3 KK M LIeHTD SKCNEPTHEE! M KOHTROARA
KAYSCTEE MEOMUWHCKOR NoMOLLA

JKCnepTHble opraHusauumn.
AHanu3 KayecTtBa padboThl

PIrbY «LleHTp aKcnepTU3bl U KOHTPONSA KayecTBa
MeaAuLMHCKON nomowmn» MuHucrtepcTBa

3apaBooxpaHeHusa PO
OwmenbsiHosckuli B.B.




®epepanbHbit 3akoH OT 12.04.2010 N2 61-03
"06 o6paweHnn neKkapcTrBeHHbIX cpeacTs”

Cratba N2 4

«55) KOMIJIeKCHas OLleHKa JiIeKapCTBEeHHOro
npenaparta S oueHKa 3aperucTpmMpoBaHHOro
NeKapCTBEHHOro Npenapara, Bk/4yalwas B cebs

saHanms nHdopmMaummn o] CpaBHUTENIbHOM
KJIMHNYeckon 3ddeKTMBHOCTM U 6e3onacHocTu
NeKapCcTBEHHOro nNpenapara,

*OLEHKY 9KOHOMMUYECKUX nocneacresmmn ero
npuMEeHEHU4,
‘ndyyeHue AOMNOJIHNTEJIbHbIX nocneacreMm

NMPpUMEHEHNA NEKAPCTBEHHOIO rNMpenaparta

B LENSX MPUHATUA pEeLEeHNn O BO3MOXHOCTM BKJ/IHOUYEHUS
NIEKapCTBEHHOIO npenaparta B nepeyeHb XXM3HEHHO
HEOO6XOAMMbIX W BaXXHEWLWKUX NEKApPCTBEHHbLIX MpenapaTos,
HOPMaTMBHbIE  MpPaBOBble aKTbl W  WHblE  OOKYMEHTHI,
onpeaensowme NOpsSAoK okasaHUs MeaUUMHCKOM MOMOLLKN, UK
WUCKNIOYEHUSI €ro W3  yKasaHHbIX MEepeyHs, aKToB U
OOKYMEHTOB.»

(n. 55 BBeageH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-
®3)

MepeyHu

= )KHBJII

= [lopoaocmosiwux J1I1

= JI'1 dns8 omderibHbIX Kamez2opuli 2paxdoaH (1b20mHhbIU)

» MuHUMasbHbIU accopmuMeHm

KoMmnnekcHas oueHKa neKkapCTBeHHbIX npenapaTtoB (110ka Hem
MeOUUUHCKUX mexHorsioaul)

DddhekTnBHOCTb + besonacHOCTb + 3aTpaTHOCTb =

B




HopmaTuBHO-npaBoBoe perynupoBaHue OT3 B
Poccuu: NoctaHoBneHue
[MpaButenbcTtBa PP Ne 871

OOHoOBRNEeH: aKkTyanbHada pegakumg ot
29.10.2018

NMepeyHu:

§ YKHBMM

§ Hoporoctosawmx JIM (12
BblCOKO3aTpaTHbIX HO30S10M1I)

§ JIIN ans otaenbHbIX KaTeropum rpakgaH
(OHJIC)

