIX B HCCIIEIOBAHUE,
nepuo]; HaOMIOeHUs, NTOKa3aHue K MEIWLMHCKOMY IMPUMEHEHHUIO JIEKapCTBEHHOI'O Ipernapara, KOTOopoe
U3Yy4aJoCh B HCCJIEIOBAHUHU, KPUTEPUM OIEHKH 3(PPekTuBHOCTH (0€30MacCHOCTH), JIEKAPCTBEHHbIE
npenapaTbl, ¢ KOTOPHIMHM CpaBHUBAJCS MpellaraeMblii JIEKapCTBEHHBIM IpernapaT (MpuU HaJIUYUM),
11a11e00-KOHTPOJIb WIIM OTCYTCTBHUE JIEUEHHUSI, PE3yJIbTaThl UCCIEA0BAHUS C YKa3aHUEM KOJIMYECTBEHHBIX
JAHHBIX, 3aKIIOYEHHE, CIHCOK JIMTEPATyphbl [0 CXEMe: aBTOp, HAUMEHOBAHHME HCCIIEAOBAHMS, BBIXOJIHBIE
nanable. [lo  KaxaoMy KIMHHUYECKOMY HCCIIEIOBAHUIO YKa3bIBA€TCSd YpPOBEHb JI0KA3aTEJbHOCTH
3¢ (GEeKTUBHOCTU JIEKapCTBEHHOTO IpernapaTa coryiacHo npuioxkenuto N 6 k IlpaBunam gopmupoBanus
nepeyHel JIEKapCTBEHHBIX MPenapaToB UIsi MEJUIIMHCKOTO MPUMEHEHHUS 1 MUHUMAIbHOIO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOAMMBIX JUIsI OKa3aHUs MEIUWLUHCKON MOMOIIM, YTBEPKIECHHBIM
noctanosnenrem [IpaBurtensbctBa Poccuiickoit @enepanuu ot 28 asrycra 2014 r. N 871);

5.3. 1aHHBIE O TEPaNEeBTUYECKOM OSKBUBAJIEHTHOCTH (MPU HEOOXOAUMOCTH) - IOJHOTEKCTOBBIE
BEPCUM CPAaBHUTENbHBIX KIMHUYECKUX HCCIIEIOBAaHUM (CTAaThU, OTYETHI Ha PYCCKOM SI3bIKE€ WJIM CTaThH,
OTUEeThl, IIE€PEBEICHHbIE Ha PYCCKUM SI3bIK, 3aBEpEHHbIC 3asiBUTENEeM) (YKa3blBalOTCS AaBTOPBI,
HaMMEHOBaHUE, JU3aiiH UCCIIeJOBaHMsI, KOJIMYECTBO MAIlMEHTOB, BKIIOUYEHHBIX B MCCIIEJOBaHHUE, TEPUOJL
HaOMO/IeHUs, TOKa3aHUE K MEAMIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOTO IIperapara, pe3yiabTaTbl
UCCIIEIOBAHUSl C YKa3aHHEM KOJIMYECTBEHHBIX JIaHHBIX, 3aKJIIOUEHUE, CIHCOK JIUTEPaTypbl MO CXEMeE:
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aBTOp, HAUMEHOBAHUE UCCIIEJOBAHMS], BHIXOJHbBIE IaHHBIE);

5.4. naHHBIE O  KIMHHUKO-3KOHOMMYECKHUX  ((papMaKOPKOHOMHYECKHX)  XapaKTEPUCTHKAX
JIEKapCTBEHHOI'O IpernapaTa - HOJHOTEKCTOBbIE BEPCUHN KIMHUKO-I)KOHOMUYECKUX UCCIIEJOBaHUI (CTaTbH,
OTUEThl HA PYCCKOM $3bIKE WJIM CTaTbU, OTYEThI, IEPEBEJACHHbIE HA PYCCKUN S3bIK, 3aBEpEHHbIC
3asBUTENIeM) (YKa3bIBalOTCSl CBEJIEHUS 00 aBTOpax, HaUMEHOBAHUE WCCJIEIOBAaHUS, CCBUIKM Ha
UCCIIeIOBaHUE, IU3aliH HCCIeloBaHus (PETPOCIEKTUBHOE, MPOCHEKTUBHOE, MOJEIUpOBaHUE™ ™), BHI
aHaJln3a, CBEJICHHUS O JIEKapCTBEHHBIX IIperaparax, KOTOpbIE MCIOIb30BAINCh JJISl CpPaBHEHUS C
IpearaéMbIM JIEKapCTBEHHBIM IIPENapaToM, 3aTpaTbl, KOTOpPbIE€ YYUTHIBAJIUCh B HCCIEIOBAHUU, U
KOJIMYECTBEHHbIE 3HAuU€HUsl 3arpaT B pyosax, 5(PQPEeKTUBHOCTh CpPAaBHUBAEMBIX JIEKApPCTBEHHBIX
npenapaToB (KpUTepuu OLEHKU J(P(GEeKTUBHOCTH U  KOJIMYECTBEHHbIE 3HAYCHHS), PE3yIbTaThl
WCCTIe0BaHUs, CIUCOK JIMTEPATYPHI - aBTOP, HAMMEHOBAHHE MCCIICIOBAHNS, BEIXOIHBIC TaHHBIC)  **;

5.5. TaHHBIE O CTOMMOCTH U II€HE JIEKApCTBEHHOTO Ipenapara:

5.5.1. croumocTh OJIHOTO Kypca JICYECHUS JIEKapCTBEHHBIM
npernapaTom ;
5.5.2. cronmMocCTh JIeYeHUs JIEKapCTBEHHBIM penapaTom B TEYEHUE OJIHOTO
roja 5
5.5.3. nara IIPOBEICHUS pacyeToB LICHBI Ha JIEKapCTBEHHBIN npenapar
5
5.5.4. neHa, KOTOpPYyIO TPOU3BOAUTENbL IUIAHUPYET 3apEerucTpUpOBATh B COOTBETCTBUU C
TpeOOBaHUAMU 3aKOHOJIaTEIbCTBA Poccuiickoi denepannn

dokskok.
9

5.6. naHHBIE O (aKTUYECKUX O00beMax MpoJaxk JeKapcTBeHHoro mpenapara B Poccuiickoit
(DellepaIII/H/I 3a TI0n, HpeI{HIeCTByI-OHII/Iﬁ nogaduc MnpeajoXCHUs, B HATypaJIbHBIX II0Ka3aTC/isIxX II0
JIEKApCTBEHHBIM bopmam 3apErUCTPUPOBAHHBIX JIEKapCTBEHHBIX HpenapaToB

;

5.7. DaHHBIE OTYETOB O pe3yJabTaTaX MOHHUTOPHHTA OE30MAaCHOCTH JICKAPCTBEHHOTO Tpemnapata (B

Poccuiickoit ®denepauuu u (nnn) 3a pyoexom)

5.8. JaHHBIC, IMpCACTAaBJICHHELIC 3aABUTCIICM B HWHHUIIMAaTHBHOM IMOpsAaKE

6. O0111€€ KOMYECTBO MPEACTABIEHHBIX JOKYMEHTOB
Ha JHCTAaX.

IToamnuce 3asgBUTEIS / /

[ara

* 3amoyiHEHWE BCeX ITYHKTOB TMpeIoKeHus oOs3arenbHo. [Ipw OTCYTCTBMM CBelEHUH TIO
COOTBETCTBYIOIIIEMY ITYHKTY YKa3bIBaeTcs 'CBeJCHHS OTCYTCTBYIOT'. JIOKYMEHTHI W MaTepHalIbl
MPEJCTABISIOTCS Ha PYCCKOM SI3BIKE, B CIydae MPEJOCTaBJICHUsS IyOIIMKannid, JOKYMEHTOB U CTaTeil Ha
MHOCTPAHHBIX SI3BIKaX JOTIOJIHUTEIBHO NPUIIAraeTcs MEPEeBEICHHOE Ha PYCCKHM S3bIK PE3OMe YKa3aHHBIX
MaTepUajIOB, 3aBEPEHHOE 3asIBUTEIIEM.

** [Ipu MCTIOIL30BAaHUN MATEMaTHIECKOTO MOJCIMPOBAHUS MIPEICTABIISIOTCS B DJIEKTPOHHOM BHUJIC
Bce pa3paboTaHHBICE MOJENHW, a TaKKe AOMYIICHHS s pa3pabOTKH COOTBETCTBYIOIIMX MOJENICH H
(bOopMyIBI pacueToB, NCTIOIH30BAHHBIC B MOICIISIX.

k% C yueroMm monoxeHud dactu 6 crateu 18 DenepanbHoro 3akoHa "OO oOpameHun
JIEKapCTBEHHBIX cpeAcTB" M uactu 3 crtathu 13 denepanbHoro 3akoHa "OO ocHOBaxX OXpaHbl 3/I0POBbS
rpaxknan B Poccuiickoit deneparun'.

*#%k [lnaHupyemass K TOCYAApCTBEHHOM pErucTpaluy I€Ha Ha JIEKApCTBEHHBIM Ipenapar
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paccuuTBHIBACTCSI C Y4E€TOM IMOJIOKEHHH wactu 3 crateu 61 @PenepanbHoro 3akona "OO oOpamieHuu
JIEKapCTBEHHBIX CPEJCTB" W MpPU TOCYAAPCTBEHHOM pErucTpaly HE MOXKET IPEBbIIIaTh TaKyl0 LIEHY.
[Imanupyemass K roCcyIapCTBEHHOW pErucTpaldd II€HAa Ha JIEKApCTBEHHBIM Ipernapar Mo WHHUIMATHUBE
3asBUTENSI YKa3bIBACTCS 10 KaKJAOW [TO3UPOBKE, a TaKXKE MOXET ObITh YyKa3aHa II€Ha, KOTOPYIO
MIPOU3BOJIUTENb TUIAHUPYET 3apeTUCTPUPOBATh, B Cllydae OJHOBPEMEHHOTO BKIIIOYCHHS B IIEPEUCHD
AOPOroCTOAIUX JICKAPCTBCHHLIX IPEIIapaToB. HpI/I 9TOM IPH PA3JIMYHBIX YPOBHAX HCH IMPCACTABJICHHLIC
MCCIIeIOBaHUS BKIIFOUAIOT pacueThl Ha 0a3e BceX IUIAHUPYEMBIX K TOCYIapCTBEHHOW PErUCTPaIiH IICH.

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 2 uzmeneno ¢ 17 oexaopsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3

oexabps 2020 2. N 2021
Cm. npedvloyuyro pedaKyuio

IIpuinoxenne N 2

K [IpaBmiam ¢gopmMupoBaHus nepeyHen

JIEKapPCTBEHHBIX NpenapaToB I MeJHMHCKOr0
NpUMeHeHHs1 1 MUHUMAJILHOI0 ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPenaparoB, He00X0AMMBIX

AJISl OKA3aHUSI MeIMIIMHCKOW MOMOIIH

(c u3meHeHusiMu ot 29 okrsiops 2018 r., 3 nexadps 2020 r.)

(bopma)

B xomuccuio

MunucTepcTBa 3[PaBOOXPAHEHUS
Poccniickoit ®enepanun

o (OPMHUPOBAHUIO TIEPEUHEH JIEKAPCTBEHHBIX
MPEenapaToB AJIsi MEAUIIUHCKOTO MPUMEHEHHUS
¥ MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToB,

HEOOXOMMBIX JUIS1 OKa3aHUs

MEIUITMHCKOM ITOMOIITH

IIpenoxenne

0 BKVIIOYECHUH JIEKAPCTBCHHOI'0 IIpemapara B MUHHUMAJIbHbIH ACCOPTUMEHT JECKAPCTBEHHBIX
npemnapartos, HGOﬁXOI{I/leIX AJIsl OKa3aHUusA MB[IMIII/IHCKOﬁ IMOMOILIM

1. Uudopmanus o 3asBUTENE:

1.1. HamMeHOBaHME OpraHuU3aluu Wik (HaMuiIusg, WMs, OTYECTBO (MPU HAIMYHH) TPaKIaHWHA

2

1.2. OTBETCTBEHHOE JIUIIO, JOJDKHOCTD ;
1.3. agpec (MecToO HAXOXKACHUS MU MECTO KUTEIHCTBA) ;

tenedoH (dakc)

AJIEKTPOHHAS TI0YTa

2. Undopmarius o 1eKapCTBEHHOM Ipemnapare:

2.1. HauMeHOBaHUE:

2.1.1. MmexayHapoIHOE HENATEHTOBAHHOE HAMMEHOBAHUE ;

2.1.2.B cmydae OTCYTCTBHUA

IPYNIHPOBOYHOE
HauMEHOBaHUE

MCKIYHApOAHOTO HCIIAaTCHTOBAHHOI'O HauMMCHOBaHU -

26.06.20233

Cucrema TAPAHT 17/51



ITocranornenue IlpaButenscrBa PO ot 28 aBrycra 2014 . N 871 "O6 yrBepkacauu [Ipasmn GopMUpOBaHUS TIEPCUHEH. . .

2.1.3.B cnydae OTCYTCTBHUS MEXIYHApPOJHOTO HEMATEHTOBAHHOTO M TPYHIUPOBOYHOTO

HaVMEHOBaHUI - XUMHUYECKOE
HAaNMEHOBaHUE 5

2.14.8 ciyyae OTCYTCTBHUS HHBIX HaVMEHOBaHUI - TOProBO€
HAaNMEHOBaHUE 5

2.2. KOJl aHAaTOMO-TEPANEBTHYECKO-XUMUYECKON KIacCH(PUKAMKM JICKAPCTBEHHOIO TIperapara
;

2.3. 3asBIEHHBIC TIOKA3aHUS K IPUMEHEHHIO JIEKAPCTBEHHOTO TIperapara COriacCHO HHCTPYKIIUHU 110
MPUMEHEHHIO C YyKa3aHWeM Koja MexayHapoIHOW CTaTUCTHYecKol kiaccudukanun OOJe3Hed u
po0ieM, CBSI3aHHBIX CO 3JJ0POBBHEM (IIEPEUNCIIUTD)

;

2.4. rocynapcTBEHHasl perucTpalus JeKapcTBeHHOTo npemnapara B Poccuiickoit denepanuu:

nata (44.MM.ITIT) ;

HOMEpP PETUCTPALMOHHOIO YIOCTOBEPEHUS ;

JaTa MOATBEP K/IEHUS TOCYIapCTBEHHON perucTpainmy JeKapCTBEHHOTO npenapara (Mpy HaIuuuu)
(49.MM.TTTT) ;

2.5. naHHble O IPOM3BOJCTBE JIEKapCTBEHHOTO Impenapara B Poccuiickoit ®enepauuu (mnpu
HaJIU4YUN) ;

2.6. npejuiaraemMble K BKJIFOUEHUIO JIEKAPCTBEHHBIE (POPMBI 3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npernapaTta, B TOM YHCJI€ SKBUBAJIEHTHBIE, IPEyCMOTpeHHbIE [lepeuneM HaMMEHOBaHUMN JIE€KapCTBEHHBIX
(GopM JIEKapCTBEHHBIX MpPENapaToB I MEIUIUHCKOTO MPUMEHEHHUS, YTBEPKIACHHBIM MUHHUCTEPCTBOM
3/1paBOOXpPaHEHUs Poccuiickoit denepannn (epedncianTb)

;

2.7 cBeleHHs] O BOCHPOU3BEIEHHBIX WM OMOAHAJIOrOBBIX (OMOIOJOOHBIX) JIEKAPCTBEHHBIX
npenapaTax (Ipy HaJTUYUN) .

3.CBeneHus U JaHHbIE O JIEKapCTBEHHOM IIpenapare, IpeiaraéMoM Jjsl BKIIOYEHHS B
MUHUMAaJbHBIA aCCOPTUMEHT JIEKapCTBEHHBIX INpEnapaToB, HEOOXOIUMBIX Ul OKa3aHUS MEIUIIMHCKOM
MTOMOIIY:

3.1. nexapcTBEHHBI Ipenapar BXOJUT B IEpPEYEHb >KU3HEHHO HEOOXOJMMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MIPENapaToB;

3.2. nekapCTBEHHBIN MpernapaT COIVIACHO MHCTPYKIMHU MO MPUMEHEHHIO MOYKET MPUMEHSATHCS MPU
OKa3aHWU MEJUIIMHCKOM MOMOIIY B aMOyIaTOPHBIX YCIOBUSX MPU AUATHOCTUKE, MPOPUIIAKTUKE, JIEUEHUN
WM peabunuTaluy HauboJiee pacpoCTPAHEHHBIX 3a00JIeBaHNUN, CHHIPOMOB U COCTOSIHUN;

3.3. HanMuMe TOCyNapCTBEHHOU peructpanuu B Poccuiickori denepanuu COOTBETCTBYIONIUX IO
MEXAYHApOJHOMY HEMAaTEeHTOBAaHHOMY HaMMEHOBAHMIO, MO0 3aMEHSIOLIEMY €ro TPYyNIUPOBOYHOMY HIIU
XUMUYECKOMY HAMMEHOBAHUIO BOCIIPOM3BEICHHBIX MJIM OMOAHAJIOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX
CPEICTB B aHAJOTUYHBIX JIEKAPCTBEHHBIX (opMax M J0O3UPOBKax IBYX M Oosiee mpousBojuTenel (3a
UCKIIIOYEHHEM  JIEKapCTBEHHBIX  IpPEnaparoB, MPOU3BOAMMBIX  €IUHCTBEHHBIM  OTEUECTBEHHBIM
IIPOU3BOIUTENIEM);

3.4. BocTpeOOBAHHOCTD JIEKAPCTBEHHOTO TIpernapara CUCTEMOM 3[paBOOXPAHEHUS M HACEJICHUEM Ha
OCHOBAaHWM JIaHHBIX OPraHOB HCIOJHUTEIHHOW BiacTu cyobekToB Poccuiickoit denepamuu B chepe
OXpaHbl 37I0POBbS U MApKETHMHIOBBIX HCCJIEIOBAHUN O MpoJaaXkax JEKapCTBEHHOIO Ipernapara B
Poccuiickoit denepanuu npu OKa3aHUU MEIULMHCKON MOMOIIM B aMOyJaTOPHBIX YCIOBHSIX B TEUEHHE
KaJICHJapHOT0 roJia (BX0XK/IEHUE B COTHIO HanboJiee MpoIaBaeMbIX JIEKapCTBEHHBIX NIPENapaToB Ha PhIHKE
Poccuiickoit deneparuu 3a KaJeHAAPHBIN TO).

4. JlanHble, OOOCHOBBIBAIOIIME IMPEAJIOKEHUS O BKJIIOUYEHUHU JIEKAPCTBEHHOrO Iipenapara B
MUHUMAaJbHBIH aCCOPTUMEHT JIEKapCTBEHHBIX INpEnapaToB, HEOOXOIUMBIX Ul OKa3aHUS MEIUIIMHCKOM
MTOMOIIY:

4.1. onuaeMHUOJIOTUYECKUE JaHHbIE (NP HAJIWYMU) - JJaHHbIE O 3a00JI€Ba€MOCTH, CMEPTHOCTH,
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HWHBAJIMJHOCTHU B OTHOIIICHUHN 3a60neBaH1/151, CUHApOMA UJIN COCTOSAHUA, IJId TUAarHOCTUKH, HpO(bI/IJ'IaKTI/IKI/I,
JEUYEHUS WIM peaduIuTallii KOTOPBIX IIOKa3aH JIeKapCTBEHHbINM IMpemnapaT (IPEACTaBISIOTCA Ha
OCHOBAaHUHU pE3YJIHTATOB TOCYJAPCTBEHHOTO CTATHUCTHYECKOTO HAOMIONEHUS, IPYTHX OQHUIIHaTbHBIX
HCTOYHUKOB U 3MHJIEMUOJIOTHYECKUX UCCIIEIOBAHUIN PAacIpOCTPAaHEHHOCTH 3a00JIeBaHMs);

4.2. naHHbBIE O CTOMMOCTH U LI€HE JIEKApCTBEHHOI0 IIpernapara:

4.2.1. cTOMMOCTBH OJTHOTO Kypca Jie4eHHUs (O0JHOTO Mecsla JICYEHHsI JIEKAPCTBEHHBIM IIpenapaToMm)

b

4.2.2. nata TOpOBEICHMS] PACYETOB 3aTpaT Ha JIEYCHHWE JIEKAPCTBEHHBIM IIpErnapaTtom

b

4.3. nanHple O (akTUYecKuX oO0beMax MpoJiaX JEKapCTBEHHOro Ipemnapata B Poccuiickoit
@enepauy 3a roJi, MNPEAIIECTBYIOIIUNA M0Jaye MPEeAJIOKEHUs, B HaTypaJbHBIX IOKa3aTelsX IIo
JIEKapCTBEHHBIM dbopmam pPEruCTPUPYEMBIX JIEKapCTBEHHbBIX IpernapaToB

4.4, JaHHBIC, IMpCACTAaBJICHHELIC 3as1BUTCIIEM B HWHUIIMAaTHBHOM MOpsAaKE

5. O011ee KOIMYEeCTBO MPEACTaBICHHBIX JOKYMEHTOB
Ha JIACTaX.

IToamnuce 3asgBUTEIS / /

Hara

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 3 uzmeneno ¢ 17 oexaopsa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
IIpuinoxenne N 3
K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKApPCTBEHHBIX NPenapaToB I MeAHIMHCKOr0
NpYMMeHeHHs1 1 MUHUMAJILHOI0 ACCOPTUMEHTA
JIEKApPCTBEHHBIX NpenaparoB, He00X0AMMBIX
AJISl OKA3aHUSI MeIMIIMHCKOW MOMOIIH
(c u3meHenusiMu ot 29 okrsiops 2018 r., 3 nexadps 2020 r.)

