NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHME
ot 28 aBrycra 2014 r. N 871

OB YTBEPKJIEHUU ITPABUJI
®OPMUVPOBAHUS ITEPEYHEN JIEKAPCTBEHHBIX ITPETTAPATOB
IIJIS1 MEIULIMHCKOT'O ITIPUMEHEHNS 1 MUHUMAJIBHOT'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX ITPEITAPATOB, HEOBXOIVMBIX JIJISI OKA3AHUS
MEJINLITHCKOY [TOMOIIU

B cooTBeTcTBUM CO cTaThsiMu 55 1 60 DenepanbHOTo 3aKOHA "O6 06paleHNY JIEKAaPCTBEHHBIX CPEJICTB",
crarbeil 44 ®epgepanpHOro 3akoHa "O6 ocHOBaxX OXpaHbl 30POBbS IpaskaaH B Poccuiickoit Pemepanyn” u
craTbel 6.2 @enepanbHOTrO 3akoHa "O rocysapCTBEHHOV CoLManbHOM nmomoiu” [IpaBuTenbCTBO
Poccuiickoit ®enepaliiy IOCTaHOBIISIET:

1. YTBepauThb npuiaraemble [IpaBuia popmMupoBaHusi iepeuHeit JeKapCTBEHHBIX ITperapaToB AJIst
MeIUIIMHCKOTO MPUMEeHEeHMSI ¥ MMHMMAJIbHOTO aCCOPTMMEHTA JIEKapCTBEHHBIX ITPerapaToB, HEOOXOAMMBbIX
IUIS1 OKa3aHMS MeIUIIMHCKOM ITOMOIIN.

2. MuHMCTEpPCTBY 3apaBooxpaHeHus Poccuiickoin @enepaunum yTBepAUTD MOJIOXKEHME O KOMUCCUA
MunucTepcTBa 3apaBooxpaHenus Poccuiickoit @enepaiiuy no GopMupoOBaHUIO TTIepeyHel JJeKapCTBeHHbIX
IpenapaTosB 11 MeOUIIMHCKOTO MPYMEeHEeHMS M MUHMMAaJbHOTO aCCOPTUMEHTA JIEKaPCTBEHHBIX
rpernapaToB, HeOOXOAMMBbIX JIJIsI OKa3aHUsI MeAUIIMHCKO TTOMOIIY, ¥ COCTaB yKa3aHHO KOMUCCUM.

3. YcTaHoBUTD, uTO B 2014 roay npepjiosxkeHus: 0 GOPMUPOBAHUIO TIepeyHelt leKapCTBeHHbIX IpenapaToB
L1 MeJULIMHCKOIO IIPYMeHeHUsI ¥ MMHMMaJIbHOI'O aCCOPTYMEHTa JIeKapCTBEHHbIX IIperapaTos,
HeOOXOMMBIX JJIs1 OKa3aHMS MeULIMHCKOM TTOMOIIM, HAMPaBJISIOTCS B MUHUCTEPCTBO 34, paBOOXPAHEHM ST
Poccuiickoit @epepannm B mopsake, npegycMOTpeHHOM [IpaBunamy, yTBepsKIeHHbIMY HaCTOSIL UM
IOCTAaHOBJIEHMEM, 10 15 ceHTsa6pst 2014 1.

4. ITyukT 4 nocraHoBaeHust [IpaBurtenbcTBa Poccuiickoir @epepannm ot 29 oktsiops 2010 r. N 865 "O
roCcyIapCTBEHHOM PeryJiMpOBaHNM I1eH Ha JIeKapCTBEeHHbIE MTperapaThl, BKIIOUEHHbBIE B IIepeYeHb
SKM3HEHHO HeOOXOIMMbIX M BaKHEMIINMX JIeKapCTBeHHbIX npernapatoB” (CobpaHme 3aKOHOIaTeIbCTBA
Poccuiickoir ®emepannm, 2010, N 45, ct. 5851; 2012, N 37, ct. 5002) mmocsie cjioB "MUHUCTEPCTBOM
3KOHOMMYECKOTo pa3Butus Poccuiickoit @epgepanuu” OOMOJIHUTH CI0BamMu ", MUHUCTEPCTBOM TPyAA U
COLIMaJIbHOM 3auThl Poccuiickoi @epepauiy, MMHUCTEPCTBOM perMOHaAbHOIO pa3BUTUS Poccuiicko
®enepanyn, ®egepasbHO aHTMMOHOIIOIbHO CIIy>K0071, PemepanbHO CTY>k00¥1 110 Hax30py B cdepe
3aIIUTHI IIPaB MOTpebuTeNel U 61aronoayuns yenoBeka, @emepaqbHbIM areHTCTBOM HAayUHBIX
opraHm3auuin”.

5. MuHKcTepcTBY 3apaBooxpaHenus Poccuiickoit @epepaiivi faBaTh pa3bsCHEHUS O TIOPSIKe
npumeHeHust [IpaBui1, yTBEPKAE€HHBIX HACTOSIIIMM ITOCTAHOBJIEHMEM.

IIpencenarens [IpaBuTeibCTBA
Poccuiickoi @enepaniu
IO.MEJIBEIEB

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatyin
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[TPABUJIA
®OPMUMPOBAHUS IMEPEYHEN JIEKAPCTBEHHBIX ITPETTAPATOB
AJI1 MEOULIMHCKOI'O ITPUMEHEHNV A 1 MUHMMAJIBHOT'O ACCOPTMEHTA
JIEKAPCTBEHHBIX ITPEITAPATOB, HEOBXOJVMBbIX IJI1 OKA3AHN



MEJIULIVTHCKOM ITOMOIIIN
1. Hactosimye ITpaBuia ycTaHaBAMBAIOT MOPSIIOK GOPMUPOBAHMSI:

a) rmepeyvHs XXM3HEeHHO He0OXO0IMMbIX Y BasKHEMIIINX JIeKapCTBEHHBIX ITPeIapaToB JIJisI MeIULIMHCKOTO
MIpUMeHeHMs (anee - TepeueHb BaXKHEMIINMX JJeKapCTBeHHBIX ITPerapaTos);

0) mepeyvHs JIeKAPCTBEHHBIX ITPEIapaToB, MTpeAHa3HAUEHHBIX JJIs1 00ecrieye s JTUII, 60IbHBIX
remoduineit, MyKOBUCIIMI030M, IUTIO(D1U3apHBIM HaHU3MOM, 60Jie3HbIO ['ollie, 3710KaueCTBeHHbIMU
HOBOOOpPa30BaHMSIMM TMMQPONUIHO, KPOBETBOPHOI 1 POLCTBEHHBIX UM TKaHe, pacCessHHbIM CKJIepO30M,
reMOJIUTUKO-YPEeMUUECKUM CMHIPOMOM, IOHOIECKUM apTPUTOM C CUCTEMHBIM Ha4yajoM,
Mykornosmcaxapugosom I, IT u VI Tumos, annacTuyeckoi aHemMmuei HeyTOYHeHHO, Hac/leCTBeHHbIM
nedurutom pakropos II (bubpunorena), VII (mabunbpHoro), X (CtioapTa - [Ipayspa), a TaksKe JIUII TOCjIe
TPaHCIJIAHTALMY OPraHOoB U (WIM) TKaHel (Jajiee - ITlepeyeHb JOPOTrOCTOSIIMX JIeKapCTBEHHbBIX
IperiapaToB);

B) IlepeyHs JIeKapCTBEHHbIX IIpernapaToB [ MeIULMHCKOTO IIpMMeHeHM s, B TOM UMcJie 1IeKapCTBEHHbIX
MpernaparoB AJis1 MeAUIMHCKOTO MpUMeHeHMs, Ha3HauaeMbIX 110 pellleHUI0 BpaueOHbIX KOMMUCCHUIA
MeIMUIIMHCKUX OpraHu3aluii (ganee - epeueHb JeKapCTBEHHbIX ITPenapaToB IJis 06ecrieueHns OT/IeTbHbIX
KaTeropuii rpakiaH);

') MMHMMAaJIbHOT'O aCCOPTMMEHTA JIeKaPCTBEHHBIX ITPernapaToB, HEOOXOAMMBIX JIJIS1 OKa3aHMS
MeJIUILIMHCKOM IMTOMOIIM ([anee - MMHMMAaJIbHBIV aCCOPTUMEHT).

2. TlepeuyeHb BaskHEMIINX JIeKAPCTBEHHBIX MpernapaToB GopMuUpyeTcs: 0 MeXIYHAPOLHbIM
HeIaTeHTOBAaHHBIM HaMEeHOBAHMSIM 3TUX JIeKapCTBEHHbIX MTPerapaToB (Mpy OTCYTCTBUM TAaKUX
HaMMEHOBAaHMIA - TI0 TPYIIIIMPOBOYHBIM MUJIM XUMUYECKMM HAMMEHOBAHMSIM), B TOM YMCJIE C YUYETOM
CTaHIapPTOB MeIUIIMHCKOI ITOMOIIM, Pe3yIbTaTOB KAMHMNYECKOI arpobaly MeToA0B MPOoGMUIaKTUKHA,
OUArHOCTUKMU, JIEUeHUS] U peabuIUTaluu 1 KIMHUYeCKUX peKoMeHIanuiit (IpOTOKOJIOB JieueHus) 110
BOITPOCAM OKa3aHMS MeIUIIMHCKOM MOMOIIH, U3 JIeKapCTBEHHBIX ITPenapaToB /I MeIUIIMHCKOTO
MpMMeHeHMs (Jajee - JeKapCTBeHHbIe ITperapaThl), OTBEUAIIMX CIeAYIOIINM KPUTEPUSIM:

a) JIeKapCTBEHHLIN MperapaT 3aperucTpupoBaH B YCTAHOBJIEHHOM TopsKke B Poccuiickoin @enepannu;

0) JIeKapCTBEHHbI MMperapaT MPUMEHSIETCS C LeTbI0 IMAarHOCTUKY, TPOGUIAKTUKA, JTeUEHUS U
peadbMIMTaIMK TPV OKa3aHUM MeAUIIMHCKOI TOMOIIM B C/Tyyae 3a00/IeBaHMii ¥ COCTOSIHUIA, B TOM YMCTIe
rpeob1afaMXx B CTPYKType 3aboieBaeMocTy B Poccuiickoit demepanyn, a Takske 3a601eBaHNi,
MPEeACTaB/ISIONIMX OTIACHOCTD JJIS1 OKPYKAIOINX;

B) JIEKapCTBEHHbIN IIperapaT MMeeT IPEeUMYIIeCTBO 10 CPAaBHEHUIO C IPYTUMM JIEKapCTBEHHBIMMU
rpernapaTtamu Mpu jedeHUM ornpeneseHHOTo 3a601eBaHMs WK COCTOSTHMS

r) yrpatui cuiy. - Ilocranosinenue [Ipasurtensctsa PO ot 29.10.2018 N 1283.

3. [lepeueHb TOPOTrOCTOSIIINX JIEKAPCTBEHHBIX ITPEIapaToB GOPMUPYETCS 10 MEKIYHAPOTHBIM
HelaTeHTOBAHHBIM HaMMEHOBAHMSIM STUX JIEKAPCTBEHHBIX IIpeItapaToB (IIPU OTCYTCTBUM TaKUX
HaMeHOBaHMI1 - 110 TPYTIIIMPOBOYHBIM MJIM XMMIUUECKUMM HaMeHOBaHMSIM) B IIpejiesiax 00beMOB
OI0[IKeTHBIX aCCUTHOBAHMIA, ITPeIyCMOTPEHHBIX B (eflepaibHOM O10ikeTe Ha COOTBETCTBYIOIIMIK
(bMHAHCOBBIN oI, ¥ TJIAHOBBIN MePUOJ, 13 JIEKaPCTBEHHBIX ITPerapaToB, OTBEYAIONINX CIeAYIONMM
KPUTEPUSIM:

a) JIeKapCTBEHHLIN MperapaT 3aperucTpUpoOBaH B YCTAHOBJIEHHOM Topske B Poccuiickoin @enepannu;
0) JIeKapCTBEHHBII ITperapaT BXOAUT B IlepeueHb BaXKHEMIIMX JIEKapCTBEHHBIX IIPerapaToB;

B) JIeKapCTBEHHbIN IIperapaT MMeeT IPEeUMYIIeCTBO 10 CPAaBHEHUIO C IPYTYMM JIEKapCTBEHHBIMMU
rpernapaTtamu Ipu JedeHUu U1, 60IbHbIX TeModuIneii, MyKOBUCIIMI030M, I'MTIO(PU3apHBIM HAHU3MOM,
60se3HbI0 ['ollle, 3710KaYeCTBEHHBIMIM HOBOOOPAa30BaHUSIMM JIMMQOUITHOI, KPDOBETBOPHOI 1 POACTBEHHbIX



UM TKaHel, paCcCesIHHBIM CKJIEPO30M, TeMOJIUTUKO-YPEMUYECKUM CUHAPOMOM, IOHOIIECKUM apTPUTOM C

CUCTEMHBIM HauajioM, MyKkonoaucaxapugosom I, IT u VI Tunos, anjiacTuyeckoit aHeMuein HeyTOUHEeHHO,
HacnencTBeHHbIM Aeduimrom dhakropos II (bubpuuorena), VII (mabunbHoro), X (CtioapTa - [Ipayapa), a

Takke JIUIL IOCe TPAHCIUIAaHTallMM OPTaHOB U (MJIM) TKaHEe.