§ MuHMMarnbHbIM aCCOPTUMEHT




Kak Ob1510: 3KCcnepTHbIe opraHM3aLmun

NMOCTAHOBNEHWE MPABUTEJIbCTBA POCCUNCKOW OELOEPALIMN Ne871 B
pegakuum ot 12.06.2017

20. Komuccus B cpok, He npeBbllwarowmn 7 gHen co AHS BbIHECEHUS NOMNOXUTENBHOrO 3aKkntovYeHns
Nno pesyrnbratamMm OOKYMeHTallbHOM SKCNepTU3bl, HanpaBnAeT npeasioXXeHne B OTHOLLEHUM
NeKkapCTBEHHbIX Npenapartos, nNpeafaraeMbliX A5ns BKITHOYEHUS (UCKITIOYEHNSA) B NEPEYHN, Ha
3aKcnepTuly B npohnnbHy0 heaepanbHyo rocygapcTBeHHY0 0OpasoBaTesibHy0 opraHusauuio
BbICLLIEr0 0ObpasoBaHNsA (MegUUMHCKOro U (Mnu) doapmaueBTUYECKOro) U (UNu) OOMOSNHUTENBLHOIO
npodeccmoHarbHoro obpasoBaHnd, OCyLLEeCTBASIOLWYIO B Ka4eCcTBe yCTaBHOro Buaa
AeATerIbHOCTU Hay4YHO-UCCeaoBaTeribCKyH AeATeNIbHOCTb, IM00 B MeAULIMHCKYIO U (UNn)
dapmaLeBTUYECKYHO Hay4YHYIO OpraHusauuio, noaseaomcteeHHy0 MnHucrtepcTBey
3apaBooxpaHeHus Poccunckoun Pepgepaumm nnum HaxogsLwyroca B BeaeHun depepanbHOro
areHTCTBa Hay4YHbIX OpraHu3auuu (aanee - aKCnepTHasa opraHM3auunsa), ¢ NpegocTaBliEHNEM
OO0CTyna K 3fIEKTPOHHbLIM BEPCUSAM NPeacTaBrieHHbIX 3adaBUTENAMU JOKYMEHTOB N CBEAEHUIN, B TOM
yucne JOKYMEHTOB pPerncTpaumMoHHOro 4OChe Ha NIeKapCTBEHHbIW Npenapart, pasMeLleHHbIM B
yCTaHOBIIEHHOM Nopsake Ha ouumanbHOM canTte B cetu "UHTepHeT".



Kak Ob1510: 3KCcnepTHbIe opraHM3aLmun

NMOCTAHOBJIEHVE MPABUTENBCTBA POCCUNCKOW OELNEPALINM Ne871 B
penakumm ot 12.06.2017

21. lNepeyeHb 3KCNepPTHbIX OpraHu3auuun yrteepxagaetcsa MMHUCTepcTBOM
3ppaBooxpaHeHusa Poccunckon degepaumm n pasmellaeTcs Ha
opmumnansHoM canTe B cetu "IHTepHeT".

22. JKcnepTn3a npensioXeHuUs (ganee - akcnepTmsa) BKrro4vaeT
KITUHNYECKYI0 N KITMHNKO-3KOHOMUYECKYHO OLIeHKY JfleKapCTBEHHOro
npenaparta 1 NPoBOAUTCHA 3KCNEPTHOWU opraHnsaunen B tedeHme 30 gHeun co
OHA Mony4vYeHnss oT KOMUCCUN NPEONOXEHUS.

24. OueHKa nHpopmauumm 3aaBuTeris o 6e30nNacHOCTU, KayecTBe U

3¢ peKTUBHOCTHU JfIeKapCTBEHHOro npenapara OCyLLIEeCTBAETCA Ha OCHOBE
NHTEerparnbHbIX LWKan OLEHKN fIeKapCTBEHHOMo npenapara, KoTopble
npmBeneHbl B npunoxeHun Ne 6 (8xkrnroyas 0ornosiHumersribHble 0aHHbIE).



KomnnekcHasa oueHkKa

MOCTAHOBNEHWE MPABUTEJIbCTBA POCCUNCKOW ®EJEPALIMM Ne871 B peaakumm oT
29.10.2018

6. JlekapcTBeHHble npenapaTbl NoanexaT UCKNIYEHUIO U3 NEPEYHS Ba)KHENLLIMX NTIEKAPCTBEHHbIX
npenapaToB, NepeYHsi AOPOrocTOALLMX NIEKapCTBEHHbIX NpenapaToB, NepeYvHs nekapCTBEHHbIX
npenapaTtoB Ansi obecneyYeHuns oTaenbHbIX KaTeropun rpaxaaH (ganee - nepevyHn) 1 MMHMMarbHOro
acCOpPTMMEHTA B CreayoLLnX cry4yasx:

