IMMPABUTEJILCTBO POCCUMCKOHN ®EJIEPAIINU
ITOCTAHOBIJIEHUE

oT 28 aBrycta 2014 . Ne 871

MOCKBA

06 yrBep:knennn [IpaBun popmupoBanus nepeuneii
JIEKapCTBEHHBIX MPENnapaToB AJs MeJHIIHHCKOr0 NpUMeHeHHs
H MHHHUMAJILHOT'O0 2CCOPTHMEHTA JIEKaPCTBEHHBIX NMPenaparos,

He00XOAHMBIX /IS OKA3AHHS MEeTHIHHCKOH MOMOIIH

B coorBercTBMM co cTaThIMu 55 U 60 @eaepanbHOro 3akoHa
"O6 obpaineHun JIEKapCTBEHHBIX CPeACTB", cTaThei 15 MdenepanpbHOro 3aKoHa
"OO6 ocHOBax oOXpaHBl 310pPOBbS TIpaxkaaH B Poccuiickoii ®expeparmu" u
cTatheii 6° denepansroro 3axona "O roCyJlapCTBEHHOMN COUMAIbHON rOMOIIH"
IIpaButenscTBO Poccuiickoit @eepaiiii 1 0 C TAHOBJASAE T ¢

1. Vrepmute mnpunaraemele IlpaBuna  ¢opmupoBaHus — nepeuneii
JIEKapCTBEHHBIX MPENApaToB AJi1 MEAULMHCKOTO MIPUMEHEHHUS i MUHUMAJIEHOTO
aCCOpPTHMEHTA JIEKAPCTBEHHBIX NpENapaToB, HEOOXOMMMBIX IS OKAa3aHMUS
MEIULIMHCKON ITIOMOLLIH.

2. MunucTepcTBy 31paBooxpaneHns: Poccuiickoit Menepaiyu yTBEpaAUTS
MIOJIOKEHHE O KOMHCCUM MuHHCTepcTBa 31paBooXpaHeHus Poccuiickoit
Denepaunu M0 (GOPMHPOBAHHIO MEPEYHEH JIEKAPCTBEHHBIX IIPENapaToB s
MEIULUMHCKOrO NMPUMEHEHHSI U MHHHUMAJIBHOIO aCCOPTUMEHTA JIEKapCTBEHHBIX
IPENapaToB, HEOOXOAUMBIX IUIS OKa3aHHs MEOWLMHCKON IOMOIIM, M COCTaB
YKa3aHHON KOMHCCHH.

3. Ycranosuts, 4to B 2014 romy npemsioxeHds no (OpMHUPOBAHHIO
NepevHeil JIEKAPCTBEHHBIX IIPENapaTroB Uil MEAULHHCKOIO TPUMEHEHHS
1 MUHUMAJBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MperapaTtoB, HEOOXOAMMBIX
IJI  OKa3aHWsT MEAWUMHCKOW IIOMOLUM, HAMpaBIAIOTCs B  MUHHCTEPCTBO
31paBooxpaHenust Poccuiickoli ®enepaliudl B IMOPSJAKE, IMPedyCMOTPEHHOM
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IIpaBunamMu, yTBEpKACHHBIMM HACTOSIIMM IIOCTaHOBJIEHHEM, 1O 15 ceHTI0ps
2014 r.

4. ITynkr 4 nocranosnenus IIpaButensctBa Poccuiickoit @enepannu ot
29 oxTsa06pst 2010 1. Ne 865 "O rocymapcTBEHHOM peEryJMpOBaHUU LIEH Ha
JIEKAPCTBEHHBIE IPENapaThl, BKJIIOYEHHBIE B [IEPEUeHb KU3HEHHO HEOOXOUMBIX
U BaXHEWIIMX JeKapcTBeHHbIX mnpenaparoB" (CobpaHue 3aKOHOAATENHCTBA
Poccuiickoit @enepauuu, 2010, Ne 45, ct. 5851; 2012, Ne 37, c1. 5002) mocne
cioB "MUHUCTEPCTBOM 3KOHOMHUECKOro pasButus Poccuiickori ®denepauun”
JONOJHUTE cjoBaMu ", MHHHCTEPCTBOM TpyJa W COLMAIBHOM 3al[UThI
Poccuiickori  @enepaunu, MUHHCTEPCTBOM  PErMOHAIBHOTO  Pa3BUTHS
Poccuiickolt  ®Denepanuu, @DenepalbHOM  aHTUMOHOIONBHOH  CITyX00id,
DenepanpHOl ciyx 00l Mo Hax3opy B cdepe 3alUTHl NpaB NOTpeOUTENEH U
Onaronony4us denopeka, PegepaibHbIM areHTCTBOM HaY4HBIX OpraHu3anui’.

5. MunucrepctBy 3apaBooxpaHeHusi Poccuiickoit ®enepanvu naBath
pa3psiACHEHUs O nopsake npuMmeHeHus: [IpaBui, yTBep)KIEHHBIX HACTOSIIHMM
MIOCTaHOBJICHUEM.

IIpencenatens IlpaBuTens() 5

Poccuiickon @enepauus JA.Mengsenes
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YTBEPX/EHDBI

noctaHoBiieHreM I IpaButenscTBa
Poccutickoit @enepaunn
ot 28 aBrycrta 2014 r. Ne 871

ITPABHUJIA

¢hopMHpoBaHHs NepevHeii JieKAPCTBEHHbIX NIPeNapaToB
JJIS MEIHIHHCKOI0 NPHMEHEHHS! H MUHHMAJILHOI0 aCCOPTHUMEHTA
JIEKAPCTBEHHbIX NMpenapaTroB, HeOOXOAUMBIX /IJIsl OKA3aHHUS
MeIHIHHCKOH MOMOIIIH

1. Hactosimmue [IpaBuina ycranaBinuBaroT NOpSAI0K HOPMHUPOBAHUS

a) Iepe4yHsl JKU3HEHHO HEOOXOAMMBIX W Ba)KHEHIIUX JIeKapCTBEHHBIX
[penapaTroB Uil MEIUIMHCKOrO MpUMEHeHUs (faliee - mepedyeHb Ba)KHECHIIHUX
JIEKapCTBEHHBIX NpernapaToB);

0) mepevHsl  JEKApCTBEHHBIX IMpernapaTroB, MNpedHA3HAYEHHBIX  JUIS
obecnedyeHus Jnl, OONBHBIX reMoQwIneil, MyKOBHCUHUIO30M, THITO(GH3APHBIM
HaHU3MOM, Ooje3Hplo [omme, 370KaYeCTBEHHBIMU HOBOOOpa3OBaHMSIMHU
TUMQOUIHON, KPOBETBOPHOH M pOJCTBEHHBIX WM TKaHe#, pacCessHHBIM
CKJIEpO30M, a TakXXe JIMIl I0Ciie TpaHCIUIaHTalMU OpraHoB U (MJIM) TKaHEH
(manee - nepeyeHb TOPOrOCTOSIINX JTEKAPCTBEHHBIX MPENApaTOB);

B) IepeuHsl  JIeKapCTBEHHBIX  MperapaToB s MEIHULHHCKOTO
IPUMEHEHHUs], B TOM 4YHUCJE JIEKapCTBEHHBIX MpenapaToB I MEIMIHCKOIO
IIPUMEHEHHUs], Ha3HAYaeMBIX M0 PElIeHUI0 Bpauye€OHBIX KOMHUCCHA METUITHHCKHX
OpraHu3anui (fanee - MepedeHb JIEKapCTBEHHBIX TPENapaToB i 00ecIeueHus
OTZEJIbHBIX KaTErOpUid rpaxKiiaH);

') MUHUMAQJIBHOTO aCCOpPTHUMEHTA JIeKapCTBEHHBIX penaparos,
HEOOXOAUMBIX JJISI OKa3aHHUSA METUIMHCKOW MOMOINM (Jajee - MUHHAMAJBHBIHA
aCCOPTHUMEHT).

2. IlepeueHp BaKHEWIIUX JIEKAPCTBEHHBIX TMpeENapaToB (GOPMHUPYETCS IO
MEXIyHAapOJHBIM HETIATEHTOBAHHBIM HAUMEHOBAaHUSIM 3THUX JICKAPCTBEHHBIX
[penaparoB (IpY OTCYTCTBUU TaKUX HAMMEHOBAaHHUH - IO IPYNITHPOBOYHBIM HIIH
XUMUYECKUM HAMMEHOBAaHMSIM), B TOM 4YHUCJE C Yy4YEeTOM CTaHIapTOB
MEIHULIMHCKON MOMOIIY U KIMHUYECKUX PeKOMEHJALUU (IPOTOKOJIOB JeYeHH )

2426476



110 BOIPOCaM OKa3aHUsl MEAULMHCKON NOMOILH, U3 JIEKAPCTBEHHbIX NpernapaToB
JUIi  MEIMLIMHCKOrO IPUMEHEHHsl (Jajiee - JIeKapCTBEHHbIC Ipernaparsl),
OTBEYAIOIINX CIENYIOUIUM KPUTEPHUSIM:

a) IEKapCTBEHHBI NpenapaT 3aperuCTpUPOBaH B  YCTAHOBJIEHHOM
nopsiake B Pocculickoi Menepanuu;

0) IekapCTBEHHBIH IpemapaT TPUMEHSETCS C LENbl0 JIUAarHOCTHKH,
NpOQHUIAKTUKH, JIeYeHUS M peaOwidTanuyd 3a0oNieBaHWH, CHHIPOMOB U
COCTOSiHMM, B TOM YHCJE NpeodiafalolivX B CTPYKType 3a00jieBaeMOCTH B
Poccuiickoit ®enepaunu;

B) JEKapCTBEHHBIN Ipernapar WMeEeT MPEeUMYIIeCTBO IO CPaBHEHHIO ¢
APYTHUMH JIEKAPCTBEHHBIMM IpenapaTaMd I[pd JIEYEHUU OMpPe/IeIEeHHOrO
3a00JIeBaHUS WM COCTOSTHUS;

I') JIeKapCTBEHHBIH npenapar TepaneBTUYECKH 5KBUBAJICHTEH
JIEKapCTBEHHBIM IIpenaparaM CO CXO0XXMM MEXaHHU3MOM (PapMaKoJOrH4ecKoro
JNEeNUCTBUS.

3. IlepeyeHp NOPOroCTOSIIUX JIEKAPCTBEHHBIX MpPENapaToB GOPMUPYETCs
10 MEXAYHAPOAHBIM HEMATEHTOBAHHBIM HAaMMEHOBAHUSM 3TUX JIEKapCTBEHHBIX
IpenapaTos (MPU OTCYTCTBUH TaKUX HAMMEHOBAHUH - 110 TPYIITMPOBOYHBIM HITH
XUMUYECKUM HAaUMEHOBAaHUSIM) C YUETOM 00HEeMOB OIOJKETHBIX aCCUTHOBAHMH,
IIpelyCMOTPEHHBIX B (peiepanbHOM OloKeTe Ha CIEAYIOUINIA KaleHapHbIi roa
U COOTBETCTBYIOIIMH IUIAHOBBIA [€pUOJ, M3 JIEKAPCTBEHHBIX IMpernaparos,
OTBEYAIOLIMX CIEAYIOLIUM KPUTEPUSIM:

a) IEKapCTBEHHBIM NpenapaT 3aperucTpUpoOBaH B  YCTAHOBICHHOM
nopsiake B Poccuiickoit ®enepanuu;

0) 1eKapCTBEHHBIM mpenapar BXOAUT B  IepedeHb  Ba)XKHEHIIUX
JIEKapCTBEHHBIX IIPENapaToB;

B) JIEKapCTBEHHBIM IIpernapar MMeeT HpPEeUMYLIECTBO [0 CPABHEHHUIO C
APYTMMH JIEKQpCTBEHHBIMM [penapaTraMy I[pU JIEYEHUM JHL, OOJBHBIX
reMoQHIMed, MyKOBUCLIMI030M, THNO(HU3apHBIM HaHU3MOM, Ooje3nbto [orie,
3JJOKQYEeCTBEHHBIMM HOBOOOpPA30BaHUSMH JHMQPOUTHOU, KPOBETBOPHOH W
POJCTBEHHBIX MM TKaHEH, pPACCESIHHBIM CKJIEpPO30M, a TakKXe JUI[ [Oocie
TPaHCIUTAHTALUU OPraHOB U (MIJIH) TKAHEH.

4. IlepeyeHsp JieKapCTBEHHBIX MpenaparoB Ui oOecrneueHUs OTICIbHBIX
KaTeropuil rpaxnaH (QopMHpYeTCs MO MEXIYHApPOOHBIM HENaTeHTOBAaHHBIM
Ha¥MEHOBAHUSAM JTHUX JIEKAPCTBEHHBIX MpenapaTtoB (Mpd OTCYTCTBHU TaKHX
HaVMEHOBAHUH - 10 IPYNIUPOBOYHBIM WIM XUMHUYECKUM HAaWMEHOBAHHUSM) U3
JIEKapCTBEHHEIX NPENapaToB, OTBEYAIOIIUX CIECAYIOIIUM KPUTEPUSIM:

a) IEKapCTBEHHBIH IIpemapar 3aperHCTPUPOBaH B YCTAHOBJIIEHHOM
nopszake B Poccuiickoit Menepanmy;
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0) JeKapCTBEHHBI mpemapaT BXOAMT B IepevyeHb Ba)KHEWIINX
JIEKapCTBEHHBIX MpenapaToB;

B) JIEKapCTBEHHBIH Ipenapar UMeeT NPEHMYILECTBO IO CPaBHEHHIO C
OPYTUMH JIEKAPCTBEHHBIMU IIperapaTtaMy Mpu JICYEHUH JIUL, UMEIOIMX PaBo
Ha TIOJIy4eHHE TOCYyJNapCTBEHHOM COLMaJbHOM moMolM B Bujae Habopa
COLMAJIBHBIX YCIIYT.

5. MuHUMaIbHBIA acCOPTUMEHT (OpPMUpYeTCS IS Pa3IMYHBIX BUJIOB
anTeYHbIX OpraHU3alMid U  HHAUMBUJYAIbHBIX NOpeANpUHHMATeaeHd 1o
MEXIYHapOIHbIM  HENATEHTOBAHHBIM  HAaUMEHOBAHUSIM  JIEKAPCTBEHHBIX
[penaparoB (IIpy OTCYTCTBUM TaKMX HAUMEHOBAHHUH - IO TPYIITUPOBOYHBIM HITH
XUMHYECKUM  HAWMMEHOBAHMSIM) M3  JIEKAPCTBEHHBIX  MpernapaTtoB s
MEIULHUHCKOTO IPUMEHEHUS, OTBEYAIOLIUX CIIeAYIOIIUM KPUTEPHSIM:

a) JEKapCTBEHHBI IpenapaT 3aperuCTpUpOBaH B YCTaHOBJICHHOM
nopsiake B Poccuiickoilt @enepanum;

0) nexapcTBEHHBIM TMpemapaT BXOJUT B  IepeueHb  BaXKHEHIIHX
JIEKapCTBEHHBIX MPENapaToB;

B) IGKApCTBEHHBI  @permapaT, HaxoIsdlluics B  oOpallleHHd Ha
tepputopun Pocculickoit ®enepauun, uMeeT He MeHee 2 COOTBETCTBYHOIIMX
€My [0 MEXIyHapOJHOMY HENaTeHTOBAaHHOMY HaWMMEHOBaHHIO JIHOO
3aMEHSAIOIEMY TAaKO€ HAaWMEHOBAaHHWE TIPYNIIMPOBOYHOMY WU XHUMHUECKOMY
HaMMEHOBAHUIO  BOCIIPOM3BEJICHHBIX  JIEKAPCTBEHHBIX  IIperapaTtoB B
aHAJIOTMYHBIX JIEKAPCTBEHHBIX (OpMax U JO3UPOBKAX, MPOU3BOJIUMBIX IBYMs
u Oojiee MpPOU3BOAMTENSIMU (32 HCKIIOYEHHEM JIEKAPCTBEHHBIX I[PENaparosB,
IIPOU3BOAUMBIX €IMHCTBEHHBIM OTE€YECTBEHHBIM MIPOU3BOIUTENIEM);

) JIEKapCTBEHHBIN Ipernapar CorjiaCcHO JaHHBIM 00 o0BbeMaX MpOJaX Ha
dapmaleBTHUeckoM pbiHKe Poccuiickoit @enepanun BocTpeOOBaH CHCTEMOM
31paBOOXPAaHEHMs U HACEIICHUEM B T€YEHHUE BCEro KalleHIapHOro roja.

6. JlekapCcTBEHHBIE NpenapaTsl MOJJIeKaT HMCKIIOUEHHIO W3 IepedHs
BOXHEHIIMX  JIGKADCTBEHHBIX  IpenapaTtoB, IMEpedHs  JOPOrOCTOSIIHX
JEKapCTBEHHBIX IIpeNaparoB, IME€peYHs JIEKapCTBEHHBIX IMpenaparoB IS
obecriedeHUss OTAENBHBIX KaTeropud TpaxiaH (Hajee - MepedHH) H
MHUHHUMAaJILHOTO aCCOPTHUMEHTA B CAEAYIOIIUX CIydasX:

a) BKIIIOYEHHE aNbTEPHATUBHBIX JIEKapCTBEHHBIX Mpenaparos,
o0Jafaronmx JOKa3aHHBIMU KJIIMHAYECKUMU, U (un) KJIMHUKO-
SKOHOMUYECKHUMH [pEUMYyLIECTBaMH, U (MIM) OCOOEHHOCTAMU MeXaHHU3Ma
neiictBus, 1 (Mn) Oosbiuel 6€30MacHOCTHIO IPH AMArHOCTUKE, MPOGHITAKTHKE,
JIeYEeHUH UK peabuInTalyy 3a601eBaHnui, CHHIPOMOB H COCTOSTHHM;
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0) NosiBICHHE CBEJEHWH O TOKCHYHOCTH WM BBICOKOW 4acTOTe
HEXEeJIaTeNbHBIX TMOOOUYHBIX SBJICHUH TMpH NPUMEHEHHWH JIEKapCTBEHHOTO
npernapara;

B) IPUOCTAHOBJIEHHUE MpPUMEHEHHUS JIEKApCTBEHHOTO TIpernapara B
Poccuiickoit @enepauuu;

') OTMEHA IOCYAapCTBEHHON PErUCTPAIMK JIEKAPCTBEHHOTO Tperapara;

1) IpEeKpallleHHe MPOU3BOJACTBA JIEKAPCTBEHHOTO IMpemapara JHOO ero
nocraBok B Poccuiickyro @enepauuio M (MM) OTCYTCTBHE JIEKAPCTBEHHOTO
npernapara B rpaxaaHckoM obopore B Poccuiickoit ®enepanun B TedeHHE
[epuoa, NMPEBHIIAIOLIETO OJIUH KaJleHJapHBIXA roJ;

€) UCKJIIOUEHHUE JIEKAPCTBEHHOTO TIIpernapara W3 TepevyHs BaXHEHIINX
JIEKapCTBEHHBIX IIPENapaToB - JUIA NEpedyHs AOPOTrOCTOALIUX JIEKAPCTBEHHBIX
npenaparoB, IE€pe4YHs JIEKapCTBEHHBIX NpenapaToB Ui oOecredeHus
OTZEJIBHBIX KaTErOpUil rpaXkiaH U MUHUMAJIBHOT'O aCCOPTUMEHTA.