3(1). BkiroueHne 1ekapCTBEHHOI'O IIperiapara B llepedyeHb JOPOroCTOSIIMX JIeKapCTBEHHBIX IIperapaToB U
Mpy HeOOXOAMMOCTH UCKIIIOUEeHMEe 3 Hero B COOTBETCTBUMU C TIOJIOKEHMUSIMU HacTosAux [IpaBu
albTEePHATUBHOTO JIEKAPCTBEHHOTO MpernapaTa He TO/KHO MPUBOAUTD K yBeIUUYeHMI0 00beMOB
610/1KeTHbIX AaCCUTHOBAaHUI, MMPeIyCMOTPEeHHBIX B (pefepasibHOM GI0/IKeTe Ha COOTBETCTBYIOIINIK
(b¥HAHCOBbIN TOJ, M TIJIAHOBBIV TEPUO]IT.

4. [lepeyeHb JIeKaPCTBEHHBIX ITpenapaToB IJ1s1 o6ecrieueH sl OTIe/IbHBIX KATETOPHil rpakaaH GopMUpPYeTCS
10 MeXKIYHAPOIHBIM HEITaTeHTOBAHHBIM HaIMEHOBAHMSIM 3TUX JIEKAPCTBEHHBIX IPerapaToB (Ipu
OTCYTCTBUM TaKMX HAMMEHOBAHMUII - 10 IPYIIIMPOBOYHBIM MJIM XMMUUECKMM HaMEHOBAHUSIM) U3
JleKapCTBEHHBIX MTpernapaToB, OTBEUAII X CJIeIYIOMINM KPUTEPUSIM:

a) JIeKapCTBEHHBIN MperapaT 3aperucTpUpoOBaH B YyCTAaHOBJIEHHOM Topsike B Poccuiickoin @enepannm;
0) JIeKapCTBEHHbI IMperapaT BXOAUT B IIepevyeHb BasKHEMIIMX JIeKapCTBEHHBIX IIpernapaTos;

B) JIeKapCTBEHHBII MperapaTt MMeeT IMPEMMYIIECTBO IO CPaBHEHMIO C IPYTUMU JIeKapCTBEHHBIMU
rperapatamu Ipu Je4eHUM JIUIL, UMEIOIIMX IPaBo Ha MoJIyuyeHye rocy1apCTBEHHOM COLMaabHOM TOMOIIN
B BUJle Habopa COLMATbHBIX YCIIYT.

5. MUHMMaJIbHBIV aCCOPTUMEHT (GOPMUPYETCS [IJIS pa3JIMYHbIX BMUIOB alITEYHbIX OpraHu3aluii 1
MHIOMBUIYAIbHBIX MIpeAIpUHMMAaTe/eli 0 MeXXIYHAapOAHbIM HellaTeHTOBAaHHBIM HaVMeHOBaHMSIM
JIeKapCTBEHHBIX IperapaToB (IIPM OTCYTCTBUM TaKMX HaMMEeHOBaHMUI - MO IPYNIMPOBOYHBIM WU
XMMMUYECKMM HaMeHOBaHMSIM) U3 JIeKapCTBEHHBIX ITpernapaToB Il MegUIIMHCKOTO IpUMeHeH s,
OTBEYAIIIUX CeAYIOIUM KPUTEPUSIM:

a) JIeKapCTBEHHbI MTpernapaT 3aperucTpMpoBaH B YyCTaHOBJIEHHOM MopsiaKe B Poccuiickoit enepanyin;
6) T1eKapCTBEHHBIN ITperapar BXOAUT B IlepedyeHb BasKHEMIINX JIeKaPCTBEHHBIX ITPernapaToB;

B) JIeKapCTBEHHbIN IIpernapar, HaXoAsIuiics B o6paiieHnu Ha TeppuTopun Poccuiickoit @epeparium,
MMeeT He MeHee 2 COOTBETCTBYIOIIMX eMy M0 MeXIyHapOLHOMY HellaTeHTOBAaHHOMY Ha'MeHOBaHUIO 1160
3aMeHs0IleMy Takoe HaMeHOBaHMe IPYNIPOBOYHOMY M XMMUUECKOMY HaMEeHOBaHMIO
BOCITPOM3BEeAeHHbBIX JIEKAPCTBEHHBIX MTPEINapaToB B aHAJOTMYHbBIX JIEKAPCTBEHHBIX JOpMax U NO3MPOBKax,
MIPOU3BOAMMBIX ABYMS U O0jiee ITPOU3BOIUTENIIMH (32 MCKII0UeHMEeM JIeKapCTBEHHbIX ITPerapaTos,
MIPOU3BOAMMBIX €IVMHCTBEHHBIM OT€YeCTBEHHBIM IIPOU3BOLUTEIIEM);

I) JIeKapCTBEHHbII ITperapar COTJIacHO JaHHbIM 00 00beMax IMpoAaxk Ha (hapMaIleBTMUYEeCKOM PhIHKE
Poccuiickoit ®epepaiiyy BOCTpeOOBAH CUCTEMOJ 34 paBOOXpaHEHNs M HaceJleHVeM B TeUeHMe BCero
KaJIeHJapHOoro roja.

6. JlekapCcTBeHHbI€ TTperapaThl MojIeskaT UCKIIOUeHUIO M3 TTepedHs BasKHEeM X JIeKapCTBEHHBIX
rpernaparoB, ITIepeuHs JOPOTOCTOSIINX JiIeKapCTBEHHBIX MperapaToB, IepeyuHs JIeKapCTBeHHBIX MperapaToB
1151 obecrieueHMsI OTIe/IbHBIX KaTeropuii rpaxkaaH (majaee - epevyHi) ¥ MMHMMAIbHOTO aCCOPTUMEHTA B
CJIeIYIOMINX CITydasix:

a) BKJIIOUEHME aJIbTePHATUBHBIX JIEKaPCTBEHHBIX ITPENapaToB, 00/1aJalon X JOKa3aHHbIMU
KIMHUYECKUMMU, U (UIU) KIMHUKO-9KOHOMUYECKMMU TTPeUMYIeCTBaMM, M (M) OCOOEHHOCTSIMU
MeXaHM3Ma JIeiiCcTBUs, ¥ (M) 60JIblnei 6e30MacHOCThIO IPU AMATHOCTHUKE, TPOMWIAKTUKE, TeUeHUN WU
peabuinTany 3a60eBaHNi, CMUHIPOMOB ¥ COCTOSTHMIA;

0) osIBJIeHMEe CBEIeHMIT O TOKCMYHOCTM MJIM BBICOKOI YaCTOTE HeXKeJIaTe/IbHbIX TOOOUYHBIX SIBIEHUI ITPU
MIpUMeHeHNM JIeKapCTBeHHOTO Iperapara;



B) IPMOCTAHOBJIeHNMe TIpUMeHeHMsI JIeKapCTBEHHOTO mperapata B Poccuitckoit @enepaiiniu;
T) OTMEHA rocyapCTBEHHOM perucTpalyu JeKapCTBeHHOTO Iperapara;

1) IpeKkpailleHye MPoM3BO/ICTBA JIeKapCTBEHHOTO Mpemnapara Jnbo ero nocraBok B Poccuiickyio
denepanyio 1 (M) OTCYTCTBME JIEKAPCTBEHHOTO IIpernapara B rpakIaHCKOM 060poTe B Poccuiickoit
@enepaliy B TeueHMe Mepuoja, MpeBbIlialolero OAUH KaJleHJapHblii roj;

E) MCK/IIOUeHMe JIEKapCTBEHHOTIO IIperiapaTa 13 I1epevyHd Ba)KHEMIINX JIEKapPCTBEHHBLIX IIperapaToB - 014
IepeyHdg JOPOroCToAIMX JIEKapCTBEHHBIX ITPEIIapaTOB, ITepeUyHd JIEKapCTBEHHLIX ITpeIrapaToB OJid
obecreueHust OTOEeJIbHbIX KaTeI‘OpI/Iﬁ IrpaXgaH 1 MMHVMMAJIbHOTO aCCOPTUMEHTA,;

3K) TIpeicTaBeH)e Hay4HO 000CHOBAHHOI peKOMeHAal[1y TJITaBHOTO BHELITaTHOTO CIeI[alnucTa
MuHuUcTepcTBa 3apaBooxpaHeHus Poccuiickoit @emepauiuu (gajiee - riaBHbIN 3KCIePT) M0 pe3yabTaTamM
MMPOBOIMMBIX B paMKax aHaTOMO-TepaIeBTUYeCKO-XMMMUUEeCKOi TPYMIbl aHanM3a uHpopMaium o
CPaBHUTENbHON KIMHUYECKOH 3(PheKTUBHOCTHY 1 6€301MacHOCTH JIeKapCTBEHHOTO Mpernapara, OlleHK!
9KOHOMMYECKMX IMOCJIeACTBUI €0 IIPUMEeHEeHUSI Y U3yUYeH U SOIIOJHUTEbHBIX MOCAeICTBUI IPUMEeHEeHU S
JIeKapCTBEHHOTrO Tperapara (Janee - KOMIIEKCHAS OL[eHKa).

6(1). JlekapcTBeHHbIe IIperapaThl NoJjIeKaT UCKIIOUEeHNIO U3 [lepeyHeil ¥ MUHMMAaJIbHOI'0 aCCOPTMMEHTA,
eC/Iu B TeueHue 6 MecsleB I10c/Ie BKIYeHMs JIeKapCTBEeHHOTO Ipernapara B liepe4yeHb BasKHeMIINX
JIeKapCTBeHHBIX IIperapaToB He 3aperucTpyupoBaHa npeaenbHas OTIIYCKHas [leHa IPOM3BOAUTe IS Ha
JIeKapCTBeHHBbIN IIperapar.

6(2). B mepeuHy 1 MMHUMAJIbHBI aCCOPTUMEHT BKIIOYAIOTCS OJHOKOMITOHEHTHBbIE JIEKAPCTBEHHbBIE
npernapatbl. KoOMOMHMPOBaHHbBIE JIeKapCTBEHHbBIE IMPernapaThl BKIIOUAIOTCS B IEPEYHM B CJTy4yae, eciiu 1o
pe3ysibTaTaM KOMIUIEKCHOJ OIIeHKM AOKA3aHO UX IMPEUMYIIECTBO B IPUMEHEHUM U CTOUMOCTH T10
CpPaBHEHMUIO C OJHOKOMIIOHEHTHBIMM JIeKapCTBEHHbIMM IIpernapaTaMu.

[Tpu BRIIOYEHUM KOMOMHMPOBAHHBIX JIeKAPCTBEHHbIX ITPeNapaToB B epeyHM M MUHUMAa/IbHBIN
aCCOPTMMEHT OJJHOBPEMEHHO BKJIIOUYAIOTCS BCE 3aperucTpupoBaHHble B Poccuiickoii @enepanun
OJTHOKOMITOHEHTHbIe JieKapCTBEeHHbIe MpernapaThl, 13 KOTOPbIX COCTOUT Takas KOMOMHAIMSI.

7. IlepeueHb BaskHEMIINX JIeKapCTBEHHBIX ITperapaToB hbopMupyeTcs eskeronHo. [lepeueHb JOPOTOCTOSIIINX
JIeKapCTBEHHBIX MIperapaToB, ITlepeueHb JJeKapCTBEHHBIX ITPerapaToB AJIs1 00ecrieue sl OTIe/TbHBIX
KaTeropuit rpakJjaH 1 MUHMMAJIbHbIN aCCOPTUMEHT GOPMUPYIOTCS He peXXe OJHOTO pasa B 3 rofa.

8. dopmupoBaHMe epevyHeil ¥ MMHMMAaJIbHOTO aCCOPTUMEHTA OCYIIEeCTBISIETCSI 06pa30BaHHOI
MuHMCcTEpCTBOM 31paBooxXpaHeHMst Poccuiickoit ®@epepaliny Komuccueit mo GopMupoBaHUIO TTepevyHeit
JIeKapCTBEHHBIX IIPernapaToB ¥ MMHMMAJIbLHOTO aCCOPTMMEHTA (Jajiee - KOMUCCHS).

9. BHeceHMe M3MEeHEeHUI1 B IepeYHU MU MUHUMAJIbHbIN aCCOPTUMEHT OCYIIECTB/ISIETCS B COOTBETCTBUM C
MMOJIOKEHUSIMM HacTosux [IpaBuit.

9(1). OnepaTBHOE BHECEHME U3SMEHEHU B TIEPEUYHU U MUHUMAJIbHBIN aCCOPTUMEHT OCYILECTBIISIETCS B
COOTBETCTBUM C MOJIOXKEeHUIMM HAacTOSI X [IpaBui Ha OCHOBAHUM U B CPOK, KOTOPbIE YCTAHOBJIEHBI
COOTBETCTBYHOIIUM IMopydyeHuem [IpaButenbcTBa Poccniickoit @egepany 0 pacCMOTPeHUM KOMUCCHeEN
TIPeIJIOKEHMIA O BKIIOUEeHUM (00 MCKTIOUEHNM) JIEKAPCTBEHHBIX ITPEeNapaToB B IEPEUHM M MMHMMAIbHBIN
aCCOPTUMEHT.