X) npeacTaBneHne Hay4yHo 060CHOBaAHHOM peKoMeHdaUnn rmaBHOro BHELLITATHOrO crieymannucTa
MuHucTepcTBa 3apaBooxpaHeHusa Poccuimnckon Pegepauunn (oanee - rmaBHbIN SKCMEPT) Mo
pesyrneratamMm NpoBOANMbIX

8 paMKax aHamoMo-mepanesmuyecKo-xumMu4deckol apyrnbl aHanu3a uHgopmauyuu o
cpasHuUmersibHoU KIuHUYecKol aghgpekmusHocmu u 6e30macHoCmMU f1eKkapCcmeeHHo20 rpenapama,
OUEHKU 3KOHOMUYECKUX riocriedcmeauti e2o rpuMeHeHUs U U3ydYeHUs O0nosIHUMesribHbIX
rnocrnedcmeuli MPUMeHeHUs NleKkapcmeeHHOo20 rpernapama

(maanee - KomnreKkcHasa oueHKa).

(nn. "x" BBegeH [octaHoBneHvem lNpasutensctea PO ot 29.10.2018 N 1283)


consultantplus://offline/ref=99BA6DA72E756B2528E0E3CF682CDF537C94DC2B449BC88D80AF534850ED1400C17B1633687C7E7156F21383EB9391417D595AF8BE606EE0Z7BCL

[JeATenbHOCTb 3KCNEepPTHbIX OpraHu3auun B pamMmkax
KOMMJIEKCHON OLEHKU

[MTOCTAHOBIJIEHWE Ne871 B pepakuun ot [MOCTAHOBIJIEHVE Ne871 B pepakuun ot
12.06.2017 29.10.2018
OueHka: OueHka (No HOBbIM LLKanam):
KaydecTBa KITMHUYECKMUX UccregoBaHUn KadecTBa KITMHUYECKMX nccrnenoBaHnn (ypoBeHb
(ypOBeHb A0Ka3aTeJibHOCTN AaHHbIX, YPOBEHb A0Ka3aTeJibHOCTU OaHHbIX, YPOBEHDb
yb6eanTenbHOCTN OoKa3aTesibCTB) ybeanTenbHOCTM oKa3aTesibCTB) C y4eTOM

onpeaeneHHbIX KpUTepueB UX
MeTOAO0NOrM4ecKkoro Ka4ecrBa

CPaBHWUTENbHOW KIMMHNYECKON 3P PEKTUBHOCTY CPaBHUTENBHOW KMMHUYECKON 3MEKTUBHOCTY
n 6esonacHocTtn J1I1 6e3onacHocty NN

AO0MOSTHUTENbHOM TepaneBTUYECKOW LLEHHOCTU O0MONMHNTENbHON TepaneBTUYECKON LLEHHOCTU
LN I

KIMMHUKO-3KOHOMMUYeckon adodpektmaHocTu J1I1, KITMHUKO-3KOHOMMYeckon adodpektnaHocTu J1IT,

C y4eToMm ctonumocTun Kkypca JII'1 ctonmocTu Kypca Jill

OOMNOSTHUTENbHbIX AaHHbIX O J1I — AONOAHUTENbHbLIX AaHHbIXx o JII



JKCNepTHbIe opraHn3auun

CornacHo NMOCTAHOBJIEHMIO MPABUTENBCTBA POCCUMNCKOW ®EOEPALINA
Ne871 B pegakuumn ot 29.10.2018