7. llepedyeHp BaKHEMIIMX JIEKAPCTBEHHBIX MpemnapaToB dopMupyercs
exxeronHo. IlepeyeHs  poporocrosiliux  JIEKQpCTBEHHBIX  IIpenapaTos,
[epeYeHb JIEKApCTBEHHBIX ITpenapaToB A obecriedeHus OTASIbHbBIX KaTeropu
rpaXklaH U MHUHUMAJbHbII acCOPTUMEHT (OPMUPYIOTCS HE pexe OIHOTO pasa
B 3 roza.

8. BHeceHMe W3MEHEeHMil B TMepeyHu W MHUHUMAIBHBIA acCOPTHMEHT
OCYLIECTBJIIETCS B COOTBEICTBUM C TpeOOBaHMIMH, YCTaHOBJICHHBIMHU
HacTosiuuMmu [ IpaBunamu.

9. ®opMmupoBaHue IepeyHeH U  MHUHUMAIBHOTO  acCOpPTHMEHTa
OCYILIECTBIISICTCS 00pa30BaHHOM MunucTEpCTBOM 31paBOOXPAHECHUS
Poccuiickoii  ®epepauuu  KoMHccHEM 10 (QOPMHUPOBAHUIO  MepedHei
JIEKapCTBEHHBIX IIPENapaToB M MHUHUMaJbHOIO acCOpTUMEHTa (manee -
KOMHCCHSA).

10. Opranu3zaMOHHO-TEXHUYECKOE obecrieueHue JeATEeNIbHOCTH
KOMUCCUHM OCylecTBiseT MuHucrepcTBo 3ApaBooxpaHenus Poccuiickoit
denepanuu.

11.B cocraB komHuCCHMM BXOASAT IIpeAcTaBUTeNd MUHUCTEPCTBA
3apaBooxpaHenus Poccuiickoit Penepanuu, MuUHUCTEPCTBA MPOMBIIUICHHOCTH
u toprosnu Poccuiickont ®enepauru, MunucrepcTtBa ¢uHaHcoB Poccuiickoit
Qenepaumu, MuHuctepcTBa TpyAa M COUMAIbHOM 3ammThl Poccuiickoii
Denepauuun, MuHHCTEPCTBa perHoHaANIbHOTO pa3Butus Poccuiickoit Menepanum,
DenepanbHOi CilykOBI 110 Hag30py B chepe 3apaBooxpaHeHus, DenepallbHOM
city>)kObl 10 Han30py B cepe 3alMThl MpaB MOTpeOUTENed M OJaronoaydus
yejioBeKa, DenepabHOM aHTHUMOHOMONBHOU CiyX0bl, PenepaibHOrO MeIuKO-
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OHMOJIOrMYeCcKOro areHTcTBa, MeepaibHOIO areHTCTBAa HAYYHBIX OpraHH3alui,
UHBIX (elepalbHBIX OpPraHOB HCIIOJHHUTENBHON BIacTH, GenepaibHbIX
rOCYJJapCTBEHHBIX 00Opa30BaTEeNbHBIX OpraHM3alldil BHICIIETO MEIUIHUHCKOTO H
(apMaLeBTHYECKOr0 00pa3oBaHMs, a Takke (enepalbHBIX TOCYIapCTBEHHBIX
MEAULMHCKUX U (papMarleBTHUESCKUX HAYYHBIX OpTaHU3aLI[MH.

Ha 3acenanust KOMHUCCHM MOTYT OBITh IPUITIAIICHBI MPEACTABUTEH HHBIX
(enepa’bHBIX OpPraHOB HCIOJIHUTENBHOM BIAacTH, a TaKKe OOIIECTBEHHBIX
00beIMHEHUH, OCYILECTBISIOUIMX NEeATENLHOCTh B chepax 3apaBOOXpaHEHHs,
oOpallieHus JIeKapCTBEHHBIX CPEJICTB U 3aILUTHI MPaB rpaxaaH B 3TUX chepax.

12. 3acenaHuss KOMHMCCHM TpPaHCIUPYIOTCS Ha OQHUIHAIBHOM caiTe
MunucrepcTBa 3apaBooxpanenusi Poccuiickoit ®enepanyu B nuHGOpMaIHOHHO-
TeIeKOMMYHHKaMOHHOM ceTH "UHTepHeT" (nasnee - opunpaibHBIA CalT B ceTn
"UuTepuetr").

13. CyObexkTsl  oOpallleHHS  JIeKapCTBEHHBIX  CpeACTB M (MIIH)
oOlIecTBeHHblEe OOBEAMHEHUs, OCYIIECTBISIIOIIUE JeSTeNbHOCTh B cdepax
3IpaBOOXpaHEHHs, OOpaIleHHs JEKApCTBEHHBIX CPEICTB MW 3allMThl TIpaB
rpaxzaH B 3THX cdepax (namee - 3asBHUTENH), HANPABIAIOT €XErOIHO
B MuHuctepcTBo 3apaBooxpaHeHusi Poccuiickodt ®enepauuu He mo3aHEe
31 MapTa BKIIOYUTENBHO Ha OyMa)XHOM HOCHUTENIe W B JEKTPOHHOM BHUIE TO
dopme,  YCTaHOBJIEHHOW  yKa3aHHbIM  MMHHUCTEPCTBOM,  CIEIYIOIIHE
MPEJIOKEHHUS C IPHUIIOKEHUEM COOTBETCTBYIOIINX JOKYMEHTOB U CBEJICHHI:

a) IpeAJIOKEHNE O BKIIIOUEHUHU JIEKapCTBEHHOTO Tpernapara B IEPEYHH 110
dbopme cormacHoO npuioxeHuro Ne 1;

0) mpemsIoXKeHHe O  BKJIIOYEHHWH JIEKQpCTBEHHOrO  Mpernapara B
MHUHUMAJIbHBIA aCCOPTUMEHT 1O (POpMe COrJacHO MPUIIOKeHHIo Ne 2;

B) IpeijiokeHue 00 HCKIIOUYCHUM JIEKapCTBEHHOTO Ipenapara Hu3
nepe4yHen no (opme coraacHo mpuiioxeHuto Ne 3;

) IpeJIO)KeHHe 00 UCKIIOYEHUM JICKapCTBEHHOI'o Iperapara W3
MHUHHMaJIbHOTO aCCOPTUMEHTA 110 opMe COTIacHO IMpUiioxeHHro Ne 4,

14.1lpy HampaBieHUH KaXAOr0 W3 TMPENOKEHHH, YKa3aHHBIX B
nyHkte 13 Hactosmux IlpaBun (namee - mpemoxeHHe), IO IOYTE IHEM
oOpalleHus: 3asgBUTENI B KOMHUCCHIO CUMTAETCS JaTa, yKa3aHHas Ha IMOYTOBOM
LITEMIIENIe OpraHu3alru ¢eaepallbHON MOYTOBOM CBSI3U 10 MECTY OTIPABICHHS
Ipe1I0KEHUSI.

15. Komuccust B TedeHue 15 qHel co OHSA MOCTYIUIEHUS TPEIJIOKEHHUS
OpraHu3yeT MPOBEACHUE €ro JOKYMEHTAIBHON YKCIePTU3HI.

[Ipy  NOKyMEHTalbHOM  3KCIEpTHU3Ee  MPOBEpPSETCS  HalJIeKallee
oopMieHHEe INPEIJIOKEHUSI B COOTBETCTBUU ¢ Hacrosimumu IlpaBuiiamu,
NOJIHOTA U JOCTOBEPHOCTH INpPEACTaBIEHHON HHGOpMaIK O JIEKApCTBEHHBIX
npenaparax, B TOM YHCIE €€ COOTBETCTBHUE CBEICHHUSM, COICPIKAIIUMCS
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B I'OCYIapCTBEHHOM peecTpe JISKAPCTBEHHBIX CPEACTB, MO pe3ysibTaTaM KOTOpOu
odopmisieTcs: 3aKinoueHue Mo ¢opMe coriacHo npuioxeHuro Ne 5 (nmasee -
3aKJIFOYEHHUE 10 PE3yNbTaTaM JOKYMEHTAIBHOW 3KCIIEPTU3HI).

16. IlpennoxeHne OTKIOHS€TCS OT JalbHEHIIEro pacCMOTPEHHUS
B CJIEAYIOIIMX CIy4asiX:

a) HeHaJulexKalee ohopMiIeHHE MPEeIOKCHUS W MPUIIaraeMplXx K Hemy
JIOKYMEHTOB U CBEJECHUI;

0) oTcyTCTBHE MpPENIOKEHHS M IpUIaraeMbiX K HEMY JOKYMEHTOB H
CBEJICHUI B JJICKTPOHHOM BHJIE;

B) MpeACTaBIIEHUE TOKYMEHTOB U CBE/ICHUH B HETMOJHOM 00BbeEME;

I') BBISIBIEHUE HECOOTBETCTBUS MEXIY JIOKyMEHTAaMH U CBEICHHUSIMHU,
[pe/ICTaBJIEHHBIMY Ha OyMa)KHOM HOCHTEINE U B 3JIEKTPOHHOM BU/IE;

) IpEACTAaBICHUE HEJOCTOBEPHON MM UCKaXXEHHOW WH(OpMAITHH.

17.1Ip¥ OTKJIIOHEHWHM IpPEJIOKEHHUSI OT JajlbHEHIIEro paccMOTPEHUS
KOMHCCHEN HAaNpaBISIETCS 3asBUTENI0 COOTBETCTBYIOLIEE 3aKIIOUYEHUE 10
pe3yJbTaraM JTOKYMEHTAIbHON 3KCIEePTU3bl B CPOK, HE NPEBBIIAONIUMNA 7 THEH
CO [IHSA €ro BBIHECEHMs, IpU 3TOM TMpeJCTaBlIeHHbIE B MUHHUCTEPCTBO
3apaBooxpaHeHus Pocculickoit Penepanuu JOKYMEHTHI U CBEACHUS 3asBUTEIIO
HE BO3BPAILIAIOTCS.

HopaboTraHHOe  3asBUTENEM  NpeJIo)KeHHe ¢ YCTPaHEHHBIMHU
3aMeYaHUsIMU, YKa3aHHBIMM B 3aKJIIOYEHUH MO pe3yjbTaraM JOKYMEHTaIbHOM
3KCIIEPTU3bI, MOXXET OBITh MOBTOPHO HAMPABIEHO B KOMHUCCHIO HE MO3JHEE
1 vroHs Tekyiero roaa.

18. Mudopmanuss 0 MOCTYNUBIIMX B ampec KOMHCCHUH IpPeIOXKEeHHSIX,
B TOM 4YHCJIE MPOLIEAIINX AOKYMEHTAJIBHYIO OJKCIEepPTH3y, pa3MmellaeTrcs Ha
odunransHoM caitte B ceTn "MHTepHeT".

19. IlpenyioxkeHnsl, B OTHOILIEHUM KOTOPBIX BBIHECEHO IIOJIOKHUTEIbLHOE
3aKJIFOYEHHE [0 pe3ysbTaTaM JIOKYMEHTAJIbHOM OSKCHEPTU3bl, MOJJeXKaT
JalbHENIIEMY PAcCMOTPEHUIO KOMHCCHEW B YCTAaHOBJIEHHOM HACTOSIIUMHU
IIpaBunamu nmopsiake.

20. Komuccust B Cpok, He NpeBBIIAIOIIKMNA 7 IHEW CO JHS BBIHECEHHS
[OJIOXKUTEIBLHOTO 3aK/IIOYEHUS 10 PE3yJbTaTaM JOKYMEHTANbHON 3KCHEPTH3HI,
HalpapjsfeT [peIJIOKEHHE B OTHOIIEHHMU JIEKApCTBEHHBIX IMpenaparos,
npelularaeMbiX Ui BKJIIOYEHMs (UCKIIOYEHMsI) B MEepeyHH, Ha JKCIEepTH3y B
POGUITBEHYO benepaabHyIO roCyZIapCTBEHHYIO o0pazoBarenbHyO
OpraHU3aLUIo BBICILIETO o0pa3oBaHUs (MeAMLIMHCKOTO v (1K)
(dapMarieBTH4ECKOro) | (WIM)  HOIOJHUTEIBHOrO  MPOQECCHOHAIBHOTO
00pa3oBaHUs, OCYLIECTBISIIONIYI0 B KayecTBE YCTAaBHOI'O BHUJAA IESATELHOCTH
Hay4HO-UCCIIENOBATENbCKYI0 JeATeNbHOCTh, JUOO B MEIUUHUHCKYIO H (HIIH)
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(bapMaeBTHYECKYIO Hay4YHYIO OpraHu3aluIio, [0JIBEIOMCTBEHHYIO
MunucrepctBy 3apaBooxpaneHust Poccuiickoit denepannivi UM HAXOISIITYIOCS
B BeaeHun PDefepanbHOro areHTCTBA HAyYHBIX OpraHdzaiuil  (nanee -
DKCIIEpTHAasl OpraHu3allvsi), C MpPeAOCTaBIEHHEM JOCTyNa K 3JIeKTPOHHBIM
BEPCHUSM INPEACTABIEHHBIX 3asBUTENISIMU JIOKYMEHTOB U CBEICHUM, B TOM YHCJIE
JOKYMEHTOB pErucTpallMOHHOIO JIOCh€ Ha JIeKapCTBEHHBIM Ipemnapar,
pa3MEILEHHbIM B YCTAHOBJIEHHOM MOpsAKe Ha O(ULUUATIBEHOM CcalTe B CETH
"Untepuet".

21. IlepeueHs 3KCNEPTHBHIX OpraHU3alMil yTBep)xnaeTcss MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit ®denepauuu U pasMmerniaercs Ha OQHUIMATBHOM
caiite B cet "MHTepHeT".

22. JkcnepTu3a NpeyioXkeHus (maigee - OIKCIepTH3a) BKIHOYAeT
KIIMHUYECKYIO U KIIMHUKO-IKOHOMUUYECKON OLEHKY JIeKapCTBEHHOTO Ipernapara
U IIPOBOAMTCS 3KCIIEPTHOM opranu3anueit B TeueHue 30 qHeH co AHS MOTydeHHUs
OT KOMHUCCHUHU MPEIOKEHHUS.

23. Jlns npoBeNeHUs SKCIEepPTH3bl SKCIEepTHAas OpraHu3alius Co34aeT
DKCIEPTHYIO KOMHUCCHIO H3 CHEHHUATUCTOB C BBICIIUM  MEIUIIMHCKHM,
(hapmaneBTUYECKUM WM OHOJIOTHYECKHM 0Opa30BaHUEM C MIPEMMYIIECTBEHHEIM
yd4acTHEM  CIIELUAIUCTOB, UMEIOIMX  BhICIIEE  MEAULMHCKOe |
dbapMmareBTHYECKOE 00pPa30BaHUE.

24. Ouenka wuHpopMauuM 3asaBUTENS] O O€30MaCHOCTH, KadeCTBe U
3(QGhEKTUBHOCTH JIEKAPCTBEHHOro TIperapara OCYIIECTBISAETCS Ha OCHOBE
MHTErpajbHBIX LIKaJI OLEHKH JIEKapCTBEHHOIO MperapaTa, KOTOpbIe MPHUBE/IEHBI
B NpUJIoeHuH Ne 6.

IIpoBeneHue  KIMHMKO-DKOHOMHMUYECKOW  OLEHKH  MPeJICTaBICHHBIX
3asiBUTEJIEM  KIIMHUKO-3KOHOMHMYECKHMX  HUCCIEAOBAaHUU  JIEKapCTBEHHOI'O
npenapata ¥ OOOCHOBAaHHOCTU MONYYCHHBIX HPH HMX MPOBEIECHHH KIUHHKO-
SKOHOMHYECKUX  XapaKTEpUCTHUK, OOYCIIOBIMBAOIIUX  Lel1ecoo0pa3HOCTh
BKJIIOYEHHS  (MCK/IIOYEHHs) JIeKApCTBEHHOTO TMpemapara B TEpPevHH,
OCYILECTBIIIETCS. B TOM YHWCJIE HA OCHOBAaHUU pacyeTa CTOMMOCTH Kypca (roaa)
TEpanuu IpelJlaraeMbIM JIEKapCTBEHHBIM IpenapaToM [0 CPaBHEHHIO C
JIEKapCTBEHHBIMHU I[IpellapaTaMH, BKJIIOYEHHBIMH B JEHCTBYIOUIME IIEPEYHH,
HUCXOJs M3 PpacYeTHOM UEHBI, MPEACTABSIOLIECH CTaTUCTHUYECKYI0 MeJIHaHy
3apETUCTPUPOBAHHBIX B YCTAHOBJIEHHOM [OPSAKE 1IE€H COOTBETCTBYIOIIUX
BOCIIPOU3BENCHHBIX JIEKAPCTBEHHBIX MpernapaToB (IPH HATHIHH ).

IIpu OTCYTCTBUHM 3aperMCTPUPOBAaHHBIX B YCTAHOBIEHHOM IOPSJIKE LEH
Ha JIEKapCTBEHHBIE IIperaparbl CpaBHEHHWE M OLEHKa OCYIIECTBISIOTCS
B OTHOIIEHUM PAacUETHBIX LIEH Ha 3aKylaeMble JeKapCTBEHHBIE NMpemnaparsl 1Mo
JAaHHBIM DJJIEKTPOHHBIX IUIOMIANOK, Ha KOTOPBIX IPOBOJATCS 3JIEKTPOHHBIE
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aAyKLHUOHBI II0 3aKyIKe JIEKapCTBEHHBIX MpernapaToB IUIsl FOCYAapCTBEHHBIX U
MYHULMIIAIBHBIX HyXA. [Ipy 3ToM pacueTHas LieHa Ha JieKapCTBEHHBIH
[penapar NpeacTaBiseT CTaTUCTUYECKYI0 MeJIMaHy 1ieH (aKTUYeCKHUX 3aKyIoK
Ha BOCIIPOM3BEICHHBIE JIEKAPCTBEHHbIE Npenaparthl (IIpy HAJTU4Iuu ).