9(2). OnepaTMBHOEe BHECEHME B ITepeueHb BaKHEMIINX JIeKapCTBEHHbIX ITPenapaToB MU3MeHeHUI B 4aCTu
BK/IIOUEHMS JIeKapCTBEHHBIX MpeIapaToB, BO3MOXKHBIX K HA3HAUEHMIO M ITPUMeHEHUIO [J1s JiedeHUs U
NpoWIAKTUKM 3a60JIeBaHMIA, TTPEICTAB/ISIONINX OITACHOCTD JIJISI OKPYXKAIOIIVX, ITPeIyCMOTPEHHBIX
MeTOANYEeCKMMM peKOMeHaanusIMu MHUCTepCcTBa 3apaBooxpaneHus Poccuiickoi ®emepanyn, B
YCIOBUSIX YPE3BbIUAMHOM CUTYyalUU U (MJIX) IIPU BO3SHUKHOBEHMM YTPO3bI pACIIPOCTPAHEHMS TaKUX
3a6071€BaHMI1, OCYIIECTBIISIETCS T10 IIpeCcTaBIeHI0 MUHMUCTEpPCTBA 6€3 IMpUMeHeHMs TTOJI0KEeHMI,
YCTAHOBJIEHHBIX MyHKTaMu 13 - 35 HacTosimux [IpaBuit.



[IpencraBieHHble MUHUCTEPCTBOM 3/ipaBooxXpaHeHus Poccuiickoit @emepaiium mpeaioskeHust 1Mo
BHECEHMIO YKa3aHHBIX M3MeHEeH U B epeyeHb BaKHEMIIMX JIeKapCTBEHHBIX MMpenapaToB MOJIexXaT
OoIepaTMBHOMY PacCMOTPEHMIO Ha 3aceJaHuM KOMUCCUY C y9acTueM MpeacTaBuTeieli MMHMUCTepCTBa
3npaBooxpaHeHus Poccuiickoit @emepanyy, MMHMCTEPCTBA MPOMBIIIUIEHHOCTY U TOProOBau Poccniickoi
depepanum, GenepanbHOI CTY3KOBI 110 HAA30PY B cdepe 3apaBooxpaHeHus, DenepaabHO CYKObI IO
HaJ30py B cdepe 3alIMThI ITpaB MoTpebuTesei 1 6aaromnonyuns yesoBeka u dOenepanbHoOi
AHTVMMOHOTIOJIbHO CJTY>KObI, SIBJISIIOIIMXCS YieHaMy Komuccuy. Ha 3acegaHme KOMMUCCUM TPUTTIAMIAIOTCS
[JIaBHBI 9KCIIEPT, a TaKXKe MpeiCTaBUTeIb IIPOU3BOAUTEJIS JIEKapCTBEHHOTO Mpernapara B LeIsixX
pacCMOTpeHMS U COTIJIaCcOBaHMS LIeHbI Ha JIeKapCTBeHHbIN IIperapaT, KOTOPYIO IPOU3BOAUTENb IVIAHUPYEeT
3aperucTpPUpOBaTh.

10. OpraHusaIMOHHO-TeXHUUeCcKoe obecrieueHne aesiTeTIbHOCTY KOMUCCUY OCYIIeCTBIsIeT MUHUCTEPCTBO
3IpaBooxpaHeHus Poccuiickoit @enepanu.

11. B cocTaB KOMUCCHUM BXOOAT ITpeacTaBuTeN M MUHNUCTEPCTBA 3ApaBoOXpaHeHnsT Poccuiickoi

®enepauyu, MUHUCTEPCTBA IPOMBINIZIEHHOCTU U TOProBau Poccuiickoin @enepannuu, MuHUCTEpPCTBA TPYAa
M COLIMaJIbHOI 3ammmThl Poccuiickoit ®enepanyn, @emepasbHO CITYKOBI IO HaA30pY B cepe
3apaBooxpaHeHust, PefepaabHOI CIYKOBI IO Ha30py B cdepe 3aIINUThI IIPaB OTPeOUTEIei U
6saromnosryunsi yesoeka, ®enepanbHOl aHTMMOHOIIOIbHO CITyskObI, DenepaybHOTO MeIUKO-
010JIOTMYECKOr0 areHTCTBa, MMHUCTEPCTBA HAYKM U BhICIIEro oopa3oBanust Poccuiickoit ®enepanym,
MHBIX hefepabHbIX OPraHOB UCIIOJHUTE/IbHO B/IacTH, (pegepasbHbIX TOCYJapCTBEHHBIX
06pasoBaTeIbHbIX OPraHM3aIMIii BHICIIETO0 MeIULIMHCKOrO 1 (papMalieBTMUeCcKoro oOpa3soBaHms, a TakKe
(denmepanmbHbIX TOCYaPCTBEHHBIX MEIUIIMHCKMX U hapMalleBTUYeCKUX HayUHbIX OpraHu3aIuii.

Ha 3acemaHuy KOMUCCUY IPUCYTCTBYIOT ITPY HAJIMYMUM TTPEIBAPUTETIHBHOTO 06paiieHus B MIChbMeHHOIA
dbopmMme B afpec KOMUCCUM, TIOCTYITUBIIETO He TI03AHee YeM 3a 5 pabounx AHei 10 IHS COOTBETCTBYIOIIETO
3aceiaHMsI KOMMCCUM, TIPeICTaBUTEb CyObeKTa 0Opallle HusI TIeKapCTBEeHHbBIX CPeICTB U (VIIN)
006111eCTBEHHOTO 00 beAVHEHMSI, OCYLIECTBIISIIONIETO NesITeTbHOCTD B chepax 3ApaBOOXpaHeHMsI, 0OpaieHust
JIeKapCTBEHHBIX CPEICTB U 3al[MUThI MIPAB TPAXKIaH B 3TUX chepax (majee - 3asIBUTEJb), @ TAKKE
MIpeACTaBUTENM MHBIX (e/lepaTbHbIX OPTaHOB MCIIOJHUTEbHO BJIACTMH.

12. 3acemaHust KOMUCCUM TPAHCAUPYIOTCS Ha ohUIIMaIbHOM caiiTe MUHMUCTEpPCTBA 30paBOOXpaHeHUSs
Poccuitckoit @epepatiny B MHPOPMalMOHHO-Te/IeKOMMYHUKAI[MOHHO ceTu "MIHTepHeT" (Hanee -
obuIIMaabHbIN caiiT B ceT "VIHTEepHeT").

13. 3asgBuTesb HaIpaBJsgeT He Mo3aHee 10-ro yMcia MmepBoro Mecsia KBapraaa B KOMUCCUIO ClIeAyIoIye
MpeJiJIOKeHMS B 3JIEKTPOHHOM BU€e TTOCPeACTBOM MH(MOPMAIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOT M C
MIPWIOKEeHMEM B 3JIEKTPOHHOM BIJie COOTBETCTBYIOUMX JOKYMEHTOB U CBEIeHMIA:

a) mpeaJIoKeHye O BKIIOUYEHNM JIEKAPCTBEHHOTIO IIperapara B rIepevHy 1o (popme COryiacHO MPUIOKEHNIO
N1;

0) mpeAJjIoskeHMe O BKIIOUEHUY JIeKapCTBEHHOTO TMpernapaTa B MUHMMAa/IbHbIV aCCOPTUMEHT I10 ¢hopMe
COTJIaCHO MpwiIoskeHuio N 2;

B) MpejioskeHNe 06 UCKII0UeHN M JIeKapCTBEHHOTO MperaparTa 13 nepeuHeit mo opme coriacHo
rnpunoxxeHnto N 3;

T) IpeJIoskeHMe 06 MCKIIOUeHNN JIEKapCTBEHHOTO TTperapaTa u3 MMHMMAaIbHOTO aCCOPTMMEHTA 110 (hopMme
COTJIaCHO MpuIoskeHuio N 4.

14. Ytpatun cuiy. - [locranoBnenne IlpasutensctBa PO ot 29.10.2018 N 1283.

15. Komuccus B TeueHme 7 pabounx AHeN CO THS MOCTYIUIEHUS TPeJIOKeH, yKa3aHHbBIX B ITyHKTe 13
HacTosaux IIpaBui (maee - mpenjoxeHue), OpraHu3syeT IIpoBeJieHle X JOKYMEeHTaIbHOM 3KCIIepTU3BI.

[Tpu TOKYMeHTaIbHO 9KCIIePTU3e IIPOBepSIeTcs Hajieskaliee oGopMIeHNe MpeIIoKeHNUSI B COOTBETCTBUM



¢ Hactostumu [IpaBuaaMu, OJIHOTA U TOCTOBEPHOCTD MPeICTaBIeHHOM MHGOpMAIMK O JIeKapCTBEHHbBIX
rperiaparax, B TOM 4lCJie ee COOTBETCTBYE CBeeHMIM, COLepsKallMMCs B TOCyLapCTBEHHOM peecTpe
JIeKapCTBEHHBIX CPEICTB, IO pe3y/ibTaTaM KOTOPOit oopmiisieTcs 3akaoueHne o popme CoriacHO
npwiokeHuo N 5 (manee - 3aka0ueHMe 110 pe3yabTaTaM JOKYMEHTATbHOM SKCIIePTU3BI).

16. [IpeyioskeHMe OTKIIOHSETCS OT JaJbHelero pacCMOTPeHMs B CAeAYIOIIX CIyJYasix:

a) HeHadJieKaliee O(I)Opr[EHI/Ie MnpenjaokKeHus 1 IIpujiaraemMbiX K HEMY JOKYMEHTOB U CBG,I[GHI/IVI, B TOM
Yncjiie HeBO3MOXHOCTDb X OTKPBITb,

6) yrpaTtui cuiy. - IlToctanoBneHue IIpaButenbctBa PO ot 29.10.2018 N 1283;
B) IIpeJiCTaB/ieH}e JOKYMEHTOB U CBeZleHN i1 B HEIIOJTHOM 00beMe;

I) IIpeCTaB/ieH)e B TeUeHe OLHOr0 KaJleHIapHOTO rojia JOKYMEHTOB U CBeJleHUI, 10 KOTOPbIM
KOMMCCHelN B TeKyleM rofy 6b1710 BbIHECEHO pellleHye 006 0TKa3e BO BKIUeHUM (MCKITIOUeHUN)
JIeKapCTBEHHOrO IIperiapara B [lepeyHy, MMHMMAaJ/IbHBIA aCCOPTUMMEHT MJIM B OTHOLIEHUY KOTOPBIX
OCYLLIECTBIISIETCSI KOMIUZIEKCHAs OLleHKa, 3a MCK/IUeHeM CyJdasi, IpegyCMOTPEeHHOro MyHKTOM 9(1)
Hacrosux [IpaBuit;

I) TIpeicTaBIeHye HeJJOCTOBEPHO WM UCKAasKeHHO MH(pOpMaLu.

17. IIpy OTKIIOHEHUU TIpeJIOKeHMS OT Ja/IbHelero pacCMOTPeHMsI KOMUCCHell 3aK/IIoueHne 1o
pe3yibTaTaM JOKyMEHTaIbHOI 9KCIIepTU3bl HAIIPaBJIsIeTCs 3assBUTEIIO0 OCPeICTBOM MHGOPMAaIMOHHO-
KOMMYHMKAIVMOHHBIX TEXHOJIOTUI B CPOK, He MPEeBBIMIA0NIMii 3 pabounx THeN co THS ero BhIHeCeHMUSI.

IopaboTaHHOe 3asiBUTEJIEM ITPeJIOKEeHME C YCTPAHEHHbBIMYM 3aMeYaHUsIMM, YKa3aHHBIMI B 3aK/TIOUeHUN
I10 pe3yJIbTaTaM JOKYMEHTAJIbHOI SKCIIEePTU3bI, MOXKET ObITh IIOBTOPHO HAIIPaBJ€HO B KOMUCCUIO
ToCpeICTBOM MHGOPMAILIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTHI He mo3aHee 10 pabounx gHed co qHS
TOJIyYeH S 3aKII0UEHMS T10 pe3yIbTaTaM JOKYMEHTA/JIbHOM 3KCIIEPTUSHI.

18. udopmariiust 0 MOCTYMMBIINX B aipec KOMUCCUM TIPEIJIOKEeHUSIX, B TOM UMCJIe TIPOIIeIIINX
IOKYMEHTAJIbHYIO 9KCIIepTU3Y, pa3MelllaeTcss Ha opuiasbHOM caiiTe B ceT "VIHTepHeT".

19. HDEL[J'IO)KEHI/ISI, B OTHOIIEHMM KOTOPbIX BbIHECEHO ITOJIOKMUTE/IbHOE 3aK/III0UeHMe I10 pe3yJjibTaTaM
L[OKYMQHTaHbHOﬁ SKCIIepTU3bI, IOAJIEKAaT ITPpOBEedEeHNUIO KOMIIIEKCHOJ OILI€HKU B YCTaHOBJIEHHOM
HaCTOAII MMM HpaBI/IJ'[aMI/I Imopsaake.