(bopma)

B xomuccuio

MunucTepcTBa 3[PaBOOXPAHEHUS
Poccniickoit ®enepanun

1o (OPMHUPOBAHUIO TIEPEUHEH JIEKAPCTBEHHBIX
MPEnapaToB Al MEAUIUHCKOTO MPUMEHEHHUS
¥ MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToB,

HEOOXOMMBIX JUIS1 OKa3aHUs

MEIUIIMHCKOM ITOMOIITH

Mpennoxenune
00 MCKJIIOYEHHH JIEKAPCTBEHHOTI'0 NMpenapara u3 nepeyHei JJeKapcTBeHHbIX MPenapaToB 1JId
MEIUIUHCKOI0 NIPUMECHCHUSA
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1. Hacrosiiuee mnpemioskeHne KacaeTcs HMCKIIYEHMs JICKapCTBEHHOTO IIpernapara M3 IepedHen
JIEKapCTBEHHBIX MPENapaToB JJIsl MEAULIUHCKOIO IPUMEHEHHUS:

1.1. mepeyHst )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IPENapaToB;

1.2. mepedHst TOPOrOCTOSIINX JIEKAPCTBEHHBIX MTPENapaToB;

1.3. uckmouen c¢ 17 nexabps 2020r. - Ilocranosnenue IlpaButensctBa Poccun oT 3 nexalps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio
2. Uudopmarnus o 3asBUTEIIE:
2.1. HaMMEHOBaHNE OpraHu3aly WK (aMUIHsg, WMs, OTYECTBO (IIPH HATUYMH) TPaKJaHWHA
;
2.2. OTBETCTBEHHOE JIUIIO, JOKHOCTD ;
2.3. anpec (MECTO HaxOXACHUS) WIH MECTO KUTEIILCTBA ;
teneoH/pakc ;
AIIEKTPOHHAS 1T0YTa
3. Madopmanus o 1eKapCTBEHHOM IIpemnapare:
3.1. HauMeHOBaHUeE:
3.1.1. MexTyHapo/IHOE HETTATEHTOBAaHHOE HAUMEHOBAHUE ;
3.1.2.B ciydae OTCYTCTBHS  MEXIYHApOJHOTO  HEMATEHTOBAHHOTO  HAWMMEHOBAHUSA -
IpyIMIUPOBOYHOE HANMEHOBAHHE ;
3.1.3.B ciaydae OTCYTICTBUS MEXIYHAapOJHOTO HEMAaTEHTOBAHHOTO ¥ TPYIIIHPOBOYHOTO
HAaMEHOBAHHH - XUMHYECKOE HAMMEHOBAHUE ;
3.1.4.B chay4ae  OTCYICTBUSI  WHBIX HAaWMEHOBAaHMH -  TOProBO€  HaWMEHOBaHHE

9

3.2. KOl aHaTOMO-TEpPaNEeBTUYECKO-XUMHMUECKON KIacCU(PUKAIMU JIEKapCTBEHHOI'O Ipernapara

;

3.3. 3asBJICHHbIE TOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOIO Mpenapara CorjJacHO MHCTPYKLUU I10
NPUMEHEHUIO C YKa3aHWeM KojJa MexyHapo HOM cTaTucTudeckoil kiaccudukanuu 0Oone3Hel u
po0ieM, CBSI3aHHBIX CO 3JJ0POBBHEM (IIEPEUNCIIUTD) ;

3.4. rocyaapcTBEeHHasl perucTpalus JeKapCTBEHHOro npemnapara B Poccuiickoit ®denepanuu:

nata (44.MM.ITIT) ;

HOMEpP PETUCTPALIMOHHOIO YIOCTOBEPEHUS ;

JaTa MOATBEPK/IEHUS TOCYIapCTBEHHON perucTpainuy JeKapCTBEHHOTO npenapara (Mpy HaJIuduu)
(449.MM.TTTT) ;

3.5. npeanaraeMble K MCKIIOYEHUIO JIEKapCTBEHHbIE (OPMbI, B TOM 4YHCII€ 3KBHUBAJICHTHBIE,
3aperucTpUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara (MepeuncianThb)

;

3.6. cBeleHUsT O BOCIPOM3BEACHHBIX MM OHOAHAIOrOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX
npenapaTax (Ipy HaJTUYUN) .

4. CBeneHusl W JaHHbIE O JIEKAPCTBEHHOM IIperapare, IpeajgaraéMoM JUlsi MCKIIOYEHUs U3
NepeyHel JIEKapCTBEHHBIX MPEenapaToB Ui MEJUIIMHCKOTO IPUMEHEHHUS:

4.1. Hanuyre HaydyHO OOOCHOBAaHHOW HH(MOPMALKMKU O MpeuMyllecTBax M (UIM) OCOOEHHOCTAX
MeXaHu3Ma JeucTBus, OoJibliedl OE30MacHOCTH  albTEPHATUBHOTO JIEKAPCTBEHHOTO IIperapara,
BKJIFOYAEMOTO B IIEpEUYEHb, IPU AUATHOCTUKE, MPOPHUIIAKTHUKE, JICUCHUH WIH peaduiuTauuu 3a001eBaHui,
CHUH/IPOMOB M COCTOSIHUI C y4ETOM CTaTHUCTUYECKUX JIaHHBIX O CTPYKType 3a00J1€BaeMOCTU U CMEPTHOCTHU
B Poccuiickoit @enepanuu;

4.2. BHOBb TMOSIBUBLIMECS] CBEJIEHUS O TOKCUYHOCTH WJIM BBICOKOM 4YacTOTE HEXKeIaTeabHbIX
MOOOYHBIX SIBJICHUHN MPU IPUMEHEHUH JIEKapCTBEHHOTO Ipenapara;

4.3. npuocTaHOBJIEHHE IPUMEHEHUS JIEKapCTBEHHOTO penapata B Poccuiickoit denepanuy;
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4.4. oTMeHa roCyJapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpenapara;

4.5. mpekpalieHue Mpou3BOJICTBA JIEKAPCTBEHHOTO TIpemnapara 0o ero mocraBok B Poccuiickyro
denepanuio u (WIKM) OTCYTCTBHE JIGKAPCTBEHHOTO TNIperapara B TpaxAaaHCKOM oOopore B Poccuiickoit
@denepanny B TEUCHHE NEPUOJA, PEBBIIIAONIErO OAUH KaJIeHAAPHBIN TOI.

5. O6ocHOBaHUs I HCKIIOYEHUS JIEKApCTBEHHOTO IIpernapara M3 IEepeyHel JeKapCTBEHHBIX
mnpemnapaTroB 111 MEAUIHUHCKOI'O0 IIPUMCHCHUSA:

5.1. uckmrouen ¢ 17 nexabps 2020 r. - [locranosnenue I[IpaButenbctBa Poccun ot 3 nexabps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio
5.2. ucxiouen ¢ 17 nexadbpsa 2020r. - Ilocranosnenue IlpaButenbctBa Poccun ot 3 nexaOps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio

5.3. naHHBIe O (aKTHUYECKUX O00beMax MpoJaxk JeKapcTBeHHoro mpenapara B Poccuiickoit

@eneparuu 3a 3 roja, MPEIIISCTBYIONIUE I0Ja4e MPEUIOKEHHUS, B HATYPaJbHBIX IOKA3aTessX II0
JIEKapCTBEHHBIM (POpPMaM 3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB (MPH HATHIUH);

5.4. naHHBIE W JIOKYMEHTBHI, MOJTBEPXJAIONINE IPEKPAIICHHE IPOU3BOJCTBA JICKAPCTBEHHOTO
npernapata aubo ero mnocraBok B Poccuiickyto ®enepanuio u (UiIM) OTCYTCTBUE JIEKAPCTBEHHOI'O
npenapaTa B rpaxjaaHckoM obopote B Poccuiickoit @eznepanuu B TeueHUE NEPUOA, MPEBBIIIAIOIIETO
OJIMH KaJIeHIapHbIN roJl (MpU HAIMYKH);

5.5. JaHHBIE OTYETOB O pe3yJabTaTaX MOHHUTOPHHTA OE30MAaCHOCTH JICKAPCTBEHHOTO Tpemnapara (B
Poccuiickoit deneparuu u (uim) 3a pyoexom);

5.6. MaHHBIE, TIPEICTABICHHBIC 3aBUTEIIEM B HHUIIMATUBHOM TOPSIIKE.

6. O011ee KOJIMYECTBO MPEACTaBICHHBIX JOKYMEHTOB

Ha JINCTaX.
ITonmnuce 3agBuTEIS / /
Hara

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 4 uzmeneno ¢ 17 oexaops 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

CMm. npedbloyuyro pedaKyuio
Ipuiaoxenne N 4
K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKapPCTBEHHBIX NPenapaToB I MeAMIMHCKOIr0
NpYMMeHeHHs1 1 MUHUMAJILHOI0 ACCOPTUMEHTA
JIEKAPCTBEHHBIX NpenaparoB, He00X0AMMBIX
AJISl OKA3aHUSI MeIMIIMHCKOW MOMOIIH
(c u3meHenusimu ot 3 nexkadps 2020 r.)

(bopma)

B xomuccuro Munucrepcra
3apaBooxpanenus Poccuiickoii @enepannun
1o (OpPMHUPOBAHMIO TIEPEUHEH JIEKAPCTBEHHBIX
MPEenapaToB Ak MEAUIUHCKOTO MPUMEHEHHUS
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¥ MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEMapaToB,
HEOOXOMMBIX ST OKa3aHUs
MEIUIIMTHCKOI TOMOIITH

IIpensoxenne
00 UCKJII0YEHUH JIeKAPCTBEHHOI'0 Npenapara u3 MUHHUMAJIbHOI0 ACCOPTHMEHTA JIeKAPCTBEHHbIX
npemnapartos, HQOﬁXOI{I/lelX IJIA OKa3aHudA Me[ll/llll/lHCKOﬁ IIOMOIIIHN

1. Uudopmanus o 3asBUTENE:

1.1. HauMeHOBaHUE  OpraHu3aluud  Wiau  QaMuiaus, UMsA, OT4ecTBO  (IIPM  HAIMYUN)
rpaxaaHuHa ;

1.2. OTBETCTBEHHOE JIMIIO, TOJDKHOCTD R

1.3. agpec (MeCTO HaxOXKACHUS) WIH MECTO KUTEJILCTBA ;

tenedoH (dakc) ;

AJIEKTPOHHAS MOYTa

2. Undopmarus o 1eKapCTBEHHOM Ipernapare:

2.1. HanMeHOBaHMUE:

2.1.1. MmexnyHapoJHOE HENATEHTOBAHHOE HAMMEHOBAHUE ;

5
2.1.2.B  cimydae OTCYTCTBUSA  MEXAYHapOJHOIO  HENATEHTOBAaHHOIO  HAWMMEHOBAHUSA -
IPYNIHUPOBOYHOE HAUMEHOBAHUE ;
2.1.3.B cnyyae OTCYTCTBUSI MEXAYHAPOJHOIO HEMNAaTEHTOBAHHOIO U  TPYNIHPOBOYHOTO

HAaMMEHOBaHUH - XUMHUYECKOE
HanMEHOBaHUE 5
2.14.B cmydae  OTCYTCTBHSI  HMHBIX  HAaMMEHOBAaHMK -  TOProBO€  HAWMEHOBAHHE

9

2.2. KOJl aHAaTOMO-TEPANEBTHYECKO-XUMUUYECKON KIacCH(PUKAMKM JICKAPCTBEHHOIO TIperapara

;

2.3. rocynapcTBEHHasl perucTpanus JeKapcTBeHHOro npenapara B Poccuiickoit denepanuu:

nata (44.MM.ITIT) ;

HOMED PErUCTPaIIMIOHHOTO
yIIOCTOBEPEHUs ;

JaTa MOATBEPIKIECHUS TOCYJapCTBEHHON perucTpaiyy JeKapCTBEHHOTO npenapara (Mpu HaaIuduu)
(49.MM.TTTT) ;

2.4. naHHblE O MPOM3BOJICTBE JIEKapCTBEHHOTO Impernapata B Poccuiickoir ®expepanuu (mpu
HaJIU4YUN) ;

2.5. npejularaemble Ul HUCKIIIOYEHUS  JIEKApCTBEHHbIE  (OPMBI  3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTI'O IpenapaTa (IIepeunciuTh)

;

2.6. cBeieHUsA O BOCHPOM3BEICHHBIX WJIM OHMOaHAIOroBbIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX
npenaparax (npu
HaJIU4YUN) .
3. OcHOBaHMS AJI UCKJIIOYEHMs JIEKAPCTBEHHOTO Ipenapara M3 MHUHHUMAaJbHOIO acCOPTUMEHTA
JIEKapCTBEHHBIX NPENapaToB, HEOOXOAUMBIX I OKAa3aHUS METUIIMHCKOM MOMOIIK:

3.1. nexapcTBeHHBIN INpenapaT HE BXOJIUT B MEpPEUEHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX NPENapaToB;

3.2. npuMeHeHHe JIeKapcTBEHHOro npenapata B Poccuiickoit denepaniuu npruoCcTaHOBIIEHO;

3.3. rocymapCcTBEHHas pPETUCTpalus JIEKapCTBEHHOro rmpemnapata B Poccuiickoit denepammu
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OTMEHEHA;

3.4. mpekpallleH TpaKIaHCKUM 000pOT JIeKapCcTBEHHOro mpemnapara B Poccuiickoit denepanuu, B
TOM YHCJIE MMPEKPAIEHO €T0 IPOU3BOJICTBO.

4. JlokyMeHTbl U JaHHBIE, 0OOCHOBBIBAIOIINE NPEITIOKCHHE 00 HCKIIOUYCHHH JIEKapCTBEHHOTO
npenapara U3 MUHUMAJIBHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX MPEMapaToB, HEOOXOIUMBIX IS OKa3aHUS
MEIHUIMHCKON TTOMOIIH:

4.1. TOKyMEHTBl ¥ JlaHHbIE, TOATBEPXKIAIOIMINE TPEKPAIICHHEe TPaKIAaHCKOro o0opora
JIEKapCTBEHHOTo mnpenapara B Poccuiickoit denepaiuy, B TOM YHUCIIE MPEKPAIICHUE €ro MPOU3BOJCTBA

b

4.2, AaHHBIC, IMTPCACTABJICHHLIC 3adBUTCIICM B MHUIIUATHUBHOM IMOPAIKE

5. O011ee KOIMYEeCTBO MPEACTaBICHHBIX JOKYMEHTOB
Ha JIACTAX.

ITonamnuce 3asgBuTEII / /

Hara

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 5 uzmeneno ¢ 17 oexaopsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
IIpuiaoxenune N 5
K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX NPENapaToB 1JIs MeAUIHHCKOI 0
NPUMEHEHHUs # MUHUMAJIbHOI'0 ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPenapaToB, HEO0XO0AUMBIX
JJIS1 OKa3aHUSA MeAULUHCKOM MOMOLIM
(c u3meHeHusiMu 0T 29 okTsi0pst 2018 r.)

(bopma)

3akiarouyeHue
10 pe3yJibTaTaM NpoBeJeHUs JOKYMEHTAJIbHOM IKCIEePTHU3bI NMPeI0KEeHNsI 0 BKIIOYEHUH
(MCKJIIOYEHHUM) JIEKAPCTBEHHOI0 Mpenapara B epevyHH JeKapCTBeHHBIX NPenaparoB u
MHUHHUMAJIbHBIA ACCOPTUMEHT JIEKAPCTBEHHBIX MPenaparoB, HEOOXOAMMBbIX VISl OKA3aHUS
MeTUIMHCKOM MOMOIIHN

1. Hacrosiee 3akiro4eHue KacaeTcs MaTeprualoB, IIPEICTABICHHBIX JUIS:

1.1. BKIIFOUEHUS JIEKAPCTBEHHOTO IpErnapara B:

1.1.1. nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BAKHEHILINX JIEKAPCTBEHHBIX MPENapaToB;

1.1.2. nepeueHp JOPOrOCTOSNINX JEKAPCTBEHHBIX MIPENAPATOB;

1.1.3. ucxmouen ¢ 17 nexabps 2020 r. - Ilocranosienue IlpaBurensctBa Poccum ot 3 nexabps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio
1.1.4. MUHUMAJIBHBIM AaCCOPTHUMEHT JIEKAPCTBEHHBIX IPENapaToB, HEOOXOAUMBIX I OKa3aHUs
MEUIIMHCKOM TIOMOIIY (MUHUMAIBHBIA aCCOPTUMEHT);
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1.2. UCKITIOUEHMS JIEKAPCTBEHHOTO IIpenapara us:

1.2.1. nepeyHs )KM3HEHHO HEOOXOAUMBIX U BayKHEHIIMX JIEKAPCTBEHHBIX IPENapaTos;

1.2.2. mepeyHst JOPOTrOCTOSINX JIEKAPCTBEHHBIX IPENApaTOB;

1.2.3. ucxmouen ¢ 17 nexabps 2020 r. - Ilocranosienue IlpaBurensctBa Poccum ot 3 nexalps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio
1.2.4. MUHUMAJIBHOTO aCCOPTUMEHTA.

2. Undopmarius o 1eKapCTBEHHOM Ipernapare:

2.1. HanMeHOBaHMUE:

2.1.1. MmexnyHapoJHOE HENATEHTOBAHHOE HAMMEHOBAHUE ;

2.1.2.B cnydyae OTCYTCTBUSL  MEXKIYHAapOJHOTO  HEMATEHTOBAHHOIO  HAMMEHOBAHUA -
IPYIIIMPOBOYHOE HAUMEHOBAHUE ;

2.1.3.B cny4yae OTCYTCTBHSI MEXAYHAPOJHOIO HEMAaTEHTOBAHHOIO U TPYNIHPOBOYHOIO
HaVMEHOBAHUM - XUMUYECKOE HAUMEHOBAHHE ;

2.1.4. B citydae OTCYTCTBUSI HHBIX HANMEHOBAHUH - TOPrOBOE HAMMEHOBAHHE ;

2.2. Kox AHATOMO-TEPAINEBTUYECKO-XUMHYECKOU KJ1accupuranum JIEKapCTBEHHOTO
npernapara 5

2.3. npejuiaraemMble K BKJIFOUEHUIO JIEKAPCTBEHHBIE (POPMBI 3apETrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara (IepeunucInTh):

;
2.4. mpepyiaraeMble K = HWCKIIOUYGHHMIO  JIGKAPCTBEHHBIE  (OPMBI  3apErUCTPUPOBAHHOTO
JIEKApCTBEHHOTO TIpenapara (epeuncinTh):

3. Cpoku npoBeAeHHs TOKYMEHTaIbHOM IKCIIEPTU3BL:

C 1o .