B unensax nomydyeHuss HeoOXOIWMOH HOMONHUTENHHOH HHGPOpPMALUU H
YTOUYHEHHs] NPEACTABICHHBIX B MpPEMVIOKEHUM CBEIEHUH  3KCIepTHas
opraHusauus IIpH OPOBEJCHUH KCIIEPTU3bI OCYLLECTBISAET MOUCK HHPOPMAIIUU
O  KIMHUYECKHX U (WIM)  KJIMHHKO-3KOHOMHYECKHX  HMCCICHOBAHMSIX
JIEKapCTBEHHOro Ipernapara (MOJHOTEKCTOBble MNyONUKaIlMK TpUIararoTcs K
3aKJIIOYEHHIO ).

25.1lo pesynbraram 3KCHEpTU3Bl SKCIIEPTHAS OPraHU3allds COCTaBIIsAET
3aKJIIoYeHre no ¢opMe coriacHo mpuioxeHuro Ne 7 (nanee - 3akirodeHue IO
pe3yJibTaTaM 3KCIEepPTHU3bl) U MPEACTaBIseT ero B KOMHCCHIO Ha OyMa)KHOM
HOCHUTENE U B 3JICKTPOHHOM BHJIC.

26. 3aKIr04eHHe IO pe3yJbTaTaM JKCIEPTH3bl C MPHIOKEHHEM K HEMY
NpeIOKEHUss B TEYEHME 7 MHed CcO JHS €ro TMOJydeHUs HalpaBlseTcs
KOMHUCCHEH  DJKCIepTy  (BHEHITATHOMY  CIIELHANWCTy)  MUHHCTEpCTBa
3npaBooxpanenust Poccuiickoii @enepanuu (nanee - TJABHBIA JKCIEPT)
C y4eToM Npo¢usst ero AesTeIbHOCTH JUIS TOJATOTOBKH Hay4YHO OOOCHOBAaHHOMH
PEKOMEHJallMM O BKJIIOYEHUH (00 HCKIIOYEHHUHM, OTKa3e BO BKJIIOUECHHH)
JEKAapCTBEHHOI0 Ipenapara B IIepeYyHH MO ITOMY [MPEIJIOKEHHIO C
IIPEIOCTABIEHUEM JIOCTYIA K 3JIEKTPOHHBIM BEPCHUSAM JOKYMEHTOB M CBEJICHUH,
B TOM 4YHUCJIE€ [OKYMEHTOB pErHCTPAallMOHHOIO JIOChe Ha JIeKapCTBEHHBIH
Ipernapar, pa3MelleHHbIM B YCTAHOBJIEHHOM NOpPsIiKE Ha OQUIIMATILHOM CaiiTe B
cetu "HMuTepHert".

27.I'naBHblE D3KCHepTsl B TedeHuWe 15 gHel co JHS TONyYeHwHs
3aKJIIOYEHUs] [0 pe3yJIbTaTaM 3KCHEPTU3bl NPEACTAaBISIOT B KOMHCCHUIO Ha
OyMa)XHOM HOCHTeNle M B 3JICKTPOHHOM BHJE MOATrOTOBJIEHHBIE HA OCHOBE
aHalM3a 3aK/II0YEHMs] IO pe3ysibTaTaM JKCIEePTU3bl HaydyHO OOOCHOBaHHBIE
PEKOMEHAAUMH O BKIIOYEHUHM (00 HCKIIOYeHMH, OTKa3e BO BKIIIOYEHHH)
JIEKapCTBEHHOIO IIpernapaTa B EpeyHHU.

[Ipy moOAroTOBKE TakUMX peKOMEHAIMi TJIaBHbIe JKCIEPTHI B LEAX
IIOJIyY€HHs JIONOJHUTENbHON HHbOpMauu o O0e30IacHOCTH, KadeCTBe M
3GGEKTUBHOCTH, a Talkke O KIMHUKO-DKOHOMHYECKHUX XapaKTePUCTHKaX
JIEKApCTBEHHOI'O Ipernapara MOTYT HaIlpaBisATh 3allpoChl B NPodecCHOHAIbHBIC
MEAULUHCKAE U  (apMaleBTHUYECKHe CcOooOIIecTBA M KOMIETEHTHBIM
CIIELIUATIUCTaM.

28. IIpu Hecorynacuy IJIABHOTO JKCIIEpTa TMOJHOCTBIO WM YacTHYHO C
3aKJIFOYEHHUEM [10 Pe3ysIbTaTaM 3KCIIEPTU3bl UM TOTOBHUTCS PEKOMEHIAIHs, B
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KOTOPOM  YKasplBAlOTCA  3aMe4aHusl C  JeTAIM3UPOBAHHBIM  HAyYHBIM
O0OCHOBaHMEM M CCBUIKAaMH Ha OyONMMKAalMd O MJaHHBIX KJIMHUYECKUX
UCCJIEIOBaHMH JIEKAPCTBEHHOIO Ipenapara U (Uiu) JaHHBIX MOHUTOPHWHTA €ro
Oe3onacHOCTH Ha TeppuTopuH Poccuiickoit enepanuu u (Min) 3a pyodexoMm, a
TAK)K€ JaHHBIX KIMHUKO-JKOHOMHYECKHX HCCJIEIOBAaHUH H  pacyeTos,
0OOCHOBBIBAIOLINX BBIBOJBI, H3/I0KEHHbIE B PEKOMEHJAINH, C IPUIOKEHUEM
3TUX MyOJUKAIH.

29. I'lpu popMuUpOBaHUN MUHHUMAIBHOTO aCCOPTHMEHTa KOMUCCHS B CPOK,
HE NMPEBBIIAIOIIMKN 7 IHEH CO IHS BBIHECEHUS [OJIOXKHUTENBHOTO 3aKIIOYCHUS
0 pe3yjbTaTaM JOKYMEHTAJIbHOH J3KCIIEPTU3bl, HANpaBIsET MpeaoKeHHe He
MeHee 4eM 2 IIIaBHBIM 3KCIepTaM C y4eTOM NpOQHIsS MX NEeSTEbHOCTH IJIs
IIOJy4YEHUs] HAy4yHO OOOCHOBaHHBIX pPEKOMEHJAalMi o BKIoueHud (06
UCKJIIFOYEHHMH, OTKase BO BKIIOYEHMH) JIEKapCTBEHHOTO IpenapaTa B
MUHUMAJIBHBIH 4CCOPTUMEHT C IIPENOCTaBIEHUEM [OCTYNa K JJIEKTPOHHBIM
BEPCHUSAM JOKYMEHTOB M CBEIEHHH, pa3sMELIEHHBIM B YCTAHOBJIEHHOM MOPSIIKE
Ha o(ULHUaNBHOM caiite B ceTr "MHTepHeT".

30. I'maBHBIe OKCIepThl B TeueHHe 15 mHedl co JHA IOdydYeHHS
OPEUIOKEHHs NPEACTABIAIOT B KOMHUCCHIO Ha OyMaXHOM HOCHTEE U B
DJIEKTPOHHOM BHMJ€ HAy4yHO OOOCHOBaHHbIE pPEKOMEHIALUM, YKa3aHHBIE
B IIyHKTe 29 HacToswux [IpaBui.

IIpy moAroTroBke TakMX pPEeKOMEHAALMK TJaBHBIE 3KCIEPThl MOTYT
HaIpaBJATh 3anpockl B npodeccuoHaTbHbIE MEIUIMHCKHE 5
(apMalieBTHYECKHE COOOILECTBA U KOMITETEHTHBIM CIIEILMAIMCTaM.

31. PemieHuss 0o TpemsioKeHHSIM  [PUHHUMAIOTCS Ha  3aCeaHusuX
KOMHCCHH, Ha KOTOPBIX pacCMaTpUBalOTCS 3aKJIIOYEeHHs] TO pe3yjbTaram
OKCIIEPTU3bl, IIPH 3TOM TJIAaBHBIE OKCHEPTHl MEPCOHANBHO TMPEACTABISAIOT
[OJArOTOBJIEHHBIE HMMH HAy4YHO OOOCHOBAHHBIE pPEKOMEHJALMH, YKa3aHHbIE
B IiyHKTax 27 u 29 Hactoawux [Ipaswu.

32. 1lpy HanmM4MHM 3aMe4YaHUH TJIABHOTO HKCIEPTa K 3aKIFOUEHHIO 10
pe3ynbraraM  3KCIIEpTH3Bl Ha  3acelaHhe KOMHCCHUH  IPUIIIAILAIOTCS
IIPEICTaBUTEIIN IKCIIEPTHON OpraHu3aliy.

33. MadopMals o NMpUHATBHIX HA 3aCeJaHHUAX KOMHMCCHHM PELIEHUSAX I10
INPEAJIOKEHHUAM,  pe3ysbTaraXx dKCIepTU3 M HAydyHO  OOOCHOBaHHBIX
pEKOMEHJalMAX, YKa3aHHbBIX B IMyHKTax 27 u 29 Hacrosuux IlpaBun,
pasmelnaercs Ha opULIMaILHOM caiite B ceTd "MHTepHeT".

34.Ilpy BO3HMKHOBEHHMH KOH(MJIWKTa HMHTEPECOB COOTBETCTBYIOIIHE
YJIEHBl KOMMCCHMM HE YYacTBYIOT B IMpoleAypax INpPUHATHS PEIIeHHH I10
KOHKPETHOMY PEAJIOKEHHIO.
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CrienuanucThl 3KCOEPTHONH OpraHW3allid, YYacTBYIOIIHE B IOJATOTOBKE
3aKJIIOYEHUs [0 pe3ynbTaTaM OJKCIEPTHU3bl, T[JaBHbIE OJKCIEPTHl M UJIEHBI
KOMHUCCHHM, NpPEACTAaBUBIIME  HENOCTOBEPHYIO  HMHGOpPMAIMIO HWIH  He
IIpeCTaBUBIINE (HECBOEBPEMEHHO IIPE/ICTaBUBIINE) B KOMUCCHIO HH(GOPMALIHIO
O HAJIMYUH OOCTOSTENLCTB, CIOCOOHBIX MPUBECTH K KOHGIMKTY HHTEPECOB MPH
PacCMOTPEHMM MPEMJIOXKEHUN, IO PELICHUIO KOMHUCCHUHU OTCTPAHSIOTCS OT
JAJIHERIIET0 YYacTUs B JAEATEIBHOCTH 10 (OPMHUPOBAaHUIO TNepevHei
1 MUHUMAJIBHOTO aCCOPTUMEHTa, a pELIeHUE [0 MPEeUIOKEHHUIO, TMPUHITOE
KOMUCCHEN NP UX YYaCTHH, NOMIEKHUT MIEPECMOTPY.

35. IloaroroBieHHble 1O pe3ynbTaTaM 3acelaHUi KOMHCCHHU TPOEKTHI
nepeuyHer W MUHUMAJIBHOIO  acCOpPTUMEHTa, CQOpPMHUPOBaHHBIE IO
MEXIYHAapOAHBEIM  HENATEHTOBAaHHBIM  HAWMMEHOBAHHUSAM  JIEKApPCTBEHHBIX
[IPenaparoB (MpH OTCYTCTBUU TaKUX HAMMEHOBaHHUH - 10 IPYNITMPOBOYHBIM HIIH
XMMHUYECKUM  HAUMEHOBAaHUSIM) C  YyKa3aHHEM JIEKapCTBEHHBIX  (opM,
pasMeIaTcess Ha opUIMATBEHOM caiite B ceTH "MHTepHeT" Ha CpPOK HE MeHee
15 nuei.

36. IIpoekTbl mnepeyHell W MUHHUMAIBHOTO AaCCOPTUMEHTA MOJIEkKAT
COIJIaCOBAHMIO ¢ MMHHCTEPCTBOM IMPOMBILUIEHHOCTH W TOproeiu Poccuiickoi
Qenepauun, MuHucrepctBom  ¢uHaHcoB  Poccuiickoit  Denepaiiuy,
MunucrepcTBOM Tpyda M couuanbHoM 3amuTel Poccuiickoit ®enepaiiuu,
MuHucTepcTBOM  perHOHalBHOrO  pa3BuTuUsl  Poccuiickoit  Peneparuy,
MUHHCTEPCTBOM ~ DKOHOMHYECKOTO  pa3BuTHs Poccuiickoir  Denepariuu,
QenepanbHOil  aHTUMOHOMNOJBHOW cinyx00H, ®enepasbHONU Ciyx00i 110
Ha/a30py B cdepe 3alMTHI MpaB HoTpeOUTenei U OJaromoiydus 4dejaoBeKa |
DenepanbHbBIM areHTCTBOM HAayYHBIX OpraHU3allui.
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[TPHUJIOXEHME Ne 1

K [IpaBuniam ¢popMupoBaHus nepeuyHei
JIEKapCTBEHHBIX MpenapaToB
JUIsl MEIULIUHCKOT'O NTPUMEHEHHUS
U MUHHUMAaJIBHOT'O aCCOPTUMEHTA
JEKapCTBEHHBIX MPEnapaToB, HEOOXOAUMBIX
JUIA OKa3aHUsl MEIULMHCKON NOMOLLH

(bopma)

B xomuccuo MuHucteperBa
3apaBooxpaHeHus Poccuiickoit @enepanuu
1o GOpMHUPOBAHHIO TIepeuHer
JIEKapCTBEHHBIX MpenapaTos 1is
MEJIMLAHCKOIO MPUMEHEHUS
¥ MHUHUMaJIBHOTO aCCOPTUMEHTA
JIeKapCTBEHHBIX MpenapaTroB, He0OX0IUMBIX
JUIs1 OKa3aHUs MeAMLMHCKON MOMOLUM

HNPEJJOXEHMNE

0 BKJIIOYEHHH JIeKAPCTBEHHOI0 npenapara
B MepeyHH JIeKAPCTBEHHbIX NPenaparoB AJsl MeAHIHHCKOr0 NpUMeHeHus*

1. Hacrosilmee mnpennoskeHUe KacaeTcsl BKJIIOUEHUS] JIEKApCTBEHHOTO
npernapaTa B IepeYHH JIEKAPCTBEHHBIX MPENapaToB:

1.1. mepedyeHp XKU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JIeKapCTBEHHBIX
npenaparos;

1.2. mepedeHb NOPOroCTOSUINX JIEKAPCTBEHHBIX MIpenapaToB;

1.3. nepeyeHb JIeKapCTBEHHBIX MIpenapaToB AJisi OOECNEUeHUs OTAEIbHBIX
KaTeropuu rpaxxaaH.

2. Mudopmanus o 3asBuTeNE:

2.1. HauMeHOBaHWE OpraHv3aluu Wik (QaMuaus, UM, OTYECTBO
(MpY HaJTU4KMK) TPaKIaHUHA ;

2.2. OTBETCTBEHHOE JIULIO, TOJKHOCTh ;

2.3. agpec (MECTO HaxXOX/IEHUS) MM MECTO KUTEIHCTBA ;

tesnedoH (pakc) ;

3JIEKTPOHHAs TIOYTa
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3. UndopmMmanug o rekapcTBEHHOM Mpenapare:
3.1. HauMeHOBaHUE IEKAPCTBEHHOTO NIpernapara:
3.1.1. MmexayHapoaHOe HEMAaTEHTOBAaHHOE HAUMEHOBaHHE ;
3.1.2.B ciyyae OTCYTCTBUSl MEXIyHAapOJHOTO HENMaTEeHTOBAaHHOTO
HAaUMEHOBAHUA - IPyNIIMPOBOYHOE HAMMEHOBAHUE ;
3.1.3.B ciny4ae OTCYTCTBUS MEXAYHAPOIHOTO HEMATEeHTOBAHHOIO U
IpyNIUMPOBOYHOIO HAUMEHOBAHUH - XUMHYECKOE HAUMEHOBaHKE

b

3.1.4.B cny4ae OTCYTCTBHS HMHBIX HAWMEHOBAaHMH - TOProBOE
HauMEeHOBaHUE ;
3.2. xon aHaTOMO-TeparneBTUIECKO-XUMHUECKOI KjaccuuKauu

JICKapCTBCHHOI'O IIpeIapara

.
b

3.3. 3asBJIEHHbIE TIOKa3aHUS K NPUMEHEHUIO JIEKApCTBEHHOrO Mperapara
COTJIACHO MHCTPYKLUH 1O NPUMEHEHUIO (NIEpEeUrCIIUTh)
;
3.4. rocyapcTBeHHass pEerucTpauusi JIeKapCTBEHHOrO Ipernapara B
Poccuiickoit @enepaunmu:

nata (44.MM.TTTT)

b

HOMEpP PErHCTPALMOHHOTO YIOCTOBEPEHHUS ;
JaTa IOATBEPXKAEHUS TOCYNapCTBEHHON pEerucTpanvy JeKapCTBEHHOTO
npenapara (pyu HaTu4YUuu) (49.MM.ITIT) ;
3.5. HAaUMEHOBaHUE M ajpec (MECTO HaXOXACHHS) IOPUIUYECKOTO JIHIIA,
Ha MMs KOTOpPOI'O BBIIAHO PETUCTPALMOHHOE YJAOCTOBEPEHUE JIEKAPCTBEHHOI'O

npernapara, UCII0JIb3yEMOI0 B KauecTBe Npenapara cpaBHeHUs (TPH HATHYHH )

5
NPOU3BOAMTEND JIEKApPCTBEHHOTO NperapaTa, UCIOIb3YyeMOro B KauecTBe
npernapara CpaBHeHHS (IPHU HAJTHYHH)

H

3.6. naHHBIe O MPOU3BOJCTBE JIEKAPCTBEHHOIO Mperapara B Poccuiickoit
®denepaunu (Ip1 HAUTHYHH)

?