20. Komuccust B CpoK, He MPEBIIAIIINIA 2 pabounx gHEN O THS BhIHECEHUS TTOIOKUTETbHOTO
3aK/II0UEeHMS 10 pe3y/ibTaTaM JOKYMEHTIbHOM SKCIIEPTU3bI B OTHOLIEHUY JIeKAaPCTBEHHbBIX IIpernapaTos,
npejaraeMbIxX IJis1 BKAIOYeHUs (MCKII0UYeHNs) B IepevyHy, HallpaBJisieT peAjiosKeHusI C peIoCTaBIeHeM
JIOCTYIIa K UX 3JIEKTPOHHBIM BEPCUSIM C TIpuiaraeMbIMyM JOKYMEHTaMM U CBeeHUSIMU MTOCPeICTBOM
MHGOPMAIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOIOTMIA:

a) B pemepanpHOE rocyIapCTBEHHOE OI03KeTHOEe yupeskaeHue "LIeHTp 9KCIIepTU3bl M KOHTPOJISI KauecTBa
MeIUIIMHCKOM momoiny" MuHucTepcTBa 3apaBooxpaneHnst Poccniickoit ®enepauun (ganee - LleHTp
9KCIIePTU3bI) IJIS1 IPOBEAEeHMS aHa/IM3a METOA0/I0TMYECKOr0 KayeCTBa KIMHUKO-9KOHOMMUYECKUX
MCCJIe0BaHMI1 JIeKapCTBEHHBIX MTpenapaToB M UCCIeq0BaHMi C MCIO/Ib30BaHMEM aHaIM3a BIAUSHUS Ha
OX0IKeTHI OIOMIKETHOI cucTeMbl Poccuiickoit ®epepanyu (majee - GI0AKeT) B COOTBETCTBUM C
TpeGOBaHUSIMM K METOA0JIOTUUECKOMY KaueCTBY KIMHMKO-3KOHOMUYECKMUX MCCIeIOBAHMIA
JIeKapCTBEHHOTO ITperapaTa " MccjieloBaHui C MCIOAb30BaHMeM aHA/IN3a BAUSHMS Ha OI0IKEThI
O10IKeTHOI cucTeMbl Poccuiickoit ®emepaniyu, KOTOpbie IpuBeAeHbI B TpuaoskeHnu N 5(1), a Takke mjist
M3y4eHMUsI JOMOJTHUTE/IbHBIX ITOC/IeACTBUI IPUMeEHEeHNS JIeKapCTBEHHOTO IperapaTa Ha OCHOBAHMM HIKaJIbl
KOJINUECTBEHHO OIleHKM TOTIOTHUTEIbHBIX TaHHBIX O JIeEKapCTBEHHOM IIperapare, mpeayCcMOTpeHHO
MHTErpajJbHbIMM IIKAJIAaMU KOMIUIEKCHO OLleHKM JIeKapCTBEHHOTO Iperapara, KOTOpble IIpUBeeHbl B
npunoxkenun N 6;

6) B mpodubHYyI0 delepaibHYI0 rOCyJapCTBEHHYI0 00pa30oBaTeIbHYI0 OpraHMu3aI1i0 BhICIIErO



ob6pa3oBaHMs (MeIMLIMHCKOIO U (Man) apMalleBTMUECKOro) U (M) JOIOJTHUTETbHOTO
npodeccruoHabHOTO 06pa30BaHMs, OCYIIECTBIISIONIYIO B KAUeCTBe YCTABHOTO BUA AesITeTbHOCTY HAyYHO-
MCCIIeI0BATENbCKYIO NesITeIbHOCTD, MO0 B MEAUIIMHCKYIO U (i) hapMaleBTUYEeCKYI0 HayYHYI0
OpraHm3anmio, MoABeJOMCTBEHHYI0O MMHNUCTEPCTBY 3paBooxpaHeHust Poccuiickoi @emepauyy Mimn
MuHMCTepCTBY HAyKy U BbIcIiero oopasoBanus Poccuiickoit ®epepanun (maiee - sKcriepTHas
opraHmsanus), Ajs IpoBeJieHMs aHaiu3a uH@opMaluyu 0 CpaBHUTENIbHOM KIMHNYeCKO 3P DeKTUBHOCTU U
6e30MMacHOCTY JIEKAPCTBEHHOTO ITperapaTa, OLeHKM SKOHOMUYECKUX ITOCTeACTBUIA ero IpUMMeHeH s Ha
OCHOBE MHTerpaJibHbIX 1lIKaJl, KOTOPbIe IIPUBeEeHbl B IIpUaoKeHun N 6.

21. [lepeyeHb 3KCIIEPTHBIX OpraHU3aL Ui yTBepXKaaeTcss MUHUCTEPCTBOM 34paBOOXpaHeHs] POCCuiickoin
denepanyu u pasMeliaeTcs: Ha opUIMaIbHOM caiiTe B ceTu "VIHTepHeT".

22. KoMIuiekcHas oLieHKa poBOAUTCS LIeHTPpOM 3KCIIepTU3bI M 3KCIIEPTHBIMY OpPraHu3alusIMU B TeUeHe
30 pabounx gHe O MHS IMOJTyUYeHNsI OT KOMUCCUM TIPeJIOKEeHNS.

23. [Insa ipoBefeHUS] KOMIJIEKCHOM OII€HKM 3KCIePTHAS OpraHu3aius CO34aeT SKCIIEPTHYI0 KOMUCCUIO U3
CTEIMAIMCTOB C BHICIIMM MEIUIIVTHCKAM, GapMaieBTUIYeCKUM UM 610I0TMYeCcKMM 06pa3oBaHMEM C
MpeuMyIleCTBeHHbIM yUacTeM CIIelMaICTOB, MMEIIIMX BbICIiee MeIUIIMHCKOe U dhapMalieBTuYecKkoe
obpa3oBaHue.

24. IIpoBeneHye KOMIIJIEKCHO OLLeHKM IIpeJICTaBIeHHbIX 3asBUTe/IeM KIMHUKO-IKOHOMMUYECKUX
MCc/ie,0BaHMi 1IeKapCTBEHHOIO IIperapaTta M 000CHOBAHHOCTY IMOTYYeHHbIX ITPU UX MPOBeIeHUN
KJIMHUKO-9KOHOMMYECKMX XapaKTePUCTUK, 00YCIOBIMBAIOIIMX 11€71eCO00Pa3HOCTh BKIIOYEHNUS
(MCKITI0UeHNS) JIeKapCTBEHHOrO IIperapaTa B [lepeyHy, OCYLLEeCTBIISIETCS B TOM YMC/ie HA OCHOBAaHUN
pacyeTa CTOMMOCTM rOJOBOI'O Kypca Tepaluy IpejjaraeMbIM JIeKapCTBEHHbIM IIpernapaToM I10 CPaBHEHMIO
C JIeKapCTBeHHbIMM IIperapaTaMy, BKIXOUeHHbIMM B [IepeuHy, CXOAS U3 PaCUueTHO LieHbl,
MpenCTaBIIAgILeil CTaTUCTUUECKYIO MeIMaHy 3aperuCTPMPOBAHHbBIX B YCTAHOBJIEHHOM ITOPSIKe 11eH
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IIpeIapaToB (IIpU HAIUUNUN).

[Ipu OTCYTCTBUM 3aperCTPUPOBAHHBIX B YCTAHOBJIEHHOM IOPSIIKE 1[eH Ha JieKapCTBEHHbIE MpernapaThbl
CpaBHEHMeE U OLleHKa OCYILECTB/SIIOTCS B OTHOLIEHMM PACUYETHBIX 1L[eH Ha 3aKyraeMble JIeKapCTBEHHbIe
rpernaparbl B COOTBETCTBUY C JaHHBIMM 3JIEKTPOHHBIX IUIOIA 0K, Ha KOTOPBIX IIPOBOISTCS 3JIEKTPOHHbBIE
ayKILMOHBI 10 3aKYyIIKe JIeKapCTBEeHHbBIX TPENapaToB /I FOCYLapCTBEHHBIX M MyHULIMIIATIbHBIX HYXKA,. [Ipu
3TOM pacyeTHas 1leHa Ha JieKapCTBEHHbIEe Mpernaparsl PeiCTaB/sIeT CTATUCTUYECKYIO MeIVaHy 1ieH
(daxkTHUeckux 3aKymoK Ha BOCIIPOM3BeqeHHbIe JIeKapCTBeHHbIe MpenapaThl (IpY HaTUYUN).

[Tpu o11eHKe JOIOTHUTEIbHBIX TTOC/IeICTBUI PUMeHEeH S JIeKapCTBEHHOTro ITperapara Takxke
OCYIIECTB/SIETCS aHAIM3 AAHHBIX O TOCYAPCTBEHHOI PerucTpanum, aHaiu3 obpauieHus 1eKapCTBEHHOTO
rpernapara, rpejjiaraeMoro s BKIoUYeHUs (MCKTIOUeHMST) B IepeYHM, a TAKKe JIeKapCTBEHHbBIX
TpernapaToB, BKIIOUEHHbIX B [IePeYHM U UMEIOIMX aHaJIOTMUYHbIe BHOCMMbBIM JIeKapCTBEHHBIM ITpernapaTam
MOKa3aHMsI K HA3HAUEHMIO B paMKax COOTBETCTBYOIIMX aHATOMO-TeparneBTUUeCKO-XUMUIECKMUX TPYIIII.

B 1ies1s1X mosryueHust He06XOAMMOJ JOIOJTHUTENbHOV MHPOPMAIINY M YTOUHEHMS ITPeaCTaBIeHHbIX B
TIpeIJIOKeHUM CBeIeHM 1 TIPY IIPOBeeHMM KOMITJIEKCHOM OI[@HKM OCYIIeCTBIISIeT s MOMCK MH(popMauumn o
JIeKapCTBEHHOM IIperiaparte, B TOM UMC/Ie O KIMHUYECKUX U (MJIN) KIMHUKO-9KOHOMMUYECKIUX
MCCIIeIOBAHMSIX JIEKAPCTBEHHOrO Mpenapara. [Ipy 9ToM K 3aK/II0UeHUIM, YKa3aHHBIM B ITYHKTe 25
HacTosIMX IIpaBuj, MpuIararTCcs MTOJTHOTEKCTOBbIE MYOIMKAIMY TaKUX MCC/IeIOBAHMIA.

25. Tlo pe3ynbTaTaM KOMIUJIEKCHOV OLIEHKM 3KCIIEpPTHAsI OpraHu3anys u LIeHTp 3KCIepTu3bl COCTABISIOT
COOTBETCTBEHHO 3aK/IIOUEHME I10 pe3y/abTaTaM aHaan3a MHGOPMaLy O CPAaBHUTEIbHOM KIMHUYECKOI

3 GeKTUBHOCTM ¥ 6€30MaCHOCTY JIEKAPCTBEHHOTO IIpernapara, OlleHKM SKOHOMMUECKMX ITOCIeICTBUM ero
npuMeHeHus1 1o popme coryacHo npuaoxkeHnio N 7 1 3ak/ioueHue 1o pe3yabTaTaM aHaanu3a
MEeTOI0JIOTUYECKOT0 KaueCTBA KIMHUKO-3KOHOMUYECKMX MCCIeOBaHNUN JIeKapCTBEHHOIO IMpernapara u
MCCIemoBaHui ¢ UCIIONb30BaHMEeM aHa/IM3a BAMSIHUS Ha OI0KeThl OI0IKeTHOI crcTeMbl Poccuitickoit
depepanyiy, a TaKKe U3yUYeHUs JOTIOTHUTEbHBIX [IOC/IeICTBUI IIPUMEHEHMS JIEKapCTBEHHOTO Ipernapara
1o hopme cornacHo npuaoxkeHnuto N 8 (gajee - 3ak/iroueHMs 10 pe3y/ibTaTaM KOMILJIEKCHO OLIeHKU) U



nmpeacTaB/JIdAl0T MX B KOMUCCHUIO ITOCpedCTBOM I/IH(I)OpMaI_U/IOHHO-KOMMYHI/IKaL[I/IOHHbIX TeXHOJIOTUIA.

26. [IpenyioskeHMe, B TOM UMCIie TIpuaaraeMble K HeMy TOKYMEHTBI U CBeJleHUSI, a TaKKe 3aK/II0UeHUS 110
pe3yiabTaTaM KOMILIEKCHO OIIeHKM B TeueHMe 2 pabounx AHel CO THS UX MOTyIeHUsT HalTpaB/sioTCs
KOMMCCHe mocpeacTBoM MHMOpPMaIMOHHO-KOMMYHUKAIMOHHbBIX TEXHOJIOTUI TJIaBHOMY 3KCIIEpPTY C
y4eToM NpoduIsi ero AesiTeIbHOCTY JIJISl TOATOTOBKY 110 3TOMY ITpeIJIOKeHUIO ITPeyCMOTPEeHHOM
MOAITYHKTOM "X" TYHKTAa 6 HacTosiiux [IpaBui HayuHo 060CHOBAaHHO peKOMeHAALUM O BKIOUeHUM (06
UCKJIIOUEeHMM, OTKa3e BO BKIIOUEHMMN) TIeKaPCTBEHHOTO Iperapara B IepeyHy JIeKapCTBEHHbIX IIperapaToB
IJISI MeAUIIMHCKOTO TIPYUMEHEeHUSI M MUHUMAaJIbHbII aCCOPTUMEHT JIeKapCTBEHHbBIX MTPeIapaTos,
HEeOOXOAMMBIX JIJISI OKa3aHMsI MeAUIIMHCKO ITOMOIIH, o opmMe coryacHo rnmpuioxkennto N 9 (maee -
HAay4YHO 000CHOBaHHAsI peKOMEHIa1INs).

26(1). ITpu popMuUpoOBaHUY MUHMMATBHOTI'O AaCCOPTUMEHTA KOMUCCHSI B CPOK, He IPEBBIIMIAIONINIT 2 paboumx
IHel CO IHS BbIHeCEeHMS MOJIOKUTENIbHOTO 3aK/II0UeHMs 110 pe3ybTaTaM JOKYMEeHTAaJIbHOM SKCIIepTU3bI,
MoCpeACTBOM MH(OPMAaIIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTMIA HalIpaBJIsIeT IpejioskeHre He MeHee
yeM 2 TJIaBHBIM 3KCIIepTaM C yueTOM MPOoduiist UX OesiTeIbHOCTHU.