4. JlokyMeHTallbHasE 3KCIIEpTU3a MPEeAJoKEHUss (B COOTBETCTBUM C IMPWIOKEHUsMU | U 2 K
[IpaBunam QopmupoBaHus NepeyHed JIEKApCTBEHHBIX MPEnaparoB Uil MEIUIMHCKOTO MPUMEHEHMsS U
MUHHMAaJIbHOIO aCCOPTUMEHTA JIEKapCTBEHHBIX MpEnapaToB, HEOOXOJUMBIX AJIsi OKa3aHUS MEAULIMHCKON
IIOMOIIIM, YTBEPKIEHHBIM IocTaHoBieHnem lIpaButenscrBa Poccuiickont ®denepanun ot 28 aBrycra
2014 r. N 871):

TpeOyemble cBeeHUS WNudopmanus o npeacraBieHun
TpeOyeMbIX CBEICHUN 3asiBUTENIEM
1 2 3
1 WNudopmanus o 3asBuTene 1.1 npencrasieHa B OJIHOM 00beMe

1.2 mpeacraBieHa HEe B IOJHOM 00beMe (TIEPEUnCITUTh):

1.3 He npezcTaBiieHa
2 WNudopmanus o 1ekapcTBEHHOM 2.1 npencrasieHa B [OJIHOM 00beMe
npenapare 2.2 mpeacTaBiieHa HE B TIOJIHOM 00beMe (TTepEUHCIIUTD):

2.3 He npejcTaBiieHa

3 CaenieHus 0 J€KapCTBEHHOM 3.1 npencraBieHbl B IOJIHOM 00beME
rpenapare sl BKIYeHUs 3.2 npeacTaBieHbI HE B IIOJIHOM 00beMe (IIepEeYUCIINTh):
(MCKIIIOUEHUs1) B IEPEYHU
JIEKapCTBEHHBIX MPEMAPaATOB U 3.3 He mpeICTaBIICHBI

MHUHHUMAaJIbHBIN ACCOPTUMCHT
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4 JlanHble, 000CHOBBIBAIOIINE 4.1 npencraBiieHbl B IOJHOM 00beMe
MPEJI0KEHNUE O BKIIOUYEHUH 4.2 npeacTaBJeHBI HE B MOJTHOM 00beMe (TIEPEeUUCITUTh):
(MCKITIOUEHNHN ) JIEKAPCTBEHHOTO
Mpernapara B IepeyHu 4.3 He peACTaBICHBI
JIEKapCTBEHHBIX NPENapaToB 1
MHUHUMAJIbHBIA aCCOPTUMEHT

5.3aMe4aHusi 1O pe3yiabTaTaM JOKYMEHTAIBHOW SKCIEPTU3bl NpPEAIOKeHHs (MpH HaTHYUH
HY>KHOE OTMETUTh):

5.1 HeHnaanexaniee o(hopMIICHHE TIPEUTOKEHUS U MPUIIaraeéMbIX K HEMY IOKyMEHTOB U CBEICHUH,
B TOM YHCJI€ HEBO3MOXHOCTh UX OTKPHITH;

5.2 yrpatun cuny ¢ 9 Hosi6ps 2018 r. - [locranornenue IlpaButensctBa Poccun ot 29 oxTsaOps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio

5.3 mpeAcTaBiIeHUE JOKYMEHTOB M CBEICHHI B HEMOJIHOM 00BEME;

5.4. mpeacTaBleHHE B TEUEHHE OJHOTO KAJICHAAPHOTO TOJa TPEHJOKEHHS B pPaMKax
MEXyHApOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHUS JIGKAPCTBEHHOTO Tpemnapara (Mpu OTCYTCTBUU
TaKOTO HAMMEHOBAHUS - B paMKax TPYNIHUPOBOYHOTO WM XMMHYECKOTO HAMMEHOBAaHUS), IO KOTOPOMY
KOMHUCCHEH B TEKyIIeM TOQy ObUIO BBIHECEHO pelieHne 00 OTKa3e BO BKIIOYCHHH (MCKIIOUEHUU)
JIEKApCTBEHHOTO TIpenapara B TEpPEeYHH, MUHUMAJIBHBIA AaCCOPTUMEHT WJIM B OTHOIIEHHWU KOTOPOTO
OCYIIECTBIISICTCS JOKYMEHTAIbHASI JKCIEPTH3a WM KOMIUICKCHAs OIICHKA, 3a HWCKIIOYEHHWEM Cirydas,
npexycMoTperHoro nyuktoM 9! IlpaBun ¢opMupoBaHHs mHepedHeil JIeKapCTBEHHBIX MPENapaToB IS
MEJIMIIMHCKOTO TPUMEHEHNS U MUHUMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXO0IUMBIX
JUISL OKa3aHUs MEOUUMHCKOM TMOMOILIH, YTBEpPKIEHHBbIX roctaHoBiennem IIpaBurenbctBa Poccuiickoit
®epnepanun ot 28 aBrycra 2014 r. N 871;

5.5 npencraBiieHre HETOCTOBEPHOM MM UCKaKEHHON MH(pOpMAaIIIH;

5.6 mpeAcTaBieHre AOPAOOTAHHOTO TMPEUIOKEHUS TIOCJAE TOBTOPHOTO  OTKIOHEHHUS  IIO
pe3ynbTaTaM JOKYMEHTAIHHOM SKCIIEPTHU3HI.

KonkpeTHsble 3ameqanus:

6. Pesynbrar:

6.1 HanpaBUTh IPEIIOKEHUE Ha KOMIUIEKCHYIO OLICHKY;

6.2 HanpaBUTh B aJpec 3asBUTENS 3aKIIOYCHHUE C 3aMEYaHUSIMU O HECOOTBETCTBUU YCTAHOBJIEHHBIM
TpeOOBaHUsAM;

6.3 HanpaBUTh NPEUIOKEHUE BHEIITATHOMY CIEUHUATUCTY MUHHCTEPCTBA 3ApaBOOXpPaHEHUS
Poccuiickoit denepauuu Juisi TOATOTOBKM PEKOMEHIAIMN O BKIOYEHUH (HMCKIIOYEHHUH) JIEKaPCTBEHHOTO
rpenapara B MUHAMAJIbHBIN aCCOPTUMEHT.

[Ipencenarens (3aMeCTUTEND MPEACEAATEIS)
KOMHCCUU
MuHHCTEpCTBA 3APAaBOOXPAHECHUS
Poccniickoit ®enepanun
1o (OPMHUPOBAHUIO TIEPEUHEH
JICKapCTBEHHBIX MPETIapaToB IS
MEIUIIMHCKOTO MPUMEHEHUS
1 MUHUMAJIBHOTO aCCOPTHMEHTA
JIEKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIX
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VTS OKa3aHUS MEIUITMHCKOM ITOMOIITH

/

(maTa) (momnuck, pacumdpoBKa INOAIMCHU)

Wnpopmanus 06 H3MEHEHUSIX:

IIpasuna oonoanenvl npunosxcenuem 5.1 ¢ 9 noaopsa 2018 e. - [locmanosnenue Ilpasumenvcmea Poccuu
om 29 okmsabps 2018 e. N 1283

IIpuinoxenne N 5.1

K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX NIPenapaToB

JJIS1 MEAUIHHCKOI' 0 NPUMEHEeHU

U MUHMMAJILHOT'0 ACCOPTHMEHTA
JIEKAPCTBEHHBIX NIPENaparos,
HEe00XO0AMMBIX /ISl OKa3aHUA
MeIMUMHCKON MOMOLIH

TpeboBanust
K METOA0JI0THYeCKOMY Ka4eCTBY KIMHUKO-IKOHOMHYECKHUX HCCJIeJ0BAHUI JIEKAPCTBEHHOI 0
npenapara U Mccje0BaHUH ¢ HCI0JIL30BAHMEM aHAJIN3a BJMSAHUSA Ha OI0/ZKeThI 010/1/KeTHOM
cucrembl Poccuiickoit @enepanun

C n3MeHeHUSIMH U JAONMOJTHECHUSAMMU OT:

3 nmekaOpst 2020 r.

Wnpopmanus 06 H3MEHEHUSIX:

Ilynkm 1 uzmenen ¢ 17 oexabps 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 Oexkabps
2020 2. N 2021

Cm. npedvloywyio peoakyuio

1. Merogonoruyeckoe KadecTBO KIMHUKO-DKOHOMUYECKUX MCCIEAOBAHUNM JIEKAPCTBEHHBIX
MpenapaToB W aHalM3a BIMSAHHUS HAa OIOHKETHI Or0/KeTHOU cuctembl Poccuiickoit ®denepamnuu (manee -
OrO/IKET) MPU3HAETCH:

a) BBICOKHUM:

Ui KIIMHUKO-PKOHOMUYECKUX HCCIIEIOBAaHUMN - MPU OJHOBPEMEHHOM COOJIOJEHUM TPEOOBAHUI,
YKa3aHHBIX B ITYHKTax 2 ¥ 3 HACTOALIMX TpeOOBaHMIA;

JUIS aHallu3a BIMSIHUS Ha OIOJDKET - MPU OJHOBPEMEHHOM COOIIO/IEHUN TpeOOBAaHUH, YKa3aHHBIX B
IyHKTax 2 U 4 HACTOSAIIMX TPeOOBAHMUIA;

0) cpeaHuM:

Ui KIIMHUKO-P)KOHOMUYECKUX HCCIIEIOBAaHUMN - MPU OJHOBPEMEHHOM COOJIOJCHUM TPEOOBAHUI,
yKa3zaHHbIX B nojmyHkrax "a" - "r'" um "e" mynkra 2, noamynkrax "a", "0" u "a" mynkra 3 HacTosmMX
TpeOOBaHUI;

JUIS aHallu3a BIMSIHUS Ha OIO/DKET - MPU OJHOBPEMEHHOM COOIIO/IEHUU TpeOOBaHUH, YKa3aHHBIX B

nan n_mn nan nn

noanyukTax "a" - "r'" u "e" nynkra 2, noanyukrax "a", "B" u "r" nynkra 4 HacTOSIMMX TPeOOBAHMIA;

B) HU3KHM:

U1 KJIMHUKO-D)KOHOMHUYECKHX HCCIIEIOBAaHUN - IpPU HECOOIIOAEHHM OJHOr0 W3 TpeOOBaHUM,
yKa3zaHHbIX B nojmyHkrax "a" - "r'" u "e" mynkra 2, noamynkrax "a", "0" u "a" mynkra 3 HacTosSmMX
TpeOOBaHUI;

JUI aHalu3a BIMSHMS Ha OIOKET - MPU HECOONIIOJEHUH OJHOr0 U3 TpeOOBaHUM, YKa3aHHBIX B
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nan n.n nyn nn

noanyukTax "a" - "r'" u "e" nynkra 2, noanyukrax "a", "B" u "r" nynkra 4 HacTOSMMX TPEOOBAHUIA.

2. B mensx ocyuiectBieHus: TpeOOBaHUM K KIMHUKO-DKOHOMUYECKUM HUCCIIEOBAHUSIM U aHATU3Y
BIIMSIHUS HA OFOKET HEOOXOUMO COOITIOJICHUE CISAYIONINUX YCIOBHMA:

a) MpeCTaBlIeHUE Pe3yJIbTaTOB OTEUECTBEHHBIX UCCIIEI0BAHUN;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "6" uzmenen c 17 oexabpa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

CMm. npeodvbloywyro peoakyuio

0) COOTBETCTBUE IOKa3aHMHA K NPHUMEHEHHUIO MpeasiaraéMoro JIEKapCTBEHHOro Ipernapara, Io
KOTOPBIM MPOBOJIMIACH KIMHUKO-DKOHOMHUYECKAsl OLEHKAa M aHaJM3 BIUSHUS Ha OO/DKET, MOKA3aHUSM,
COJIEPKALIUMCSI B UHCTPYKLUHU 110 MEAULIMHCKOMY IMPUMEHEHHUIO JIEKApCTBEHHOIO Mpenapara, a TakxkKe B
cllydae HaJU4Msl HECKOJIbKMX IOKa3aHWW K IPHUMEHEHHUIO - IPE/ICTaBICHHE pe3yJIbTaTOB KIMHUKO-
SKOHOMMYECKHUX MCCIEAOBAHUM W aHalIW3a BIMSAHUA Ha OHO/DKET IO BCEM IMOKa3aHWUSIM JHMOO IO
MOKa3aHMUSIM IpU 3a00JI€BaHUAX, XapaKTEPU3YIOUIUXCsl HAauOOoJbIIeH 3a00J1€Ba€MOCTbIO, CMEPTHOCTBIO U
uHBanuaAu3anueil. Ecny nexapcTBeHHBIN MpenapaTr mpejyiaraercss K BKIIOYEHUIO B IIEpeyYeHb JKU3HEHHO
HEOOXOJIMMBIX M Ba)KHEMIIUX JIEKAPCTBEHHBIX IPENapaToB s MEAMIMHCKOrO NMpUMEHeHus (nanee -
NepeyeHb BAKHEHIINX JIEKAPCTBEHHBIX MpernapaToB) W (WIKM) B NEpeyeHb JIEKApCTBEHHBIX IpernapaTos,
IpelHa3HAYeHHbIX A oOecrieyeHus: Jull, OOJIbHBIX reMoQuined, MyKOBHCIHI030M, TUIO(PU3APHBIM
HaHU3MOM, 00Je3HbI0 [ollle, 37I0KaYeCTBEHHBIMH HOBOOOpPA30BAHUSAMHU JTUMGOUIHON, KPOBETBOPHOM U
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, T€MOJIUTHKO-YPEMUUYECKUM CHHIAPOMOM, IOHOILIECKUM
apTPUTOM C CUCTEMHBIM Hayajaom, MykomnoJsmcaxapuao3om I, II m VI Ttunos, amnmactudeckoi aHemueu
HEYTOUHEHHOM, HacleACTBeHHbIM nepuuutoM ¢dakropo II (¢pubpunorena), VII (mabunpnoro), X
(Crroapra - Ilpayspa), a Taxke JIMIl MTOCIE€ TPAHCIUIAaHTAI[MK OPraHOB W (WJIM) TKaHEH (1anee - mepeueHb
JOPOTOCTOSIINX JIEKAPCTBEHHBIX IIPENapaToB), U HE UMEET aHAJIIOTMYHOTO Npenapara B COOTBETCTBYIOIIEM
nepeyHe (mpezacrasiigeT co00il HOBBIHM MOAX0/ K JICYEHHUIO) - IOKAa3aHUE, [0 KOTOPOMY ITPOBOIUTCS aHAIN3
BIIUSIHUS Ha OIO/KET, COOTBETCTBYET 3a00JIEBAHUSM (COCTOSTHUSIM) W3 TOM K€ TPEX3HAYHOW pyOpHKuU
Mesx1yHapoAHON CTaTUCTUYECKON Kiaccu(ukanuy 0oje3Hel U mpobiieM, CBSI3aHHBIX CO 3J0POBBEM, UTO
U TIOKa3aHWe, coJepkalieecss B HMHCTPYKIMM 110 MEIUIUHCKOMY IPUMEHEHHIO MpPeiaraeMoro
JIEKapCTBEHHOI'O Mpenapara;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynxkm "6" uzmenen c 17 oexabps 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

B) INpEICTABIIEHHWE pacyeTa 3aTpaT Ha OCHOBAaHMHU LIEHbl HE HIM)KE IEHbl, IUIAHUPYEMOM K
rOCyJapCTBEHHOM PErucTpaluy, a B CIy4ae €ClIM LIEHa Ha IpeajaracMplil JEKapCTBEHHBIN IIpenapar yxe
3aperucTpupoBaHa - HaA OCHOBAHUU IPENEIbHON OTIYCKHOW II€HBbI MPOU3BOJAUTENS C YUETOM Hajora Ha
N00aBJIICHHYIO CTOUMOCTB;

I') OCYIIECTBJIEHHE pacyeTa MNPSMBIX MEAULMHCKUX 3aTpaT HUCXOs W3 CPEJHUX HOPMaTHUBOB
(bMHAHCOBBIX 3aTpaT Ha €IWHUIY OObeMa MEIUIIMHCKOW TIOMOIIH, YCTAHOBJEHHBIX MPOTPaMMOM
roCy/lapCTBEHHbIX TapaHTUN OecIIaTHOTO OKa3aHWs TpakKJaHaM MEIUIUHCKOI MOMOIIM Ha o4yepeaHon
roJ ¥ TUIAHOBBIN MTEPUOJ;

1) yKa3aHue B OTYeTe (CTaThe), MPEACTABICHHOM B COOTBETCTBHU C TIOJIITYHKTOM 5.2 MPHIIOKEHUS
N 1 x IIpaBwiam hopmupoBaHus MTEPEUHEH JIEKAPCTBEHHBIX MPEMApaToOB AJsi MEAUIIMHCKOTO MMPUMEHECHHS
Y MUHUMAaJIbHOT'O aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JUIsl OKa3aHUsI MEAULIMHCKON
ITIOMOIIIM, YTBEPKIECHHBIM IocTaHoBieHuem IIpaButenscrBa Poccuiickont ®enepanun oT 28 aBrycra
2014 r. N 871 (manee - IlpaBwmia), CCHIJIOK Ha HCIIOJIH30BAHHBIE UCTOYHUKH MH(POPMALUH JUIS KAXKIOTO
3HAYEHUs MOKa3aTeNel, a TaKkKe IPUBEICHNE METOJUKU PacyeTa;

€) MpeACTaBIeHUE MPU MPOBEACHUN KIMHUKO-DKOHOMUUYECKUX HUCCIEIOBAHUN U aHaIN3a BIMSHUS
Ha OIOPKET C MCIOJIb30BAaHUEM METOJI0OB MAaTEMaTHMYeCKOI0 MOJEIUPOBAHUS B COCTaBE OTYETa (CTaTbH),
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MNpEACTAaBJICHHOTO B COOTBCTCTBHU C IIPUJTIOKCHUCM N1 kK HpaBI/IJ'IaM, WM B IMPUIOKCHHUH K HEMY
MaTeMaTU4EeCKOU MoAaeiu, aﬂaHTHPOBaHHOﬁ K CHUCTEMC OTCUCCTBCHHOT'O 3/JpaBOOXpPAaHCHUA, C OIIMCAHHUEM
MCTOAMWKH MOACIINPOBAHUAA, BKJ'II-O‘I&I-OHIGﬁ ONIMCaHUC CTPYKTYPBI MOACTIHU, OCHOBHBIX I[OHYHIGHI/Iﬁ MOJCan
C HUx O6OCHOBaHI/ICM, KIIIOYCBLIX ITapaMETpPOB MJIA pacuyC€TOB, HCTOYHHKOB I/IH(bOpMaIII/II/I O 3HAYCHUAX
KIIFOYCBLIX IMTapaMETPOB WJIN NPUBECACHUEC MCTOJUKHN pacucTa.