3.7. npennaraemsle K BKJIFOUEHHIO JleKapCTBeHHbBIC dhopmbl
3apEruCTPUPOBAHHOTIO JIEKAPCTBEHHOTO Npenapara (epeyrucInTh)
>
3.8. cBelleHHsI O BOCIIPOM3BENIEHHBIX JIEKAPCTBEHHBIX IMpenaparax (mpu
HaJIAYHH )

>

4. CBeneHus U JITaHHBIE O JIGKAPCTBEHHOM MpernapaTte, MpeajaraeMoM s
BKJIIOYEHHS B [IEPEYHU JIEKAPCTBEHHBIX NpenapaToB:

4.1. Hay4HO 0OOCHOBaHHEBIE TaHHBIE O HEOOXOOHUMOCTH U 00OCHOBAHHOCTH
NPUMEHEHHs] JIEKapCTBEHHOro Tpemnapara sl THArHOCTHUKH, NpO(MUIAKTHKH,
Je4YeHuss WIM peaOunurauuu 3a00JeBaHHi, CHHIPOMOB M  COCTOSIHHIA,
npeobiajalOMX B CTPYKType 3a00JeBaeMOCTH M CMEPTHOCTH TI'paxkIaH
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Poccuiickoii ~ ®enepauuu Ha  OCHOBaHMM JAHHBIX  TOCYJapCTBEHHOTO
CTaTUCTUYECKOT0 Habito1eHus (MpU HATMYMHU TaKMX CTATUCTHUECKUX JJAHHBIX);

4.2. Hanyuuue HaydyHO OOOCHOBaHHBIX JAHHBIX O KIHHHYECKUX W
(hapMaKOIKOHOMUYECKHX  IPEUMMYLIECTBAX MPUMEHEHUS JIEKapCTBEHHOTO
npenapata s JIEYEHUs JIML, OONBHBIX TeModuiInedl, MYKOBHCIIHIO030M,
runo@u3apHeM  HaHU3MOM,  Ooyie3Hbt0  lolle,  3JI0KAYeCTBEHHBIMH
HOBOOOpa3oBaHUAMH JTUM(OUIHOM, KPOBETBOPHOW M POACTBEHHBIX UM TKaHEH,
pacCesiHHbIM CKJIEPO30M, JIML NI0cJie TPaHCIUIaHTAaM| OPTraHoOB U (W) TKaHeH,
110 CPAaBHEHHUIO C IpernapaTaMy, Y)Ke BKIIOUYCHHBIMU B MEPEUYHU JIeKapCTBEHHBIX
npenaparos;

4.3. HaMuMe HayyHO OOOCHOBaHHOM MHQOpPMAIMK O MPEeHUMyILLECTBax
1 (1) 00 0COOEHHOCTAX MEeXaHW3Ma JICUCTBUS JIEKAPCTBEHHOrO Mpernapara Io
CPaBHEHMIO C aHaJOraMH, B TOM YHUCJE BXOJAIIMMU B NIEPEUHH JICKAPCTBEHHBIX
nopernapaToB I MEIUMUMHCKOrOo  IPUMEHEHUs, TpH  JHArHOCTHKE,
npo(UIaKTUKE UITH JIEYEHUH 3a00JIeBaHUH, CHHAPOMOB M COCTOSIHHMM C y4eTOM
CTaTUCTHYECKHX [JaHHBIX O CTPYKType 3a00JeBaeMOCTH M CMEpPTHOCTH B
Poccuiickoit ®enepauuy;

4.4. BocTpeOOBaHHOCTh  (ColMaibHAsl 3HAYMMOCTH) JIEKAPCTBEHHOTO
npenapara CHUCTEMOM 3IpaBOOXPAHEHUS! W HACEJICHHEM C YYETOM HalId4us
JIEKapCTBEHHOIO Ipenapara B MepedHsIX JIeKapCTBeHHBIX IIpernapaTos,
(bUHaHCUpYEMBIX 3a CYET CpeIcTB OIJKeTOB CyObekTOB Poccuiickoi
Denepauny;

4.5. HaMyue JIeKapCTBEHHOrO IIpenapara B I[IepevYHe CTpaTernyecku
3HaYMMBIX JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOJICTBO KOTOPBIX HOJDKHO OBITH
obecrieyeHo Ha Tepputopun Poccuiickori ®Denepanuu, YTBEp)KICHHOM
pacnopsbkenreM IlIpaButenscTBa Poccuiickont ®@enepauuu ot 6 urons 2010 r.
Ne 1141-p;

4.6. HanvuuWe (JoKalM3aluMs) MPOU3BOJACTBA JIEKAPCTBEHHOIO Mpernapara
B Poccuiickoit @enepauuu.

5. ObocHOBaHMs ISl BKIIIOYEHHS JICKAPCTBEHHOTO TIpenapara B IepedHH
JIeKapCTBEHHBIX NIPeNaparToB:

5.1. snuaemMuonoruyeckue  NaHHble (IPU  HAJIMYWU) - JaHHBIE  TIO
3a00J1eBa€MOCTH, CMEPTHOCTH, WHBAJIUJHOCTH B OTHOIIEHHH 3abojeBaHus,
CHUHApOMa WU COCTOSIHMS, AJisl JUAarHOCTUKH, NPOGMUIAKTUKH, JICYESHUS WM
peabuiIMTalMi KOTOPBIX MOKa3aH JIEKApCTBEHHBIN mpernapar (IpeicTaBIsIOTCS
Ha OCHOBaHWHU Pe3YJIbTaTOB IOCyAapCTBEHHOI'O CTAaTUCTHUECKOTO HaOJIOACHHS,
© IpYTuX OQHUIHAIBHBIX HCTOYHHUKOB W DIHIEMHOJOTHYECKUX HCCIIEI0BAHUI
pacnpocTpaHeHHOCTH 3abojieBaHus);
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5.2. KIMHUYECKHE JaHHbIE - HOJTHOTEKCTOBBIE BEPCHH  KIMHHUYECKHX
UCCIeIOBAaHUN (CTaTbH, OTHETHI HA PYCCKOM fA3bIKE WM IEPEBEICHHBIE Ha
pyCCKMM  A3BIK,  3aBepeHHble  3asBHUTeNeM)  (YKa3bIBalOTCS  aBTOPSI,
HauMEeHOBaHUE, [U3aliH HCCIIeJOBaHus, KOJIMYECTBO MAllMEHTOB, BKIIIOUEHHEIX B
UCCJIE[IOBAHME, NEPUOA  HAONIONEHHUS, TOKa3aHWe K  MeAUIMHCKOMY
IIPUMEHEHHIO JIEKAPCTBEHHOIO Npernapara, KoTopoe U3y4alloch B UCCII€I0BAHUH,
KPUTEpUH  OLIEHKH  3(¢eKkTuBHOCTH  (O€30MacHOCTH),  JIEKapCTBEHHbBIE
npenaparbl, ¢ KOTOPBIMH CpaBHHMBAJICA MNpeAJiaraeéMblil  JieKapCTBEHHBIH
npenapaT (IpH HaIWYUM), IUIANe00-KOHTPOIb MM OTCYTCTBUE JIEYEHHS,
pe3yNbTaThl  MCCIENOBaHUA C  yKa3aHWEM  KOJIMYECTBEHHBLIX  JIaHHBIX,
3aK/IIOYEHUE, CIUCOK JIATepaTyphl IO CXeMe: aBTOp, HaMMEHOBAHHUE
UCCIIEZIOBAHUSA,  BBIXOAHBIE  JaHHble. [lo  KaxaoMy  KIMHHYECKOMY
HCCIIEZIOBAHUIO YKa3bIBacTCSI YPOBEHb J0Ka3aTeNbHOCTH 3(h()EeKTHBHOCTH
JIEKapCTBEHHOI0 TMpernapara cornacHo npuioxeHuro Ne 6 k  [Ipasuiam
(pOpMHUpOBaHHUS MepeYHel JIeKApCTBEHHBIX MpeNnaparoB IS MeIULUMHCKOro
IPUMEHEHUS. U MHMHUMAJIBHOIO AaCCOPTUMEHTA JIEKAPCTBEHHBIX IMpENnaparos,
HEOOXOMUMBIX [ OKa3aHUs MEIMIUHCKOW ITOMOIIM, YTBEPKIEHHBIM
nocranosneHueM IIpaButensctBa Poccuiickoit ®Pepepanmu ot 28 aBrycra
2014 r. Ne 871);

5.3. naHHBIE 0 TepaneBTUYECKON 3KBUBAJIEHTHOCTHU (npu
HEOOXOUMOCTH) - TOJIHOTEKCTOBBIE BEPCHHM CPABHHUTEIBHBIX KJIMHUYECKHX
HCCIIEIOBAaHUN (CTaTbH, OTUETBI HA PYCCKOM SI3bIKE MM CTAaTbH, OTYETEI,
IepeBEJCHHbIE HAa PYCCKHH $3BIK, 3aBEPEHHbIC 3asBHUTENEM) (yKa3bIBAlOTCS
aBTOpPHI, HAaMMEHOBaHWE, AW3allH HCCIEIOBaHHS,  KOJIHYECTBO MAIl[UEHTOB,
BKIIOYEHHBIX B  HCCIENOBaHWe, TepUOA HaOJIOJEeHMs, I[IOKa3aHHe K
MEJMIIMHCKOMY  IIPHMMEHEHHUIO JIEKapCTBEHHOI'O Iperapara, pe3yJibTaThl
HCCIIEIOBAaHMS C YKa3aHMEM KOJWYECTBEHHBIX NaHHBIX, 3aK/IIOUYE€HHE, CITHUCOK
JUTEPATYPBl IO CXEMe: aBTOp, HauMEHOBaHHWE WCCIIENOBAHHUS, BBLIXOIHBIE
NaHHEIE);

5.4. naHHBIE O KIMHHUKO-3KOHOMHYECKHUX ((hapMaKOIKOHOMUYECKHX)
XapaKTEepUCTHKAX  JIEKApCTBEHHOTO  IperapaTta - OJHOTEKCTOBhIE  BEPCHH
KJIMHUKO-3KOHOMUYECKUX HCCIEAOBAHUNA (CTaThbU, OTYETHI HA PYCCKOM S3BIKE
WA CTaTbd, OTYETHl, IIEPEBEJCHHBIE Ha PYCCKHH SA3BIK, 3aBepeHHbIE
3asgBUTENEM)  (YKa3bIBalOTCSl  CBeJeHHMs 00  aBTOpax, HaMMEHOBAaHHUE
HCCIIeIOBAaHMs, CCBUIKM Ha  HCCIENOBaHWE, JW3aiiH  HCClle0oBaHus
(peTpoCIEeKTUBHOE, MPOCIEKTUBHOE, MOAEIUpOBaHue**), BHI aHAIU3a,
CBEIEHHMA O JIEKapCTBEHHBIX IIpernaparaX, KOTOpble HCIIONb30BAINCE IS
CPaBHEHHUs C NpeJlaracMbIM JIEKAPCTBEHHBIM IIpPErapaToM, 3aTpaThl, KOTOPHIE
YYUTBIBAJIUCH B MCCIIEOBAaHUH, U KOJIUYECTBEHHBIC 3HAYCHHS 3aTpaT B pyONsX,
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3((eKTUBHOCTD CpaBHUBAEMbIX JIEKAPCTBEHHBIX MPENApPaToB (KPUTEPUH OLIEHKH
3 dEeKTUBHOCTH U KOJMYECTBEHHbIE 3HAUEHHMs), Pe3yJIbTaThl HMCCIENOBAHHUS,
CIIMCOK JIUTEPAaTypbl - aBTOpP, HAaWMMEHOBAaHHE WCCJIETOBAHUS, BBIXOIHEIE
JaHHBIE )™ **;

5.5. IaHHBIE O CTOUMOCTH U LI€HE JIeKapCTBEHHOIO Mpernapara:

5.5.1. cTOMMOCTE OHOT'O Kypca JIeUeHUs JIEKapCTBEHHBIM MpenapaToM _ ;

5.5.2. CTOUMOCTEL JIEUEHUS JICKAPCTBCHHBIM IIpCliIapaToM B TCUCHHUEC
OJTHOI'O 1ojJa

H

5.5.3. nara npoBeJieHUs PacYETOB LIEHBI Ha JIEKAPCTBEHHBIH Mpenapar

5
5.5.4. 1eHa, KOTOPYIO IPOM3BOAUTEND IUIAHUPYET 3aperucTpUpOBaTh B

COOTBETCTBHH ¢ TpeOOBaHUAMH 3aKOHOAaTenbcTBa Poceuiickoii Meneparuu

;

5.6. nanHBle O (akTHYeCKUX O00beMax NpOAaX JIEKAPCTBEHHOIO
npernapata B Poccuiickoii ®Penepauuu 3a rojl, NpeAIISCTBYIOIIUKM IToAade
NPEeNNIOKEHUI, B HATypalbHBIX IT0Ka3aTensX MO JIEKapCTBEHHBIM (opMaM
3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpEIapaToB

5
5.7. naHHBIE OT4EeTOB O pe3yJbTaTaX MOHUTOPHHTA O0€30IaCHOCTH
JekapcTBeHHOro npenapara (B Poccuiickoit ®eneparnun u (1im) 3a pyoexom)

5.8. JaHHBIE, IIPCACTABJICHHBIC 3adBUTECIEM B UHUIMATUBHOM IIOPSAJIKE

6. O01ee KOTUYECTBO MPEICTABICHHBIX JOKYMEHTOB

Ha JINCTAax.
[Toamnuce 3asBuTens / /
[ata

* 3anonHenye BeeX MyHKTOB MpPeAnoXeHUs o0s3ateanHo. [Ipu oTCyTCTBUM CBENEHHH N0 COOTBETCTBYIOLIEMY
MYHKTY YKa3bIBAeTCA "CBEAECHHA OTCYTCTBYIOT". JIOKYMEHTBI U MaTepuasl MPEACTABISIOTCS HA PYCCKOM S3bIKE,
B Cllydae TpPENOCTaBleHUs MyOiaMKalUMi, AOKYMEHTOB W cTaTeil Ha HMHOCTPAHHBIX s3bIKAX JONOJHHUTENLHO
TIpUsiaraeTcsi NepeBEIEHHOE Ha PyCCKUH A3bIK PE3IOME YKa3aHHbIX MaTEePHANIOB, 3aBEPEHHOE 3asBUTEIIEM.

** IIpy MCMOJb30BAaHUM MATEMaTHYECKOTO MOJENUPOBAHUS NPEACTABNAIOTCA B DIEKTPOHHOM BUIAE BCE
pa3paoTaHHble MOJENM, a TaKkKe AOMYIUEHWst IS paspaboTKH COOTBETCTBYIOILUMX MOJENEH W (opMybl
pacueToB, MCMOIb30BaHHBIE B MOJEIISX.

*** C yueTom nonoxkenuii uactu 6 cratey 18 @enepanbHoro 3akoHa "OG6 06palleHUN NEKAPCTBEHHBIX CpecTB”
1 4actu 3 crated 13 ®@enepanbHoro 3akoHa "OO OCHOBaxX OXpaHbl 310pPOBbA [paxaaH B Poccuiickoli
®enepauun”.
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ITPYJIOXEHUE No 2
k [IpaBunam dopmupoBaHus nepeuHen
JIEKapCTBEHHBIX MpeNnapaToB JJIs
MEIULMHCKOr0 NPUMEHEHUS
1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX NPENapaToB,
HEOOXOIUMBIX JUJISl OKa3aHUs
MEIULIUHCKON TOMOLIHA

(dbopma)

B xomuccuro
MmuHHuCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepaunn
o GOPMUPOBAHUIO TIEpEeUHEH
JIEKapCTBEHHBIX NPENapaToB s
MEIULIMHCKOTO MPUMEHEHUS
¥ MUHUMAJIbBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXONUMBIX JJIS1 OKa3aHUS
MEIULMHCKON MOMOIIH

NPEAJOXEHMUE

O BKIIOY€HHH JICKAPCTBCHHOIO NMpenapara
B MHUHHMAJILHBIHA ACCOPTHMEHT JIEKAPCTBCHHLIX INpenaparos,
HGOﬁXO}ll/lelX AJIS OKA3aHHUS MeTHIMHCKOH MOMOUIH

1. Uudopmanus o 3aaButere:

1.1. HaumeHOBaHWe opraHuzauuu Wik  GaMuIds, WMs, OTYECTBO
(TIpu HaNM4YKK) rpaKIaHHUHA ;

1.2. OTBETCTBEHHOE JUL0, NOHKHOCTh ;

1.3. angpec (MecTo HaXOXJIEHUS UITK MECTO JKUTEILCTBA) ;

tenedoH (dakc) ;

3JNIEKTPOHHAs MOYTa

2. Mudopmarus o nekapCTBEHHOM TIperapare:

2.1. HaMEeHOBaHUE:

2.1.1. MexxnyHapoIHOe HelaTeHTOBaHHOE HAUMEHOBaHHE ;

2.1.2.B ciy4ae OTCYTCTBUS MEXIyHapOJHOTO HEMAaTeHTOBAHHOIO
HAaUMEHOBAHMUS - IPYNIIUPOBOYHOE HAUMEHOBAHHE ;
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2.1.3.B cny4yae OTCYTCTBUS MEXAYHApPOAHOTO HEMATEHTOBAaHHOTO W
IpPyNIIMPOBOYHOIO HAUMEHOBAHUM - XUMHYECKOe HAaUMEHOBaHHE

H

2.1.4.B cmny4ae OTCYTCTBUS MHBIX HAUMEHOBAaHUH - TOProBOE
HaUMEHOBaHHUE ;
2.2. xon aHaTOMO-TepaneBTUYECKO-XUMHUYECKOH KJ1acCU(UKAIUH

JICKapCTBCHHOTI'O IIpfriapara

2

2.3. 3asBJIEHHBbIe MOKa3aHUS K MPUMEHEHHIO JIEKapCTBEHHOrO MpernapaTa
COIIACHO UHCTPYKLHH MO MPUMEHEHHIO (MIePEUHCITUTD )
;
2.4. rocynapcTBeHHas perucTpauus JIeKapcTBEHHOro Ipernapara B
Poccuiickoit @engepaunu:

nata (44.MM.ITTT)
HOMEP PErMCTPALIMOHHOTO YIOCTOBEPEHHMS ;
JaTa HMOATBEPXKIEHUS TIOCYIapCTBEHHON perucrpanuu JIeKapCTBEHHOTO
npenaparta (Ipu HaIU4uK) (449.MM.TTTT) ;
2.5. 1aHHBIE O MPOU3BOACTBE JIEKAPCTBEHHOro Tpernapara B Poccuiickoi
®epnepaiyy (MpU HATHYHH )

.
>

>

2.6. npetaraemole K BKJIIOUEHHIO JIEKapCTBEHHBIE thopMbI
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO MpernapaTa (epedrcinuTh) ;
5

2.7 cBeneHuss O BOCIPOU3BEACHHBIX JIGKAPCTBEHHBIX  IIpernaparax
(TIpu HaJTUYHH)