27. I'maBHbII 3KcIIepT B TeueHue 10 pabouux gHeN co OHS MOTyYeHUs] JOKYMEHTOB, YKa3aHHbBIX B ITyHKTax
26 un 26(1) HacTostux [TpaBuI, IpeCcTaB/sSIeT B KOMUCCUIO B 9JIEKTPOHHOM BMle HAYYHO 0O0CHOBAHHYIO
peKoOMeHJalNI0.

[Ipu MOATOTOBKE TaKMX PEKOMEHIalii IJIaBHbIe SKCIIEPTHI B LEJISIX IMOTYyUeHMs JOTIOTHUTEIbHOM
mHpopmaimu o 6e301MmacHoCTH, KauecTBe 1 3MHEKTUBHOCTH, a TAKKe O KIMHUKO-3KOHOMUYECKUX
XapaKTepPUCTUKAX JIEKAPCTBEHHOTO ITperapara MOTyT HAIMlpaB/IsiTh 3alIpOChl B MpodeccroHaIbHbIe
MeIUIIMHCKYE U (hapMalieBTUUeCKye COOOIIecTBa ¥ KOMIIETEHTHBIM CIIEIMaTMCTaM.

28. IIpu Hecoracuy MOJTHOCTHIO MIM YACTUYHO C 3aK/II0YEHMSIMHA T10 pe3yabTaTaM KOMIUIEKCHO OLIeHKN
TJIaBHBIN 9KCIIEPT TOTOBUT HAYYHO 0O0CHOBAHHYI0 peKOMEeHAAIINIO, B KOTOPOi yKa3biBaeT 3aMevYaHMsI C
IeTaln3MpoOBaHHBIM 000CHOBAaHMEM ¥ CChIIKAMM Ha MyOJIMKAIMY O JAHHBIX KIMHUYECKUX UCCIIeIOBaHMIA
JIeKapCTBEHHOTO ITperapara 1 (MJin) JaHHBIX MOHUTOPUHTA ero 3¢deKTUBHOCTH U 6€30IacHOCTM Ha
Tepputopum Poccuiickoii @emeparium u (M) 3a pyoeskoM, a TakKKe JaHHbBIX KIMHUKO-9KOHOMUYECKIUX
MCCIef0BaHMit ¥ pacueToB, 060CHOBBIBAIOIINX €TI0 BbIBOJIbI, C IPUJIOKEHMEM 3TUX ITYOIMKaIHiA.

29 - 30. Yrpatunu cuny. - [locranoBnenne Ilpasutenscrsa PO ot 29.10.2018 N 1283.

31. 3acemaHust KOMUCCUM IIPOBOAATCS A0 10-ro umciia BTOporo Mecsiia KBapTasa, CJIeayIoiero 3a
KBapTaJOM, B KOTOPOM ITpe/ICTaBJIeHO IpeioskeHe. [Ipy 9TOM Ha OJHOM 3aceIaHUM KOMUCCUU
paccMaTpuBaeTcs He 60Jiee 15 1eKapCTBEHHbBIX ITpernapaToB.

PeleHust 110 mpejIoskeHUSIM IPUHMMAIOTCS Ha 3aceIlaHMSIX KOMUCCUM B COOTBETCTBUM C JINCTAMU
rOJIOCOBAHMS YIEHOB KOMMCCHU, COJIepsKALMMM Pe3y/IbTaThl KOMILJIEKCHOJ OII€HKM, C yUeTOM HAyYHO
000CHOBAHHOV peKOMeHAAlMM TJIaBHOTO 3KcrepTa. [Ipy 9ToM HayuyHO 060CHOBaHHAsI peKOMeHaaIusI
IJIaBHOTO 3KCIIepTa MpeACTaBIIsieTCs YieHaMy KOMUCCUMN.

32. Ha 3acemaHue KOMUCCUY TIPUTIAIIAIOTCS TIpeacTaBuTeny LleHTpa sKCIepTH3bl U B Le/IsIX HAyYHOTO
OTITIOHMPOBAHMSI TIPEICTABUTENN IKCIIEPTHOM OpraHu3alum.

33. HGopmanus o Xo/ie ¥ pe3yabTaTax PacCMOTPEHMS ITPeIJIOKeHMsI, a TAKKe O MeCTe, TaTe ¥ BpeMeHu
3aceaHMsI KOMMCCUM pasmeniaeTcs 3a 7 pabounx AHe 10 COOTBETCTBYIOIIETO 3aceqaHns Ha
oduLmanbHOM caiiTe B ceTu "VIHTepHeT".

WNudbopmanust o MpUHSITHIX HAa 3acelaHUM KOMUCCUM PellieHMUsIX pa3MelaeTcst Ha opuiiuaabHOM caiiTe B
cetu "IHTepHeT" B TeueHMe 5 pabouunx gHel mocsie MpoBeaeHMs 3acefaHns KOMUCCUMN.

34, HpI/I BO3HMKHOBEHUMN KOHCI)III/IKTEI MHTEPECOB COOTBETCTBYIOIINME YIE€HBI KOMMUCCUNM HE YUAaCTBYIOT B
npouenypax NpuHATUA peH_IEHI/Iﬁ 1O KOHKPETHOMY IIPEOJIOKEHNIO.

CrieiaanCThl BKCHepTHOﬁ opranm3alinmn n HEHTpa SKCIIEPTU3bI, YIACTBYIOMIIME B IIOATOTOBKE 3aK/IIOUEHMSA



T10 pe3y/bTaTaM KOMIUIEKCHO OLI€HKY, IJIaBHbIE KCIIEPTHI U WiIeHbl KOMUCCUM, TPEACTaBUBILINE
HeJI0CTOBEPHYIO MH(POPMAIMIO UM He TIpeicTaBuBIIMe (HeCBOeBPEMEHHO IpeiCTaBMBIINE) B KOMUCCUIO
MH(pOpMAIMIO O HATMYMM OOCTOSITETBCTB, CIIOCOOHBIX ITPUBECTU K KOH(IMKTY MHTEPECOB IIPU
pacCMOTpeHUM IpeIJjIoKeHU, 10 pelIeHNI0 KOMUCCUM OTCTPAHSIIOTCS OT JaJTbHENMIero y4acTusl B
nesTeIbHOCTM 10 opMUPOBaHUIO ITepeyHeli U MMHMMAaJIbHOTO aCCOPTUMEHTA, a peliieHNe 1o
MpeIJIOKeHUI0, IIPUHATOE KOMUCCHEN IIPU UX YUACTUM, [IOIJIEXXUT ITIepecMOTpy.

35. [logroToByieHHbIE 110 pe3yIbTaTaM 3aceJaHuii KOMUCCUM IIPOEKThI ITepeuHeit ¥ MUHMMAIbHOTO
accopTMMeHTa, ChOpMMPOBaHHbIE TT0 MEXIYHaPOAHbIM HelmaTeHTOBAaHHbIM HaiMeHOBAHUSIM
JIeKapCTBEHHBIX IperapaToB (IIPY OTCYTCTBUM TaKMUX HAMMEHOBAHMUI - MO IPYNIMPOBOYHBIM WU
XMMMUYECKMM HaMEeHOBAHMSIM) C YKa3aHMeM JIeKapCTBEHHBIX (GOpM, pa3MeNialoTcs Ha 0UIMaTbHOM
caiiTe B cetu "VIHTepHeT" Ha CpOK He MeHee 10 pabouunx mHeI.

36. [IpoeKThl IiepevHeit ¥ MMHMMAaIbHOI'O aCCOPTUMEHTA MOAJIeKaT COT/IaCOBaHUI0 ¢ MMHUCTEPCTBOM
MIPOMBIIIVIEHHOCTY ¥ TOpProBu Poccuiickoit @egepannm, MuHmucTepctBoM prHaHcoB Poccuiickoii
®enepauyu, MMHUCTEPCTBOM TPYAa U COUMAILHOM 3a1iuThl Poccuiickoit ®enepatiin, MMHUCTEPCTBOM
9KOHOMMYEeCKOro pasButust Poccuiickoit ®enepauym, PegepaabHOi aHTMMOHOIIOIBHO CITYKO01A,
depnepanbHOI CTYKO0I 110 HAA30pY B cepe 3aIIUThI ITPaB MOTpeOUTENel 1 61aronoydns YeJoBeKa u
MuHMCTEPCTBOM HaYKM U BbICIIero obpasoBanus Poccuiickoit ®epeparum.

[Tpunoxenne N 1

K [IpaBuiam popmupoBaHus nepevHei
JIeKapCTBEHHBIX MTpernapaToB

IJ11 MeJULIMHCKOTO IIpUMEHeHU T

Y MMHMMAaJIbHOTO aCCOPTUMEHTa
JIeKapCTBEHHBIX NIpernaparos,
HeOOXOMMBIX JJIs OKa3aHMSI
MeIULMHCKOI ITOMOILN

(bopma)

B koMmuccniwo MmHuUcTepcTBa
30paBooxpaHeHns Poccunckon depepaumnm
rno ooOpMUPOBaAHNIO NMEPEYHEN NNEKAPCTBEHHbIX

npenapaTosB 405 MeOULUNHCKOIo
NMPUMEHEHNA N MUHUMaJIbHOM0 aCCOPTUMEHTA
JleKapCTBEHHbIX NpenapaTos,
HeobXxoANMbIX ONA OKa3aHUs
MeAVNLVHCKOW MOMOLLLA

MPEONOXXEHUE
0 BKJIOYEHWN IEKAPCTBEHHOI0 NpenapaTa B NepeyHn NeKapCTBEHHbIX
npenapaToB AJ MeOULNHCKOro MpuMeHeHna <*>

1. HacTosuwee npenoxxeHne KacaeTCA BKJIIOYEHNSA JIEKapCTBEHHOrO npenapaTta B
nepeyYHn ieKapCTBEHHbIX NpenapaToB:

1.1. nepeyeHb XU3HEHHO HeobXOoOAUMbIX W BaXXHEWLINX JIEKAPCTBEHHbIX
npenapaTos;

1.2. nepevyeHb JOPOroCTOALLMX JIeKapCTBEHHbIX NpernapaTos;

1.3. nepeyeHb NlEKAPCTBEHHbIX MpenapaToB Ansd obecnevyeHUss OTAEJIbHbIX
KaTeropmm rpa><aaH.

2. NHpopmauyma o 3aasuTene:

2.1. HanMeHoBaHMe opraHu3ayum NN paMmnnnsa, UM, OTYeCTBO (MPN HanU4Un)
rpa>kgaHuHa ;

2.2. OTBETCTBEHHOE NNLLO, 40JIXKHOCTb ;




2.3. agpec (MecTo HaxoXAeHUS) NN MEeCTO XNTesbCTBa ;

TenedoH (dakc) ;

3/1eKTPOHHaAa no4Ta

3. IH(bopMaumnsa o ieKkapCTBEHHOM NpenapaTe:

3.1. HanmMeHoOBaHMe NeKapCcTBEHHOro npenapaTa:

3.1.1. MexxgyHapoaHoe HernaTeHTOBaHHOE HauMeHOBaHMe ;

3.1.2. B cC/siydae OTCYTCTBUA MeXAYHAapoOAHOro HemnaTeHTOBaHHOrro
HanMeHOBaHUA - FTPYNMNUPOBOYHOE HAaUMEHOBaHNe ;

3.1.3. B chay4Yae OTCYTCTBMA MeXAYHApPOAHOro HernaTeHTOBAaHHOIro W
rpynnMpPoBOYHOr0 HAMMEHOBAHUN - XMMNYeCKoe HanMeHoBaHne ;

3.1.4. B csiy4ae OTCYTCTBUSA MHbIX HAaMMEHOBAHWM - TOProBoe HaMMeHOBaHue

3.2. Kon aHaTOMO-TepaneBTU4YeCKO-XNMNYECKON Knaccuukauymm
JleKapCTBEHHOr 0 npenapaTa ;

3.3. 3agBJIeHHble TMOoKa3aHUs K MPUMEHEHWUID JIeKapCTBEHHOro npenapaTa
COrNlIaCHO WMHCTPYKLUMN MO TMNPUMEHEHUID C yKa3aHueM Koga MexayHaponHOM
CTaTUCTUYeCKON krnaccndpukauum bonesHenm m npobnem, CBA3aHHbIX CO 340POBLEM
(nepe4yncnnTsb)

3.4. rocyfapCTBEeHHas perucrtpauns nekapCTBeHHOro npenapata B Poccunmnckon
depnepaunu:

AaTta (44.MM.rrrr) ;

HOMep perncTpaumMoHHOro yaocToBepeHuns ;

faTa nNOATBEepPXAEHUA roCyfapCTBEHHOW perncrpaumm JieKapCTBEHHOro
npenapaTta (Npn HanN4MKn) (4Y4.MM.IIrr) ;

3.5. HanMmeHoBaHue N agpec (MecTo HaxXoXAeHNA) PUANYECKOro nua, Ha UM
KOTOPOro BblJaHO perucTpauvoHHOe yOOCTOBEpeHMe JleKapCTBEHHOro npenaparTa,
MCNOJIb3yeMOro B Ka4ecTBe rnpenapaTta CpaBHeHUs (Npy Hannu4un)

npon3BoauUTENlb NeKapCTBEHHOro npenapaTa, UCNOJIb3yeMoro B Ka4vecTBe
npenapaTa CpaBHeHUs (NpY HaNn4Ynmn)