3. B nmemsax ocymecTBieHHus TpeOOBaHUW K KIMHUKO-d)KOHOMHUYECKHM HCCIIEIOBAHUSIM
HEO00XO0MMO COOITIOICHUE CIEYIONTUX YCIOBUM:

Wnopmarnus 06 M3MEHEHUSIX:

Iloonynkm "a" usmenen c 17 oexabpa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

a) OpU HAIMYUM MO pe3ylbTaTaM KIMHUYECKUX HCCIEIOBAaHUN CTAaTUCTUYECKU 3HAYMMbBIX
paznuuuii no 3pPEeKTUBHOCTH U (UK) 0€30MIaCHOCTU MEXAY IpelaraeMbIM JIEKAPCTBEHHBIM IpenapaTomM
U TpernaparoM CpaBHEHUS MCHOJIb3YIOTCS METOJAbl COOTHOIIEHUS 3aTparT U 3G EKTUBHOCTH WU
COOTHOILIEHUS 3aTpaT M MOJE3HOCTH (MPU OTCYTCTBUHM MO pe3yJbTaTaM KIMHUYECKUX HCCIeI0BaHUMN
CTaTHUCTUYECKU 3HAYMMBIX pa3inuuuil 1no 3¢dekTuBHOCTU U (W) 0€30MacCHOCTU MEXKIY MpeisiaraeMbiM
JIEKapCTBEHHBIM IpPENaparoM U IpenaparoM CpPaBHEHHs] HCIHOJb3YyeTCSd METOJI MHUHMMM3AIUMM 3aTpar.
XapakTepuCTUKH TMalMeHToB (I0J, BO3pacT, TeueHue 3aboneBanus, (opma 3abojeBaHUS, CTaTUs
3a00JIeBaHMsL, JTMHUS TEpANUM, MPEALIECTBYIONIAs Tepanusi) U CpaBHUBAEMBIX IIPENapaToB (JeKapCTBEHHAs
dbopma, pexxuM J03UpPOBaHMS, CIOCOO BBEACHUS) B KIMHUUYECKUX HCCIIEIOBAHUAX, PE3yJIbTaThl KOTOPBIX
UCIOJIb30BaHbl i1  OOOCHOBaHHMS BbIOOpPa METOAA  KJIMHHUKO-D)KOHOMHUYECKOTO  HCCIIEOBaHMUS,
COOTBETCTBYIOT XapaKTEpUCTUKAM MAllMEeHTOB U CPAaBHUBAEMBIX NPENapaToB, OLIEHUBAEMbIM B KIMHUKO-
SKOHOMMYECKOM HCCIIEOBAHUN);

Wnopmarnus 06 H3MEHEHUSIX:

Iloonynkm "6" uzmenen c 17 oexabpa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

CMm. npedvbloyuyro pedaKyuio

0) ecnu JEeKapCTBEHHBIN Npernapar MNpeajaraercd K BKJIIOUEHUIO B I€peueHb Ba)KHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, B KAUECTBE IIpernapaTa CpaBHEHUS UCIOJb3YeTCs JIEKapCTBEHHBIN Ipernapar
(mpemnapatbl), BKJIIOUEHHBIM B yKa3aHHBIM INepedyeHb, €CIM JIEKapCTBEHHBIN IMpenapar mpejaraercs K
BKJIIOUEHUIO B MEPEUYEHb JOPOrOCTOSIIMNX JIEKAPCTBEHHBIX MIPENapaToB, B KAUECTBE IIperapaTra CpaBHEHUS
UCIIOJIb3YETCSl JIEKapCTBEHHBIN IpernapaT, BKJIIOUEHHBIM B IEpPEYEHb JIOPOTrOCTOSIIUX JIEKapCTBEHHBIX
npenapaTtoB. [IpemapaT cpaBHEHUS NOJKEH NPUMEHATHCS B TEKYILIEH MpakTHKE JIEYEHUs NAlMEHTOB IO
TEM JK€ IIOKa3aHUSAM M B TAaKOW K€ KIMHUYECKOM CUTyallUM, 4YTO W MpeUlaraeMblid JIEKAPCTBEHHBIN
npernapar. ONTHUMaJbHOM albTEpHATUBOW [UIsi CpaBHEHUS ABIAeTCs HauOosee HPQPEKTUBHBIN U3
JIEKapCTBEHHBIX MPENaparoB, BKIIOYEHHBIX B NIEPEYCHb U HCIOJb3YIOLIUXCS 110 TEM K€ MOKa3aHUsIM U B
TaKOM € KIMHUYECKOM CHUTyallud, YTO M IpeJUlaraeéMblid JIEKapCTBEHHBIM mnpernapar. [Ipm Hammuum
HECKOJIbKUX  JIEKAPCTBEHHBIX  IpenapaToB €  OJAMHAKOBOM  A(PQPEKTUBHOCTHIO  ONTUMAIbHOMN
QIbTEPHATUBHOM JUIsl CPaBHEHUS SBJSIETCS TOT U3 HUX, KOTOPBIM XapaKTepU3yeTcs HauMEHbIIen
CTOMMOCTBIO 32 KypC JICUCHHUS;

B) IPOU3BOJMUTCS BBIOOP KpUTEPUEB OLEHKH 3(P(HEKTUBHOCTU JIEKApCTBEHHOrO Ipenapara,
HCI0JIb30BAHHBIX MPU MPOBEACHUN KIMHUKO-I)KOHOMUYECKOTO MCCIIEIOBAaHUS Ha OCHOBAaHUM PE3YJIbTATOB
KIIMHUYECKUX UCCIIeI0BaHUM, MTPEICTABICHHBIX B COOTBETCTBYIOIIEM IPEIOKEHUH, YKa3aHHOM B ITyHKTE
13 IlpaBui;

I') IPY ONUMCAaHUM PE3YJIbTAaTOB UCCIEIOBAHUS OT/IEIbHO YKa3bIBAIOTCS:

3aTpaThl Ha MpeJylaraeMblii JIeKapCTBEHHBIN Mpenapat U npenapar (IpernapaTbl) CpaBHEHUS;

Apyrue npsiMble MEJUIIMHCKHUE 3aTPaThl (€CIIM PACCUUTHIBAIINCH);

IpsiIMble HEMEAUIIMHCKHE 3aTpaThl (€C/IN PACCUUTHIBAIIUCH);

HenpsiMble (KOCBEHHbBIE) 3aTPAaThl (€CJIM PACCUNTHIBAIIUCH);
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1) pe3yibTaT aHalu3a MUHUMH3ALUU 3aTpaT IpeiCTaBiseTcs B BUIE pPa3HUILIBI B 3arpaTax,
00yCIIOBJIEHHBIX IPUMEHEHHEM IIPEIIaraeéMoro JIEKapCTBEHHOTO MpernapaTa U rnpenapara CpaBHEHUS,

€) pe3yJbTaT aHaIu3a COOTHOLIEHMS 3aTpaThl U 3(P(HPEKTUBHOCTHU MPEACTABISETCS B CIydasX:

€ClIM TpeajaraéMblil JEKapCTBEHHBIN Mpernapar XapakTepusyeTcsl 0oibiied 3(pPeKTUBHOCTBIO U
00JIbIIEeH CTOMMOCTBIO, UEM IIpenapaT cpaBHEHHS (B BUJIE COOTHOLICHUH "3aTpaThl WU 3(PPEeKTUBHOCTD"
IUI TIpeAsaraeMoro JIEKapCTBEHHOI'O Ipernapara M IpenapaTa CpaBHEHHUS M IOKa3aTels MpUpaleHHs
3¢ deKTUBHOCTH 3aTpaT (MHKPEMEHTHOTO IIoKa3aTess "3aTpaThl Wik 3PPEeKTUBHOCTD");

€ClIM TpeAjiaraéMblil JEeKapCTBEHHBIN Mperapar XapakTepusyeTcsl 0oibiied 3(pPeKTUBHOCTHIO U
MEHbLIEH CTOMMOCTBIO, Ye€M IMpenapar cpaBHEHUS (B BHJAE pa3HULBI B 3arparax W pa3HULBl B
3¢ (GEKTUBHOCTU TaKUX JIEKaPCTBEHHBIX [IPENapaToB);

Wnpopmanus 06 H3MEHEHUSIX:

TIloonynkm "xnc" usmenen ¢ 17 oexabpa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

) MPOBOJUTCS AHAJIU3 YYyBCTBUTEJILHOCTH PE3YJIbTaTOB PAacYETOB K M3MEHEHUSM CIIETYIOLIUX
apaMeTpoB MOJIENIN:

JUIS aHaJIM3a MUHMMMU3AIUK 3aTpaT: 1IeHa Ha MpeaaraeéMbli JIEKapCTBEHHBIN IpenapaT U 1ieHa Ha
npenapaT CpaBHEHUS;

JUI aHaju3a COOTHOLIEHUs 3arpaT U 3()(EKTUBHOCTU: 1I€HA Ha MpeularaeMblii JIEKapCTBEHHBIN
IpernapaT ¥ lLieHa Ha Mpenapar CpaBHEHUs, NMOKa3aTeNld KIMHUYECKOH 3(PPEeKTUBHOCTU IMpeasaraeMoro
JIEKapCTBEHHOTI'O MIpernapara U rnpernapara CpaBHEHUS.

4. B muensx ocymecTBieHHs TpeOOBaHMI K aHAIW3y BIHSHUSA Ha OIOHKET HE0O0X0IUMO
COOJTI0/IEHUE CIEAYIOMNX YCIOBHIA:

a) pacueThl HE YYUTHIBAIOT INpSMble HEMEAUIIMHCKUE U HEINpsiMble (KOCBEHHbIE) 3aTpaThl (IIpU
ONMCAHUU PE3YIbTATOB OT/AEIBHO YKa3bIBAIOTCS 3aTpaThl Ha JIEKAPCTBEHHYIO TEPAIHIO);

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "6" usmenen c 17 oexabpa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
0) BpeMEHHOW IepuoJ aHalv3a BIHMSHUSA Ha OIOPKET COCTaBIsA€T HE OoJjiee 5 JieT, IpH 3TOM
OTAEJIBHO YKa3bIBAIOTCS PE3YJIbTAThl PACYETOB 3a 1-ii rox;
B) XapaKTEPUCTHUKUA U UYUCICHHOCTH IIEJICBOM MOMYJSAIHUHA MAIIUEHTOB, KOTOPHIM MPEIIOIaraeTcs
MIPUMEHEHHE IPeIIaraéMoro JIEKapCTBEHHOTO MpernapaTa OlpeieieHbl;

Wnopmanus 06 M3MEHEHUSIX:

Iloonynxkm "2" usmenen c 17 oexaops 2020 2. - [locmanosnenue I[Ipasumenscmea Poccuu om 3 dekabpsi
2020 2. N 2021

Cm. npedvloyuyro pedaKyuio

I) pe3yapTaT aHajdu3a BIMSHUS Ha OIOMKET MNPEACTaBIAECTCS B BUAE pPA3HULBI B MPSIMBIX
MEJUIIMHCKUX 3aTpaTax MeXay TeKylleld MpaKTUKOH JieKapCTBEHHOM Tepanuu (6e3 ydera BKIIOYEHHS B
IepeyeHsb MpearaéMoro JeKapCTBEHHOTO IMpenapaTa) U 0KUAaeMON MPAKTUKOM (C yueTOM BKIIIOUEHUS B
nepeyeHb IpeIaraeMoro JIEKapCTBEHHOTO Mpenapara) 3a yKkazaHHbIM BpeMeHHoM nepuo. [Ipu atom eciu
JIEKApCTBEHHBIM IIpenapar MpeaIaraercss K BKIYEHUIO B I1€PEYeHb BAXKHEMIIMX JIEKapCTBEHHBIX
[pernapaToB U (WJIM) B IMEpPEUeHb JOPOTOCTOSIIUX JEKApPCTBEHHBIX IpErnapaToB, TEKyllas MpPaKTUKA U
OKpJaemasl IpaKTHKa Tepaluy BKIIIOYAIOT B ce0sl TOJBKO JIEKApCTBEHHbIE Iperaparbl, BKIIOYEHHbIE B
COOTBETCTBYIOIIIMI IE€pEeYeHb M NPUMEHSIOMHECS B IPAKTUKE JIEYEHUs MAUUEHTOB II0 TOMY XK€
ITIOKA3aHUIO U B TAKOM K€ KIIMHMYECKOUN CUTYyalluy, YTO U IIPEeAJIaracMblil JICKapCTBEHHBIN IIpernapar;

Wnpopmanus 06 H3MEHEHUSIX:

Iloonynkm "0" usmenen c 17 oexabpa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
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oexabps 2020 2. N 2021

Cm. npedvloywyio peoakyuio
1) BBIIOJIHGH aHAIHM3 YYBCTBUTCIBHOCTH PE3YJIHTATOB PAcCUYeTOB K H3MCHCHUSM I1apaMeTpPOB
MOJICNI: IIEHbI Ha JICKAPCTBCHHBIC IIPEMapaThl, YMCICHHOCTH IIEJICBON IOMYJISIUN IMallHCHTOB U
YUCIICHHOCTH (0J1H) TTAIUSHTOB, MOJyYarONINX IpeaiaraeMblil JISKapCTBEHHBIN TTperapar.

Wnopmanus 06 H3MEHEHUSIX:

Ipunosicenue 6 usmeneno ¢ 9 mnosaops 2018 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 29
okmsaops 2018 . N 1283

Cm. npedvloywyio peoakyuio
Ipuiaoxenne N 6

K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX NPENapaToB 1JIs MeAUIHHCKOI 0
NPUMEHEHHUs # MUHUMAJIbHOI'0 ACCOPTUMEHTA
JIEKApPCTBEHHBIX NpPenaparoB, He00X0AMMBIX

JJIS1 OKa3aHUSA MeAULUHCKOM MOMOLIM

HHTerpajbHbie Kb
KOMILJIEKCHOI OIIeHKH JIeKapCTBEHHOT0 Npenapara

C u3MeHeHUSIMH U JAONMOJTHECHUSAMMU OT:

12 mronst 2017 r., 29 okrsi0pst 2018 ., 3 nexadpst 2020 r.

IIkxana omeHKH ypOBHeﬁ A0KA3aTCJILHOCTH PE3YJIbTATOB KIIMHUYCCKUX uccjaeI0BaHuI
JIEKAPCTBCHHBIX IperapaToB :

XapakTepucTuKa UCCIIETOBAaHUN YpoBeHb I1lkana oleHKn
JI0Ka3aTeIbHOCTH
(6amoB)
pe3ynbTaTOB

Cucremarnieckue 0030pbl U METa-aHATU3BI I 10
PangomusupoBaHHbIE CIIEbIE KIMHUYECKUE UCCIEIOBAHUS II 9
PannoMu3supoBaHHbIE OTKPBITHIE KIMHUYECKHE II 8
UCCIIeI0OBAaHUs

CereBoit MeTa-aHaIM3 (B TOM YKCJIE HENIPSIMbIE CPABHEHUS U III 7
CMEIIaHHbIE CPAaBHEHUS)

Koroprhslie uccienoBanus v 6
WccnenoBanus "ciaydail-koHTpoJIb" Vv 5
Ornucanue ciy4aeB M CEpUU CITy4acB VI 4
MHenue 3kcrepToB VII 3

Wnopmanus 06 H3MEHEHUSIX:

Pa3zoen uzmenen c 17 oexaops 2020 2. - [locmanosnenue om 3 dexaops 2020 2. N 2021
Cm. npedvloywyio peoakyuio

Il xana oneHKH ypOBHeﬁ yﬁe}II/ITeJ'leOCTPI JI0KA3aTeJbCTB KIMHHYECKHX MCCIeT0BAHUH
JICEKAPCTBCHHBIX IpPerapaToB 2
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YpoBeHb [Ixana
yOeTUTEIIEHOCTH XapakTepucTUKa mokasaresis OIIEHKU
JI0Ka3aTeNbCTB (6amioB)
A JI0Ka3aTelIbCTBA YOS AU TEIIbHBI: 3
UMEIOTCS BECKHE JI0OKA3aTeIbCTBA MPEAJIaraeMoro YTBEP K ICHUS
B OTHOCUTCJIIbHAA Y6GI[I/ITGHI)HOCTI) JO0Ka3aTCJIbCTB: UMCHOTCS 2

JOCTAaTOYHBIE JI0KA3aTEIbCTBA B MOJIH3Y TOTO, YTOOBI
PEKOMEHI0BATh MPEUIOKEHHBIHN JICKAPCTBEHHBIN MpernapaT AJis
BKJIFOYCHUSI B COOTBETCTBYIOIIUH MTEPEUCHb JICKAPCTBEHHBIX
npenapaToB (U3 epeyuHs)

C JIOCTAaTOYHEIX JOKA3aTECILCTB HET: 1
HMEIOIINUXCS J0KA3aTeILCTB HENOCTATOYHO JIJI BEIHECEHUS
PEKOMEH/IalNK, HO PEKOMEHIAIIMU MOTYT OBITh JaHBI C YYETOM
HHBIX 00CTOATEILCTB

I/IHTera.ﬂbHaﬂ KOJIMY€CTBEHHAA OLCHKA KaYe€CTBA KIIHHUYE€CKOI0o HCCJICI0BAHUA JICKAPCTBECHHOI'O

npenapara
XapaKkTepuCTHUKa UCCIIEIOBaHUS Vposens YpoBeHb O61was omerKa
yOeIUTEeNbHOCT
JI0Ka3aTeJIbHOC u UCCIIeI0OBaHUs
TH JAHHBIX (6amioB)
JI0Ka3aTeNbCTB

CucremaTnueckuii 0030p I A onpenensercs Kak
PaHI0MHU3UPOBAHHBIX KIMHUYECKUX MIPOU3BEACHUE OLICHKU
¥iCCIIeI0BAHMIT M MeTa-aHallu3 ¢ HU3KOH ° HCCIeN0BaHUs
WU cpejHeil * BeposSTHOCTBIO OMIMGOK (6amioB) ypoBHS
PangomusupoBaHHbIE KIMHUYECKUE II A JIOKa3aTEeJILHOCTH
yiccIIeIOBaHMS ¢ HU3KOM ~ UM cpenHeit * JTAHHBIX U OLIEHKHU
BEPOSITHOCTBIO OIIMOOK UCCIIeI0OBAaHUS
CereBoil MeTa-aHaIM3 (B TOM UUCIIE III A (6amioB) ypoBHS
HENpsIMbl€ CPABHEHMSI U CMEIIAHHbIE yOeIUTeNIbHOCTH
cpaBHeHHMs) ¢ HU3KOi1 ° miu cpenneit * JTOKA3aTEeIbCTB
BEPOSTHOCTBIO OIIHOOK
KoropTHbIE HCCIIEI0BAHMS C HU3KOM / v B
WU cpejHeil * BeposATHOCTHIO OGOk
UccnenoBanus "ciryqail-koOHTPOJIB" € A" B
Huskoil * umm cpenueii ¢ BeposATHOCTBIO
01117
Ornucanue ciydaeB, CEpuid CiydacB VI C
MHenue 3kcrepToB VII C
Uccnenosanus mr000ro au3aiHa ¢ I C
BBICOKOH BEPOSTHOCTHIO OMIUOOK * II C
(HM3KOTO METOIMYECKOIO KauecTBa) III C

v C

A% C

VI C

VII C

26.06.20233 Cucrema TAPAHT 31/51



ITocranornenue IlpaButenscrBa PO ot 28 aBrycra 2014 . N 871 "O6 yrBepkacauu [Ipasmn GopMUpOBaHUS TIEPCUHEH. . .

HUtorosas uHT CrpajibHasA KOJIMYCCTBCHHAA OLCHKA KAa4Y€CTBA KIIMHUYCCKOI'0 UCCIICAOBAHUA
JIEKApCTBEHHOIO IIpenapara:

He MeHee 18 - 11 pekoMeHJaury K BKIIOYEHHIO JIEKAPCTBEHHOTO IIPEernapara;

He MeHee 12 - st peKOMEeHIalluK K BKIIFOUCHUIO 71 OPGaHHOTO JICKAPCTBEHHOTO IIpenapara.