3. CBeneHus U JaHHbBIE O JIEKAPCTBEHHOM IperiapaTe, IpeuiaracMoM Jiist
BKIIIOYEHHUS B MUHHMMAJIBHBII ACCOPTUMEHT JIEKAPCTBEHHBIX Iperaparos,
HEOOXOIUMBIX ISl OKa3aHWsI MEAMLIMHCKOMN TOMOIIIH:

3.1. nexapCTBEHHBI  @OpemapaT BXOAUT B  TMepeyYeHb  KU3HEHHO
HEOOXOJUMBIX U Ba)KHEHIINX JIeKapCTBEHHBIX MPENaparos;

3.2. IeKapCTBEHHBIM IpenapaTr COIVIaCHO HWHCTPYKIHMU IO MPUMEHEHHIO
MOXET IIPHUMEHATHECS IIPH OKAa3aHMU MEIULUUHCKOW moMoly B amMOyJIaTOPHBIX
YCIOBUSIX TIPU JHArHOCTUKE, MPOQUIAKTHKE, JIEYCHWH WU peabuiuTaluu
Haubosiee pacpoCTpaHeHHbIX 3a00IeBaHUMA, CHHAPOMOB 1 COCTOSIHUIA,

3.3. HanMuKMe rocynapcTBeHHOM peructpainuu B Poccuiickoit ®deneparuu
COOTBETCTBYIOLIUX 10 MEXIYHAPOAHOMY HEIATEeHTOBAHHOMY HAMMEHOBAHHUIO,
100 3aMEHAIOLIEMY €r0 IPYNIIHPOBOYHOMY MM XUMHUECKOMY HAaMMEHOBAHHIO
BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX CPEJICTB B aHAJOTMYHBIX JIEKAPCTBEHHBIX
dopMax M J03MpOBKax IBYX M Oosiee mnpousBoAMTENEH (3a HCKIIOYEHHEM
JIEKapCTBEHHBIX IPENapaToB, MPOU3BOAUMBIX €IMHCTBEHHBIM OTEHECTBEHHBIM
HPOU3BOAUTENIEM);
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3.4. BocTpeOOBaHHOCTD JIEKapCTBEHHOTO npernapara cUcTeMOH
3[[paBOOXpaHEHUss M  HaceJeHWeM Ha OCHOBAaHWM JaHHBIX  OPraHoOB
UCTIOJTHUTENBHOM BiacTu cyObekToB Poccuiickoit @eaepainnu B chepe oxpaHsbl
300pPOBbSI M MAapKETHHIOBBIX HCCIEOBAaHUM O TNpojaxax JEeKapCTBEHHOIO
npenapara B Poccuiickoin denepauny npyu OKazaHMM MEAULIMHCKON MOMOIIM B
aMOyJIaTOpHBIX YCJIOBUSIX B T€UEHME KaJeH/JIapHOTO rojia (BXOXJEHHE B COTHIO
HauboJjiee MpOJAaBaeMbIX JIEKApPCTBEHHBIX IIpeNapaToB Ha pbiHKe Poccuiickoi
®enepanuu 3a KalneHIAPHBIN TO1).

4. lanHble,  OOOCHOBBIBAIOIIME  MPEMJIOKEHUS O  BKIIOYEHUH
JIEKapCTBEHHOI'O IIpenapata B MHUHUMAJIbHBIA aCCOPTHMEHT JIeKapCTBEHHBIX
npenapaToB, HEOOXOAUMBIX AJIS OKa3aHUs MEIUIIUHCKONW MOMOIIH:

4.1. snuneMuonoruyeckue JaHHple (Ipd HAIMYMHM) - JaHHBIE O
3a00JIeBa€MOCTH, CMEPTHOCTH, WHBAJIMJHOCTH B OTHOIIEHWH 3a0OJIeBaHUs,
CUH/IPOMa MJIM COCTOSIHUS, AJi1 OUArHOCTUKH, MPOQMHUIAKTHKH, JCYCHHs WU
peabunuTalMi KOTOPBIX TMOKa3aH JIEKapCTBEHHBIM Mpemnapar (Mpe/CTaBiIsioTCs
Ha OCHOBaHWU PE3YJIbTAaTOB I'OCYIapCTBEHHOTO CTATUCTUYECKOTO HAOIOMIEHUS,
Ipyrux O¢UUUANBHBIX HCTOYHUKOB M OJMHIESMHOJOTHYECKHX HCCIIeI0BaHUHA
pacnpocTpaHEeHHOCTH 3a00IeBaHus );

4.2. naHHBIE O CTOUMOCTH U LICHE JIEKAPCTBEHHOI'O TIpernapara:

4.2.1. cTOUMOCTh OJHOIO Kypca JiedeHusi (OgHOro Mecsia JedeHus
JIeKapCTBEHHBIM IMPENapaToM) ;

4.2.2. nata TpOBEACHHUS] PAacueToOB 3aTpaT Ha JieYeHHE JIeKapCTBEHHBIM
npenapaToM

b

4.3. nauHple O (aKTUYECKUX O0BeMax IMPOAaX JEKApCTBEHHOTrO
npenapata B Poccuiickoil ®enepauuu 3a roi, NPeAIISCTBYIOMIMHA Mojade
IpEe/JIOKEHUs,, B HATypalbHBIX MOKa3aTeNsX I10 JIeKapCTBEHHBIM (opmam
pEerucTpUpyeMBIX JIEKAPCTBEHHBIX MIPENapaToB

44, JaHHBIC, ITPEACTABIICHHBIC 3asIBUTCJIEM B HHUIITMATUBHOM ITOPAAKE

5. O61iee KOTUYECTBO MPEACTABICHHBIX JOKYMEHTOB

Ha JHUCTAaxX.

IMoamnuce 3asgBUTENS / /

Hara
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IPUJIOXEHHME Ne 3
K [IpaBunam ¢popmMupoBanus nepeyHei
JIEKapCTBEHHBIX IIPerapaToB AJs
MEIULIUHCKOTO IPUMEHEHUSI
Y MUHHMMAIIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPEnapaTos,
HEOOXOAUMBIX U1 OKa3aHMs
MEAULMHCKON [TOMOIIHU

(popma)

B xomuccuio
MuHucTepcTBa 34paBOOXpaHEHUSI
Poccuiickoit ®enepaunu
o GOpMHUPOBAHUIO TTepeYHEH
JIEKapCTBEHHBIX MpenapaToB s
MEIULIMHCKOTO TPUMEHEHHUS
Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MpenapaToB,
HeOoOXOOUMBIX JJIs1 OKa3aHHUS
MEIULAHCKON MTOMOIIH

NPEAJOXEHMUE

00 HCKJ/IIOYeHHH JIEKAPCTBEHHOTr0 Npenapara
H3 nepevyHei JeKapcTBEHHbIX MPENapaToB AJIsi MeIHIHHCKOr o
npuMeHeHHsl

1. Hacrosiiuee npemnoskeHWe KacaeTcsi HCKIIOYEHHsS JIeKapCTBEHHOTO
mpenapara M3 IIepeYHEH JIEKapCTBEHHBIX MpenapaTtoB IS MEIULIMHCKOTO
NPUMEHEHUSL:

1.1. mepedHs >KU3HEHHO HEOOXOAMMBIX M Ba)XHEWMINWX JIeKapCTBEHHBIX

[pernaparos;

1.2. nmepedHs TOPOroCTOSIIMX JE€KapCTBEHHBIX MPErNaparos;

1.3. mepedHs JieKapCTBEHHBIX MpernapaToB JIs 00ecleueHus OTAeIbHbIX

KaTeropui rpakiaH.

2. Undopmanus o 3asBuTee:

2.1. HauMeHOBaHME oOpraHu3auue Wik GaMuiIds, WM, OTYECTBO
(npu HanU4KMK) rpak TaHWHA ;

2.2. OTBETCTBEHHOE JIUIIO0, NOKHOCTD ;

2426476



2.3. agpec (MeCTO HaxOXKJIEHHUs ) MM MECTO JKUTEIHCTBA
tenedon/dakc

3JIEKTPOHHAs MoYTa

3. Madopmarius o IekapCTBEHHOM MpernapaTe:

3.1. HaumeHOBaHUE:

3.1.1. MexayHapoqHOE HEaTeHTOBaHHOE HAUMEHOBaHUE
)

3.1.2. B cay4ae OTCYTCTBHSI MEXIyHApOJHOTO HEMaTeHTOBAHHOTO
HAaMMEHOBAHMs - TPYNIIMPOBOYHOE HAUMEHOBAHUE

b4

3.1.3.B Cllyda€ OTCYTCTBUA MEXKAOYHAPOAHOTO HCIATCHTOBAHHOIO H
I'pymimyupoOBOIHOTO HAUMEHOBAaHUH - XMMHUYECKOe HaMeHOBaHHEe

>

3.14.B cnyyae OTCYTCTBHS HHBIX HAaWMMEHOBAaHWUH - TOProBoe
HauMEHOBaHUE ;
3.2. xon aHaTOMO-TEPANEBTHYECKO-XUMHYECKOU KJaccudukanuu

JIEKapCTBEHHOTO Ipenapara

S

3.3. 3asBJIEHHBIEC [TOKA3aHUS K NPUMEHEHUIO JIEKapCTBEHHOTO Mperapara
COIIaCHO MHCTPYKIIHMH MO MPUMEHEHUIO ([IePEIUCITUTB )
;
3.4. rocylapCTBEHHass perucTpauus JeKapCTBEHHOTO Mperapara B
Poccuiickoit @enepannm:
Jata (44.MM.TTTT)

>

HOMEP PETUCTPALIMOHHOTO YIOCTOBEPEHHUS ;
JaTa TOATBEPXKIEHUS T'OCYNAapCTBEHHOM perucrpauuu JeKapCcTBEHHOrO
npemnaparta (IIpy HaTUYUK) (94.MM.TTTT)

b

3.5. mpenjaraeMble K =~ HCKIIOYCHHMIO  JIEKAPCTBEHHBIE  (DOPMBI
3apETUCTPUPOBAHHOTIO JIEKAPCTBEHHOTO IIperapata (lepeYrciiuTh)
)
3.6.cBefieHMs O BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IpernapaTtax
(npu HAMMUUN)

4. CpeZieHUS M JAHHBIE O JIEKAPCTBEHHOM IIperapare, npeajiaracMoM JUis
UCKJIIOYEHUSI U3 IepeyHEeH JIeKapCTBEHHBIX MpernapaToB JUISI MeIUUUHCKOTO
NpUMEHEHHS:

4.1. HanuMe Hay4YHO OOOCHOBAaHHOW HMH(OpPMALMU O MPEUMYIIECTBAX
U (W1M) OCOOEHHOCTSX MeXaHW3Ma JeHCTBUs, Oounblueil  6Ge30MacHOCTH
aIbTEPHATUBHOI'O JIEKAPCTBEHHOTO Iperapara, BKIIOYaeMOro B MepedeHb, MpH
IWarHOCTUKE, NPO(UIAKTHKE, JeUeHHH HUIW peabuIuTaldh 3a00JIeBaHMI,
CUHAPOMOB U COCTOSHHMHM C YYE€TOM CTaTMCTHYECKHX JaHHBIX O CTPYKType
3a00J1€Ba€MOCTH U CMepTHOCTH B Poccuiickoit ®enepanuu;
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4.2. BHOBb MOSIBUBIIHECS CBEJICHUSI O TOKCUYHOCTH WJIM BBICOKOI yacToTe
HexeNnaTelbHbIX MNOOOYHBIX SIBJIGHWM [pU NPUMEHEHUH JIEKApCTBEHHOIO
npenapara;

4.3. IpUOCTaHOBIIEHHE TMPUMEHEHHUs JIEKapCTBEHHOro Ipenapara B
Poccuiickoit @enepauny;

4.4. oTMeHa rocy 1apCTBEHHOH perucTpalum JEKapCTBEHHOTO Npernapara;

4.5. mpekpallleHle MpPOW3BOJICTBA JIEKAPCTBEHHOIO Mpenapara JHbo ero
noctaBok B Poccuiickyto Penepauuio U (WiM) OTCYTCTBHE JIEKAPCTBEHHOTO
npernapara B rpaxaaHckoMm obopote B Pocculickoit depepauuu B TeueHUE
nepuo/ia, NPEeBBILAIONIEr0 OJIUH KajleHAapHbIA ro.

5. O6ocHOBaHUsA JUisl UCKJIIOUEHMs JIeKapCTBEHHOro Ipernapara U3
nepeyHen JIeKapCTBEHHBIX MPEenapaToB Ajsl MEIULMHCKOTO TPUMEHEHHUS:

5.1. KIMHHYECKHE NaHHbIE - IMOJTHOTEKCTOBBIE BEPCHU CPaBHUTENBHBIX
KJIMHAYECKUX HCCIENOBAaHMU (CTAaTbd, OTYETHl HA PYCCKOM S3BIKE WU
nepeBe/IeHHble Ha PYCCKMH $3BIK, 3aBepeHHble 3asBUTENeM) (yKa3blBarOTCS
aBTOpbI, HAaMMEHOBaHWEe, [H3alH MCCIIEOBaHUsA, KOJWYECTBO MAlMEHTOB,
BKJIIOUEHHBIX B  HCCleIOBaHME, I[epuoJi HabMoAeHus, I[OoKazaHue K
MEUIMHCKOMY TIPUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara, pe3yJibTarhl
UCCJICIOBAaHUs C yKa3aHMEM KOJIMUECTBEHHBIX JIaHHBIX, 3aKIOUYeHHUE, CHUCOK
JUTEPaTyphl - aBTOP, HAUMEHOBAHUE UCCIICIOBAHMS, BBIXOIHBIE 1aHHbIC);

5.2. naHHBIE O KJIMHHUKO-2KOHOMHYECKUX ((papMaKOIKOHOMUUECKUX)
XapaKTEpUCTUKAX JIEKapCTBEHHOI'O Ipenapara - [OJHOTEKCTOBbIE BepCUHU
KJIMHUKO-2KOHOMUYECKUX HCCeOBaHUN (CTaThbU, OTYETHI HAa PYCCKOM SI3bIKE
WIM CTaTbM, OTYEThbl, IIE€PEeBEJEHHbIE Ha pPYCCKUHM S3BIK, 3aBEpEHHbIC
3asgBUTeNeM)  (yKa3pIBalOTCS  CBelAeHWsT 00  aBTopax, HauMEHOBaHUE
UCCJIeOBaHUs, CCBUIKM Ha  HUCCleOBaHMe, JOu3allH  UCCJedOoBaHUs
(PeTPOCIIEKTHUBHOE, TPOCTIEKTUBHOE, MOAETHPOBAHHE ), BUJ AHAIN3A, CBEICHHUS
O JIeKapCTBEHHBIX Mpernaparax, KOTOpPblE HCIOJb30BAIUCH AJII CPaBHEHUS C
npeajaraeMbiM JIEKAPCTBEHHBIM MpenapaToM, 3aTpaThl, KOTOPbIE YYUTHIBATIUCH
B HCCIENOBaHWM, U KOJIMYECTBEHHBbIC 3HAUYEHMUs] 3arpaT B  pyOJsX,
3¢ (HEeKTUBHOCTh CPAaBHUBAEMBIX JIEKAPCTBEHHBIX IIPENapaToB (KPUTEPUH OLIEHKH
3¢ hHEeKTUBHOCTH U KOJMYECTBEHHBbIE 3HAUE€HHs), pe3yJbTaThl MCCIeIOBaHMS,
CIIMCOK JIMTEpaTypbl - aBTOpP, HAUMEHOBAaHUE WCCJIEOOBAHHUS, BbIXO/HbIE
I[aHHLIe)**;

5.3. panHple o0 (¢akTUUecKuX oO0BeMax TMpofax JEKapCTBEHHOTO
npernapara B Poccuiickoit ®enepaunu 3a ropa, NPeALIESCTBYIOLIMI moxade
OpeNsIOKeHUsl, B HaTypalbHBIX TIIOKa3aTelsiX IO JIEKapCTBEHHBIM (opmMaMm
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (MpU HAUYUHN);
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5.4. nanHple U JOKYMEHThl,  MOATBEpXKAAlOLIME  MpeKpalleHue
MPOMU3BOICTBA JIEKAPCTBEHHOIO MpernapaTta Jub0 ero nocraBok B Pocculickyio
®enepaurio U (WIK) OTCYTCTBHE JIEKAPCTBEHHOIO MperiapaTa B IPa)KJaHCKOM
obopote B Poccuiickoil @enepanum B TeYeHUE MIEPUOJIA, TPEBBILLIAIOIIETO OJUH
KaJIeHIapHbI{ rof (Ipy HaJu4v1n ),

5.5. maHHBIE OTYETOB O pe3yJbTaTax MOHUTOPUHIa Oe30MacHOCTH
nexapcTBeHHOro npenapara (B Poccuiickoit @enepanuu u (1iin) 3a pydoexom);

5.6. NaHHBIE, IPEACTABIICHHbIE 3aBUTENIeM B MHULIMATHBHOM TOPSIKE.

6. O0111e€ KOTMYECTBO MPEACTABICHHBIX JOKYMEHTOB

Ha JIMCTaXx.
[Toamnucek 3asBUTENS / /
JlaTa

" [lpM HCNONB3OBAHHM MATEMaTHUYECKOrO MOJEIMPOBAHMA TMPEACTABIAIOTCA B JIEKTPOHHOM BHIE BCE
pazpaboTaHHble MOOENM, a TaKkKe OOMyLUEeHUs i pa3pabOTKHM COOTBETCTBYIOLUMX Mojened u dhopMyibl
pacyeToB, HCMOJIb30BAHHBIE B MOJE/AX.