3.6. OaHHble O MNPOMU3BOACTBE JIeKapCTBEHHOro npernapaTta B Poccmmcmm
depnepaunu (Npm HanM4nn) :

3.7. npegnaraemble K BKJIKOYEHUIO NEKapCTBEHHble POPMbl 3apPErMcCTPUPOBAHHOIO
NlIeKapCTBEHHOro npenapaTa, MNpeaycMoTpeHHble [lepeyHeM HaMMeHOBaHWUM
JNIeKapCTBEHHbIX (DOPM JIeKapCTBEHHLIX MpenapaToB A9 MEOULMHCKOrO MPUMEHEHUS,
YyTBEPXAEHHLIM MUWHUCTEPCTBOM 34paBooxpaHeHns  Poccunckon depepauunn
(nepevmncnnTs)

3.8. cBegeHMs O BOCMNPOU3BEOEHHbIX JIEKAPCTBEHHbLIX MpenapaTax (npm
HanM4nn) ;

4. CBeoeHUsas N OaHHble O NIeKapCTBEHHOM rMpenapaTe, npegjlaraemom Ans
BKJIIOYEHNS B NEPEeYHUN NIeKapCTBEHHbIX MpenapaToB:

4.1. Hay4YyHOo 0BOCHOBaHHbIE OaHHble O HeobxoAMMOCTM U OBOCHOBAHHOCTU
NPUMEHEeHNA NeKapCTBEHHOro NpenapaTta A8 OUarHOCTUKK, NPOPUIAKTUKKN, e4eHuns
nnn peabunntaunn 3aboneBaHun, CMHOAPOMOB W COCTOSHWUN, npeobnagaroWwnx B
CTPYyKType 3aboneBaemMoCTV M CMepTHOCTWU rpaxaaH Poccunckon depepauunn Ha
OCHOBAHUN OaHHbIX FOCYyOAapCTBEHHOro CTaTUCTUYECKOro HabnwaeHnsa (Mpu Hann4Yun
TaKNX CTaTUCTUYECKUNX OAHHbIX);

4.2. Hanum4me Hay4yHO O0OOCHOBAHHbLIX Q[AaHHbIX O KJMHUYECKUX W
hapMaKOIKOHOMUYECKNX MPenMyLlecTBax NPpUMeHeHNs NeKapCTBEHHOro npenapaTta 4ns
neyeHnsa nuy, 60NbHbLIX reMouInen, MyKOBUCLMNOO030M, rMnodunsapHbiM HAaHN3MOM,
bonesHblo lole, 3/10KaYeCcTBEHHbIMU HOBOOOpPa30BaHNAMN AMMGMONLHOW, KPOBETBOPHOMN




N POACTBEHHbLIX UM TKaHen, pacCesAHHbIM CKJIEPO30M, FeMOJINTUKO-YPEMUYECKUM
CUHOPOMOM, KOHOLECKUM apTPUTOM C CUCTEMHbBIM Ha4asioM, MyKOMNoJiMcaxapuaosom I,
[l n VI TMNOB, annacTn4Yeckom aHeMmen HeyTOYHEeHHOW, HaceACTBEeHHbIM aeduumTomM
dakTopos Il (pubpuHoreHa), VIl (nabunbHoro), X (CtioapTta - Npayapa), vy

nocsie TpaHcnaaHTauum opraHoB U (MNN) TKaHeW, MO CPpaBHEHUIO C NpernapaTamMu,
y>XXe BKJIIOYEHHbIMN B MepeyHn IeKapCTBEHHbIX NMpernapaTos;

4.3. Hannyme Hay4Ho oboCHOBaHHOW MH(oOpMaLmu 0 NnpenmyulectTsax u (mnm) ob
0CODEHHOCTAX MexaHM3Ma [OeNCTBUA JIeKapCTBEHHOro npenapaTta rno CPaBHEHUIO C
aHanoramm, B TOM 4YUCNe BXOOAWMMWN B MEPEYHM JIEKAaPCTBEHHbIX NpenapaToB ANA
MeOUUMHCKOrO0 MNpUMeHeHus, npu OuarHoCTuKe, NPpoPUIakTUKe WKW JIeHeHUU
3aboneBaHun, CUHAPOMOB U COCTOSAHUA C y4eTOM CTATUCTUYECKUX OaHHbIX O
CTPYKTYype 3aboneBaeMocTn n cmepTHOCTU B Poccnnckon ®epepaunu;

4.4. BocTpeboBaHHOCTbL (coumnanbHaa 3HAYMMOCTb) JIEKapPCTBEHHOMO NpenapaTa
CUCTEMOWN 34paBOOXPaHEeHUA N HacesleHMeM C Y4eTOM HaJInynsa NeKapCTBEHHOr O
npenapaTta B MNepeyHsAX JIeKapCTBEHHbIX MpenapaToB, (PMHAHCUPYEMbIX 3a CYeT
cpencTB boa)xeToB cybbekToB Poccmmnckonm degepaumm;

4.5. Hann4yme neKapCTBEHHOro npenapaTa B NepeYyHe cTpaTermvyeckn 3Ha4mmbIX
JNIeKapCTBEHHbIX CpencTB, MPOU3BOACTBO KOTOPbIX OO/HKHO ObITb obecrneyeHo Ha
Tepputopun Poccunckon depepaumun, yTBEpXAEHHOM pacnops»xeHueM lNpaBntenbCTBa
Poccuinckonm ®epepaunm ot 6 nona 2010 r. N 1141-p;

4.6. Hann4me (Nokanamsaumsa) NpPoM3BoACTBa JIEKAPCTBEHHOro rnpenapaTa B
Poccunckon depepauunn.

5. O60CHOBaHMA ONA BKJOYEHUS JNIEKAPCTBEHHOrO MpernapaTta B MepeyHun
JleKapCTBEHHbIX NpernapaToB:

5.1. snunpemunonornyeckme paHHble (NpU HaANyYMu) - [aHHble 10
3aboneBaemMoCcTn, CMEPTHOCTWU, MHBANNAHOCTU B OTHOLIEHUN 3aboneBaHns, CMHAPOMA
WA COCTOSIHMA, ANS OAMArHOCTUKKW, NMPOUIAKTUKKN, SleYeHUns nnuv peabmnmtauymm
KOTOPbIX MOKa3aH JieKapCTBEHHbLIM npenapaTt (NpeacTaBssfAioTCA Ha OCHOBaHWUWN
pe3ynbTaToOB roCy4apCTBEHHOrO CTAaTUCTUYECKOro HabnogeHns, Apyrux opuumanbHbIX
MCTOYHUKOB W 3SMNUOEMMOSIOTNYECKMX UCCNefoBaHUM  pacnpoCTpPaHEeHHOCTK
3aboneBaHuns);

5.2. KJWHWYECKMe  [aHHble - NOJIHOTEKCTOBblIe BEPCUN KIIMHUYECKNX
nccnenoBaHNM (CTaTbW, OTHETbl HA PYCCKOM Si3blKe UK rnepeBeeHHble Ha PYCCKUI
A3blK, 3aBepeHHble 3aABuUTesieM) (yKa3blBalOTCA aBTOpPbl, HaMMeHOBaHWe, An3anH
nccnenoBaHUs, KOMYeCTBO MALUMEHTOB, BKJIIOYEHHbIX B UCC/eLOoBaHWe, rnepuop
HabnogeHnsa, MokasaHme K MeaAUUMHCKOMY NPUMEHEHUI0 IeKapCTBEHHOMO npenapaTa,
KOTOpOEe MU3y4yasloCb B WUCCAeAOBaHUW, KPUTEpUn OueHKU 3SPEPHeKTUBHOCTH
(besonacHOCTK), NeKapCTBEHHble TMpenapaTbl, C KOTOPbIMU CpaBHUBANACH
npennaraemMbll IeKapCTBEHHbIN npenapaT (Mpyn Hananymu), nnauebo-KoOHTPOsIb KN
OTCYTCTBME JleYeHus, pe3ysbTaTbl UCCNefOoBaHUA C YyKa3aHUeM KOMYEeCTBEHHbIX
OAHHbIX, 3aKJllo4eHue, CrUCOoK sinTepaTypbl MO CXeme: aBTOpP, HauMeHOBaHue
NccnenoBaHns, BbIXOAHbIE fJaHHble. 10 KaXXAO0MY KJIMHUYECKOMY WCCNefOoBaHUIo
YKa3blBaeTCs YPOBEHb 0Ka3aTeNIbHOCTUN 3PPEKTUBHOCTN NNIeKAapCTBEHHOIO nNpenapaTa
cornacHo npunoxeHuiwo N 6 kK lNpaBunam popMMpoBaHUSA NepeyHen NeKapCTBEHHbIX
npenapaTtoB AN MeOUUUHCKOro MNpUMEeHEeHUs U MUHMMasbHOro acCopTUMeEHTa
JleKapCTBEHHbIX MpenapaToB, HEOOXOOUMbIX ONA OKa3aHUs MeAUUWUHCKOMW MoMoLu,
YyTBEPXAEHHLIM MoCTaHoBNeHneM [lpaBuTtenbcTBa Poccmnckon ®depgepaumm ot 28
aBrycta 2014 r. N 871);

5.3. OaHHble 0 TeparneBTUYECKOW 3KBUBANEHTHOCTU (Npv HeobxogmmocTn) -
NOJIHOTEKCTOBbLIE BEPCUM CPaBHUTESIbHbIX KJIWHUYECKUX UCCiefoBaHUn (CTaTbWw,
OTYeTbl Ha PYCCKOM S3blKEe UM CTaTbW, OTYETHI, MepeBefeHHbIe Ha PYCCKUN A3bIK,
3aBepeHHble 3aaBuUTeneM) (ykasbiBalOTCs aBTOpPbl, HauMMEHOBaHWe, AW3aWlH
nccnefoBaHNsA, KOJIMYeCTBO MaLUMEHTOB, BKJIKOYEHHbIX B UCCnefoBaHue, nepuon



HabnoaeHns, NokasaHue K MeaAULUHCKOMY MPUMEHEHUIO IEKAapCTBEHHOMO npenapaTa,
pe3ynbTaTbl UCCAefO0BaHUA C YKa3aHWeM KOJIMYeCTBEeHHbIX OaHHbIX, 3aKJio4veHune,
CMNCOK NnTepaTypbl MO CxXeMe: aBTOpP, HauMeHOBaHWe uccsefoBaHUs, BbIXOOHbIe
OaHHble);

5.4. paHHble O KJIMHNKO-3KOHOMUYECKNX (PapMaKOIKOHOMNYECKUX)
XapaKTepucTuKax JIeKapCTBEHHOro rnpenapaTta - TMOJIHOTEKCTOBbIE BepCcuun
KJINHUKO-3KOHOMUYECKUX uccnenoBaHun (CtaTbW, OTYETbl Ha PYCCKOM A3bIKE UK
CTaTbW, OTYeTbl, NepeBefeHHble Ha PYCCKUN A3blK, 3aBEepeHHble 3asBuTesieM)
(yka3sbiBaloTCa cBegeHus o6 aBTOpax, HaMMEHOBaHME WUCCNefOoBaHWUSA, CCbIIKM Ha
nccnepfosaHme, [OuUsanH UCCefoBaHUA (peTpoCcnekTMBHOE, MPOCNEeKTUBHOE,
MoZennmpoBaHue <**>), Bua aHanusa, CBefeHUs O JIeKapCTBEHHbIX MnpenapaTax,
KOTOpble WCMOJIb30BaJIUCb [/ CPaBHEHUS C npeasiaraeMblM JleKapCTBEHHbIM
npenapaToM, 3aTpaThbl, KOTOPbIE YYUTbIBAJINCh B UCCNEN0BaHUN, U KOJINYECTBEHHbIE
3Ha4YeHna 3aTpaT B pybnax, 3PPEeKTUBHOCTb CPaBHMBAEMbIX N€KAPCTBEHHbIX
npenapaToB (KpUTEPUN OLEHKM SPPEKTUBHOCTU U KOJIMYECTBEHHbIE 3HAYeHus),
pesynbTaTbhl UCCIeA0BaHUA, CMNUCOK JNuUTepaTypbl - aBTOP, HauUMeHOBaHWe
nccnenoBaHnMs, BbIXOOHbIE AaHHble) <*¥¥*>;

5.5. gaHHbIe 0 CTOMMOCTU M LLeHe JIeKapCTBEHHOr o npenapaTa:

5.5.1. CTOMMOCTb O4HOIr0 KypcCa JieyeHUs JIeKapCTBEHHbIM rnpernapaTtoMm ;

5.5.2. CTONMOCTb Jie4eHNA NeKapCTBEHHbLIM MpenapaToM B Te4YeHue OL4HOro
roga ;

5.5.3. paTta npoBefeHnsa pac4eToB LLEHbl Ha JIEKAPCTBEHHbI NpenapaT

’

5.5.4. uyeHa, KoTOpyl Npou3BOAUTENb MJIAHUPYET 3aperncTpupoBaTb B
COOTBETCTBUM C TpeboBaHMSAMM 3aKoHoAaTesbCTBa Poccmnckonm depepauymm <Frr*>

’

5.6. paHHble 0 akTnyecknx obbemax Npoda>k JIeKapCTBEHHOro npernapaTta B
Poccnnckon depepaumm 3a ropn, npejlecTByWMA nogave npensioXeHus, B
HaTypaJibHbIX MOKa3aTensax Mo JleKapCTBeHHbIM ¢opMaM 3aperncTpupoBaHHbIX
JleKapCTBEHHbIX NMpenapaToB

5.7. paHHble O0T4YeTOB O pe3ynbTaTaX MOHUTOpPUHra 6Oe3onacHoOCTU
JNleKapCcTBeHHOro npenapaTa (B Poccunckon ®enepauunm n (nnm) 3a pybexom)

’

5.8. naHHbIe, NpeacTaB/ieHHbIe 3as9BUTEsIEM B UHULMATUBHOM nopsgke

6. Obuiee KONM4eCTBO npenctaBJiIiEHHbIX JOKYMEHTOB

Ha JINCTax.
Moaonwuck 3aaBuTens / /
HaTa

<*> 3amoyiHeHMe BCeX ITYHKTOB MTPeIJIOsKeHNS 00s13aTebHO. [Ipy OTCYTCTBMUM CBEeHUIt 10
COOTBETCTBYIOIIEMY TYHKTY YKa3bIBA€TCS "CBeJeHUSI OTCYTCTBYIOT . [JJOKYMEHTBI M MaTepyuasibl
MIpeICTAB/ISIIOTCS HA PYCCKOM SI3bIKe, B C/Tyuae MpeaoCcTaBaeHus MyoImKaiuii, TOKyMeHTOB U CTaTel Ha
MHOCTPAHHBIX A3bIKaX NOMOJHUTEIbHO [IpUIaraeTcs repesBefeHHoe Ha PYCCKUI A3bIK pe3loMe YKa3aHHbIX
MaTepuasoB, 3aBepeHHOoe 3asIBUTeIeM.