KosmyecTBeHHasi oueHka 3¢ PpeKTHBHOCTH MPUMEHEHUS JIEKAPCTBEHHOI 0 Npenapara B paMKax
KJIMHUYECKHX UCCIeJ0BAHU I

HaumenoBanue JlocTrKeHHe 11eIeBOro
OneHka CTeneHu TOCTUKEHUS
KPUTEPHS OLCHKHU pe3yibTara ¢ y4ueToM [Ixana
LIEJIEBOTO pe3ybTaTa C yueToM
3¢ deKTUBHOCTU MIPEUMYILECTBA IIEPET OLICHKH

[IPEUMYILECTBA 10 CPABHEHUIO C

9 Tepamnuen npenaparamu (6amoB)
TCpaIlrCu npcraparaMmu CpaBHCHUA

CpaBHEHHUs (TPOLIEHTOB)

Hamnpumep, xputepuii:  MOJHOCTBIO JOCTUTHYT LIEJIEBOU 100 10
CHIDKEHHE YPOBHS pe3yabTaT (BhICOKast
apTepUaIbHOTO 3¢ ($eKTUBHOCTD)
JIABJICHUS JI0 LIEJIEBOTO  YACTHYHO JOCTUTHYT LIEJIEBOM [N 9
3HAYEHUs pe3ynbTart (cpeaHsis B0 8
3(h(HEKTUBHOCTD) 0 7
o 6
50 5
l 40 4
_E 3
20 2
Ho 1
HE JIOCTUTHYT LEJIEBOU pe3yabTaT 0 0

(au3kas 3 HEeKTUBHOCTD WM
oTcyrcTBHE 3P (HEKTUBHOCTH)

Hroro cpenHsis olleHKa 3PPEeKTUBHOCTH (OTHOIIEHUE CYMMBbI OAJUIOB MO KaXJIOMY
KpuTepuio 3Q(HEeKTUBHOCTU K KOJIMYECTBY KPUTEPHUEB)

KosmyecTBeHHas1 o1leHKA 0€30MIACHOCTH NPUMeEHEHUsI JIEKAPCTBEHHOI 0 Mpenapara B paMKax
KJIMHUYECKUX MCCIe0BAHUI

OreHka ypoBHs 0€3011aCHOCTH Yucno coyyaes Ouenka Becogoii
JIEKapCTBEHHOIO IIpernapara OOOYHBIX JeHCTBUI (Gamon) e —
(Ipo11eHTOB)

[To6ouHbIE AEHCTBUSA OTCYTCTBYIOT 0 0 0
[ToGouHBIC NEHCTBHS IETKOM | 10 -1 0,25
CTENEHN B0 -1

_E -1

l 40 -2

50 -2

6o -3
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70 -3

50 -3

) -4

100 -4
[ToGounbIe AEHCTBUS CpEeIHEH | 10 -2 0,5
CTEIIEHU - B )

30 -3

40 -3

50 -4

60 -4

70 -5

30 -5

) -6

100 -6
IToGouHBIC NEHCTBHS THKEION | 10 -4 1
CTETIeHH - COCTOSHHUS, | B)) -4
IIPOJICBAIOIINC HAX0XKACHNE I 30 -5
MaIMeHTa B CTAlIHOHAPE WIITH m _5
MIPEJICTABJISIONINE YTPO3Y VIS KU3HH <o 6

60 -6

0 -7

50 -8

) -9

100 - 10
Hrtoro OIIEHKA YPOBHS 0€30MacHOCTH (CyMMa IPOU3BEICHUN CPETHIX

0aJIJIOB TIO0 KaXJIOMY YPOBHIO 0€30TIaCHOCTH JIEKAPCTBEHHOTO
npernapaTa U COOTBETCTBYIOIIET0 BECOBOIO KOA(pduIneHTa)

KosmmyecTBeHHasi OLleHKA JONOJHUTEIbHON TepaneBTUYeCKOil EHHOCTH JIEKAPCTBEHHOI 0
npemnapara

HanmenoBanue xpurepus

" IIIxana orieHKH
JIOTIOJIHUTENbHOH Pesynbrar onenku

. (Gauw)
TEpaneBTUYECKON [ICHHOCTH
1. KpatHocTh Iprema COKpAILlEHUE KPAaTHOCTHU IIpueMa +2
COXpaHEHUE KPAaTHOCTU IIpreMa 0
YBEJIIMYEHUE KPATHOCTHU IIpUEMa -2
2. HoBblil MEXaHU3M JCUCTBUSA MMEET KIIMHUYECKUE IIPEUMYILIECTBA +2
HE UMEET KIMHUYECKUX ITPEUMYILECTB 0

[IIkaa OeHKH CTOMMOCTH Kypca (roaa) jJed4eHus JJeKapCTBEHHbIM IIpenaparom

[IponenT [MIxana

Pe3ynbTat ouenku
OTKJIOHCHUS OIICHKH
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| (Gam)
1. CtouMoCTh Kypca WM T0J0BOTO JICYCHHS TTPEIIaraéMbIM ooutee 20 +2
JIEKaPCTBEHHBIM IIPENIapaTOM HUXKE, YEM CTOMMOCTD ot 10 mo 20 +1
JICYCHUS TIpenapaToM CpaBHEHHS
2. CtouMoCTh Kypca WM T0J0BOTO JICYCHHS TTPEIaraéMbIM o 10 0
JIEKApCTBEHHBIM TPEINapaTOM COMOCTAaBUMA CO CTOMMOCTBIO
JICYCHUS TIPEnapaToM CpaBHEHHS
3. CtouMoCTh Kypca WM TOJ0BOTO JICYCHHS TTPEIaraéMbIM ot 10 m0 20 -1
JIEKApCTBEHHBIM IIPEIIapaTOM BBIILIE, YEM CTOUMOCTh 6onee 20 -2

JICYCHH ITPEIiapaToOM CpaBHCHUA

Wnopmanus 06 H3MEHEHUSIX:

Pazoen usmenen ¢ 17 oexabps 2020 e. - [locmanosnenue I[lpasumenscmea Poccuu om 3 Oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

Il kaja KIMHAKO-)KOHOMHUYECKOIi OIleHKH JIEKAPCTBEHHOr 0 npenapara

[IIxana
[Ipouent
Pesynbrat oneHKn OIICHKHU
OTKJIOHCHUS
(GaJw)
1.  Kinununyeckas 3ppeKTUBHOCTH MpeiaraeMoro 6omee 60 +10
JIEKapCTBEHHOI'O MpernapaTa CTaTUCTUYECKH 3HAUHMO BBIILIE ot 40 o 60 +9
10 kmuHMyeckoit 3 (heKTHBHOCTH IpenapaTa CpaBHEHHS, ot 20 10 40 +8
IIPY ATOM IIPUMEHEHHE JIEKAPCTBEHHOIO Mperapara ot 10 mo 20 +7
XapaKTepU3yeTCsl MCHBIITUMHU 3aTpaTaMu, 4eM MPHUMEHEHHE
npernapara CpaBHEHHS
2. Kiuununyeckas 3 peKTUBHOCTH MpeIaraeMoro 1o 10 +6
JICKapCTBEHHOTO TpenapaTa CTaTHCTUYECKH 3HAYUMO BEIIIIE
10 kmuHMyeckoi 3 (PeKTHBHOCTH ITpenapaTa CpaBHEHHS,
MIPH ATOM TIPUMEHEHHE JIEKapCTBEHHOTO Tpernapara
XapaKTepU3YeTCs] HECYIIECTBEHHBIMU PA3THIUSIMH C
3aTparaM¥ Ha IPUMEHEHHUE Tpernapara CpaBHEHUS
3. Kuununyeckas 3ppeKTUBHOCTH MpeiaraeMoro - -
JIEKapCTBEHHOTO TIpenapaTa COoCTaBuMa KITMHUYECKON
3¢ deKTUBHOCTHU IIpenapaTa CpaBHEHHS (CTaTUCTHYECKU
3HAUMMBbIE Pa3IMUHs OTCYTCTBYIOT ')

3.1. TmpumeHeHHue JEKapCTBEHHOTO MpernapaTa XapakTepu3yeTcs 6omee 60 +8
MEHBUIMMHU 3aTpaTaMu, YeM IpUMEHEHHUE Ipernapara ot 40 no 60 +6
CpaBHEHUSA ot 20 mo 40 +4

ot 10 mo 20 +2

3.2. TpuUMEHEHHE JEKApCTBEHHOTO IMpernapara XapakTepu3yeTcs 1o 10 0
HECYIIECTBEHHBIMU Pa3IMIUSIMHU C 3aTpaTaMH Ha
pUMEHEHHE TperapaTa CpaBHeHHUs

3.3. TmpuMeHEHHe JEKapCTBEHHOTO MpernapaTa XapakTepu3yeTcs ot 10 10 20 -2
00JBIIMMH 3aTpaTaMH, YeM IPUMEHEHHE MpernapaTa ot 20 1o 40 -4
CpaBHEHUS ot 40 10 60 -6

6onee 60 -8
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4.  Kinnunyeckas 3 peKTUBHOCTh MpPeIaraeMoro JeKapCTBEHHOTO Mpernapara CTaTUCTUYECKU
3HaunMo Bbilie ' KMHHYeckoi 2pPEKTHBHOCTH IIpenapaTa CpaBHEHHUS, IPU STOM
[IPUMEHEHHE JIEKapCTBEHHOT'O IIpenapara XapakTepu3yeTcsi OOJIbIIMMU 3aTpaTaMu, 4YeM
IpUMEHEHHE Npenapara CpaBHeH s |~

4.1. WHKPEMEHTHBIN MOKa3aTeIb COOTHOIICHHS 3aTpaT U 6o1ee 60 (6oee +9
3¢hHEeKTUBHOCTH IS TTPEATIaraeMoro JICKapCTBEHHOTO 40) 5
npernapaTa HUKe, Y4eM HHKPEMEHTHbIN MOoKa3aTellb ot 40 no 60 (ot 20 +8
COOTHOIIEHUS 3aTpaT U 3PPEKTUBHOCTH Mpenapara 10 40) 19
CpaBHEHUS ot 20 10 40 (o1 10 +7
10 20) °
ot 10 10 20 (0T 5 +6
no 10)
4.2. WHKPEMEHTHBIN IMOKa3aTeIb COOTHOIICHHS 3aTpaT u 10 10 (o 5) 0 +5

3¢h(HEKTUBHOCTH MpeTaraeéMoro JeKapCTBEHHOTO
IpernapaTa COInoCTaBUM ¢ HHKPEMEHTHBIM IOKa3aTesleM
COOTHOIIEHUS 3aTpaT U 3PPEKTUBHOCTH Mpenapara

CpaBHEHUS
4.3. WHKPEMEHTHBIN MOKa3aTeIb COOTHOIICHHS 3aTpaT u 6oxee 60 (6oee +1
3¢ GEeKTUBHOCTH IIPEIaraeMoro JeKapCTBEHHOTO 40) 1
Mpernapara BbIIIE MHKPEMEHTHOTO TTOKa3aTes ot 40 10 60 (o1 20 +2
COOTHOIIEHUS 3aTpaT U d3PPEKTUBHOCTH Npenapara 10 40) 19
CpaBHEHUS ot 20 10 40 (o1 10 +3
10 20) °
ot 10 10 20 (o1 5 +4
no 10)
5. Knuawnyeckas 3pPpeKTUBHOCTH MpeIIaraeMoro 6o1ee 60 +1
JIEKAPCTBEHHOTO Ipenapara CTaTUCTUYECKN 3HAYUMO HHXKE ot 40 no 60 0
10 kmuHMyeckoi 3 (peKTHBHOCTH ITpenapaTa CpaBHEHHS, ot 20 1o 40 -1
IIPY ATOM IIPUMEHEHHE JIEKAPCTBEHHOTO IIpernapara ot 10 mo 20 -2

XapaKTepU3yeTcsl MEHBIIMMM 3aTPaTaMy, YeM IpUMEHEHUE
Tpenapara cpaBHeHHs
6.  Knuawnyeckas 3pPeKTUBHOCTH MpeIIaraeMoro 1o 10 -3
JIEKapCTBEHHOTO MpernapaTa CTaTUCTUYECKH 3HAYUMO HUKE
10 kmuHMyeckoi 3 (PeKTHBHOCTH ITpenapaTa CpaBHEHHS,
IIPY 3TOM 3aTpaThl HA IPMMEHEHHE JIEKAPCTBEHHOTO
Tpenapara XapakTepu3yloTcs HeCyIeCTBEHHBIMU
PasIMUMSAMM [0 CPABHEHUIO C 3aTpaTaMH Ha IIperapar

CpaBHEHUS
7.  Knuawngeckas 3pPeKTUBHOCTH MpeIIaraeMoro ot 10 10 20 -4
JIEKapCTBEHHOTO IIpernapara CTaTUCTUYECKU 3HAYUMO HIKE ot 20 1o 40 -5
10 kmuHMyeckoi 3 (PeKTHBHOCTH IpenapaTa CpaBHEHHS, ot 40 10 60 -6
IIPU 3TOM NIPUMEHEHHE JIEKApCTBEHHOI'0 IIpernapaTa 6omee 60 -7

XapaKTepU3yeTcs: OOJIBIIUMHU 3aTpaTaMu 110 CPABHEHUIO C
3aTpaTaMH Ha IpernapaT CpaBHEHUs

Wnpopmanus 06 H3MEHEHUSIX:

Pazoen usmenen ¢ 17 oexabps 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om 3 Oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio
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IlIkana oueHKH BJIMSIHUSA JIEKAPCTBEHHOI'0 NPenapara Ha 0r0KeThl OI01KETHON CHCTEeMbI
Poccniickoii ®exepanun

[MIxana
[IponenT
Pesynbrar onenku OLICHKH
OTKJIOHEHUS
(GaJw)
1.  IlpumeHeHue mpeayiaraeMoro JeKapCTBEHHOTO Mpenapara 6o1ee 60 +8
IPUBOJIUT K CHIYKEHMIO TIPSAMBIX MEJULMHCKUX 3aTpaT ' 110 ot 40 no 60 +6
CPABHEHHIO C TEKYyLIEH ITPAKTUKOM Teparnu ot 20 1o 40 +4
ot 10 mo 20 +2
2. IlpumeHeHue mpeiaraeMoro JeKapCTBEHHOro Ipenapara 1o 10 +1
MIPUBOJIUT K HECYIIIECTBEHHOMY H3MEHEHHIO MPSAMBIX
MeMIIMHCKHX 3aTpaT ' [0 CPaBHEHHIO C TEKyIleil
IIPAKTUKOM Teparnu
3.  IlpumeHneHue mpeasiaraeMoro JeKapCcTBEHHOTO Mpenapara ot 10 mo 20 0
IIPUBOJIUT K YBEITHYEHHIO IIPAMBIX MEIMIIMHCKHX 3aTpar ot 20 1o 40 -1
10 CPABHEHUIO C TEKYIIEH TPAaKTUKOW Teparnu ot 40 no 60 -2
6ounee 60 -3

Wnpopmanus 06 H3MEHEHUSIX:

Pazoen usmenen ¢ 17 oexabps 2020 e. - [locmanosnenue I[lpasumenscmea Poccuu om 3 Oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

IIkana KoJAUUYECTBEHHOM OHCHKH JOMOJIHUTEC/IbHBIX JTAHHBIX 0 JICKAPCTBCHHOM IIperapare

Kpurepun onenkn [IIxana

Pe3ynbTat ouenku OLCHKHU

(GaJw)
Heo06xomumMocTh npuMeHEeHHs! IEKapCTBEHHOTO na +2
npernapara sl AUarHOCTUKH, TPO(PUITAKTUKH, HET 0

JICUEHUS UM peaOdUIuTaIH IPU OKa3aHUU
MEUIIMHCKOM MOMOIIH B cllyyae 3a00JIeBaHUN U
COCTOSIHUM, Tpeo0IaJalouInuX B CTPYKTYpe
3a00J1€Ba€MOCTH U CMEPTHOCTH rpakjaH Poccuiickoit
®denepanyu, Ha OCHOBAHWUH JTAHHBIX
roCy/1lapCTBEHHOTO CTaTUCTHUECKOTO HAOIIOJCHUS

Hanuuue 3apeructpupoBannbix B Poccniickoit na +1
®denepanyy BOCIPOU3BEACHHBIX WM OMOaHAIOTOBBIX HET 0
(6rono100HBIX) JIEKAPCTBEHHBIX MPENapaToOB

Hanuuue nekapcTBEHHOTO Mpemnapara B riepeuHe HET 0
CTpaTeruuecky 3HAaYMMBIX JIEKAPCTBEHHBIX CPE/CTB, na +1

MIPOM3BOJICTBO KOTOPBIX JOJIKHO OBITH OOECIIEYeHO Ha

tepputopuu Poccuiickoit @enepanuu

Hanuuue nexapcTBeHHOT0 IIpenapara B IEPEYHIX HET 0
JIEKapCTBEHHBIX NpenapaToB, GUHAHCUPYEMBIX 3a CUET na +1
cpenctB Or0KeTOB CyObekTOB Poccuiickoit
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denepanun

Hanuuune npounsBoacTBa (JIOKanu3amms)
JIEKapCTBEHHOTO TIpenapaTta Ha TEPPUTOPHH
Poccniickoit ®enepanun

26.06.20233

HET
BTOpHUYHAs yIIaKOBKa U (MJIH)
BBIITYCKAIOIINI KOHTPOJIb
KayecTna - J1a
BTOpHUYHAs yIaKOBKa U (MJIH)
BBIITYCKAOIIHMI KOHTPOJIb
KayecTBa MpU HAITUYUU
3aKJIFOUEHHOTO CHEHaIbHOTO
MHBECTULIMOHHOTO KOHTPAKTA,
IIPEIIOJIaraoiero CO3/IaHuE B
Poccniickoit ®enepanun
IIPOU3BOJICTBA TOTOBOM
JIeKapCTBEHHOU (HOPMBI,
BKJIIOYasi IPOU3BOJICTBO
(hapmareBTH4eCKOi
cyOcrannuu, - aa
MIEpBUYHASI U BTOPUYHAS
YIIaKOBKa, BBITYCKAKOUIUN
KOHTpOJIb KauecTBa - J1a
MIEpBUYHAS U BTOPUYHAS
YIIaKOBKA, BBITYCKAKOUIUN
KOHTPOJIb Ka4eCTBA MPU
HaJIMYUU 3aKJIFOUEHHOTO
CHEIHAJILHOTO
MHBECTULIMOHHOTO KOHTPAKTA,
[IPEIIOJIaraoiero Co3/IaHuE B
Poccniickoit ®enepanun
IIPOU3BOJICTBA TOTOBOM
JIeKapCTBEHHOU (HOPMBI,
BKJIIOYasi IPOU3BOJICTBO
(hapmareBTHIeCKOi
cyOcrannuu, - aa
BCE CTa/IUU MTPOU3BOJICTBA,
BKJIIOYasi IPOU3BOJICTBO
rOTOBOM JIEKAPCTBEHHOM
(dhopmer (63 TPOU3BOICTBA
(hapmareBTHIeCKOi
cyOcTaHuum), - aa
BCE CTa/IUU MTPOU3BOJICTBA,
BKJIIOYasi IPOU3BOJICTBO
rOTOBOM JIEKAPCTBEHHOMN
(dhopmer (63 TPOU3BOICTBA
(hapmareBTHIeCKOi
cyOCTaHLIMM), TPU HATUYUU
3aKJIFOUEHHOTO CHEeLHaIbHOTO
MHBECTULIMOHHOTO KOHTPAKTA,
MIPEIIIOJIaraloiero co3/IaHuE B
Poccniickoit ®enepanun
MPOU3BOJACTBA TOTOBOM
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JIeKapCTBEHHOU (HOPMBI,
BKJTIOYAst POU3BOICTBO
(hapmareBTH4eCcKOit
cyOcrannuu, - aa
BCE CTaJuU IMPOU3BOJCTBA, +7
BKJTIOYAst POU3BOICTBO
rOTOBOM JIEKAPCTBEHHOMN
(hopMBI 1 TIPOU3BOJICTBO
(hapmareBTHIeCKOi
cyOcraHuuu, - aa

HTorosas olieHKa NPOUYUX JAHHBIX 110 MPEUIOKEHHUIO (HE MeHee +2 JUIsl peKOMEHAALNU K BKIFOUEHUIO
111 op(haHHOTO JIEKAPCTBEHHOI'O IIpenapara; He MeHee +4 171 peKOMEHJallMK K BKIIIOYEHUIO
OCTaJIbHBIX JIEKAPCTBEHHBIX MPENApaToOB C YIETOM OAJUIOB, BHICTABJICHHBIX TJIABHBIM BHEILTATHBIM
cnenuanucToM Munucrepersa 3apaBooxpanenus Pocculickoit @enepanuu B nyHkre 10 HaydHO
000CHOBAaHHBIX PEKOMEHIalluM, pUBEAeHHBIX B rpriokennn N 9 k [IpaBunam GpopmupoBanus
IIEPEYHEN JICKAPCTBEHHBIX IIPENAPATOB I MEUIUHCKOIO IPUMEHEHUS! 1 MUHUMAJIbHOTO
aCCOpPTUMEHTA JIEKaPCTBEHHBIX MPENapaToB, HEOOXOIMMBIX JJIs OKAa3aHUS MEJUIIMHCKOM MOMOLIH,

yTBEpKIAEHHBIM ocTanoBiennemM [IpaButensctBa Poccuiickoit @enepanuu ot 28 aprycra 2014 r. N
871).

! VpOBEHb JIOKA3aTENBHOCTH PE3YJILTATOB KIMHUYECKHX HCCIENOBAHMI NpuUMeHseTcss uis (OPMAJbHONW OLIEHKH
Ka4yecTBa OTHAENFHOTO KIMHHUYECKOTO HCCIIEIOBaHMS JIEKApCTBEHHOro Tpenaparta. KIIMHUYECKMX HCCIeOBaHUNA OIHOTO
JIEKapCTBEHHOI'O Nperapara MOXKeT ObITh HECKOJIBKO, M YPOBHH HX JIOKA3aTEIbHOCTH B 3aBUCHMOCTH OT JIM3aiiHa KJIMHHYECKOT O
UCCIIEIOBAHHSI MOTYT OBITh Pa3JINYHBI.