™ C yuerom nonoxeHuit yacTH 6 crathn 18 denepanbHoro 3akona "O6 06pallleHUH TeKAPCTBEHHBIX CPEACTB” U
yacTH 3 ctateu 13 PenepanbHoro 3akoHa "O6 0CHOBaX OXpaHbl 3A0poBbs rpaxaaH B Poccuiickoii denepauun”.
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[TPJIOKEHHUE Ne 4
K [lpaBunam dhopmupoBanus nepevnei
JIEKapCTBEHHBIX IpenapaToB AJIs
MEIULIMHCKOTO NPUMEHEHUS
1 MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX NIPENapaToB,
HEOOXOMMBIX IS OKa3aHHUs
MEIULIMHCKOH [TOMOIIHU

(popma)

B xomuccuro MuHuctepcTBa
3apaBooxpanenus Poccuiickoit Penepauuu
no opMHpOBaHHUIO NEepeyHel
JIEKapCTBEHHBIX MpenapaToB s
MEJIUIIMHCKOTO IPUMEHEHUS
1 MUHUMAaJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX NPENapaTos,
HEOOXOIUMBIX JIJIsl OKa3aHUs
MEJMIMHCKON MOMOIIX

NPEAJOXEHUE

00 HCKJIIOYEHHH JIEKAPCTBCHHOI'O NIpenaparta
H3 MUHHMAJIBHOIO aCCOPTHMEHTA JICKAPCTBCHHBLIX NpenaparTros,
Heo0XO0AUMBbIX JJIsl OKa3aHUSl MeAHIIHHCKOH NMoMoIIH

1. Uudopmanus o 3asButesne:
1.1. HauMeHOBaHMe oOpraHu3zauuu Wik  Qamunus, |Ms, OTYECTBO

(Npy HANMU4YKK) TpaXXIaHUHA ;
1.2. OTBETCTBEHHOE JIULIO, JOIKHOCTh ;
1.3. agpec (MECTO HAXOXIEHUS) UJIM MECTO KUTEIhCTBA ;
TenedoH (hakc) :
3NeKTPOHHAs [10YTa
2. Undopmarus o JeKkapCTBEHHOM Mpenapare:
2.1. HauMeHOBaHHE:
2.1.1. MexxnyHapoaHOe HEMAaTEHTOBAHHOE HAaUMEHOBaHUE
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2.1.2.B ciaydac OTCYTCTBUA  MCEXKIYHAPOIJHOIO  HEMATECHTOBAHHOI'O

b

HAaUMEHOBaHUS - TPYNIUPOBOYHOE HAUMEHOBAHUE
2.1.3.B ciydae OTCYTCTBUS MEXIYHAPOJHOIO HEMATEHTOBAHHOIO H
rpyNIMPOBOYHOIO HAMMEHOBAHUH - XMMHUYECKOE HAUMEHOBaHHE ;

2.14.B cny4yae OTCYTCTBUSI HMHBIX HAaWMMEHOBAaHUM - TOProBOE
HAaKMMEHOBAHUE :
2.2. Kon aHaTOMO-TE€pPANeBTUYECKO-XUMHUUECKON Kj1accuuKalm

JICKApCTBEHHOTI'O IIperiapara

k4

2.3. rocynapcTBEHHass perucTpauus JIEKapcTBEHHOIo IIpenapara B
Poccuiickoii ®enepanun:
jJara (Y4.MM.ITTIT)

kb

HOMED PETUCTPALTMOHHOTO YIOCTOBEPCHUA 5

Jata TMOATBEPKICHUS TOCYIapCTBEHHOM perucTpaluu JIEKapCTBEHHOIO
npenaparta (mpy HaJau4uu) (Y4.MM.ITIT)

b

2.4. naHHBIE O TIPOM3BOJCTBE JICKAPCTBEHHOIO npemnapara B Poccuiickoi
®enepanyu (IpyU HAUTMYUH)
>
2.5. mpeanaraeMbple Uil UCKIIIOUEHHUS  JIeKQpCTBEHHBIE  (POPMBI
3aperucTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (IepevnucinTh)

;
2.6.cBeleHUsT O BOCHPOM3BENCHHBIX JIEKAPCTBEHHBIX IIpernaparax
(Ipy HaJTU4YKK)

3. OcHOBaHMs [ HCKJIIOYEHHMs JIEKapCTBEHHOro Ipenapara u3
MUHUMaJIBHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX NPENapaToB, HEOOXOAUMBIX IS
OKa3aHMs MEAUIMHCKOH ITOMOILHN:

3.1. nexapcTBEHHBI I@penapar HE BXOOUT B IMEpedYeHb HKU3HEHHO
HEOOXOAUMBIX ¥ BaXKHEHMIIHNX JIEKAPCTBEHHBIX [IPENapartos;

3.2. npUMeHEHHE JIEKapCTBEHHOro npenaparta B Poccuiickoit ®enepaunu
[IPUOCTAHOBIIEHO;

3.3. rocymapcTBeHHasi perucTpanys JEeKapcTBEHHOro Impenapara B
Poccuiickoit ®enepalind OTMEHEHA;

3.4. mpekpallleH TpaXXOaHCKUH OOOpOT JIEKapCTBEHHOIO IIpernapaTra B
Poccuiickoii @enepanuu, B TOM YUCIIE IPEKPALLEHO €r0 MPOU3BOACTBO.

4. lokyMeHTBl U JaHHble, OOOCHOBBIBAIOIIME MpeAsoKeHue o0
UCKIIIOUEHUH JIEKAPCTBEHHOTO Ipernapara M3 MHHUMaJbHOI'O acCCOPTUMEHTa
JeKapCTBEHHBIX IpenaparoB, HEOOXOAMUMBIX [JIsi OKa3aHUS MEIULIMHCKON
IOMOLIH:
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4.1. TIOKyMEeHTEI M JaHHble, [OATBEPXKJAIOIIME  IpPeKpalleHHe
rpaXxIaHCKoro obopoTa JiekapcTBeHHOro npenapara B Poccwuiickoit @enepanuu,
B TOM YHCJIE IIPEKPALLEHUE €r0 TPOU3BOJICTBA

4.2. AaHHbIC, ITPEICTABJICHHBIC 3asiBUTEIEM B UHUIIKATUBHOM NOPSIOKE

5. OO011ee KOIUYECTBO NPEACTaBIEHHBIX JOKYMEHTOB
Ha JHUCTAaXx.

[loxamuce 3asaBUTENS / /

Jata
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ITPHUJIOXEHMUE Ne 5

K [IpaBunam GpopmupoBanusi
nepeyvHel JeKapCTBEHHBIX MpernapaToB
JUTS1 METULIMHCKOTO IPUMEHEHUS
¥ MUHUMAaJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEIapaTos,
HEOOXOIMMBIX ISl OKa3aHUsA
MEIUIMHCKOHN ITOMOIIH

(bopma)

SAKJIOYEHMUWE

10 pe3yJibTAaTaM NpPOBeIeHHS JOKYMEHTAJbLHOH IKCIepPTH3bI
npeayiosKeHHs 0 BKIIYEeHHH (MCKIII0YeHHH) JIeKAPCTBEHHOI0 Npenapara
B MIEPE€YHH JIEKAPCTBEHHBIX NPeNnapaToB ¥ MUHHUMAJILHbIH ACCOPTHMEHT

JIEKapPCTBEHHBIX NpPenapaToB, HEOOXOAUMBIX ISl OKA3aHHS

MEARUHHCKOH NMOMOIIH

1. Hacrosiee 3akitoueHue KacaeTcs MaTepyasioB, MPeACTaBIEHHbBIX IS :

1.1. BKIIIOYEHUS IEKaPCTBEHHOTO Ipernapara B:

1.1.1. nepeveHp XKUIHEHHO HEOOXOAUMBIX U BAKHEHUIIHMX JIEKAPCTBEHHBIX
[penapaTos;

1.1.2. nepeyeHb JOPOroCTOSILMX JIEKAPCTBEHHBIX MPENApPATOB;

1.1.3. mepeueHb  JIEKapCTBEHHBIX  MpenapaToB i  0o0eceueHHs
OTJEJIBHBIX KaTErOpHil rpax/iaH;

1.1.4. MUHUMAaNBHBIA  ACCOPTUMEHT  JIEKApPCTBEHHBIX  Iperaparos,
HEOOXONUMBIX JAJs OKa3aHUS MENUUHHCKOW mnoMomM (MHHHMAJIBHBIHA
aACCOPTUMEHT);

1.2. ncxirodeHus IeKapCTBEHHOTO NpenapaTa u3:

1.2.1. mepeyHsl )KU3HEHHO HEOOXOAMMBIX U BaXKHEHINUX JIEKAPCTBEHHBIX
penaparos;

1.2.2. nepe4dHss JOPOroCTOSIMKX JIEKAPCTBEHHBIX MPENApaToB;

1.2.3. mepeyHs 1€KapCTBEHHBIX MPeErapaToB Uil 00eCIeYeH s OTAETbHbIX
KaTerOpHil rpaXkiaH;

1.2.4. MUHUMaIBHOT'O ACCOPTHMEHTA.
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2. Undopmanus o JiekapCTBEHHOM Iperapare:
2.1. HauMeHOBaHUE:
2.1.1. MexxyHapoaHOE HelaTeHTOBaHHOE HauMEHOBaHHe

>

2.1.2.B cny4yae OTCYTCTBHSI MEXIYyHapOJHOTO HEMaTeHTOBAaHHOIO
HAaUMEHOBaHUS - FPYIIUPOBOYHOE HAMMEHOBAHHE ;

2.1.3.B ciy4ae OTCYTCTBUSI MEXIYyHApOIHOTO HENAaTeHTOBAHHOTO W
rpyNIUPOBOYHOIO HAMMEHOBAHUH - XMMHUE€CKOEe HaHMEHOBaHHE ;

2.14.B ciayyae OTCYTCTBMS WHBIX HAWMEHOBAaHWUH - TOProBoe
HauMeHOBaHUE ;
2.2. xon aHaTOMO-TepaneBTHYECKO-XUMUIECKOH KiaccubuKalum

b

JeKapCTBEHHOTO IIpernapara
2.3. mpepJylaraeMble K BKJIFOYEHHIO JIEKapCTBEHHBIE (dopMbl

3aperuCTpUPOBAHHOTO JIEKAPCTBEHHOTO NIpenapara ([epeuncinuTh):

5

2.4. npeyiaraeMple K MCKJIIOUYGHHIO  JIGKAPCTBEHHBIE  (HOPMBEI

3aperucTPUPOBAHHOIO JIEKAPCTBEHHOTO Tpenapara (TIepeyrcCInTh):

3. Cpoku npoBeeHUs] JOKyMEHTATbHOW SKCIIEPTU3EL:

C 1O

4. JlIokyMeHTaJIbHasi dKCIepTH3a MNpeajokeHus (B COOTBETCTBHUU C
npuioxeHusiMu 1 u 2 k [IpaBunam gopMupoBaHus mepeyHed jeKapCTBEHHBIX
[IpenapaToB Uil MEAMLUHCKOrO NMPUMEHEHUS U MUHUMAIBHOIO acCOPTUMEHTA
JIeKapCTBEHHBIX IMpernaparoB, HEOOXOOUMBIX MJis OKa3aHUs MeIHIHHCKOM
IIOMOILM, YTBEpXKIEHHbIM InocTaHoBneHHeM lIpaButensctBa Poccuiickoi
®epnepannu ot 28 aBrycra 2014 r. Ne 871):
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TpeOyeMble cBeneHus

Hudopmarus o npeacTaBieHun

TpeOyeMBIX CBEICHHUH 3asBUTENIEM

2

3

HNudopmanus o 3asBuresne

1.1 npencraBneHa B MOJIHOM 0OBbEME

1.2 npeacraBnena He B MOJNHOM oObeMe
(nepevnciiuTh):
1.3 He npexncraBieHa
HNudopmarus o 2.1 npeacraBiieHa B MOJHOM 00beMe
JIEKapCTBEHHOM Ipernapare | 2.2 mpeAcTaBleHa He B TOJHOM o0ObeMe
(mepednciIuTh):
2.3 He npencTaBlieHa
Cenenus o 3.1 npencraBieHbl B IOJHOM 00beMe
JIEKapCTBEHHOM Ipenapare | 3.2 npeACTaBlIeHbl He B TOJHOM o0ObeMe
JU1S1 BKITFOYEHHUS (mepe4uciuTh):
(MCKITIOUEHUS ) B TIEPEUHH
JIeKapCTBEHHBIX 3.3 He npeacTaBleHbI
npenapaToB U
MUHHUMAaJIbHBIN
aCCOPTUMEHT
[aHHble, 4.1 mpeacrtaBieHbl B NOTHOM 00beMe
000CHOBHIBAIOIIHE 4.2 npencrtaBieHbl HE B IIOJHOM 00OBbeMe
npeyioxKEHUE O (nepeynciauTs):
BKJIFOUEHUHU
(MCKIIFOUEHUH ) 4.3 He nmpeacTaBlIeHBI
JIEKapCTBEHHOTO
npernapara B IEpeuHH
JIeKapCTBEHHBIX
npenapaTroB U
MUHUMAaJIbHBIN
aCCOPTHUMEHT
5.3aMevanuss OO  pe3ylbTaraM  JOKYMEHTAIbHOM  3KCIEPTHU3EI

NpesIoKeHus (IpU HATUYHH HY)KHOE OTMETHUTH):

5.1 HeHajuIeXalee oQopMIIeHHE NPEIIOKEHUSI M MPUIAraeMbIX K HEMY

OJOKYMCHTOB H CBeHeHHﬁ;
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5.2 OTCYTCTBHE 3JIEKTPOHHOH (OpPMBI MpEJIOKEHUS M TMpHIIaraeMbIX K
HEMY JOKYMEHTOB U CBEJICHU;

5.3 mpexcraBieHUe JOKYMEHTOB U CBEICHUN B HEIIOJIHOM O0BEME;

5.4 BeIAB/IECHHE HECOOTBETCTBUS MEXIYy NOKYMEHTaMH M CBEIEHUSIMH,
NpeCTaBICHHBIMU Ha OyMa)KHOM HOCHUTENE U B 3JIEKTPOHHOM BH/IE;

5.5 npencraBieHHE HENOCTOBEPHON MM UCKAKECHHON MH(OPMALIHH;

5.6 peAcTaBlIeHUE JOKYMEHTOB M CBEICHH, MO KOTOPHIM KOMHCCHEMN
OBUIO BBIHECEHO pelleHHe 00 OTKa3ze BO BKIHOUEHMH (MCKIHOYEHHH)
JICKapCTBEHHOI'O Ipernapara B IIEpEYHH JIEKApPCTBEHHBIX IIPernaparos,
MHUHUMAaJIbHBIA aCCOPTUMEHT.

KOHerTHLIe 3aMCcUaHusA:

6. Pesynprar:

6.1 HanpaBUTH NpeJIOKEeHIE Ha SKCTIEPTHU3Y;

6.2 HanpaBUTH B ajJpec 3asBUTENS 3aKIIOYEHHE C 3aMeYaHUsIMU
O HECOOTBETCTBUU YCTAaHOBJIEHHBIM TPeOOBaHUSIM,

6.3 HanpaBUTh NPEATOKEHUE BHEINTATHOMY CIIEUATUCTY MUHHCTEPCTBA
3apaBooxpaHeHus  Pocculickoin  ®Depepauumu a8 HNOATOTOBKH
PEKOMEHIAIMK O BKIIOYEHHH (HCKIIIOUEHUHU) JIEKapCTBEHHOI'O
npenapara B MUHAMAJIBHBIM aCCOPTUMEHT.

Ilpencenatens KOMUCCUU
MruHucTepcTBa 3/[paBOOXpaHEeHHUs
Poccuiickoit @enepanuu
110 GOPMHUPOBAHUIO TTepeUYHEN
JIEKapCTBEHHBIX MIpENapaToB Jjis
MEIMUUHCKOIO PUMEHEHHUSI
¥ MUHUMAaJIBHOT'O aCCOPTHMEHTA
JIEKapCTBEHHbIX MpernapaTos,
HEOOXOUMBIX JIJISi OKa3aHHUs
MEIMLMHCKON TOMOIIH

/
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[TPHUJIOXKEHUE Ne 6

x [IpaBunam ¢popMupoBaHus nepedHeit
JIeKapCTBEHHBIX TIpErapaToB
IUTSI MEIULIMHCKOTO NPUMEHEHMUS]
U MUHUMAJIBHOTO aCCOPTUMEHTA

JIEKapCTBEHHBIX IIpenapaToB, HEOOXOAUMBIX

UHTEI'PAJIBHBIE IIKAJIBI
KJIMHUYECKOH U KJIMTHUKO-9)KOHOMUUYECKOM OLIEHKH
JEKAPCTBEHHOT O IIPEIIAPATA I1PU IPOBEJEHUHN

SKCHOEPTHU3bI

[IIxana onieHku
YPOBHEH NOKa3aTeNbHOCTU PE3YJIbTATOB KIMHUUECKUX

HCCIIeIOBaHUH JIEKApCTBEHHBIX MIPenapaToB

JIJIS OKa3aHUsl MEIULIIMHCKON MOMOILIU

YpoBHH
. [I1kxana oneHku
XapaKTepUCTHKa UCCIIeIOBAaHU I JIOKa3aTeIbHOCTH 5
pE3yNbTaTOB (baub)
Cucremarudeckue 0030pbI I 10
U MeTa-aHalu3bl
PanioMu3npoBaHHbIE CIICTbIe 11 9
KIIMHUYECKHe UCCIEeN0OBaAHUS
PannoMu3upoOBaHHBIE OTKPBITHIE I 8
KJIMHAYECKHE UCCIEN0BaHUS
KBazuakcriepuMeHTalIbHbIE I 7
UCClIeJOBaHUS
KoroptHeble uccienoBanus IV 6
HccnemoBanus "ciiydaii-KOHTpoJb" \'% 5
OnucaHue Ciay4aeB U CEpPUU CllydaeB VI 4
MHeHHEe 9KCTIIEPTOB VII 3
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IIIxana oedku

ypOBHeﬁ y6eHI/ITeJII>HOCTI/I JA0Ka3aTCJIIbCTB KIIMHUYECKUX
* ¥

HCCIeNOBaHUH JICKapCTBCHHBIX IIpeIIapaToB

YpoBeHb
yOe IUTeNIbHOCTH
JI0Ka3aTeNbCTB

XapaKTepI/ICTI/IKa IoKa3aTeJis

Ikana
OIICHKH
(6asbI)

A

J0Ka3aTClIbCTBa Y6eI[I/IT€.]'II>HbII
HMEIOTCA BECKHUE NOKa3aTCJIbCTBA IMpejiaracMoro
YTBEPXKACHNSA

3

OTHOCHTEJIbHAs YOeIUTeIbHOCTh I0Ka3aTeNIbCTB:
HUMEIOTCS JOCTAaTOYHBIE JOKA3aTENbCTBA B IOJB3Y
TOr0, YTOOBI PEKOMEHIOBATh MIPEJI0KEHHBIH
JIEKapCTBEHHBII Npernapat js BKIIIOUEHUS
(MCKITIOYEHHUs) B COOTBETCTBYIOIINH ITEPEYEHb
JIEKapCTBEHHBIX MpernapaToB

JOCTATOYHBIX JOKA3aTEIbCTB HET:

HUMEIOLIUXCS JO0KA3aTeIbCTB HEAOCTATOYHO IS
BBIHECEHUS pEKOMEHAALNH, HO pEeKOMEH a1
MOTYT OBITH JaHBI C YHETOM HHBIX OOCTOSTEILCTB