JKcnepTHaa opraHM3auunsa — npodurbHada doeaeparnbHad rocygapCcTBeHHas
obpasoBartesnibHas opraHu3aums Bbicllero obpasoBaHnsa (MegULMHCKOro n (Unu)
dapmaueBTUYecKoro) n (1) gonosIHUTENBLHOro NpodeccnoHansHOro obpasoBaHus,
OCyLLeCTBNSALWAas B Ka4eCcTBe YCTaBHOIMo BMaa AeATEeNbHOCTU Hay4HO-
nccriegoBaTenbCKyo OeATENbHOCTL, MO0 B MeanunHckas n (unm) goapmaveBTnyeckas
Hay4YHas opraHusauusd, noasegomctTeeHHad MUHUCTEpPCTBY 34paBOOXpPaHEHUd
Poccurckon ®egepaumm nnn MMHUCTEPCTBY HAaYKN M BbiCLLEro 0Opa3oBaHUS
Poccunckon egepauun.

[MepeyeHb 3KcnepTHbIX opraHn3auumn yteepxaaetca MMHUcTepcTBOM
3apaBooxpaHeHus Poccuimnckon ®egepaumnn n pasmellaeTca Ha opuunansHOM canute B

cetn "IHTepHeT".
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JKCNepTHbIe opraHn3auun

MOCTAHOBNEHWE MPABUTESIbCTBA POCCUNCKOW ®EOEPALIMM Ne871 B peaakumu ot
29.10.2018

20. Komuccunsa B Cpok, He npeBbllwatowmin 2 pabounx AHen co OHS BbIHECEHUS MOSTOXKUTENBbHOTO
3aKIYEHUsA No pesyrisTaTaM JOKYMEHTaNbHOM 3KCMNeEPTU3bl ........ HanpaBnseT NPeanoXeHns .......

a) B ®I'BY "LleHTp aKcnepTu3bl N KOHTPONSA KayecTBa MeAULUMHCKOU noMmowm” ............. ans:

- MpOBefeHUNsA aHanmsa MeToAoSIoOrM4YecKoro KayectBa KNMHUKO-3KOHOMUYECKUX NccrieqoBaHun v
nccregoBaHuK C UCMONb30BaHMEM aHanM3a BIUAHUS Ha Oro4XKeTbl B COOTBETCTBUN €
TpeboBaHNAMU K METOAOSIOrMYECKOMY Ka4yecTBy ..... , KOTOpble NpuBeaeHbl B npunoxeHum Ne 5(1),

: U3y4YeHUs OONONTHUTESNbHbIX NOCNeACTBUN NPUMEHEHNS NEKAPCTBEHHOIO nNpenapara Ha OCHOBaHU
LKan -npunoxeHun Ne 6;

6) B npochnnbHY0 (hegeparnbHyo rocydapCTBEHHYO 0OpasoBaTenbHY0 opraHM3aumio ........ (aanee -
3KcnepTHaAa opraHuU3auus), 4nsa nposeaeHns

- aHanusa MHdopmauun 0 CPpaBHUTENBLHOW KIMMHNYECKON 3 PEKTUBHOCTMN U 6E30NaCHOCTU, OLIEHKN
9KOHOMMYECKUX NOCNeacTBMN ero NpUMEHEHNA Ha OCHOBE MHTErparsbHbIX LWKar, KOTOpPbIE NMPpUBEOEHbI B
npunoxeHmn Ne 6.

(n. 20 B pea. lNoctaHoBneHus lNpasutenbctea PO ot 29.10.2018 N 1283)



KayecTBO KNMHU4YeCKuUx uccrnenoBaHum

B peaakuuu NMNoctaHoBneHnsa Ne871 ot 29.10.18 onpeaeneHbl KpUTEPUU KavecTBa KNMHUYECKNX UccnenoBaHUmn
C YY4€TOM UX MEeTOAONIOrM4YecKoro Kayecrea

[Mpumep:

[MoctaHoBneHne Ne871 ot 12.06.17: «MacwTabHble paHOOMU3MPOBaHHbIE KNUHUYECKNE NCCEeN0BaHUS C
OOHO3HAaYHbIMU pe3ynsTaTamMu U HU3KOM BEPOATHOCTLHO OLUMOOKY