2 YpoBeHb yOEIUTENBHOCTU [0Ka3aTENbCTB (()EKTUBHOCTH JIEKAPCTBEHHBIX IIPENApaToB IPUMEHSAETCS MPU OLEHKE
COBOKYITHOCTH HCCIIEIOBAHUI OJTHOTO M TOTO K€ JIeKapCTBEHHOro mnpernapata. OcymecTBisiercss 0000OLIEeHUE IaHHBIX 00
YPOBHSX JIOKa3aTENbHOCTH OTIEJbHBIX WCCIEAOBAHUI pa3IMYHOIO KadyecTBa W TPUCBAUBACTCS OIWH W3 3 ypOBHEU
yOeaUTEIbHOCTH.

3 Huzkast BEpOATHOCTh OIIMOOK MPUCBAMBAETCA CHCTEMATMYECKMM 0030paM WIM METa-aHaIu3aM IpH CoOJIoIeHUH
OJTHOBPEMEHHO CJIEIYIONINX YCIOBHIA:

TIOUCK U OTOOp paboT BHIIIOIHEH ABYMS HIIH OOJiee NCCIIEOBATEISIMH;

JUTSL TIOMCKA JINTEPATYpPhI UCTIOIB30BAINCH KAK MUHUMYM 2 3JIEKTPOHHBIE OnOmuorpaduieckue 6a3pl TaHHBIX;

npe/icTaBiieHa MHPOPMAIHs O KOJIMYECTBE BKIIOUSHHBIX U HCKITIOYEHHBIX Pa00T ¢ YKa3aHUEM ITPUYUH UCKITIOUEHHUS;

MIpEe/ICTaBIIeHa XapaKTePUCTHKA BKIFOUYEHHBIX UCCIICAO0BAHUH.

4 CpenHsis BEPOATHOCTD OIMMOOK MPUCBAMBAETCA UCCIIEA0BAHUAM JIFOOOT0 IM3aiiHa B CIy4ae OTCYTCTBUS MH(OPMALUH
WJIN HEJIOCTATOYHOCTH MH(OPMALIUH IO OTHOMY HJIH OOJiee YCIOBUSIM OLEHKH BEPOSTHOCTH BO3ZHUKHOBEHUSI OIIMOOK.

S Huskast BEPOATHOCTH OINMOOK PpaHJIOMU3HPOBAHHBLIM  KIMHMYECKHM HCCIENOBAHMAM MPUCBAMBAETCA TIPH
COOJTIO/IEHUN OTHOBPEMEHHO CIIEAYIONINX YCIOBHIL:

paHIOMH3anus MPOBONIIACH HA OCHOBE CIY4aiHOH MOCIIE0BATEIFHOCTH YUCEI, TEHEPUPYEMOH KOMITBIOTEPOM;

"ocnerieHre" ObLIO 3asBJIEHO WJIM OTCYTCTBHE "OCIEIUIeHHs" HE MOIJIO MOBIHATH HA 3(dexT BMemaTenbpcTBa (ecinu
M3y4aeMbIi B HCCIICOBAaHUY IIEPBUYHBIN KpUTEPUH 3((HEKTUBHOCTU MM O€30MaCHOCTH SIBIISUICS OOBEKTUBHBIM);

JIOJIS TIAIIMEHTOB, BHIOBIBIIMX U3 MCCIENOBaHMs, cocTaBuiia MeHee 20 TPOIEHTOB WM M3Y4aliCsl aHAINU3 BPEMEHH JI0
coObITHs (HarpuMep, 001Iasi BBKHBAEMOCTh, BEBDKHBAEMOCTh 0€3 TIPOrpECCUPOBAHUS | AP.);

TIPE/ICTAaBIICHBI PE3YJIBTATHI 10 BCEM 3aIUIAHUPOBAHHBIM JUTS H3YUEHHST KpUTepusM 3(pheKTHBHOCTH 1 OE3011aCHOCTH.

 Huskast BEpOATHOCTh OINMOOK CETEBBIX META-aHAIM30B (B TOM YMCJIE HENPSMBIX CPABHEHHH M CMEIIAHHBIX
CpaBHEHHIT) IIPUCBAMBACTCS MPH COOIOICHUH OHOBPEMECHHO CIICIYIONIUX YCIIOBHUI:

B CETeBOM Mera-aHanmu3 (B TOM 4YHCIIE HENpsMOE CpPaBHEHHE W CMENIAHHOE CpaBHEHHE) BKJIFOYEHBI TOJIBKO
PaHIOMH3UPOBAHHBIE KITMHUYECKUE UCCIICAOBAHNUS HIIH METa-aHAIN3bl PaHJOMH3HUPOBAHHBIX KIIMHUUECKHUX HUCCIIEJOBAHHI;

XapaKTEePUCTUKH ITOIYJISIINH, BMEIIATENbCTB U OOIIEro KOHTPOJISt COIIOCTaBUMBI,

MIPE/ICTaBICHO TpadUIecKoe MK TaOIMYHOE ONHCAHKUE CETH JI0Ka3aTeNbCTB;

MIPUBENICHBI PE3YJIbTAThl OT/AENIBHBIX WCCIEAOBAHUM, BKIIOYEHHBIX B CETEBOM MeTa-aHau3 (B TOM YHCIE HEnpsMoe
CpaBHEHHUE U CMEIIAHHOE CPABHEHHE).

" Huskast BEPOATHOCTH OIIMOOK KOTOPTHBIM HCCIEAOBAHUAM HPUCBAMBAETC NPH COOIIONEHHH OJHOBPEMEHHO
CJIeIYIONINX YCIOBU:
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KOTopTa SIBJIIETCS PETPEe3eHTaTUBHOM 110 OTHOIIEHHUIO K H3y4aeMOoH MOMyIsAIuHY;

n3y4aeMble KOrOpThl 0TOOpaHbI M3 OJHOM M TOM K€ MOMYJISIHY;

TIOATBEPXKIEHO OTCYTCTBHE MHTEpECyIouero kpurepus 3G heKTHBHOCTH Wi O€30I1aCHOCTH B Havalle NCCIIEA0BaHUS;

Kputepu 3PQPEKTUBHOCTH WM O€30MacHOCTH OLEHHBAINCh C TIOMOIIbI0 HE3aBUCUMOM OLEHKH (B TOM YHUCIE C
OCJICTUIEHHEM ) WITH MCIIOJIb30BAJIMCH CBEICHHS O TTAMEHTaX U3 0a3 NaHHBIX (PErUCTPOB).

8 Huskas BEpOSATHOCTh OMIMOOK HCCIEN0BAHMAM "Cilydaii-KOHTPOIL" NPHCBAUBAETCA IIPU COOIIOIEHNH OJHOBPEMEHHO
CJIeIYIOIINX YCIOBUI:

rpymnmna "ciyyaeB" SBISETCSA PEeNpe3eHTATUBHOMN;

rpymma "KoHTpoJei" oTorpaiach U3 TOH ke MOMYJISIIUK, YTO U rpymma "ciydaes";

TIOATBEPXKIEHO OTCYTCTBHE MHTEpECyIouero kpurepus 3G heKTHBHOCTH WM 0€30I1aCHOCTH B Havalle NCCIIEI0BaHUS;

Kputepu 3PQPEeKTUBHOCTH WM 0€30MacHOCTH OLEHHBAIKNCh C TIOMOIIbI0 HE3aBUCUMOHM OLEHKH (B TOM YHUCIE C
OCJICTUIEHHEM ) WITH MCIIOJIb30BAJIMCH CBEICHHS O TTAMEHTaX U3 0a3 TaHHBIX (PErUCTPOB).

° BeICOKasi BEPOATHOCTh OMIMOOK MCCIIENOBAHUAM JIF000r0 JM3aiiHa MPHCBAUBAETCA B CIIydae HeCOOJIOIEHUS OIHOTO
wimn Oosiee yCIoBUil OLIEHKH BEPOSTHOCTH BOSHUKHOBEHHS OIINOOK.

10 TIpu oueHKe CTATUCTUYECKOH 3HAYMMOCTH PasiMuuil B 3(()EKTUBHOCTH JIOBEPHTENBHBIN MHTEPBAN HE BKIKOYAeT |
(IUI1 OTHOCHUTENBHOTO PHCKA, OTHOIICHMS IIAHCOB, OTHOIIEHWS Yrpo3) W (WJIM) IOKa3aTellb CTATUCTHYECKOH 3HAYMMOCTH
P<0,05.

! TIpu oneHKe CTATUCTMYECKON 3HAYMMOCTH pasiuuuil B 3QQEKTUBHOCTH JOBEPUTENBHBIM MHTEpBaN BKIrodaeT 1 (s

OTHOCHTEJIFHOTO PHCKA, OTHOIICHHSI IIAHCOB, OTHOWIEHHS yrpo3) ¥ (MJIH) IT0Ka3aTelb cTaTuCTUIecKoi 3Haunmocty PIMO,05.

Wnopmanus 06 H3MEHEHUSIX:

Crnocka uzmenena ¢ 17 oexabpa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 dexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

12B ciyyae ecinu JeKapCTBEHHBIN IIpenapar IPeIaraeTcss K BKIKOYEHHIO B IIEPEUEHbh BAXKHEUIIMX JIEKAPCTBEHHBIX
npenapatoB WU HE HMMECT AHAJOIMYHBIX JICKAPCTBCHHBLIX IIPEIapaToB B IMCPCUHE BayKHEHIIINX JICKapCTBCHHBIX IIpCIIapaToB
(Hpe}lCTaBJ’IHeT co0O0Il HOBBIU Ioaxo K J'Ie'-IeHI/IIO), HHerMeHTHLIﬁ IOKa3aTejib COOTHOIICHUA 3aTpaT U S(IJ(IJEKTI/IBHOCTI/I JUIA
HETO0 CpaBHUBACTCA C MHKPEMCHTHBIM IIOKA3aTCJIEM COOTHOUICHUSA 3aTpaT U S(IJ(IJEKTI/IBHOCTI/I JJIA JICKapCTBCHHBIX ITpErapaTosB,
BKJIIOYCHHBIX B IIEPCUCHDb BasKHEHIITHX JICKapCTBCHHBIX IMpeHapaToB U MPUMCHAIOMINXCA IPU 3a00JI€EBAHMIX U3 TOrO K€ Kilacca
MexmyHapoHO# cTaTHCTHYeCKOl Kmaccudukaiiy Ooe3Hedt W mpobieM, CBA3aHHBIX CO 370pOBbeM. B ciydae ecnu
J'IeKapCTBeHHLIﬁ npenapar npeajIarac€rCsa K BKIIOUYCHUIO B IMEPEYCHL AOPOTOCTOAMINX JICKAPCTBCHHBIX MPEIiapaToB U HE UMECT
AaHaJIOrOB B INEPEYHC AOPOroCTOAIMUX JICKAPCTBCHHBIX IIPCIIapaToB, I/IHerMeHTHl)Iﬁ MOKa3aTejib COOTHOLICHUA 3arpar U
3(1)(1)CKTI/IBHOCTI/I I HETO CpPpaBHHMBACTCA C HMHKPCMCHTHBIM IIOKa3aTCJIEM COOTHOHMICHUA 3aTpaTrT U 3(1)(1)6KTI/IBHOCTI/I JUIA
JICKapCTBCHHBIX IMPCTIapaTOB, BKIIIOUCHHBIX B IIEPEYCHDb AOPOTOCTOAIIUNX JICKAPCTBEHHBIX PEIIapaToB.

CpaBHI/IBaIOTCH HMHKPEMCHTHBIC NTOKAa3aTC/IM COOTHOIICHUA 3aTpaT U 3(1)(1)CKTI/IBHOCTI/I, pacCyuTaHHBIC Ha OZ[I/IHaKOBI:Jﬁ
KINHUYECKUI 3(1)(1)CKT (Z[OCTI/I)KCHI/IC BBI3JOPOBJICHUSA, PEMUCCUU, TO COXpaHeHHOﬁ KHU3HHU, TOO COXpaHEHHOﬁ KadeCTBEHHOI
KHU3HU | JIp.)

13 3aTpatel, CBA3aHHBIE C MPOIECCOM OKA3aHHS MENWIMHCKONW ITOMOIIM (3aTpaThl Ha JIEKAPCTBEHHBIE MPENApPaThl,
MCIWIUHCKUEC H3ACIHA, MCIUIMUHCKUE YCIYTH, J'Ia60paTOpHI)Ie U HUHCTPYMCHTAJIbHBIC METOAbI HCCJICAOBAaHHA, PACXOIHBIC
MaTepuaibl, COACPKAHUC IMAllUCHTA B MEHHHHHCKOﬁ opranmzaliui WJIKW MCIAWIUHCKUE YCIYIrM Ha JOMY, TPAHCIIOPTUPOBKY
CaHUTAPHBIM TPAHCIIOPTOM H JIp.).

Wnpopmanus 06 H3MEHEHUSIX:

Crnocka uzmenena ¢ 17 oexabpa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3 oexabps
2020 2. N 2021

CMm. npedvloyuyro pedaKyuio

14 Mitorosas oleHKa IO Pe3y/bTaTaM OLEHKH SKOHOMHUYECKUX TMOCIIEICTBUM NPUMEHEHHS JIEKAPCTBEHHOTO Mpenapara
(He MeHee 2 6aioB Ay OpaHHBIX JIEKAPCTBEHHBIX MPENapaToB, He MeHee 6 6AayUIOB Ul HHBIX JICKAPCTBEHHBIX TPENapaToB)
JUTSL PEKOMEH/IAIIMN K BKITFOUSHHUIO, TIPH ATOM Gasuib 110 MIKAe KIMHUKO-9KOHOMHYECKOH OIEHKH JIEKApCTBEHHOTO mperapara u
IIKajie OLEHKU BIIMSHUS JIEKAPCTBEHHOrO Tpernapara Ha Oro/pKeThl OrojukeTHOH cucteMbl Poccuiickoit Denmepanuu (nanee -
Oromket) cymmupytores. OleHKa CTOMMOCTH Kypca (Tofa) JedeHus JeKapCTBEHHBIM IpernapaToM He BIHSET Ha HTOTOBYIO
OIICHKY.

B crmydae mpejcTaBieHus 3asBUTENIEM PE3YIbTATOB HECKONBKUX KIMHHKO-3KOHOMHUYECKHUX HCCIIENOBAHUI B paMKax
OJTHOT'0 TIOKA3aHMs IS ONPECICHUS UTOrOBOM OLICHKU BHIOMpAETCs UCCICIOBaHUE, HaOpaBIice HAaMOOIBIITHIA Oasl.

B cnyuae mpencraBieHuUs 3asBUTENIEM PE3yIbTaTOB HECKOIBKHX MCCIIEIOBAHUI BIHSHHS Ha OIO/KET B paMKaxX OJHOTO
MTOKa3aHMs IS ONPEACIICHHUS UTOTOBOM OIICHKH BRIOMpACTCS UCCIIeNOBaHKUE, HaOpaBIiece HauOOIBbIIUK OaJL.

B ciiydae mpencraBieHus 3asiBUTENEM PE3YJIbTATOB HECKONBKUX KIMHUKO-DKOHOMHUYECKUX HCCIIEMOBAHUM IO pa3HbIM
MOKa3aHUSM MTOTOBas OLCHKA OCYIIECTBISAETCS M0 KaXKIOMY 3asIBJICHHOMY ITOKa3aHHIO.

B cnmydae mpejcraBieHus 3asBUTENICM PE3YJIbTATOB HECKOJIBKHX HCCIEAOBAHHMN BIMSHUS Ha OIOMKET MO pa3HBIM
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TMOKa3aHUAM UTOroBas OLICHKAa OCYHICCTBJIACTCA 110 KaXKIAOMY 3asABJICHHOMY IMOKa3aHUIO.

Wnpopmanus 06 H3MEHEHUSIX:

Ipunoosicenue 6 oononneno cuockou ¢ 17 dexabpsa 2020 2. - I[locmanosnenue Ilpasumenvcmea Poccuu

om 3 oexabps 2020 2. N 2021

15 ITnst oppaHHBIX JIEKapPCTBEHHBIX MPENAPATOB.

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 7 uzmeneno ¢ 17 oexaopsa 2020 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 3

oexabps 2020 2. N 2021
Cm. npedvloyuyro pedaKyuio

Ipuiaoxenune N 7

K [IpaBmiam ¢gopmMupoBaHus nepeyHen

JIEKAPCTBEHHBIX NPENapaToB 1JIs MeAUIHHCKOI 0
NpYMeHeHHs1 1 MUHUMAJILHOI0 ACCOPTUMEHTA
JIEKAPCTBEHHBIX NPEeNapaToB, HEO0X0AUMBIX

JJIS1 OKa3aHUSA MeAULUHCKOM MOMOLIM

(c u3meHeHusiMu ot 29 okrsiops 2018 r., 3 nexadps 2020 r.)

(bopma)

B xommccuro

MuHucTepcTBa 3ApaBOOXpaHEHUS

Poccniickoit ®enepanun

o (OPMHUPOBAHUIO TIEPEUHEH JIEKAPCTBEHHBIX
HpenapaTOB 11 MEOUIITUHCKOTO HpI/IMeHeHI/ISI nu
MHWHHUMAJIBHOT'O accoanMeHTa J'IeKapCTBeHHI)IX
MpenapaToB, HEOOXOTUMBIX IS

OKas3aHUuiAa MG)II/IIII/IHCKOﬁ IIOMOIIIN

3akiouyenue

10 pe3yJibTaTaM aHaJIu3a MH(OPMAIUU O CPABHUTEJIbHON KIMHUYECKOH 3(PPeKTUBHOCTH U
0€30MACHOCTH JIEKAPCTBEHHOI'0 MPenapara, OeHKH IKOHOMHYECKHUX MOCJIeCTBUI ero MpuMeHeHUusl

1. Hacrosee 3akiro4eHue KacaeTcs MaTepruagoB, IIPEICTABICHHBIX JUIS:

1.1. BKIIFOUEHUS JIEKAPCTBEHHOTO ITpernapara B:

1.1.1. nepeyeHsb )KU3HEHHO HEOOXOAUMBIX U BAXKHEHUILINX JIEKAPCTBEHHBIX MPENapaToB;

1.1.2. nepeyeHb 1OPOTrOCTOSIINX JIEKAPCTBEHHBIX [IPENapaToB;

1.1.3. ucxmouen ¢ 17 nexabps 2020 r. - Ilocranosienue IlpaBurensctBa Poccum ot 3 nexaOpst

2020 r. N 2021

Wnopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio

1.2. Uckimrouenust IeKapCTBEHHOTO Tperapara us:

1.2.1. nepeyHs )kM3HEHHO HEOOXOAMMBIX U BayKHEHIIIMX JIEKAPCTBEHHBIX IPENapaTos;

1.2.2. nepeyHs 10pOroCTOSIIKX JIEKapCTBEHHBIX MPENapaToB;

1.2.3. ucxmouen ¢ 17 nexabps 2020 r. - Ilocranosienue IlpaBurensctBa Poccum ot 3 nexabps
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2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio

2. udopmarnust 06 3KCIepTHOW KOMUCCHU:
2.1. HanMeHOBaHME SKCIEPTHOW OPraHU3alun

2.2. cocTaB dKCIEPTHOM KoMuUCCHH ((haMUITUs, UM, OTYECTBO, JOJKHOCTH) ;
2.3. anpec (MeCTO HaXOXKIACHUSI) SKCIIEPTHON OpraHU3aliu ;
tenedoH (dakc) ;
AJIEKTPOHHAS TI0YTa

3. Madopmanus o 1eKapCTBEHHOM IIpemnapare:

3.1. HanMEHOBaHHE: ;

3.1.1. MeXIyHapOJHOE HEMATEHTOBAHHOE HAMMEHOBAHUE ;

3.1.2.B ciay4ae OTCYTCTBHS  MEKIYHApOJHOTO  HEIATCHTOBAHHOTO  HAaWMCHOBAHHUS -
TPYIITAPOBOYHOE
HAaNMCHOBAHHUC 5

3.1.3.B ciy4ae OTCYTICTBHS MEXKJIYHAPOJHOTO HEMATCHTOBAHHOTO W  TPYIITUPOBOYHOTO
HauMEHOBaHUH - XUMHYECKOE€ HAaUMEHOBaHHE ;

3.1.4. B ciiyyae OTCYTCTBHSI MHBIX HAUMEHOBAHUI - TOPrOBO€ HAUMEHOBAHUE ;

3.2. KOJI aHaTOMO-TEPANEBTUICCKO-XUMHUECKON KIacCH(PHUKAIIMU JICKQpCTBEHHOTO IperapaTa

2

3.3. mpeularaeMble K BKJIFOYCHHIO JIEKapCTBEHHBIE (OPMBI, B TOM 4YHCIIE SKBUBAJCHTHBIC,
3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IpenapaTa (IepevnCInTh) ;