I/IHTeraJIBHaSI KOJINMY€CTBCHHAs OLICHKA

Ka4yeCTBa KIIMHUYECKOI'0 UCCIIENOBAHNUS JIEKAPCTBCHHOIO IIpenapara aJ1s

MCIUHHHCKOI'O IPUMCHCHHS

YpoBeHb Ob61as
YposeHs p
ToKaza y6enu- OlleHKa
XapaKkTepHCTHKa UCCIIeTOBaHHUs TENBHOCTH | HCCIEeJO-
TETBHOCTH
7joKaza- BaHUs
JTAHHBIX
TEJILCTB (6assbn)
CucremaTtuueckuit 0630p onpene-
PaHIOMHU3UPOBAHHBIX KIMHUYECKUX I A JsIeTCsI Kak
UCCIIEJOBAaHUHN HIIK METa-aHAIN3 npou3Be-
HIeHue
MacirabHble paHZOMU3HPOBAHHEIE OILIEHKH B
KJIMHUYECKUE UCCIe0BaHUS C Oatax
OJIHO3HAYHBIMU Pe3yNbTaTaMH M HU3KOH 11 A YPOBHS
BEPOSTHOCTBIO OLIHOOK Jl0Ka3aTeb-
HOCTH
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YpoBeHb O6uias
YpoBeHb
ybenu- OlICHKa
XapaKTepUCTUKa UCCIIeIOBaHUS AOKA3A e tbHOCTH UCCIeN0-
TEJIBHOCTH
N0Ka3a- BaHHUs
JAHHBIX
TEJILCTB (6amnbl)
MacurabHble paHIOMHU3UPOBaHHbIE OAHHBIX U
KJIIMHUYECKHUE UCCIIeI0BaHus C OLIEHKU B
HEOHO3HAHLIMHU PE3yNIbTaTaMH, I B Oannax
HU3KOUW WUJIU CpEeAHEN BEPOSITHOCTHIO YPOBHS
OILIHOOK ybenurennb-
HOCTH
Hebonpime paHqoMu3UpOBaHHbIE noKaza-
KIIHHUYECKHUE UCCIIEIOBAHUS II B TEJILCTB
KBasuskcriepuMeHTanbHoOe 111 B
HCCJIeIOBaHUE C XOPOIIO
noI00paHHBIMH IPYIIaMH CPABHEHHMS
KoroprHsbie uccnenoBanus c v B
OJIHO3HA4YHBIMM pe3yJbTaTaMH U HU3KOHU
BEPOSITHOCTBIO OLTHOOK
HccnenoBanus "cmyyail-koHTpoJb" ¢ v B
OZTHO3HAYHBIMU Pe3yJIbTaTaMU U HU3KOH
BEPOSITHOCTHIO OLIMOOK
Onucanue ciiy4aeB, cepuid cliyyaes VI C
MHeHue sKcrepToB VII C
Hccnenosanus moboro au3aiHa I C
HU3KOI'0 METOAUYECKOrO KauyecTBa I1 C
111 C
IV C
\Y C
VI C
VI C

HToropas HHTerpajlbHas KOJMYECTBEHHAS OLICHKA KaueCcTBa KIIMHUIECKOrO
UCCIIEIOBaHUS JIEKapCTBEHHOTO Mpernapara:
He MeHee 18 11 peKkoMeHAalny K BKIIIOUEHHUIO JICKapCTBEHHOTO Npernapara,
He MeHee 12 U1 peKoMeHalluy K BKITIOUEHHIO TSI OpGaHHOIO
JeKapCTBEHHOIO ITpernapara
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4

KonndecTBeHHas oneHka
3¢ (HEeKTUBHOCTH MPUMEHEHHS JIEKAPCTBEHHOT'O npernapara B paMKax
KIIMHUYECKUX UCCIIENOBAHUN

JocTxenue
€JIEBOIO pe3yJibTaTa
OueHka cTeneHu H pesy
C y4eToM
HaumeHoBaHue JOCTH)KEHUS LIEJIEBOTO
[IpeUMyIIeCTBa Hikana
KpUTEpHS pe3ynbTara ¢ y4eToM .
nepes Tepanuein OLICHKH
OLIEHKU IpeuMyHiecTBa
. npenapaTamu (Gamnbl)
3QPEeKTUBHOCTH | IO CPABHEHMIO C Tepanuei
CpaBHEHHS
npernaparaMy CpaBHEHUS
(B mpoI1ieHTax)
Hanpumep MOJIHOCTBIO JOCTUTHYT 100 10
KPUTEPHIA: LIEJIEBOM PE3yJbTaT
CHUXEHHUE (BbICcOKast 3 (EKTHBHOCTD )
YPOBHSI YaCTUYHO IOCTUTHYT 90 9
apTEPUAJILHOTO | I[eJIEBOM pe3yJIbTaT
JaBJIEeHUS (cpenHss 3¢ HeKTHBHOCTD) 80 8
10 LEJIEeBOTO
3HA4YeHUS 70 7
60 6
50 5
40 4
30 3
20 2
10 1
HE IOCTUTHYT LIEJIEBOM 0 0
pe3yabTaT (HU3Kas
3¢ HEKTHBHOCTD WK
OTCYTCTBUE
3¢hHEKTHBHOCTH)
Uroro cpelHss oleHKa 3 QeKTUBHOCTH (OTHOIIEHHE CYMMBI GaioB

10 K&XIOMY KpUTepuio 3¢ ()eKTUBHOCTH K KOJHYECTBY

KpUTEPHEB)
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KonuuyecTBeHHast OLCHKa
0e30I1aCHOCTH NIPAMCHCHHS JIEKaPpCTBEHHOTI'O IIpCllapaTa B paMKax
KIIMHUYECKUX UCCIIEIOBAaHUH

OueHKa ypoBH Yucno ciyyaeB
0e30MmacHOCTH U06VO‘IHHVX OuenKa B Gamnax Becosoi
JIEKapCTBEHHOTO ACHCTBUHU ko3 duueHT
npernapara (B mpoueHTax)
[loGounple neicTBUS 0 0 0
OTCYTCTBYIOT
ITo6ounble neficTBUA 10 -1 0,25
JIETKON CTerneHu 20 1
30 -1
40 -2
50 -2
60 -3
70 -3
80 -3
90 -4
100 -4
IToGouHbIe neficTBUS 10 -2 0,5
CpelHel TshKeCcTU 20 -9
30 -3
40 -3
50 -4
60 -4
70 -5
80 -5
90 -6
100 -6
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OLeHKa ypOBHS Yucno cinydaeB
6e3zonacHoOCTH MOOOYHBIX 0 5 Becooit
” o LIeHKa B Oajmax
JEKapCTBEHHOI'O ACUCTBUN KO3 dULIUEHT
npenapara (B mporieHTax)
[ToGouHbIe TEHCTBUSL 0 -4 1
TSDKEJION CTEIEeHU -
20 -4
COCTOSIHMS,
IIPOAJICBAIOIIHE 30 -5
HaxOoXJeHHe NanueHTa 40 5
B CTallHOHApe WU )
MpCACTaBIIIOIHE 50 -6
yIrpo3y AJis )KU3HHU
60 -6
70 -7
80 -8
90 -9
100 - 10
Hroro OlIeHKa YPOBHs 0€30MacCHOCTH (CyMMa IPOU3BEACHIH
CpelHUX OaJIJIOB MO KXXIOMY yPOBHIO 06€30MMacHOCTH
JIEKapCTBEHHOIO Mpernapara ¥ COOTBETCTBYIOLLETO
BECOBOro K03¢dhuireHTa)

KonnyectBeHHnas OLCHKA

JIOIIOJTHUTEILHOM TepaHeBTI/I‘{eCKOﬁ HEHHOCTH JICKapCTBEHHOI'O IIpErapara

HaumeHnoBanue
KpUTEpus
HOHOEHHT&H’HO@ PesynbTaT onieHkuH (I)légliﬁsl
TepaneBTUYECKOM (Gamb)
LEHHOCTH
1. KpaTtHOCTb IIpHieMa | COKpallleHHe KpaTHOCTH IMpHeMa +2
COXpaHEHHUE KPAaTHOCTH MpHeMa 0
yBEJIMUEHHUE KPATHOCTHU MpUeMa -2
2. HoBpIlf MEXaHU3M | UMEET CYIIECTBEHHBIE KIMHUYECKHE +2
JEUCTBUSA [IpEUMYILIECTBA
MMEeT He3HAYUTEJIbHbIe KIMHUYECKHE + 1
MperMylecTBa
HE UMeeT KIIMHUYECKUX MTPEeUMYIIECTB 0
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KonuuecTtBeHHas olLleHKa

KITMHUKO-IKOHOMHUYeCKO# 3P HEeKTUBHOCTH JIEKapCTBEHHOTO Mpemnapara

- IIkana
Kpurepuu oueHku PesynbraTt oueHku POUCHT OLCHKH
OTKJIOHEHUS (Ganmsi)
1. [IpeactaBnenHas | BbIIIE CTOMMOCTH 100 u 6onee - 10
CTOMMOCTH Kypca JIedeHUsl penapaToM
WJIH FOJIOBOTO CpaBHEHHUS 80 - 100 -8
JeUeHus 60 - 80 6
JIeKapCTBEHHBIM 106 1
npernapaToM 0-60 )
20 - 40 -2
10 - 20 -1
COOTBETCTBYET He bouee 0
CTOMMOCTH JIeUeHUs 10
IIpernapaToM CpaBHEHMS
HHXKE CTOUMOCTHU 10 - 20 +1
JIeYeHHsl TpernapaTom 20 - 40 )
CpaBHEHUS
40 - 60 +4
60 - 80 +6
80 u Honee +8

HUrorosas o

LCHKA 110 IIKaJIC OI€HKHU MPEeACTABJICHHBIX 3aTpaT

2. IpeumyuiecTBa
110 KJIMHHUKO-
3KOHOMMYECKOH
3¢ ¢$eKTUBHOCTH
JIeKapCTBEHHOTO
npenapara ¢
npenaparamu
CpaBHEHUS

(o Kkaxomy U3
MpeACTaBIeHHBIX
WY HahJI€HHBIX
CaMOCTOSITENILHO
HCCJIeJOBaHUH)

IIpUMEHEHHE
JIEKapCTBEHHOTO
npernapara NpuBOIUT K
CHIIKEHUIO OOLIHX
3aTpar (yka3artb
OTHEJBHO MPSIMBbIE U
HENpsIMbIE 3aTPaThI)

Ha OKa3aHHe
MeQUILHMHCKON MOMOIIU
B paMKax MpOrpaMMBI
roCyAapCTBEHHBIX
rapaHTuil OecIIaTHOTrO

MOMOILM (BIUSHHUE HA

O10JIKET)

OKa3aHHUsl MEIULIMHCKOH

1o 20 +2
20 - 40 +4
40 - 60 +6
60 - 80 +8
6onee 80 + 10
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Kpurepuu oneHku

Pesynbrar ouenku

[TpoueHnt
OTKJIOHEHMS

Ilkana
OLIEHKH
(6anmbr)

PUMEHEHHUE
JIEKapCTBEHHOTO
npenapara He Tpedyer
yBEJIMYEeHHs 00LLINX
3aTpar (ykasaThb
OTJIENIBHO IPSMBIE U
HEmpsiMbIE 3aTPaThl) Ha
OKa3aHue MeIULIMHCKON
TIOMOIIH B pamMKax
pOrpamMMBl
roCy1apCTBEHHBIX
rapaHTHuil GecriaTHOro
OKa3aHHUs MeIUUHUHCKOH
nomolny (BIUsIHUE Ha
OIOIKET)

0

IIpUMEHEHHE
JIEKapCTBEHHOTO
npenapara TpedyeTr
yBeJIMYeHUs OOIIHNX
3aTpar (yKas3arb
OT/EJIBHO MpsSIMbIC U
HenpsiMbIE 3aTpaThl) HAa
OKa3aHue MeAULMHCKON
MIOMOILIM B paMKax
IIpOrpaMMBbl
rocyIapCTBEHHBIX
rapaHTui GecraaTHOro
OKa3aHusl MeJUIIUHCKOH
IIOMOILH (BIUSIHUE HA
O10KET)

no 20

20 - 40

40 - 60

60 - 80

ooiee 80

OLIEHKa 3aTparT u
3¢ hexkTUBHOCTH
(oTHOWLIEHHME MTOKa3aTeNs
JIEKapCTBEHHOTO
npemnapaTa u
nperapaToB CPaBHEHHUS)

CHHIKXEHHEC
ITOKa3aTcJida

+ 1

ITOBBINICHHUEC
nokKasarejis
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Kpurepuu oueHku

PesynbTaT onieHku

IlpoueHt
OTKJIOHEHHS

[kana
OLICHKH
(6ambl)

Hrorosas OLICHKA I10 IIKaJI€ OIICHKHU IIPCHUMYIICCTB

JIEKapCTBEHHOTO NpenapaTa 1Mo KJIMHUKO-3KOHOMHYECKOM
5} dexTHBHOCTH (OTHOIIEHHE CYyMMBI OAJIJIOB 110 KaXKI0MY

HCCIIENOBAHUIO K KOJTUYCCTBY HCCHCHOB&HHﬁ)

Hrtorosas oLeHKa KIMHUKO-3KOHOMUYECKOH 3 PEeKTUBHOCTH
JIEKapCTBEHHOTO Npenapara (cymma 0alijioB OLIEHKH
[PEJCTABIIEHHBIX 3aTPaT U UTOTOBOM OLIEHKH 10 LIKajle OLEHKH
[IPEUMYILECTB JIEKAPCTBEHHOTO TIpernapara o KIXHHKO-
KOHOMHUYECKOH 3()PeKTHBHOCTH )

HMrorosas oneHKa KIMHUKO-DKOHOMUYECKON IKCTIEPTU3BI MPEATIOKEHNS (He
MeHee + 4) 171 peKOMEHJALUH K BKITIOUSHHIO JIEKapCTBEHHOTO IIperapara B

NIepeYHU
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KonuuecTBennas OLICHKAa
AOMNOJHHUTEJIBHBIX JaHHBIX O JIEKAPCTBEHHOM HpeEriapaTe

[lxana
Kpurtepun ouenku Pe3ynbTaT oUeHKU OLEHKU
(6amnnb)
Heob6xoguMocTh IpUMEHEHUS na +2

JIeKapCTBEHHOTO Mpenapara aJis
JUArHOCTHKH, TPOQUITAKTHKH, JICUSHUS
unu peabuintaluy 3ab60aeBaHui,
CHUH/IPOMOB WJIH COCTOSIHUH,

npeo0ajalolnX B CTPYKTYpe HeT 0
3a00J1€Ba€MOCTH ¥ CMEPTHOCTH I'paKJaH
Poccuiickoit ®enepannu, Ha OCHOBaHUH
JAHHBIX TOCYAAPCTBEHHOIO
CTaTHCTUYECKOro HabJI01eHUs

[{enecoobpa3zHOCTH BKIOUEHUS 0,8 u BbIlIE +3
JeKapcTBeHHOTro npenapara B cranaapt | 0,6 - 0,8 +2
MEIUIIMHCKON MOMOILH C YYETOM 0,4-0,6 +1
PEKOMEHIyEMOA YaCTOTHI 0,2-04 +0,5
Npe10CTaBIeHHS awke 0,2 0
LenecooOpa3HOCTh BKIIIOYEHHS B na +2
KJIMHMYECKUE PEKOMEHAAlUU HeT 0
(IpOTOKOJIBI JICUEHHUS])

Hanuuune 3aperucTpupOBaHHBIX B na +1
Poccuiickon ®enepannu HET 0
BOCITPOU3BEIEHHBIX JIEKAPCTBEHHBIX

npenapaToB

Hanu4ue nekapcTBEHHOTO MpemnapaTa B HEeT 0
nepevyHe CTpaTernyecku 3Ha4UMbIX Ja +1

JIeKapCTBEHHBIX CPEACTB, IPOU3BOICTBO
KOTOPBIX JOJKHO OBITH OOECIIeYeHO Ha
tepputopun Poccuiickoit ®enepanuy,
YTBEPXKIEHHOM paclOps>KEHUEM
IIpaButensctBa Poccutickoi Menepauuu
ot 6 mrosist 2010 . Ne 1141-p

Hanuuue nexkapcTBEHHOro npenapara B | HET 0

NEPEYHSX JIEKapCTBEHHBIX [IPENApaToB, na +1
(buHaHCUpPYEMBIX 3a CUET CPEACTB
OromkeToB cyOBekTOB Poccuiickoii
Denepanun
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11

Ilkana
Kpurepuu ouenku PesynbTat onienku OLEHKH
(6amnnbI)
Hanuuue npousBoactsa (Jiokau3aiusl) HET 0
JIEKApCTBEHHOTO ITpernapara Ha
teppuTopuu Poccuiickoit @enepanuu na +3

Hrorosas oueHka NpoYnx AaHHBIX MO NMPeNIOKEeHUIO ( He MeHee + 2) 1uis

PEKOMCHAALUHH K BKJIIOUEHHUIO

" VpoBeHb 10Ka3aTebHOCTH PE3YJIbTATOB KIHHUYECKNX MCCIe10BAHMUI npuMeHseTcs A1 GopManbHOM OLEHKH
Ka4yecTBa OTAENIbHOIO KJIMHWYECKOrO UCCENOBAaHUA JIeKapCTBEHHOrO npenapara. KIHHUueCKUX HWcclieoBaHui
OJIHOFO JIEKAPCTBEHHOTO MpenapaTta MOXET ObITh HECKOJILKO, M YPOBHHM HX N0Ka3aTelbHOCTH B 3aBUCUMOCTU
OT Au3aiiHa KIMHUYECKOTO UCCIIENOBAHUS MOTYT ObITh Pa3TMUHBL.
" VpoBHU yGenMTENBHOCTH 10KA3aTeNbCTB 3h(eKTHBHOCTH NIEKapCTBEHHBIX MPENapaToOB MPUMEHSIOTCS MpU
OLEHKE COBOKYMHOCTH HCC/IENOBaHUH OJHOTO W TOro ke JIeKapcTBEHHOro mpenapara. OCyulecTsisercs
000011eHNe JaHHBLIX 00 YPOBHAX [OKA3aTeNbHOCTH OTHENbHBIX HCCENOBAHMI pa3sIMMHOrO KauecTBa MU

IIPUCBAMBAETCS OXMH U3 3 ypoBHEH y6eIUTeNbHOCTH.
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I[TPUJIOXKEHUE Ne 7

K [IpaBunam gopmupoBaHus nepevHei
JIEKapCTBEHHBIX ITpernaparoB s
MEJMLIMHCKOTO TPUMEHEHUS
Y MUHUMAaJIbHOI'O aCCOPTUMEHTA
JIEKapCTBEHHBIX Mpenaparos,
HEOOXOAMMBIX ISl OKA3aHHUS
MEIULUHCKON MOMOILHU

(bopma)

B xomuccuro
MuHucTepcTBa 31paBOOXpaHEHUS
Pocculickoit ®enepanuu
1o GOpMHUPOBAHHIO MTEPEYHEH
JIEKapCTBEHHBIX MIpENnapaToB AJis
MEIULUMHCKOrO MPUMEHEHUS
1 MUHUMAQIBHOI'O aCCOPTUMEHTA
JIEKapCTBEHHBIX IIPENapaTos,
HEOOXOIUMBIX JIJIS OKa3aHUs
MEIUIUHCKON ITOMOIIU

SAKJIOYEHMUE

MO pe3y/ibTaTaM NpPoBeeHHUs IKCIEPTU3bI NPeAJI0KEeHHSs
0 BKJ/INOYEHHH (MCKJIIOYEHHH) JIEKaAPCTBEHHOIO NMpenapara
B MepeYHH JIeKAPCTBEHHBIX NpenapaToB

1. HacTosiuee 3akiroyeHne KacaeTcsi MaTepUANIOB, IPEICTABICHHbIX IS

1.1. BKIIFOYEHUS JIEKAPCTBEHHOTO IIpenapara B:

1.1.1. nepeuenp KU3HEHHO HEOOXOAMMBIX U BOKHEUIINX JIEKAPCTBEHHBIX
IpenapaTos;

1.1.2. mepeyeHp OPOroCTOSAIIMX JEKapCTBEHHEIX MpenapaTos.;

1.1.3. mepeyeHp  JE€KapCTBEHHBIX IMpenapaToB i obecredeHus
OTJIENBbHBIX KAaTeroOpuil rpaXk/iaH;
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1.2. UckmroueHus jJeKkapCcTBEHHOTO Tpenapara us:

1.2.1. nmepe4Hs *U3HEHHO HEOOXOAMMBIX U BKHEHIIMX JIEKAPCTBEHHBIX
npenaparos;

1.2.2. nepeuHs JOPOrocTOAILUX JIEKAPCTBEHHBIX IIPENapaToB;

1.2.3. mepe4Hs JieKapCTBEHHBIX IIpernapaToB 1l 00ecredeH s OTAEIbHBIX
KaTeropui rpaxaas.