KOHKPETU3NPOBAHO

[MocTaHoBneHue Ne871 ot 29.10.18: «PaHaoMmn3npoBaHHbIE KNUHUYECKUE UCCNEeOoBaHNSA C HU3KOU <5> nnn cpeaHen
<4> BepOSATHOCTbIO OLLUNBOKY

<4> CpeaHsst BEPOSATHOCTb OLWMOOK Np1cBanBaeTCcs UccrneqoBaHnsiM nioboro ansanHa B criyvyae OTCyTCTBUS MHGpopMaLumy UM HeJoCTaTOMHOCTU MHAOPMaLMn
no ogHoMy unu 6onee ycnoBusiM OLeHKN BEPOSITHOCTM BO3HUKHOBEHUS OLLNBOK.

<5> Huskasa BepoATHOCTb OLIMBOK paH4OMMU3MPOBAHHBLIM KITMHUYECKUM MCCegoBaHNsM NpMcBanMBaeTcs Npu cobniogeHnn ogHOBPEMEHHO CneayroLwmnx
YCITOBUM:

0 paHaoMu3aums NpoBoAMach Ha OCHOBE Cry4YaliHOW NocreaoBaTernlbHOCTM YNCEN, FTeHePUPYEMON KOMMbIOTEPOM;

0O "ocnenneHue" 6bI10 3as8BEHO UK OTCYTCTBUE "ocnensnieHms" He MOrno NOBNUATL Ha 3dEKT BMeLLATENbCTBA (€CNM U3yvYaeMbI B UCCIIeA0BaHUN
NepBUYHbIA KpUTEPUn 3OGEKTUBHOCTU NI 6€30MacHOCTU ABMANCA OOBLEKTUBHBIM);

0O gons naumeHToB, BbiObIBLUMX U3 UCCreoBaHus, cocTaBuna meHee 20 NpoLUEeHTOB UITN U3dy4arncd aHarin3d BpemeHun o cobbITnA (Hanpvlmep, obwasn
BbKMBAEMOCTb, Bb)KMBAEMOCTb 6e3 nporpeccnpoBaHna 1 ,D,p.);

0 npencTaBneHbl pe3ynbTaThl Mo BCEM 3aniaHMPOBaHHbIM AS U3y4eHUs1 KputepusMm agppekTMBHOCTU 1 6e3onacHoCTK.
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JononHuTenbHble nocnencTeusa npumeHeHus Jil
(B pegakuum NoctaHoBneHust Ne871 ot 12.06.17 — gononHutensHble aaHHble o J1IN)

CBeoeHna o rocygapCTBEHHOM peructpaunmn, obpalleHnn, oobemMmax rocyadapCTBEHHbIX 3aKymnokK )
npeasiaraemMoro fekapcTBEHHOIO nNpenapara, a Takke NIEKapCTBEHHbIX MpenapaToB, BKIIHOYEHHbIX B
nepeYeHb XNU3HEHHO HEOOXOAUMbIX N BAXKHEWLLMX JIEKAPCTBEHHbIX NpenapaToB, B pamMKax
COOTBETCTBYHLLUNX aHAaTOMO-TepaneBTUYECKO-XMMUYECKMX TPYMM, UMEIOLMX aHanorMyHble rnokasaHms

HeobxoanmMocTb NPpUMEHEHNS NEKAPCTBEHHOIO npenapara anst AMarHoCTUKK, NPpodUnakTukm, neyveHns )
nnun peabunutauyum 3aboneBaHuim, CUHAPOMOB UM COCTOAHUI, NpeobnagarWwmx B CTPYKType
3aboneBaeMocTu U cMepTHOCTU rpaxkgaH Poccuickon depepaummn, Ha OCHOBaHUM OaHHbIX

rocyJapCTBEHHOro CTaTUCTUYECKOro HabnaeHUs 2018
Hanunune 3apernctpupoBaHHbIX B Poccuiickon ®enepaumm BOCnpon3BeaeHHbIX NeKapCTBEHHbIX ®rby
npenaparoB «LJOKKMIT»