3.4. undopmansi 0 BOCHPOMU3BEICHHBIX MM OHMOAHANOTOBBIX (OMONONOOHBIX) JIEKAPCTBEHHBIX
npenapatax (Ipy HAIUYUN):

4. Cpoku TIpOBEICHUS IKCIIEPTHU3HI:
c 1o

5. Pe3ynbrarhl KIMHUYECKOW OLIEHKH MpenaoXkeHus (B COOTBETCTBMM C IpuiiokeHueM N 6 K
[IpaBunam QopmupoBaHus IepeuHel JIEKApCTBEHHBIX MPEnapaToB ISl MEIULUHCKOTO MPUMEHEHHS U
MUHHMAaJIbHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX MpEnapaToB, HEOOXOAUMBIX AJIsi OKa3aHUsI MEAULIMHCKON
IIOMOIIIY, YTBEPKIEHHBIM IocTaHoBieHnem IIpaButenbcrBa Poccuiickonn ®denepanun oT 28 aBrycra
2014 r. N 871):

5.1. Pe3ynbTaThl OIIEHKM KayecTBa KIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHOIO Mpernapara,
MIPE/ICTABICHHBIX 3asBUTENIEM U (MJIM) HAMIEHHBIX CAMOCTOSITENILHO SKCIIEPTHON KOMUCCHEN

XapakTepucTuka YpoBeHb YpoBeHb OO1as oneHka

IPEACTaBICHHOTO yOenuTenbHOCTH yOemuTenbHOCTH WCCIICIOBAaHUS
KIIMHAYECKOTO TaHHBIX JOKa3aTeIbCTB B Oaiax
MCCIIEIOBAHUS

DN |WIN| =
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i ap. | |
Utoro: cpennee 3HaueHue (OTHOLIEHHWE CYMMBI OLEHOK HMCCIEAOBAHUA K MX
KOJIMYECTBY)

5.2. Pe3ynbTaThl KOJIMUYECTBEHHON OLIEHKH 3()()EKTUBHOCTHU JIEYEHHS JIEKaPCTBEHHBIM IpPENapaTom
B paMKax KIMHHYECKHUX I/ICCJ'IGJIOBaHI/II\/'I, MNpEACTAaBJICHHBIX 3aidBHUTCICM U (I/IJ'II/I) HafIHGHHBIX
CaMOCTOSITENIBHO IKCIIEPTHOM KOMUCCHEN

HaunmenoBanue OrneHka CTeNeH! JIOCTHKCHUS Hoctmxenue Onenka
KpUTEpHUS OLIEHKU LIEJIEBOT'O pe3ysbTaTa LIEJIEBOTO B Oasutax
3¢ deKkTUBHOCTU pe3ynbTaTa

(B mpo1eHTax)

L[EJIEBON Pe3ysbTaT MOJHOCTHIO
JNOCTUTHYT (BbICOKast 3(()EeKTUBHOCTB)
LIEJIEBOM pe3yJIbTaT YaCTUUHO
JNOCTUTHYT (cpenHsst 3hPEeKTUBHOCTD)
LIEJIEBOM pe3yJIbTaT HE JJOCTUTHYT
(au3kas 3¢ (HeKTUBHOCTb, OTCYTCTBUE
3¢hHEeKTUBHOCTH)

Utoro: cpennss ouenka 3ppekTuBHOCTH (OTHOLLIEHHE CYMMbI 0aJIJIOB MO KAXKIOMY
KpuTepUIo 3 (HEKTUBHOCTU K KOJIMYECTBY KPUTEPHUEB)

5.3. Pe3ynbTaThl KOJIMYECTBEHHOW OLIEHKH 0€30IaCHOCTH JIEUEHHsI JIEKapCTBEHHBIM IIperapaToM B
pamMKax KIMHHUYECKUX UCCIIeI0BAaHUM, TPEICTABICHHBIX 3asBUTENEM U (MJIM) HAlIGHHBIX CAMOCTOSITEIbHO
AKCIEPTHON KOMUCCHUEHN

Ouenka ypoBHs 6€3011aCHOCTH JIEKapCTBEHHOTO Yucno cirydaeB moOOYHBIX
npernapara nercTBuit Onenka B Oannax
(B mpo1eHTax)

ITo6ouHbIE AEHCTBUS OTCYTCTBYIOT
[ToGouHbIe ACHCTBUS JIETKOM CTETICHU
[To6ouHble AelicTBUS CpelHEN TSHKECTH
[ToGouHbIe ACWCTBUS TKEIOU CTETICHH
WTorosas olieHKa ypoBHS 0€30MaCHOCTH (CyMMa MPOU3BEACHUN CpeIHUX OaIOB MO KaXaA0My
YPOBHIO 0€3011aCHOCTH JICKAPCTBEHHOTO MIpenapara i COOTBETCTBYIOIIET0 BECOBOTO KO HUIIMECHTA)

5.4. PesynbpTarel OLEHKU JIOTIOJHUTENBHOM TEpPaneBTUUYECKOW I[IEHHOCTH JIEKAPCTBEHHOTO
npenapara, mpeCTaBICHHON 3asBUTENIEM U (MJIU) HAMIEHHOW CaMOCTOSITEIFHO SKCTIEPTHON KOMHUCCHUEH

HaumenoBanue kpurepus Pesynbrar onenku Onenka B Oaimnax
JOTIOJIHUTEIBHOM TepaIeBTUYECKON
LIEHHOCTHU

1. KpatHocTh Iprema
2. HoBbli1 MEXaHU3M JEUCTBHUS

5.5. toroBas oLeHKa KJIMHUYECKOW OLEHKU MPESIOKEHUs (CyMMa HMTOTOBBIX 3HAUEHUU TaOIMil
5.1.- 5.4)).

6. Pe3ynbTatrhl OIIEHKM SKOHOMUYECKHUX MOCJIEICTBHI MPUMEHEHUS JICKAPCTBEHHOTO IIpernapara:
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6.1. pacuyer crommocTH Kypca (roja) JICUEHHUS MpejIaraéMbIM JICKAPCTBEHHBIM IpEnapaToM IO
CpaBHEHHIO C JICKAPCTBEHHBIMH IIperiapaTaMy, BKJIIOUYEHHBIMH B IIEPEYHH, yKa3zaHHbIE B IyHKTe 1.l
HACTOSIIETO JOKYMEHTa, W TPUMEHSIONUMHUCS IO TEeM J>K€ TIIOKa3aHWsAM, YTO W IpeIaraeMblii
JIEKapCTBEHHBIN Ipenapar:

Mexnynapo | JlekapctBenn | Ilokazanue (kon Croumoctb Onenka
JTHOE ast popma MexayHapoaHo CrOMMOCTE r0/I0OBOTO (6amnoB) mist
HEIaTeHTOBA 51 [0I0BOTO Kypca, IIpEeAJIaraeMoro
HHOE CTaTUCTHYECKOU vpea paccunTaHHas | JEKapCTBEHHOTO
HAaNMEHOBaH KJaccuukanum a3321113-1H2;${ s SKCHEPTHOU npermnapara
ue OoJie3Hel 1 YK opraHuzaiuen
npooieM HPEIVIOAHCHHH (pyOueit)
P ’ 3asIBUTEIIEM Py
CBSI3aHHBIX (pybrei)
CO 3JI0POBBEM, Py
pacmudpoBka)

6.2. pe3ynbTaThl KIMHUKO-3KOHOMHYECKOW OIEHKH M OIICHKU BIIUSHHS Ha OIO/DKETHI OFOJKETHOM
cucteMbl Poccutickoit @enepannn (najnee - Or0HKET) JICKapCTBEHHOTO TMpernapara 1o Kax10My MoKa3aHuio
C yKa3zaHueM Koja MexayHapoHOW CTaTUCTHYeCKOW Kiaccudukanyy 0ojie3HeH M mpoOsieM, CBS3aHHBIX
CO 37I0pOBbEM, pactInpoBKa:

KInHNKO-3KOHOMUYECKOE UCCIIENOBAHIE

Pesynbrar onenku Orenka (0amioB)
(aHanu3 BnusSHUS Ha OIOJDKET)

KnIuHNKO0-3KOHOMHYECKOE HCCISOBAHNE

Ananus BIMAHUS Ha OIOMKET

HroroBas orenka mo pe3yiabTaTaM OIEHKH SKOHOMUYECKHUX TTOCIIEICTBHI
MIPUMEHEHHUSI JIEKAPCTBEHHOTO Tperapara Mo MmoKa3zaHuIo

7. UckmtoueH ¢ 9 Hos6ps 2018 1. - [locranosnenue [IpaButenscrBa Poccun ot 29 oxts6ps 2018 r.
N 1283

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio

8. toroBasi cyMMa OLIEHKH IIPEJUIOAKEHHUS U BBIBOJIbI SKCIIEPTHONH KOMHUCCHUHU O LIE€JIECO00pa3HOCTH
WIA HeLeaecooOpa3HOCTH BKIIOUEHMs JIEKAPCTBEHHOIO IIpernapara B IEPEYHU JIEKAPCTBEHHBIX
IIPENapaToB:

[Toanucu u pacumppoBka NOANUCEN IKCIIEPTOB:

(¢.1.0. pyKOBOAMTEIIS SKCIIEPTHON OpraHU3aIuu (IKCIepTa)

9. Uckmtouen ¢ 9 Hos0psa 2018 r. - [locranosnenue [IpaButenscrBa Poccun ot 29 oxtsi6ps 2018 r.
N 1283
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Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvloyuyro pedaKyuio

10. Ucknrouen ¢ 9 HosaA0pst 2018 r. - Ilocranosnenue IlpaBurensctBa Poccun ot 29 okta0ps
2018 r. N 1283

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio

[Toanuce u pacumdppoBKa NOAMUCH

Hara

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 8 uzmeneno ¢ 17 oexaopsa 2020 e. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021

Cm. npedvloyuyro pedaKyuio
MNPUJIOKEHHUE N 8
K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX MPEeNnapaToB
JJIs1 MEeUIIUHCKOTO MPUMeHEeHUs
U MUHUMAJIBLHOT0 ACCOPTHMEHTA
JIEKAPpCTBEHHBIX MPeNnaparos,
HEeOOXOMMBIX /IJIsl OKa3aHUA
MeIUIMHCKOM MOMOLIM
(c u3MeHeHUsIMM S uK0Hs, 3 nexkadops 2020 r.)

(bopma)

B Komuccnro MunncrepeTBa 31paBoOXpaHEeHHS
Poccniickoit ®enepanun

3akiro4enue
110 pe3y/bTaTaM aHAJIHU3a MEeTO10JIOTHYECKOI0 Ka4eCTBAa KJINHUKO-IKOHOMHYECKHX MCCIe0BAHUI
JIEKAPCTBEHHOI0 Npenapara u UCCJIeI0BAHUI C UCII0Jb30BAHHEM AHAJIM3A BJMSAHUSA Ha OI01KEThI
OromxeTHOM cucrembl Poceuniickoii @enepanuu, a TaKKe U3y4eHHs JONMOJTHUTEIbHBIX MOCJIeACTBUI
NPUMEHEeHHs JIEKapCTBEHHOI0 Ipenapara

1. Hacrosiiee 3aKkiIir0o4eHrE KacaeTcsi MaTepUaIIOB, MPEICTABICHHBIX:

a) ISl BKJIFOYEHUS JIEKAPCTBEHHOTO TIpenapara B CJICIYIONIUE IEPEUHH:

repevyeHb JKU3HEHHO HEOOXOJMMBIX ¥ BAKHEHIIMX JICKAPCTBEHHBIX IpenapaToB A
MEJIMIIMHCKOTO TPUMEHEHUS (J1ajiee - MmepedeHb )KU3HEHHO HEOOXOIMMBIX U BOKHEHUIIINUX JIEKAPCTBEHHBIX
[IpernapaToB);

MepevYeHb JICKAPCTBEHHBIX NPEMaparoB, MpEeAHA3HAYCHHBIX I oOecreueHus Jull, OOJIBHBIX
remopuianel, MYKOBUCIIMI030M, THUMO(GU3apHBIM HaHU3MOM, Oosie3Hbl0 [omie, 37I0KaueCTBEHHBIMU
HOBOOOpPa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHON M POJCTBEHHBIX MM TKAaHEU, PACCESTHHBIM CKIIEPO30M,
FEMOJINTHKO-YPEMHUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HAYaJioM,
Mykonosmcaxapuao3om I, II u VI Tunos, ammacTuueckod aHeMuel HEYTOYHEHHOW, HACJIeICTBEHHBIM
nepunurom QaxtopoB Il (pubpunorena), VII (mabunpnoro), X (Crroapra-Ilpayspa), nun mnocie
TPaHCIUIAaHTAIlMA OPraHoB © (WJW) TKaHEeW (Jajee - TMepedyeHb JIOPOTOCTOSAIIUX JICKAPCTBEHHBIX
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MpenaparoB);
ab3an uckimoded ¢ 17 aexadbps 2020 r. - Ilocranosnenue [IpaButensctBa Poccun ot 3 nexabps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio
0) yrpatun cuny ¢ 17 nmexabpst 2020 r. - Ilocranosnenue IlpaButensctBa Poccun ot 3 nexaOpst
2020 . N 2021

Wnpopmanus 06 H3MEHEHUSIX:

Cm. npedvloyuyro pedaKyuio

2. Undopmarus 006 OCYIIECTBISIIONIUX PACCMOTPEHUE MAaTE€pPUAIOB COTPYIHUKAX (eAaepaTbHOTO
rocy/lapCTBEHHOTO OIOKEeTHOro yupexkaeHus "LleHTp sKcnepTu3bl U KOHTPOJIS KaueCTBa MEAULIMHCKON
nomouu" MuHnucrepcrBa 3apaBooxpaneHus Poccuiickoit ®enepauuu (nanee - LleHTp sKcrepTH3bl)
BKJIIOUYAET B ceOs:

a) haMuInIo, UMsI, OTIYECTBO COTPYAHHUKA, €r0 JODKHOCTB;

0) ampec LlenTpa sxcneptussl, TenedoH ((hakc), SJICKTPOHHYIO IMOUTY.

3. Undopmanust o nekapcTBEHHOM IIpenapaTe BKIIOYaeT B ceOsl:

a) HAUMEHOBAHUE, B TOM UYHUCIIE:

MEXAYHapOJHOE HEMAaTeHTOBAHHOE HAaUMEHOBAaHHUE;

B Cly4a€ OTCYTCTBUS MEXIYHapOJHOIO HENAaTEeHTOBAHHOTO HAMMEHOBAaHUS - IPYNIHPOBOYHOE
HauMEHOBaHHUE;

B Clly4ae OTCYTCTBHSI MEX/IyHapOIHOTO HENATEHTOBAHHOTO WJIM I'PYNIUPOBOYHOTO HAMMEHOBAHUMN
- XUMUYECKOE€ HauMEHOBAHMUE;

B CJIy4ae OTCYTCTBUS yKa3aHHBIX HAUMEHOBAHUI - TOProBO€ HAUMEHOBAHMUE;

0) KOJI aHaTOMO-TEPAINeBTUUECKO-XUMUYECKON KIIacCU(UKAITUH JICKAPCTBEHHOTO Mpernapara;

B) IpeajiaraéMble K BKIIOYEHHIO JIEKAPCTBEHHbIE (DOPMBI 3apEerMCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapaTa (He0OX0IMMO MEePEUHCIIUTh);

r) uH(GOpPMaLMI0O O BOCHPOMU3BEICHHBIX WM OMOAHAJIOrOBBIX (OMOINMOMOOHBIX) JIEKAPCTBEHHBIX
npenapaTax (Ipy HaJIUYUN);

) uHGOpPMALMIO O JIEKapCTBEHHBIX IMIpernapaTax, BKJIIOYEHHBIX B II€peyYeHb JKU3HEHHO
HEOOXOJIMMBIX U BaXKHEWIINX JIEKAPCTBEHHBIX IIpEraparoB, B paMKaX COOTBETCTBYIOIIMX aHAaTOMO-
TEparneBTUUECKO-XUMHUYECKUX TPYII, a Takke O JIEKapCTBEHHBIX IIpernaparax ¢ aHaJOTMYHBIMU
MOKa3aHUSIMU K IPUMEHEHHUIO.

4. Pe3ynbTaThl OLEHKHM METOJOJIOTUYECKOT0 KAaueCTBAa KIMHUKO-DKOHOMUYECKUX HCCIIEIOBAaHUN U
UCCIIEIOBAaHUI C MCIOJIb30BAaHHEM aHAIM3a BIUSHHUS Ha OMOJDKEThl OIOJKETHOW cucteMbl Poccuiickoii
denepanun (nanee - OI0HKET) BKITIOYAIOT:

a) pe3yabTaThl OIL[EHKH METOJ0JOIMYECKOro KadecTBa KIMHUKO-DKOHOMHUYECKOIO HCCIIEI0BaHUS,
KOTOpBbIE 3aMOJIHSIOTCS 10 cienyomen GopMe Ha Kaxa0e NoKa3aHue K IPUMEHEHUIO:

O6ocHOBaHUE pe3ybTaTOB
OrneHka COOTBETCTBUS

. OLICHKH
Kpurepuit TpeOOBaHUAM (COOTBETCTBYET
METO/10JIOTMYECKOT0
WJTU HE COOTBETCTBYET)
KayecTBa

1. IlpencraBneHsl pe3ynbTaThl
OTEUYECTBEHHOTO UCCIIEI0BAHUS
(aBTOP, Ha3BaHME, UCTOYHHUK
nyOIMKaIu, ToJ)

2. PaccmarpuBaeMble TOKa3aHUS K
MIPUMEHEHHIO
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(98]

Br16op npenapara cpaBHEHUS

4.  Meroa KIMHUKO-
HKOHOMHUYECKOTO HUCCIICOBAHUS
- COOTHOIICHUS 3aTpaT H
3¢ (HEKTUBHOCTH, COOTHOIIECHUS
3aTpar U MOJIE3HOCTH,
MUHHUMU3AIHS 3aTPaT

5. Br1bop kpuTepueB OIEHKH

ahdexTuBHOCTH

6.  llena Ha nekapCTBEHHBIH
npenapar

7.  Pacuer npsAMbIX MEIULIIMHCKUX
3arpar

8. OmnucaHue MaTeMaTUYECKOMN

Mozenu (Ipy HAJIUYUH)
9.  IlpexacraBneHue 3aTpar npu
ONMCAHUU PE3YIbTATOB
10.  IIpencraBieHue pe3yapTaToOB
11. Ananu3 4yBCTBUTEIBHOCTH
12.  CcblUIKU Ha UCNOJIb30BaHHbIE
MCTOYHUKU HH(pOpMaLUU
BeiBog  (MeTO0JIOTHYECKOE  KAayecTBO
KIIMHUKO-3KOHOMUYECKHUX
HCCIIEIOBAaHUI: BBICOKOE, CpEIHEE WU
HU3KO0E)

0) pe3yabTaThl OLEHKU METOJOJIOTHYECKOTO KAaueCTBAa UCCIIEI0OBAaHUM C MCIIOJIb30BAaHUEM aHaIn3a
BIUSHUSA Ha OIOJKET, KOTOpbIE 3allOJIHAIOTCS IO ciexymoomeld ¢opMe Ha KaxAoe IOKa3aHHe K

MIPUMEHEHHIO:
OrneHka COOTBETCTBUS O6ocHOBaHUE pe3ybTaTOB
Kpurepuii TpeOOBaHUAM OLCHKHU
(COOTBETCTBYET MU HE METO/I0JIOTHYECKOTO
COOTBETCTBYET) KauecTBa