<**> TIpu UCMOJIb30BAHUYM MaTeMaTUUYECKOTO MOIEIMPOBAHMS ITPEICTABISIIOTCS B 3JIEKTPOHHOM BHU/IE BCe
paspaboTaHHbIe MOJe/N, a TAKKe TOMYIIeHus 111 pa3paboTKM COOTBETCTBYIOIMX Moieseit 1 hopMyIibl



pacuyeToB, UCITIOJIb30BAHHbIE B MO EJISIX.

<> C yueToM IMOJIOKeHui yacTu 6 ctatbyu 18 demepanbHOro 3akoHa "O6 ob6pamieHny JieKapCTBEHHBIX
cpenctB” v yacTu 3 cratbhy 13 ®emepanbHoro 3akoHa "O6 0CHOBaX OXpaHbI 30POBbS TPAKIaH B
Poccuiickoi @enepanyn’.

<#**E> TIlnaHupyemas K ToCyIapCTBEHHOI perucTpauuy IieHa Ha JieKkapCTBEeHHbIN mmperapat
PacCUMTHIBAETCS C YUETOM TOJIOKEHMI yacTu 3 craTbu 61 @egepanbHOro 3akoHa "O6 obpaiieHnn
JIeKapCTBEHHBIX CPENICTB" U MPU TOCYIAPCTBEHHOM PErUCTPAlIMM HEe MOXKET TIPEBBIIIATh TAKYIO I[EHY.

[Mpunoxennue N 2

K [IpaBuiiam popMUpPOBaHUS TlepeuHeii
JIeKapCTBEHHBIX IIperapaToB

IUISI MeAULMHCKOTO IIPUMEeHeHUs

Y MMHMMAaJIbHOT'O aCCOPTUMEHTA
JIeKapCTBEHHbBIX MTpernapaTos,
HEOOXOOVMBIX IJISI OKa3aHU
MeIUIIMHCKOM ITOMOIIN

(bopma)

B komuccuio MmHucTepcTBea
3apaBooxpaHeHnsa Poccnnckon depepaumm
rno popMUPOBaHUIO NepevyHeN IeKapCTBEHHbIX

npenapaToB 4N MegNLUMNHCKOro
MPUMEHEHNSA N MUHUMAJIbHOr0 aCCOPTUMEHTA
JleKapCTBEeHHbIX NpernapaTos,
HeobXoANMbIX A1 OKa3aHUs
MeaAVNLWHCKOW MOMOLLMA

MNPEONOXEHUE
0 BKJIIOYEHUW IEKAPCTBEHHOr0 NpenapaTa
B MUHMMaJIbHbI aCCOPTUMEHT JIEKAPCTBEHHbIX NMpenapaTos,
HeobxoANMbIX A1 OKa3aHUSA MeOULIMHCKOW NMOMOLLMK

1. NHpopmaumsa o 3aaBuTene:

1.1. HaumMeHoOBaHMe opraHmn3aunm nan GamMmnansa, Mg, oTHeCTBO (NP HaNYUK)
rpa>kgaHuHa ;

1.2. oTBETCTBEHHOE /N0, A0/IXKHOCTb ;

1.3. agpec (MecTo HaxoXXOeHNSA NN MeCTO XNTeNbCTBa) ;

TenedoH (gakc) ;

3/1IeKTPOHHAaA no4Ta

2. N"HhopmMmauma o neKapCTBEHHOM MpenaparTe:

2.1. HauMeHoOBaHMe:

2.1.1. MexxayHapogHoe HenaTeHTOBaHHOE HanMeHoBaHMue ;

2.1.2. B C/yd4ae OTCYTCTBUA MeXAYHApPOOHOro HenaTeHTOBaHHOro
HanMeHOBaHMUA - FTPYMNMUPOBOYHOE HAUMEHOBaHMe ;

2.1.3. B cJsiydae OTCYTCTBUSA MeXAYHapOoAHOro HernaTeHTOBAaHHOro wu
rpynnnMpoBOYHOr0 HAMMEHOBAHUN - XMMNYEeCKOe HauMeHOBaHmne ;

2.1.4. B ciy4ae OTCYTCTBUA MHbIX HAaVMEHOBAHWM - TOProBOoe HaMMeHOBaHue

2.2. KOO aHaTOMO-TepaneBTU4YeCKO-XNMNYECKON Knaccuukaymm
JleKapCTBEHHOro npenapaTa ;

2.3. 3asBJIeHHble TMOoKa3aHWsa K MPUMEHEHWUI0 NIeKapCTBEHHOro rnpenapaTa
COrNlacHO WHCTPYKLUUN MO TMNPUMEHEHUI0 C yKa3aHueM kKofa MexAayHapoLHOU




CTaTucTudeckon knaccmpumkaumm 6onesHen m npobnem, CBA3aHHbLIX CO 340POBLEM
(nepe4yncnnTsb)

2.4. rocyfapCTBeHHas peructpauns nekapCTBeHHOro npenapaTta B Poccunmckon
depnepaunu:

nata (44.MM.rrrr) ;

HOMep perncTpaunoHHOro yooctoBepeHuns ;

faTa nNOATBEP)XAEHUA TroCyfapCTBEHHOW perncrpaumm JieKapCTBEHHOro
npenapaTta (Npyn HaAN4YUK) (44.MM.rrrr) ;

2.5. paHHble O NPOM3BOACTBE JIEKAPCTBEHHOrO npenapaTa B Poccmmcmm
®epepauunn (NpY HaNU4YNK) ;

2.6. npepnaraemble K BKJIHOYEHUIO JlIeKapCTBEHHble DOPMbl 3apermcTpupoBaHHOro
JleKapCTBEHHOro npenapaTta, nMpenycMoTpeHHble [lepe4yHeM HauMMeHOBaHUN
JleKapCTBEHHbIX (POPM JsieKapCTBEHHbIX MpenapaToB AN MeAULUWHCKOro NMpuMeHeHus,
YyTBEPXAEHHLIM  MUWHUCTEPCTBOM  34paBooxpaHeHus Poccunckon depepauunn
(nepevmcnnTb) ;

2.7.cBefeHNs O BOCMPOU3BEOEHHbIX JIeKapCTBEHHbLIX nMpenapaTtax (npwu
HaNN4YnKn)

3. CBepeHns 1 JaHHble O JleKapCTBEHHOM npenaparTe, npeunaraeMOM ans
BKJIIOYEHUS B MUHUMAJIbHbIA aCCOPTUMEHT JIeKapCTBEHHbIX NpernapaTos, HeobxoaAnMbIX
A8 OKa3aHUA MeAULWHCKOW NMOMOLLN:

3.1. nekapcCTBEHHbIN MpenapaT BXOAWUT B MepevyeHb XXM3HEHHO HEOOXOAMMbLIX U
Ba)kHeMNLWNX NeKapCTBEHHbIX NpenapaTos;

3.2. NnekapCTBEHHbIN MpenapaT COrjlacHO MHCTPYKLUMW NO MPUMEHEHMUIO MOXET
NPUMEHATLCA MNPU OKa3aHUN MEeOULMHCKON MOMOLLM B aMOynaTOPHbIX YC/IOBUAX MPU
OVArHoCTuUKe, npoduiakTuKe, nevyeHun wanm peabunntaumm Hambonee
pacnpocTpaHeHHbIX 3abosieBaHNN, CUHAPOMOB N COCTOAHWUIA;

3.3. Hanmyme rocydapCTBEHHOM peructpaumm B Poccuminckon depepauunmn
COOTBETCTBYIOLWMX MO MeXAYHapoAHOMY HernaTeHTOBaHHOMY HauMMeHoBaHWU, nnbo
3aMeHsalWweMy ero rpynnupoBOYHOMY WM XMMUYECKOMY HaWMeHOBAHUIO
BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX CPeACTB B aHAJIOMMYHbIX JIEKapPCTBEHHbIX (hopMax u
[031poBKax ABYyX M 6Bonee npousBoauTenen (3a UCKAIOYEHUEM JleKapCTBEHHbIX
npenapaToB, NPON3BOAMMbIX €AMHCTBEHHBIM OT€YEeCTBEHHbIM MPOMN3BOANTENIEM);

3.4. BOCTpebOBaHHOCTb JIEKApPCTBEHHOr0 nMpenapaTta CUCTemMon
3[paBOOXPaHEHNss N HacesieHMeM Ha OCHOBaHWUW LAHHbIX OPraHOB UCMOJHUTENIbHON
Bnactun cybbekToB Poccminckon depepaumn B cepe OXpaHbl 300POBbA U
MapKeTUHIrOBbIX UCCNIef0BaHUA O NpoAarkax JlIeKapCTBEHHOro npenapaTa B POCCMNCKON
denepaumn Npu oKasaHUM MegnLNHCKON noMowm B aMbynaTOPHbIX YCI0BUAX B Te4EeHne
KaneHOapHoOro roga (BxoXAeHme B COTHIO Hambonee npofaBaeMblX JIeKapCTBEHHbIX
npenapaToB Ha pblHKe Poccuinckon denepaumn 3a KaseH4apHbIA rog).

4. [aHHble, 060CHOBbIBaKOLWME MNPensIOKEHUA O BKJIIOYEHUM JIeKAapPCTBEHHOro
npenapaTta B MWHUMaJbHbIN aCCOPTUMEHT JIEKAPCTBEHHbIX NpenapaTos, HEO6X0ANMBbIX
0N OKa3aHUA MeAULWHCKOW MOMOLLN:

4.1. >3nupemMmnonornyeckme daHHole (NpyM HanAu4Mu) - [OaHHble O
3aboneBaemMoCTn, CMEPTHOCTU, MHBAINAHOCTU B OTHOLWEHUN 3aboneBaHns, CMHAPOMA
WA COCTOSHMA, ANS AMArHOCTUKKW, NPOMUIAKTUKKU, JiedeHns nnum peabnnmtauymm
KOTOPbIX MOKas3aH JIeKapCTBEHHbIN MnpenapaT (NpefcTaBasioTCsd Ha OCHOBaHUN
pe3ynbTaToOB roCyJapCTBEHHOr0 CTAaTUCTUYECKOro HabntogeHns, Apyrux opuumanbHbIX
MCTOYHUKOB W 3SMUOEMMUOSIOTNYECKMX UCCNefoBaHUN  pacnpoCTpaHEeHHOCTHU
3aboneBaHuns);

4.2. paHHble 0 CTOMMOCTU N LeHe leKapCTBeHHOro npenapara:

4.2.1. CTOMMOCTb OAHOIN0 Kypca JedyeHna (0O4HOro Mecsua JieyeHus




JleKapCTBEHHbIM npenapaTomMm) ;

4.2.2. paTa npoBefeHMs pacyeToB 3aTpaT Ha JieYeHune JieKapCTBEHHbIM
npenapaTom ;

4.3. pJaHHble 0 (akTmyeckmx obbemMax Npofak IeKapCTBEHHOro rnpenapaTa B
Poccunckon depepaumm 3a ropj, npejllecTByOWUA nogave npensioxXeHus, B
HaTypaJibHbIX MoOKa3aTenax nMno JieKapCTBEHHbIM (opMaM perncTpupyembix
JNleKapCTBEHHbIX NpernapaTos

’

4.4. naHHble, NpeacTaB/IEHHbIE 3a9BUTENIEM B MHULIMATUBHOM NOpsAaKe

5. Obuwee KoNM4eCTBO npencTtaBJIEHHbIX JOKYMEHTOB
Ha NnNcTax.

Moaonwuck 3aaBuTens / /

HaTa

IMpunoxenue N 3

K [TpaBuiam hbopMuUpoBaHus MepevHeii
JleKapCTBEHHbIX MpernapaToB

IS MeUIIMHCKOTO TIpUMeHeHU ST

Y MMHMMAaJIbHOTO aCCOPTUMEHTAa
JIeKapCTBEHHbBIX IMpenapaTos,
HEOOXOAMMBIX JIJIsI OKa3aHUsI
MeIUIMHCKO TOMOILM

B komuccuio MmHucTepcTBea
30paBooxpaHeHns Poccunckon depepaumnm
Mo opMUPOBaHUIO NepeyHEN eKapCTBEHHbIX

npenapaToB AN MegnuUMNHCKOro
NMPUMEHEHNA N MUHUMaJIbHOr0 aCCOPTUMEHTA
JleKapCTBEHHbIX NpenapaTos,
HeobXoANMbIX AN OKa3aHUs
MeONLLIMHCKON MOMOLLIMN

NPEONTOXKEHWNE
06 nckYeHNn IeKapCTBEHHOr O NpenapaTa U3 nepevyHen
JIeKapCTBEHHbIX NpenapaToB AJi MeANLIMHCKOro NpMMeHeHns

1. HacTosuwee npensnoxeHne KacaeTCsa UCKIIIYEHNS JileKkapCTBEHHOr o npenapaTa
N3 nepeyvyHen NeKapCTBEHHbIX npenapaTtos A9 MeJULUHCKOro NpuMeHeHus:

1.1. nepeyHs XN3HEHHO HeOBX0AMMBIX U BaXKHENLINX JIeKapCTBEHHbIX NpernapaTos.;

1.2. nepeyvyHa OOPOroCToALWMX JIeKapCTBEHHbIX NMpenapaTos;

1.3. nepeyHs sfeKapCTBEHHbIX MpenapaToB Ansa obecneyeHnss OTAENbHbIX
KaTeropum rpa>kgaH.