Hannune nekapcTBEHHOro npenapaTa B NepeyHe cTpaTermyeckm 3HaunMblX JieKapCTBEHHbIX CPeaCTB,
NPOM3BOACTBO KOTOPbIX AOIMKHO BbITb 0becnevyeHo Ha Tepputopumn Poccuinckon depepaumn,
yTBEepXXaeHHOM pacnopsaxeHuem lNpasutenscrea Poccunckon @egepauum ot 6 nonga 2010 . N 1141-p >2017

Hanuuune nekapcTBEHHOro npenapara B NepeyHax nekapcTBEHHbIX NpenapaToB, UHAHCMPYyEMbIX 3a
cyeT cpeacTtB bOoaxeToB cybbekToB Poccurckon degepaumm

Hanunune npounssoacTBa (Jlokanusaunmn) nekapcTtBEHHOro npenapara Ha Tepputopumn Poccuinckon
denepaumm /

Llenecoobpa3HoCTb BKNIOYEHUS NEKapCTBEHHOrO npenapaTa B cTaHaapT MeauLUMHCKON NOMOLLM C
YYETOM PEKOMEHAYEMOWM YacTOThbl NPeaoCcTaBneHns

LlenecoobpasHOCTb BKMOYEHUS B KITMHMYECKME pekoMeHOaumn (NPOTOKOSbI NeYeHns)

2018: Hay4yHO-060CHOBaHHas pekoMeH4auUna rMaBHOrO BHELLTATHOrO crneumnanucta



OueHKa KayecTBa padboTbl 3KCMNEePTHbLIX OpraHu3auunmn
N Hannuna KoHdpnukKTa UHTepecoB

OIbY «LUSKKMI1» 6bina BbiNONHEHa OUEHKa:

- KadecTBa paboTbl 3KCnepTHbIX opraHn3auuin B 2018 rogy (no
nopydeHunio MuHsagpasa PO);

- Hann4na koHdnukTta nHtepecos (2016 — 2018 rr.)

Kputepun Hann4ns KoHgrnKTa MHTEPECOB:
aBTOp NpuUNoXxeHHbIX K INpeanoxeHuto o BkntoveHnn Ko vnn ABB:

BXOAUT B COCTaB SKCﬂepTHOVI KOMNCCUn

Ha MOMEeHT BbinonHeHna KOW nnn ABB sBnanca coTpyaHUKOM SKCNepTHOM
opraHmsauum (Npm 3TOM aBTOP He BXOAWUT B COCTaB 3KCMNEPTHOM KOMUCCUN)




MPOLIEOQYPA ®OPMUPOBAHUA NEPEYHEN

KomMmnnekcHasi oueHka

[okymeHTanbHas ;
aKcrnepTu3a | :
: I
I OKCnepTHble opraHM3aunmn
Mun3agpas Pocouu i P P 5 :
|
1 AHanus :
I MHdOpMaLUKM O CpaBHUTESTbHOM I ’ BC
: KMUHNYeCKon aO(PEeKTUBHOCTU U I 2 [HS [MpuHATUE pelleHns Ha
I Ge30nacHocTH, OlieHKa : MoaroToska Hay4Ho 3acefaHnsiX KOMUCCUKN O
I 3KOHOMWYECKMX NMocneacTBum I 060CHOBaHHBbIX / n
: npuMeHeHMst i DeKOMEHIaL BKIIOYEHUW/UCKIIOYEHUM
2 OHA : MaBHbIM - 3
I [ BHELLTATHbIM oAaia . acep,al-wls
: OrBY i cneumnanucTom npeanoXxeHuu KoMuccumn
! «LIOKKMM» Munagpasa Po [iE Muranpasa Poccny 10.01 10.05
|
: OueHka : 10.04 10.08
I METOA0SI0MMYECKOro KayecTBa
: K3 1 ABE : 10.07 10.11
! ¥ : 10.10 10.02
i 3y4eHMe JOMONHNTENbHBIX I
: rMoCNeAcTBui npumeHeHns I : *Ha o0HO 3acedaHue 8bIHOCUMCS He
: [