1. IlpencraBneHsl pe3ynbTaThl
OTEUYECTBEHHOTO UCCIIEI0BAaHUS
(aBTOP, Ha3BaHME, UCTOYHHUK
nyOIMKaIu, ToJ)

2. PaccmarpuBaeMble TOKa3aHUS K
IPUMEHEHUIO

3.  llena Ha jekapCTBEHHBIH
npenapar

4.  Pacder npsMBIX METUITTHCKHX
3arpar

5. Onwucanue MareMaTH4eCKOU
Mozenu (Mpy HAJIUYUH)

6.  IlpencraBiieHue npsiMbIX
MEJUIUHCKUX 3aTPaT Ipu
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ONMCAHUU PE3YIbTATOB
7.  BpeMeHHO ropu30HT
8.  XapakTepUCTHUKHU U YUCIEHHOCTb
1[€JIEBOM MOIMYJIALUY AUEHTOB
9.  IlpexacraBneHue pe3yabTaToOB
10.  Ananu3 4yBCTBUTEIBHOCTH
11.  CcblUiKu Ha UCTIOJIb30BaHHbIE
MCTOYHUKU HH(pOpMaLUU
BeiBog  (METOAOJOrMYECKOE  KauyecTBO
KIIMHUKO-3KOHOMUYECKUX HCCIIEJOBaHUI:
BBICOKOE, CpPEIHEE UJIU HU3KOE)

5. PC3y.]'IBTaTBI HU3YUCHUSA JOIMOJIHUTCIIbHBIX HOCJ'IGI[CTBI/II\/'I IMPUMCHCHUA JICKAPCTBCHHOT'O ITpCIiapara
BKJIFOYAIOT B CEO0s:

a) CBEJICHUSI O TOCYIApCTBEHHOM perucrpaiuu, oOpameHn, o0beMax TOCyIapCTBEHHBIX 3aKYIOK
MpeAyIaraeMoro JICKapCTBEHHOTO Ipernapara, a TaKKe JIEKapCTBEHHBIX IPENapaTtoB, BKIIOYCHHBIX B
MepeyCHb  JKU3HCHHO HCO6XOI[I/IMI>IX U BaXHEHUIIUX JICKAPCTBCHHBIX  IIpC€IIapaToB, B paMKax
COOTBCTCTBYIOIIHNX AHATOMO-TCPAINCBTUUCCKO-XUMHUYCCKUX TI'PYIIIl, UMCIOINIUX aHAJIOTMYHBIC IMOKAa3aHWA,

o cienyromieit hopme:

Mexnynap Howmep O06bembI
0JIHOE PErucTpaliOHHOTO roCyJIapCTBEHHBIX
HENaTeHTOB NOCTOBEpEHUS (B Obpamienue 3aKyIOK 3a
VI
aHHOE Clly4ae HaJIM4us OJJTHOTO Coox (ynakoBKH) 3a | IpPEIIIECTBYIOUINI
HauMEHOBa PErucTpaliOHHOTO HCfIETBI/ISI MEepUO/JI HE KaJICHIapHBIN ToJl
HUe Jlexapcr YIOCTOBEPEHHUS) WIH erucrpa | MEHEE OAHOTO
BEHHas KOJIMYECTBO III)HOHHOI;o KaJICH/1apHOTO
¢dbopma perucTparoHHbIX YI0CTOBE roja,
JIOCTOBEPEHUH (B MPEAIECTB aKOBO .
YCH P ( perus p yIO |yl pyGreit
ydae HaJTn4dus LIero nojaye K
HECKOJIbKUX MpeI0KEHUs
PETHCTPAIIMOHHBIX
YI0CTOBEPEHU)

0) pe3yapTaThl AKCHEPTU3bl MPOUYMX JAHHBIX [0 JIEKAPCTBEHHOMY IIpernapaTry IO CIeAyrollen
dhopwme:

Kpurepuu onenku Onenka
(6amoB)

Heob6xo1uMocTh npuMeHeHHs IEKapCTBEHHOTO MperapaTa JUisl IMarHoCTUKH,
MPOQUIAKTUKH, JI€UECHUS WIH PeaduIUTALUN IPU OKA3aHUU MEAUIIMHCKON TOMOIITU
B ciydae 3a00s1eBaHUil U COCTOSIHUH, Mpeo0IalaloliuX B CTPYKTYpe
3a00J1€BaeMOCTH U CMEPTHOCTH rpaknan Poccutickoit deneparuu, Ha OCHOBaHUU
JAHHBIX TOCYAAPCTBEHHOI0 CTATUCTUYECKOTO HAOJII0IEHUS

Hanuuwue 3apeructpupoBanHsix B Poccuiickoit @eaepanuy BOCIPOU3BEACHHBIX HIIN
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O1oaHanoroBbIX (OMOIOI00HBIX) JIEKAPCTBEHHBIX IIPENapaToB

Hanuuue nekapcTBEHHOTO Mpemnapara B iepeyHe CTPaTernyecky 3HaUMMbIX
JIEKapCTBEHHBIX CPEJICTB, IPOU3BOJICTBO KOTOPHIX JOJKHO OBITH OOECIIEUeHO Ha
tepputopun Poccuiickoit @enepanun

Hanuuue nekapcTBEHHOT0 Mpenapara B EpeyHsX JEKapCTBEHHbIX MIPENapaToB,
(bMHAHCHPYEMBIX 3a CUET CPEJICTB OrOKETOB cyObekTOB Poccuiickoit denepamumn
Hanuuue npounsBocTBa (JOKaJIM3alMK) JIEKAPCTBEHHOTO Mpenapara Ha TEPPUTOPUU
Poccniickoit ®enepanun

WToroBas olieHKa NPOUYMX JAHHBIX MO MPEITI0KEHUIO

B) CBEJICHHUS O PEKOMEHJANUSX MHOCTPAHHBIX areHTCTB IO OIEHKE MEIUIMHCKUX TEXHOJOTHH O
EJIECO00Pa3HOCTH TOCYIAPCTBEHHOTO ()MHAHCHPOBAHUS B WHOCTPAHHOM TOCYAAapCTBE MpPEIaraeMoro
JIEKapCTBEHHOTO TIpernapara 1o cienyromuiei gpopme:

[Tokazanue k PexoMenganmyu HHOCTPAHHBIX ar€HTCTB MO OLIEHKE MEAUIIUHCKHUX
MIPUMEHEHUTO TEXHOJIOTU I

6. CBeneHus A MOATOTOBKH MPEUIOKEHUN MO KOPPEeKUMH HAMMEHOBAaHUN JIEKapCTBEHHBIX
[IpernapaToB U HAaUMEHOBAHUN JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C
roCy/lapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEJICTB 110 cieayrolen popme:

MexnyHapoaHoe Cenenus A1 MOArOTOBKHU
HEMaTEeHTOBAHHOE . MPEIIOKEHUHN TI0 KOPPEKITNHI
OTtevecTBEHHBIN beil . PPeKl
HaUMEHOBaHUE JlekapcTBenHa . HaWMEHOBAHUH JICKaPCTBEHHBIX
WJTM UHOCTPAHHBIN .
s popma MpenapaToB 1 HAMMEHOBAHUH
MIPOU3BOIUTEIH

JIEKapCTBEHHBIX (POPM JIEKapCTBEHHBIX
IpenapaToB

7. llonnucu u pacmmdpoBKa MOAMHCEH COTpynAHHKOB LleHTpa sKcmepTH3bl, OCYIIECTBISIOMINX
OLEHKY METOJ0JIOTHYECKOTO KauyeCTBa KIMHUKO-dPKOHOMHYECKUX HCCIECIOBAaHUM W HCCIECIOBAHUN C
WCIIOJIb30BAHUEM aHAJIN3a BIUSHUSA Ha OIOKET:

(d.m.0. corpynnuka LlenTpa 3KCriepTH3bI, TIOAIHKCH)

(pyxoBoautens LlenTpa sxcnepTussl, §.u.0., TOIMUCH)

Hara

Wnpopmanus 06 H3MEHEHUSIX:

Ipunosicenue 9 uzmeneno ¢ 17 oexaopsa 2020 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 3
oexabps 2020 2. N 2021
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Cm. npedvloyuyro pedaKyuio
MNPUJIOKEHHUE N 9
K [IpaBmiam ¢gopmMupoBaHus nepeyHen
JIEKAPCTBEHHBIX MPenapaToB
JJIs1 MEUIIUHCKOTO MPUMeHEeHUs
U MUHUMAJILHOT0 ACCOPTHMEHTA
JIEKAPCTBEHHBIX MPENnaparos,
HEOOXOIMMBIX /IJIsl OKA3aHUA
MeIUIMHCKOM MOMOLIM
(c u3MeHeHUusIMM S uK0Hs, 3 nexkadops 2020 r.)

(bopma)

Hay4Ho 000cHOBaHHAsl peKOMEHAAMs 0 BK/JIYeHUHU (00 HCKIHYEeHUH, 0TKAa3e BO BKJIKYCHUN)
JIEKApPCTBEHHOI'0 NMPenapara B epevYHH JIeKAPCTBEHHBIX NPenapaToB AJ MeIUIUHCKOI0
NPpUMEHECHUSA U MHHHMAJIbHBIH ACCOPTHMEHT JICKAPCTBEHHLIX IIPpemaparos, HGOﬁXO)]l/[Mle JIsA
OKa3aHus MG}IHHHHCKOﬁ nmomMoIum *

1. HaumeHoBaHMe  JIeKapCTBEHHOro  Ipemapata  (MeXAyHApOJHOE  HEMAaTEHTOBAHHOE,
IPYNIUPOBOYHOE WIIM XUMUYECKOE)

2. JlexapcTBeHHasi popma JIeKapCTBEHHOIO IIpernapara

3. Hacrosimuii JOKyMEHT KacaeTcs MaTepHalioB, IPEICTaBICHHBIX:

a) JUIsl BKJIOUEHMSI JIEKApCTBEHHOI'O IIpernapara:

B IIepeyeHb IHKU3HEHHO HEOOXOJAMMBIX M BaXHEHIINMX JIEKApCTBEHHBIX IpenaparoB Ul
MEUIIMHCKOTO MPUMEHEHUS (Jlajiee - epeueHb BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB);

B II€pEYEHb JICKAPCTBEHHBIX IpPENaparoB, MpeJHAa3HAUYEHHBIX Jii OOecreyeHus JIUL, OOJIbHBIX
remMouiauedi, MyKOBUCIUJ030M, TUNO(HU3AapHBIM HAHU3MOM, Ooye3Hbl0 [lomie, 370KaueCTBEHHBIMU
HOBOOOPa30BaHUSIMHU JTUMGPOUIHOMN, KPOBETBOPHOM U POJICTBEHHBIX UM TKaHEH, pacCEsIHHBIM CKJIEpO30M,
IFEeMOJIUTUKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHCTEMHBIM  HayajoM,
Mykonosmcaxapuao3om I, II u VI Tunos, annacTuuyeckod aHeMuel HEYTOYHEHHOW, HACJIeICTBEHHBIM
nepunurom QaxtopoB II (pubpunorena), VII (mabunpnoro), X (Crroapra-Ilpayspa), nun mnocie
TpPaHCIUIAaHTAllMM OpraHoB MW (WJM) TKaHeW (Jajnee - IepeuyeHb JOPOrOCTOSANIMX JIEKapCTBEHHBIX
[IpernapaToB);

a63an uckimoded ¢ 17 aexadbps 2020 r. - Ilocranosnenue [IpaButenbctBa Poccun ot 3 nexabps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npeodwbloywyro peoakyuio;

B MHUHHMAJbHBI aCCOPTHMEHT JICKAPCTBEHHBIX IIPEIapaToB, HEOOXOIMMBIX ISl OKa3aHUs
MEJIUIMHCKOM MTOMOIIH (J1ajiee - MUHUMAJIbHBII aCCOPTHMEHT);

0) IU1s1 UCKITIOUEHUS JIEKApCTBEHHOTO Mperapara:

U3 [IePeYHsI )KU3HEHHO He0OXOAMMBIX M BAKHEHIIINX JIGKAPCTBEHHBIX IPENapaToB;

U3 TIEPEYHST JOPOTOCTOSIINX JIEKAPCTBEHHBIX MTPETIapaToOB;

a63an uckimoded ¢ 17 aexadbps 2020 r. - Ilocranosnenue [IpaButenbctBa Poccun ot 3 nexabps
2020 r. N 2021

Wnpopmanus 06 H3MEHEHUSIX:

CMm. npedvbloyuyro pedaKyuio
13 MHHUMAJILHOTO aCCOPTUMEHTA.
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4. 3asBreHHbIE OKa3aHUS JJIs1 IPUMEHEHUs JIEKapCTBEHHOTO Mpernapara (IepedrciuTh).

5. OOparieHue JIEKapCTBEHHOTO Mpemnapara Ha PhIHKE W HAJWYHE MPOU3BOJCTBA (JIOKATU3AIIHH)
JIEKapCTBEHHOT O npemnapara B Poccuiickoit denepannu, BKIKOYAs:

a) BpeMs BbIBOJIa JIEKApCTBEHHOTO Mpernapara Ha pbIHOK B MUPE;

0) rocynapcTBeHHYIO peructpanuio B Poccuiickoit denepannu;

B) HaJIW4YUe [POU3BOJICTBA BOCIPOU3BEACHHBIX WJIM OHOAHANIOroBbIX (OHMOMOIOOHBIX)
JIEKapCTBEHHBIX NPENapaToB.

6. AHaJOrMYHble JIEKAPCTBEHHBIE IpernapaTrbl B paMKaX aHaTOMO-TEPareBTHUECKO-XUMHUYECKHX
IpyINI, a TaKkKe Ha OCHOBAaHUM IOKa3aHMM K MPUMEHEHHUIO, CTaHJapTOB MEAMIMHCKOW MHOMOIIM H
KIIMHUYECKUX PEeKOMEHAalui (IIPOTOKOJIOB JICYEHHSI) U HAJTMYME BOCIPOU3BEACHHBIX MM OMOaHAIOT OBBIX
(6romno100HBIX) JIEKAPCTBEHHBIX MPENapaToB (B TOM YHUCIIE POCCUICKUX).

7. Kparkasi cpaBHUTENbHAs XapakTepuCTHKa 3(P(HEKTUBHOCTU M 0€30MACHOCTH JICKAPCTBEHHOTO
npernapara, a TaKk)keé 0COOEHHOCTH KIMHUYECKOTO MPUMEHEHUS JIEKapCTBEHHOTO IIpenapaTa B CPaBHEHUU C
aHajioraM (KJIMHMYECKHWE TpPYNIbl MAUEHTOB, BKJIKOYas BO3pacTHblE OCOOEHHOCTH M NIPOPUIIb
0€30MacHOCTH U JIp.) C YKa3aHWEM UTOTOBOM OIIEHKH MO pe3yibTaTaM KOMILJIEKCHOM olleHKHU (0auioB).

8. Kparkoe KIMHHUKO-?KOHOMHUYECKOE CPaBHEHHE IPEAJIaraeéMoro JEeKapCTBEHHOrO Mpernapara c
aHaJioraMH (CTOMMOCTb JIEKAPCTBEHHOTO IIpernapara M Kypca JIEYEHHs] IO 3asBJIEHHBIM IOKa3aHUSM,
CpPaBHEHME 3aTpaT CUCTEMbI 3[IPAaBOOXPAHEHMs] M JIp.) C yKa3aHHUEM HTOTOBOM OLEHKU IO pe3ysibTaTraM
KOMIUIEKCHOM OlIeHKH (0asuioB).

9. Pe3ynpTaThl METOJOJOTMYECKOIO KA4yeCTBA KIMHUKO-3KOHOMUYECKUX HCCIIEIOBaHUN U
HCCIIEIOBAHUI C HCIIOJH30BaHMEM aHaIHW3a BIMSHHUSA Ha OIOKETHI OMOHKETHOW cucTeMbl Pocchiickoi
@denepanyi ¢ yKa3aHHEM HUTOTOBOI OIIEHKM MO pe3ysibTaTaM KOMIUIEKCHON OLIEHKH (BBICOKOE, CpellHee
WIM HU3KOE), a TakXKe pe3yiabTaTbl OLEHKU JOTOJHUTEIbHBIX TIOCIEICTBUN IO JIEKapCTBEHHOMY
npenapary (6aoB).

10. LlenecooOpa3HOCTh BKJIIOUEHHUS B YKa3aHHbIE B IIYHKTE 3 HACTOSALIETO JAOKYMEHTa MEPEeYHU
JIEKapCTBEHHOI'O Mpenapara (B CBsI3U C HAJIMYUEM B KIMHUYECKUX PEKOMEHIAMAX (IPOTOKOJIAX JICUESHHUS])
U CTaHJapTax MEIWLUHCKOW MOMOIIM MO0 COOTBETCTBYIOIIMM IIOKa3aHUSIM) C YUYE€TOM PEKOMEHyeMOM
4acTOTHI [TPEIOCTABIICHUS IO ceaytomiei Gpopme:

Kpurepun onenku [Mkaia
Pe3ynbTat ouenku OLCHKHU
(6amnoB)
[lenecoobpa3HOCTh BKIIOUEHUS (HATHMYNE JIEKAPCTBEHHOTO 0,8 u BbITIIE +3
npernapaTa B CTaHJIapTax MEIUIUHCKOMN OMOIIN) C Y4ETOM 0,6 -0,8 +2
PEKOMEHTyeMOM 4acTOTHI MPEIOCTABICHUS 0,4-0,6 +1
0,2-0,4 +0,5
amke 0,2 +0,2
[lenecoobpa3HOCTh BKIIOUEHUS (HATHMYNE JICKAPCTBEHHOTO na +2
npernapaTa B KIMHUYECKUX pEKOMEHAAIUsIX (IPOTOKOIaxX HET 0

JIeUYEHUs)

11. 3ameyaHusi TIJIaBHOTO BHEIUTAaTHOTO cHenuanucta MUHUCTEPCTBA 3ApPAaBOOXPAHEHUS
Poccuiickoit @denepanuu Kk pe3yinbraraM KOMIUIEKCHON OLIEHKH (IIPU HaJIUYUK).

12. UtoroBbie Oamibl ¢ yueTOM Pe3yIbTaTOB KOMIUIEKCHON OIIEHKU U B COOTBETCTBUH C ITYHKTAMU
10 u 11 HacTosIIero JOKYMEHTA.

13. Kpatkwuit BEIBOJ O 11€71€CO00Pa3HOCTH BKIIFOUCHHS (MCKITIOUEHUS) JIEKapCTBEHHOTO Mpemnapara B
MEPEeYHU U MUHUMAJIbHBIM aCCOPTUMEHT, YKa3aHHBIE B ITYHKTE 3 HACTOSILEro JOKYMEHTA.

14. IIpeanoxxenus no 1enecooOpa3HOCTH UCKIIIOUEHUS JIEKAPCTBEHHOIO Mpenapara u3 nepeyHeit u
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MHUHUMAJIBHOTI'O AaCCOPTHMECHTA, YKAa3aHHBIX B IIYHKTC 3 HacToAECro JOKYMCHTA, B pPaMKax
COOTBCTCTBYIOIIUX AHATOMO-TCPAIICBTUYCCKO-XUMHUUCCKHUX TIPYyHIl, B TOM YHUCIC JICKAPCTBCHHBLIX
npenaparoB, MMCIOIINX aHAJIOTMYHBIC MTOKA3aHUA K IPUMCHCHUTO.

MOANHUCH U pacuInppoBKa MOIIUCH Jata

* PexoMeHzanuu (GopMUpYIOTCS C ydeTOM 3aKIIOYEHHH 110 pe3ysibTaTaM aHajiu3a METOJOJIOIMYECKOr0 KauecTBa
KJIMHUKO-DKOHOMHYECKMX HCCIEAOBAaHUN M aHanu3a WHPOPMAlMd O CPaBHUTEIBHOW KIMHUYECKOH A(PQEKTHBHOCTH H
0€30MacHOCTH  JIEKApCTBEHHOr0 Mpenapara, OLUEHKM DKOHOMHYECKHX IIOCIEACTBHA €ro INPUMEHEHHs, HU3y4YeHUs
JIOTIOTHUTENBHBIX TTOCIIECTBUI MPUMEHEHHS JIEKAPCTBEHHOTO TpernapaTa, NpuBeIeHHbIX B npuiioxkenusx N 7 u 8 k [IpaBunam
(opMuUpOBaHUs TiepeyHel JIeKapCTBEHHBIX IMPENapaToB I MEIUIMHCKOrO MPUMEHEHHS M MUHHMAJIBHOTO acCOPTHMEHTa
JIEKAPCTBEHHBIX TIPENapaToB, HEOOXOMUMBIX [UIsi OKa3aHUs MEIUIUHCKOW IIOMOIIM, YTBEPXKAECHHBIM IT0CTAHOBIICHUEM
[IpasurensctBa Poccuiickoit @enepanun ot 28 aBrycra 2014 r. N 871.
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