2. Mudopmarus 00 3KCIepTHONH KOMUCCHH:
2.1. HaMeHOBaHKe YKCIIEPTHOM OpraHU3aluu

2.2.cocTaB  3KCHEpPTHOM KOMHMCCHUU  (dbaMuius, HUMS, OTYECTBO,
JOJIKHOCTD) :

2.3. agpec (MECTO HaXOXKAE€HHs) IKCIIEPTHOU OpraHu3alru ;
tenedoH (dakc) X
3JIEKTPOHHAs Mo4Ta

3. Uadopmanus o iekapCTBEHHOM Mpenapare:
3.1. HaMMeHOBaHUE: ;

3.1.1. MexnyHapoaHOE HENAaTeHTOBAaHHOE HAUMEHOBaHUE ;
3.1.2.B chnyyae OTCYTCTBHSl MEXIyHapOJAHOroO HEMaTEeHTOBAaHHOIO
HAaNMMEHOBAHUA - IPYNIUPOBOYHOEC HAUMECHOBAHHE :

3.1.3.B ciy4ae OTCYTCTBUSI MEXIYyHApOJHOIO HENMaTEeHTOBAaHHOTO W
TpyNIIUPOBOYHOr0 HAUMEHOBAHUH - XUMHUYECKOe HAaUMEHOBAHUS ;

3.14.B ciyyae OTCYTCTBUS WHBIX HaWMEHOBAaHHUH - TOPrOBOE
HaMMEHOBaHUE ;
3.2. kox aHaTOMO-TEPaIeBTUYECKO-XUMUIECKON Kjlaccuukauu

JIEKapCTBCHHOI'O IIpCIiapara 5

3.3. npeasiaraeMple K BKJIIOUYEHUIO WM HCKIIOYEHHUIO JIeKapCTBEHHBIE
($hOpMBI 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapata (MepeyrcIIuTh) ;

3.4. undopmanuss O BOCHPOU3BEAEHHBIX JIEKAPCTBEHHBIX MIperaparax
(Mpy HATUYUK):

4. CpoKH IpOBEAEHUS DKCIIEPTU3BIL:

C 1o
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5. Pe3ynbTarhl KJIMHUYECKOH OLEHKU MPEMJIOKEHUS (B COOTBETCTBHHM C
npunoxeHdeM Ne 6 k IlpaBunam QopmupoBanvs mnepevyHed JeKapCTBEHHBIX
npenaparoB sl MEAUIMHCKOIO NMPUMEHEHMS U MUHMMAJILHOTO acCOpTUMEHTa
JIEKapCTBEHHBIX MpenaparoB, HEOOXOAMMBIX [JIsi OKa3aHWsi MEeIULIMHCKOH
NOMOUIM, YTBEPXIAEHHBIM mocTtaHoBieHueM [lpaBurenbctBa Poccuiickoi
®enepanu ot 28 aBrycra 2014 r. Ne 871):

5.1. Pe3ynbrarel OLEHKA KadecTBa  KIMHUYECKHX  MCCIeAOBaHUM
JIEKapCTBEHHOTO Ipernapara, NpeICTaBIECHHbBIX 3asBUTENIEM U (MJIM) HAWIEHHBIX
CaMOCTOSIT€JILHO 3KCIIEPTHONW KOMUCCHEN

XapaKTEepUCTHKA
p P YpoBeHb YposeHb O6u1as oneHka
IpeCTaBIEHHOTO
ybeauTeNnbHOCTH | yOEAUTENBHOCTH | UCCIIEA0BaHUS
KJIMHUYECKOTO
JIAHHBIX JIOKa3aTeIbCTB B Oasiax
HCCIeIOBaHUS
1
2
3
4
5
u JIp.

Uroro: cpenHee 3HauyeHue (OTHOLIEHHE CYMMBI OLIEHOK
MCCIIEIOBAHMS K UX KOJIMYECTBY)

5.2. Pe3ynpTaTbl KONMYECTBEHHON OLEHKU 3(PGEKTUBHOCTH JIeUCHHUS
JeKapCTBEHHBIM IpenapaTtoM B paMKaX KIMHUYECKHX HCCIe0BaHuH,
MpeICTaBICHHBIX 3asBUTENIeM U (MJIM) HallIEeHHBIX CAMOCTOSITEIHHO IKCIIEPTHOM

KOMUCCHUEHN
JlocTuxxenue
Hauverosaie OueHka cTeneHu AOCTHKEHUS jeTenoro Ouenka
KpUTEPUsI OLIEHKU pesyibTaTa
LEJNEeBOro pe3ynbTara (B B Oanax
s dHeKTHBHOCTH
MPOLIEHTAX)

LIeJIeBOM pe3ynbTar
MIOJTHOCTBIO JOCTUTHYT
(BbICcOKAst 3 (PEKTUBHOCTH)
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JlocTtuxenue
Hamverosarme OlueHKa CTereH! TOCTHKEHHS erlemoro Ouenka
KpUTEpUS OLIEHKH pe3yibTata
LIEJIEBOTO pe3yJIbTaTa (B B Oannax
3¢ eKTHBHOCTH
MPOLIEHTaX)

LIeJIEBOM pe3yJIbTaT YaCTUYHO
JNOCTUTHYT (CpeaHss
3¢ HEeKTHBHOCTH)

LIeNeBOM pe3ysIbTaT He
JNOCTUTHYT (HU3Kast

3¢ HEeKTUBHOCTD, OTCYTCTBHE
3¢ HEeKTHBHOCTH)

Hroro: cpennsis oueHka 3¢ ¢hpeKTUBHOCTH (OTHOLLIEHHE CYMMBI
0aJyIoB 110 KaXX0My KPHTEPHIO 3 (GEKTUBHOCTH K KOJIHYECTBY
KpUTEpUEB)

5.3. Pe3ynbTatbl KONMYECTBEHHOW OLEHKH O€30MacHOCTH JIeYeHHUS
JEKapCTBEHHBIM IpernapartoM B paMKaX KIMHHYECKMX HCCIIEIOBaHUH,
NPEACTaBIEHHBIX 3asBUTENIEM U (UIH) HAalIeHHBIX CaMOCTOSITENBHO 3KCIIEPTHOM
KOMUCCHEN

Yucno ciy4yaeB
NOoOOYHBIX TEHCTBHIH
(B mpo1ieHTax)

Oueunka B
Oasutax

OueHka ypoBHsi 6€30MMacHOCTH
JIEKapCTBEHHOI 0 Npenapara

IToGouHbIe NEHCTBUS OTCYTCTBYIOT

[ToGouHbIE NENCTBUSA NETKOM CTEEeHHU

[To6ouHbIe neHCTBUS CpeaHe
TSDKECTH

[ToOouHbIe NEeUCTBUSA TSKEOM
CTENEHU

Hrorosas ouienka ypoBHs 6€3011aCHOCTH (CyMMa IPOU3BENCHUIN CPEIHUX
0aJI0B N0 KaXXIOMY YPOBHIO 0€30IIaCHOCTH JIEKAPCTBEHHOIO Ipenapara U
COOTBETCTBYIOLIETO BECOBOTO KO3 hHUIHEHTA)
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5.4. Pe3ynpTarhl OLIEHKH HOMOJHHUTEIBHON TepaneBTUYECKOW LIEHHOCTU

JIEKapCTBEHHOI'O IIpernapara, MpeICTaBIeHHON 3asBUTeNleM W (WIIM) HallieHHOU

CaMOCTOSITENIBHO IKCIIEPTHOM KOMHUCCHEN

HauMenoBanue kputepus
JOTIOJIHUTEILHOU
TepaneBTUUECKON LIEHHOCTH

Pesynbrar oneHku

Ouenka B Oajuiax

1. KpatHocTh IIpuema

2. HoBbIll MexaHU3M
NEeHCTBUS

5.5. Urorosas

(cyMMa UTOTOBBIX 3HaYeHUH Tabmui 5.1. - 5.4.).

OLICHKa

KJIMHUYECKOU

OLICHKH

NpEANTOKECHH A

6. Pe3y.I'IBTaTBI KJIMHUKO-9KOHOMHYECKOH OLIEHKU [MPpEJIOKECHUA:

IIpouent OueHka
Kpurepun olieHKH PesynbTar onieHKH
OTKJIOHEHUS B Oannax

1. ITpencraBneHHas BBIILIE CTOUMOCTH
CTOUMOCTB Kypca U1 JevYeHus
rOA0BOTO JIEUEHUs npernapaTom
JIeKapCTBEHHBIM CpaBHEHUS
fperiapaToM COOTBETCTBYET

CTOMMOCTH

JevYeHus

npernapaTrom

CpaBHEHHUS

HU)XE CTOMMOCTH

NeYeHus

npernapaTrom

CpaBHEHUS

Hrorosas oligHKa I10 MIKaJie OIEHKH MpeCTaBIeHHBIX 3aTPaT

2. IlpenmyniecTBa no [IpUMEHEHNE
KIIMHUKO- JIeKapCTBEHHOTO
YKOHOMUYECKOM npernapara
3¢b()EeKTUBHOCTH IPUBOIUT K
JIeKapCTBEHHOTO CHIDKEHHIO 00IINX

Ipenapara B CpaBHEHUU

C IIpenaparaMu

3aTpar (ykas3artb
OTJIEJIBHO NIPSIMbIE
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Kpurepuu oueHku

Pe3ynbetaT oLleHKH

[IpouieHT
OTKJIOHEHUSI

Onenka
B Oasiax

CpaBHEHUS
(D0 KaxKIOMy U3
NpeaCTaBIEHHbBIX WIH
HaWAEHHBIX
CaMOCTOSTENBHO
HCCJIeIOBaHUM )

1 HETIpsIMbie
3aTpathbl)

Ha OKazaHue
MEIULUHCKOMH
MOMOLIY B paMKax
MPOTPaMMBbI
roCyJ1apCTBEHHBIX
rapaHTum
OecIIaTHOrO
OKa3aHusA
MEJULUHCKOU
ITOMOIIH
(BIUsSIHHUE Ha
O10mKET)

IIpUMEHEHUE
JIEKapCTBEHHOTO
npernapara He
TpeOyeT yBenuue-
HUS OOIIMX 3aTpaT
(YKazaTh OTIAEITBHO
MpSAMBIE U
HENpsIMbIE 3aTPaThl)
Ha OKa3aHHe
MEIULMHCKOU
OMOILM B pamMKax
porpaMMebl
rocyJapCTBEHHBIX
rapaHTui
OecraTHOro
OKazaHUs
MEIUILMHCKON
ITOMOIITH

(BIMsIHUE HA
Or0mKeT)

IpUMeHEeHHe
JIeKapCTBEHHOTO
npenapara Tpedyer
yBEIUYEHUs
o011KX 3aTpar
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I'lpouent

Kpurepuu oueHku Pe3ynbptaT onienku
OTKJIOHEHUS

OueHka
B OaJutax

(YKazaTh OTHENBbHO
npsiMble U
HEMNpsIMbIE 3aTpaThl)
Ha OKa3zaHue
MEIULIMHCKOH
MOMOIIM B paMKax
IPOTrpaMMBbl
roCyJaapCTBEHHBIX
rapasTuin
OecIUIaTHOIO
OKa3aHUus
MEJUIIMHCKOM
ITIOMOILIH

(BIUsIHME Ha
010/1KET)

Hrorosas olieHKa M0 1IKaJe OLIEHKU MPEeUMYIIECTB
JIEKApCTBEHHOIO Mpernapara no KIMHUKO-3KOHOMUYECKOM
3¢ HeKTUBHOCTH (OTHOIIEHUE CYMMBI OAJJIOB IO KOKIOMY
HCCIIEJOBaHUIO K KOJIMUECTBY HCCIIEJOBAHHUI)

HUrorosas oueHka KIMHIKO-9KOHOMHYECKOH 3 PeKTHBHOCTH
JeKapCTBEHHOIo Ipenapara (cymMMa 6ajyioB OLICHKH
Ipe/ICTaBJIeHHBIX 3aTPAaT U UTOTOBOM OIEHKH I10 IIIKaJie
OLICHKH IPEMMYILECTB JIEKapCTBEHHOTO Mperapara 1o
KJIMHUKO-3KOHOMUYECKOH 3¢ (PeKTHBHOCTH)

7. Pe3y.IIBTaTBI IKCIIEPTU3BI IPOIUX JAHHBIX 10 NPEAJIOKEHUTIO:

Kpurepuu oueHku

OrueHka
B Oajutax

HeobxoauMocTs NpUMeHEeHHs JIEKapCTBEHHOTO Tpernapara
JUTSL TAATHOCTUKHU, TPOMUIIAKTUKH, JIEYCHUS WU
peabunutanyu 3aboneBaHUli, CUHIPOMOB UJTH COCTOSHUH,
npeoliaalouX B CTPYKType 3a0071€BaeMOCTH |
CMEpPTHOCTHU rpaxksiaH Poccuiickoit @eaepaniviv, Ha OCHOBaHUU
JaHHBIX TOCYIapCTBEHHOT'O CTATUCTUYECKOTO HabI01eH s

LlenecooOpa3HOCTh BKIIIOUEHHUS JIEKAPCTBEHHOTO Mperapara B
CTaH/JapT MEIULIMHCKON MOMOIIH C YUETOM PEKOMEHIyeMOi
YaCTOTHI MPEeAOCTaBICHUS
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OueHka
Kpurepun orieHKH B Oasutax

L[CJIGCOO6pa3HOCTB BKIIFOYCHHUA JICKAPCTBCHHOI'O TIpeliapata B
KIIMHUYCCKHUE PCKOMCHAA NN (HpOTOKOJ’IBI HG‘J@HI’IH)

Hanunune 3apeructpupoBannbix B Poccuiickoit denepaunn
BOCIIPOM3BECHHBIX JIEKAPCTBEHHBIX NIPENapaToB

Hanuuue nekapcTBeHHOrO Mpenapara B NepevyHe
CTpaTeru4eCKU 3HAYUMbIX JIEKAPCTBEHHBIX CPEACTB,
IPOU3BOJICTBO KOTOPBIX JOJDKHO OBITH 0OecrnedeHo Ha
tepputopun Poccurickoin @enepanuu, yTBEPKIACHHOM

pacnopsikenueMm lIpaBurensctBa Poccniickoit denepannuu ot
6 urosist 2010 . Ne 1141-p

Hanuuue nekapcTBEHHOrO Ipenapara B [epeyHsIX
JIeKapCTBEHHBIX Npenaparos, GUHAHCUPYEMBIX 32 CUET
cpeAcTB Or0/KeToB cyobekToB Poccuiickoit ®denepanuu

Hanuuue npounsBonacTBa (JIOKaJIU3alKMK) JEKAPCTBEHHOIO
npemnapara Ha Tepputopun Poccuiickoit @enepanuun

HrtoroBas oueHka Npoyux AaHHBIX IO NPEIOKEHUIO (HE MeHee + 2) aJis
pEKOMEHAAMH K BKIIOUYEHHIO

8. UToroBass cyMMa OIEHKM TMpPEJIOKEHUs] U BBIBOJABl 3KCIEPTHOM
KOMHCCUHM O LEeJIecOoO0pa3sHOCTH WU HEelelecoOOpa3HOCTH  BKITFOUEHHS
(UCKIIOUEHMsI) JIEKapCTBEHHOro mpenapara B IMEepeYHH JICKApCTBEHHBIX
npenapaTosB:

[Toanucu u paci@poBKa MOAMKCEH SKCIIEPTOB:

(¢.4.0. pyKOBOUTENS DKCIIEPTHON OpraHU3aLuu (IKCNEpTa)

9. PexomeHiauu BHEIITaTHOTO crenraiucTa MunucrepcTBa
3npaBooxpaHeHus Poccuiickoit @enepanuu:
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10. 3ameuanus BHELLTAaTHOI'O CIieMajucTa MunucrtepcTBa
3npaBooxpaHenus Poccuiickoit @enepanuu (pyu HATMYKH):

[loanuce U paciinpoBKa MOAMUCH

Hata
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