» bonee 15 npenapamos. B pamkax
1 O ﬂ'Hel/I 00HO20 Keapmarna 3acedaHull
Komuccuu Moxem bbimb HECKOITbKO

13

30 aHen




AHanu3 KayectBa paboTbl
JKCNEepPTHbIX OpraHn3auun
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OueHnBaeMble NMYHKTbI 3aKITHO4YeHUA 3KCNEepPTHbIX opraHn3auumn
(cornacHo loctaHoBneHnto Ne 871 B pegakunm ot 12.06.17)

5. Pe3ynbratbl  KIMHUYECKOW OLIEHKM MPEASIoKEeHUs

o 5.1. Pe3ynbraTtbl OLEHKN Ka4ecTBa KIMMHUYECKUX NCCNeaoBaHW NekapCTBEHHOro npenaparTa,
NpeacTaBneHHbIX 3asiBUTENEM U (MNW) HAWAEHHBIX CAMOCTOATENBHO 3KCNEPTHOW KOMUCCUEN

o 9.2. PesynbraTbl KONU4YECTBEHHOWN OLEHKN 3(PJEKTUBHOCTIN NEeYeHNs fieKapCTBEHHbLIM NpenapaTom B
paMKax KIMHUYECKMUX UCCrefoBaHuin, NpeaCcTaBneHHbIX 3adaBuTenem u (Unm) HangeHHbIX
CaMOCTOSATESIbHO 3KCMEPTHON KOMUCCUEN

o 5.3. Pe3ynbraTbl KOIMYECTBEHHOM OLIEHKM 6€30MacHOCTU JIeYEeHNSI NEKApPCTBEHHLIM rnpernapaTtom B
paMKax KIMHUYECKMUX UCCrefoBaHui, NpeacTaBneHHbIX 3agaButenem u (Unm) HangeHHbIX
CaMOCTOSATESIbHO 3KCMEePTHON KOMUCCUEN

o 5.4, PesynbraTbl OUEHKN OOMNOSTHUTENTIbHOW TepaneBTUYECKOW LLeHHOCTU NIeKapCTBEHHOrO npenapara,
npeacTaBfieHHON 3aaBuUTenem 1 (Mnn) HangeHHON CaMOCTOATESTbHO 3KCNEPTHOM KOMUCCUEN

o 5.5. AToroBas oueHKa KNMHNYECKON OLIEHKM NPpeasioXeHusi (Cymma UTOroBbixX 3Ha4eHun tabnuy 5.1. -
5.4.).

6. Pe3ynbsraTbl KITMHUKO-3KOHOMNYECKOW OLIEHKU MPeaoXeHus
7. Pe3ynbsraTbl 9KCMNepTU3bl MPOYMX AaHHbIX N0 NPeasIoKeHNto (0onornHumeribHbIX 0aHHbIX)

8. ItoroBast cymma oLEeHKN NpeasrioXXeHUsa U BblBOAbl 9KCMNEPTHOM KOMUCCUK O LIENecoobpasHOCTU  Unu
HeLenecoobpasHOCTU BKIMOYEHUS (UCKITIOYEHMSA) NEKAPCTBEHHOIO npenapara B NepeyHn nekapcTBeHHbIX
npenapaTos



Pe3ynbTaThl OLLeHKU KayecTBa paboThbl 3KCNePTHbIX OpraHn3aumm

Obuiee konn4yecTBO OWKNOOK (MO YBbIBAHUIO) SKCNEPTHLIX OpraHn3auumn rno aHannay

112 3aKnO4YeHunn ;

[YHKT 3aKNt04eHunA

Obuwee KonnyecTso
ownboK

7. JononHnTenbHbIE AaHHbIE 160
5.1. KauecTtBO KAMHNYECKUX nccneaoBaHnm 75
6. KAMHMKO-9KOHOMUYECKaA OLeHKa 70
5.3. KonnyectBeHHOM oLleHKa 6e3onacHOCTH 55
5.2. KonnyectBeHHas oueHKa 3pPEKTUBHOCTU 46
8. ToroBaa cymma, BbIBOAbI O LLenecoobpasHOCTU Naun 27
HewLenecoobpasHOCTM BKAOYEHMSA B NEPEYHMU

5.4. lononHUTenbHaA TepaneBTUYECKaa LLEeHHOCTb 14
5.5. Cymma ntorosbix 3Ha4yeHun tabaumuy, 5.1. - 5.4, 12

NToro:

459

OrpaHu4eHHble pecypcChbl,
/ OTCYTCTBME BHYTPEHHUX
0a3 AaHHbIX

*— HepocTaTok KBanudgmkauumm

AN

CnopHble WKanbl

(B pepakumm NoctaHoBeHUA
Ne871 ot 12.06.17)




Bbinn oueHeHbl 112
3aKIto4YeHnn no
pesynesraram
nposegeHns
aKCnepTm3bl
npeanoXxeHns o
BKITHOYEHUM B NEPEYHMN,
NCKNIOYEHNN U3
nepeyvHen.

He oueHunBanuco
3aKr4YeHns no
pesynbratam
npoBeaeHnsA
9KCnepTm3bl
npeanoXxeHns o
BKIHOYEHUU U
ncknoyeHum J1MN B
MWHUMarbHbIN
aCCoOPTUMEHT

PesynbraTthl
CpeaHee KONMMYeCcTBO OLUINOOK ANsl IKCNEePTHbIX OpraHu3sauumu

Ne opraHwWzaymm Htoro samevaHuii |Konu4ecteo HToro samedvaHui
(paHxupoeaHue no MpeanoxeHuid Ha MpegnoxeHune
cpegHeMy Kon-By ownboK)
1[N 42 5
210 20 3
3| 13 2 > OueHb GorbLLOe KOM-BO oLwnbok, 5 0
4k 19 3
s | 6 1
60 29 5
7B 23 4
sl | 33 6
o | 11 2 > BOMbLLOE KOM-BO owwmnbok, 7 30
10 (I8 29 6
11 [ 42| 10
12[0 16 4 40|
13| 30 8 3,8 )
14 (8 15 4 3,8
15 [ 42 12 3,5
160 14 4 35
17|80 | 10 3 3,3
18 3 ! e CpepnHee kon-Bo owmnbok, 11 30
19( | 3 1
200 | 8 3
21 ] 13 5
20 10 4
230 17 8
24 | 5 3
25| 4 3 Manoe kon-Bo ownbok, 3 30
26| 2 2
459 112 17




Pe3ynbTaT OLEeHKM Hanu4mnsa KOHMNMUKTa MHTepecoB

lop, Kputepumn Utoro
Astop ABB nan K3 exogmnT B coctas AsTtop ABB nam K31 Ha momeHT BbinosiHeHUA KU nan
3KCMepTHOM KOMUCCUM ABB aBnanca cOTpyaHUKOM 3KCNEPTHOM OpraHuU3aumu
(aBTOp HE BXOAUT B COCTAaB IKCNEPTHOM KOMUCCUN)
2016 |2 1 — nccneposaHme BbinosiHeHO B 2016 roay 3
2017 |1 3 — nccnenosaHuA BbinonHeHbl B 2008, 2012, 2013 4
roay
2018 |6 1 — nccneposaHme BbinosHeHO B 2018 roay 7

18




3 KK M " LIeHTD SKCNEPTHEE! M KOHTROARA
KAYECTEA MEQVMUWHCKON NoMOLWK

Cnacnb6bo 3a BHUMaHue!