2. IH(opmauunsa o 3aaBuTene:

2.1. HanMeHoBaHMe opraHusaunnM NN paMmnunnsg, UM, OTYeCTBO (MPU HaNN4nn)
rpa>kgaHuHa ;

2.2. OTBETCTBEHHOE JINLO0, OOJIXKHOCTb

2.3. agpec (MecTo HaxoXXAeHUs) Ui MecTo XXUTeNbCTBa

TenedgoH/dakc

3J/IeKTPOHHAs Nno4Ta

’

’

(bopma)



3. WNHopmauma o nekapCTBEHHOM rnpenapaTe:
3.1. HauMeHoOBaHMe:
3.1.1. MmexxayHapoaHoe HernaTeHTOBaHHOE HaMeHOBaHMe

3.1.2. B chny4ae OTCYTCTBUA MeXAYHApPOAHOro HenaTeHTOBAaHHOIO
HanMeHOBaHUA - FTPYNMNUPOBOYHOE HaUMEHOBaHMe ;

3.1.3. B cJqly4ae OTCYTCTBMA MeXAYHAapoOAHOro HenaTeHTOBaHHOro u
rpynnMpoBOYHOr0 HAMMEHOBAHUN - XMMNUYECKOe HauMeHOBaHmne ;

3.1.4. B C/ly4ae OTCYTCTBUSA UHbIX HAMMEHOBaHUN - TOProBoe HauMeHOBaHue

’

3.2. KOO  aHaToMO-TeparneBTUYeCKO-XUMUYECKON Knaccugpumkaumm
JNleKapCTBEHHOI 0 npenapaTa ;

3.3. 3asBJIeHHble TMOKa3aHUsa K MPUMEHEHUI0 JIeKapCTBEHHOro npenapaTa
COrNaCHO MHCTPYKUUM MO MNPUMEHEHUI0 C yKasaHmeM Koga MexayHapoaHow
CTaTUCTUYeckonm Knaccupumkaumm 6onesHen m npobnem, CBA3aHHbLIX CO 340POBLEM
(nepevymcnnTb)

3.4. rocygapCTBEHHasa perncTpayns nekapCTBeHHOro npenapata B Poccumnckon
depepaunu:

paTta (44.MMm.rrrr) ;

HOMep perncTpaLnoHHOro ygocTtoBepeHuns ;

haTa noATBEepXOEeHUs TroCcyfapCTBEHHOW perucTtpaunm seKapCTBEHHOro
npenapaTa (NpyY HaAN4YUK) (44.MM.TTTT) ;

3.5. npepnaraemMbie K UCKJIIOYEHUIO JIEKAPCTBEHHbIE (POPMbI 3aperncTpnpoBaHHOro
JleKapCTBEHHOro npenapaTta (nepevyncinTb)

3.6. cBegeHNss O BOCMPOU3BEOEHHbIX JIeKAapCTBEHHbLIX MpenapaTtax (npwu
HaN4YnKn) .

4. CBefeHUs U JaHHble O JleKapCTBEHHOM rpenapaTe, npepjlaraeMoMm anas
NCKJIIDYEHUSA W3 MNepeyHen JNeKapCTBEHHbIX MpenapaToB A8 MeAULMHCKOro
NpUMeHeHUs:

4.1. Hann4yme Hay4Ho 0OOCHOBaHHOW MHMOPMaLUUK O NMpenmmyliecTsax u (nau)
0COBEHHOCTAX MexaHu3Ma AencTeus, bonblen H6e30MacHOCTU aflbTEPHATUBHOMO
JIeKapCTBEHHOro npenapaTa, BKJOYAaeMOro B MNepeyYeHb, NpuU AUArHOCTUKE,
npocdnnakTmke, ne4eHnn nnm peabnnntaynm 3abonesaHnin, CAHLPOMOB N COCTOSHUN C
y4eTOM CTaTUCTUYECKUX [aHHbIX O CTPYKType 3abosieBaeMOCTU U CMEPTHOCTU B
Poccuinckon ®epepauyunu;

4.2. BHOBb MNOSBUBLUNECH CBEOEHUS O TOKCUYHOCTU WM BbICOKOW YacToTe
He)xenaTesibHbIX NO60YHbIX ABEHU NP NPUMEHEHUN NTEKAPCTBEHHOr 0 NpenapaTa;

4.3. NpUOCTaHOBNIEHNE MNPUMEHEHNS NIeKapCTBEHHOIoO NpenapaTa B Poccuimnckom
depnepaunu;

4.4. oTMEHa rocyapCTBEHHON perncrpaunm 1ekapCcTBEeHHOro npenapaTa;

4.5. npekpalwieHne Tnpon3BOACTBa JIeKapCTBEHHOro npenapata anbo ero
nocTaBoK B Poccunckyto depgepaynto u (Mnn) oTCyTCTBUE IEKAPCTBEHHOIO NpenapaTa
B rpaxpaHckoM obopoTe B Poccunckon degepaunmm B TeyeHume nepuonaa,
npesbIWaoLLero oanH KaseHaapHbIn roa.

5. ObocHOBaHMA [NA UCKIOYEHUSA JNIeKapCTBEHHOro npenapaTta U3 nepevyHen
JNlIeKapCTBEHHbIX NMpernapaToB 419 MeAULNHCKOro NpuMeHeHus:

5.1. KAUHMYeCKne p[aHHble - MOJIHOTEKCTOBble BEPCUM CPaBHUTESIbHbIX
KJIMHUYECKNX nccnenoBaHnin (CTaTby, OTYETbl HA PYCCKOM A3blKe UKW NepeBefeHHble
Ha PYCCKUN SA3blK, 3aBepeHHble 3asaBuTesieM) (yKa3blBalOTCA aBTOPbl, HAUMeHOoBaHue,
OVN3alH nUccnenoBaHus, KOJIMYECTBO MNaUMeHTOB, BKJIKOYEHHbIX B UCC/efoBaHMe,
nepuos HabnwaeHWs, rnokasaHue K MegUUUHCKOMY MNPUMEHEHUI0 NeKapCTBEHHOro




npenapaTa, pe3yibTaTbl UCCeLOBaHUSA C YKAa3aHMEM KOJINYECTBEHHbIX [OaHHbIX,
3aKJ/ito4eHne, CrnCcokK InTepaTypbl - aBTOP, HAMMEHOBaHME NCCIe0BaHNS, BbIXOQHblE
OaHHblEe);

5.2. [OaHHble 0 KJIMHNKO-IKOHOMUYECKUX (PapMaKO3IKOHOMNYECKUNX)
XapaKTepUCTUKaxX JIeKapCTBEHHOro npenapaTta - MMOJIHOTEKCTOBbIE BepPCUX
KJIMHUKO-3KOHOMUYECKUX UNCCNefoBaHUN (CTaTbW, OTYETbl Ha PYCCKOM A3blKe UK
CTaTbMW, OTYETbl, NepeBefeHHble Ha PYCCKUN NA3blK, 3aBEPEHHbIE 3asBUTEsIEM)
(ykasbiBaloTCa cBegeHusa o6 aBTopax, HaMMeHOBaHWE WNCCNeLOBaHWSA, CCbIJIKU Ha
nccnegoBaHne, QOusanH WUCCeaoBaHUSA (PeTpoCnNeKTMBHOE, MPOCNEKTUBHOE,
MogenunpoBaHue <*>), BMA aHaNM3a, CBeAEHUSA O JIEKAaPCTBEHHbIX NpenapaTax,
KOTOpble WCMNOAb30BaJINCb AN CPaBHEHUA C npeasaraeMbiM JIeKapCTBEHHbIM
npenapaToM, 3aTpaTbl, KOTOpPble YYUTbIBAJINCb B NCCAEA0BAHNN, N KOIMYECTBEHHbIE
3HavYeHnsa 3aTpaT B pybasax, apdpeKTUBHOCTL CpaBHUBAEMbLIX JIEKAPCTBEHHbIX
npenapaToB (KpUTepum oueHKN 3PPEKTUBHOCTU N KOJIMYECTBEHHbIE 3Ha4eHus),
pe3ynbTaTbl WUCCNenoBaHUA, CMUCOK NuUTepaTypbl - aBTOP, HaUMeHOBaHMe
nccnenoBaHns, BbIXOOHbIE AaHHbIE) <**>;

5.3. paHHble 0 hakTnyecknx obbemax Npodaxk IeKapCTBEHHOr o npenapaTa B
Poccunckon degepaunn 3a rofd, npenwecTBYOLWNUA nogade NpeasioXeHus, B
HaTypaJibHbIX TOKa3aTensaXx Mo JIeKapCTBEHHbIM () OpMaM 3aperncTpmpoBaHHbLIX
JIeKapCTBEHHbIX NMpenapaToB (Mpn Hann4nuKn);

5.4. paHHbIE U OOKYMEHTbl, MOATBEP)XAaloWMe npekpalleHne npom3BOACTBa
JleKapCTBEHHOro npenapaTta Anbo ero noctaBok B Poccmnckyio denepaunto n (nnnm)
OTCYTCTBME JIEKAPCTBEHHOIr0O MpenapaTa B rpakaaHckom obopoTe B Poccuinckonm
depepaunn B TeyeHMe nepuofa, MpeBblLAKOWEro OAWH KasieHgapHbIM ron (npwu
Hann4uun);

5.5. [OaHHble O0TYEeTOB O pe3ysbTaTaX MOHUTOpUHra 6e3onacHoOCTKn
JIeKapCTBEHHOro npenapaTa (B Poccnnckonm ®epgepaunnm un (nnn) 3a pybexxom);

5.6. oaHHble, NpefCcTaB/IeHHbIe 3a8BUTENIEM B MHULWATUBHOM nopsgke

6. Obuee KONMYECTBO NpeacTaB/EHHbIX LOKYMEHTOB

Ha ncTax.
Mognuch 3aaBUTENS / /
HaTa

<*> [Ipu UCIIOJIb30BaHUM MATEMATUUYECKOTO MO EIMPOBAHMS IIPEACTAB/ISIIOTCS B 9JIEKTPOHHOM BUJIE BCE
pa3paboTaHHbIe MOJIEJN, & TAaKKe MTOMYIIeHNs 1T Pa3paboTKM COOTBETCTBYIONIMX MOAEIel 1 (HOpPMYJIbI
pacyeToB, MCIIOIb30BaHHbIE B MOJEJISIX.

<**> C y4eTOM IOJIOKeHMI yacT 6 cratby 18 MengepanbHOro 3akoHa "O6 o6palleHn JIeKapCTBEHHBIX
cpenctB” v yacTu 3 cratbhy 13 ®emepanbHoro 3akoHa "O6 0CHOBaX OXpaHbI 30POBbS TPAKIAH B
Poccuiickoit @emepaunn”.

[Tpunoxeunne N 4

K [IpaBuaam ¢GopMMUPOBaHMS ITEPEUHEI
JIeKapCTBEHHBIX MIperapaToB

JIJIST MeIUIIMHCKOTO TIPUMEHEHUS

Y MMHMMAJIbHOTO aCCOPTMMEHTA
JIeKapCTBEHHBIX IIPernaparos,
HEO0OXOIMMBIX JIJIST OKa3aHMs
MeOUIIMHCKOM IOMOIIN

(bopma)



B koMmuccuio MmHucTepcTsea
3apaBooxpaHeHnsa Poccnnckon depepaumm
Mo popMUPOBaHUIO NepevYHEN IeKapCTBEHHbIX

npenapaToB 4N MegnLUNHCKOro
MPUMEHEHNSA N MUHUMAJIbHOr0 aCCOPTUMEHTA
JleKapCTBEeHHbIX NpernapaTos,
HeobXoANMbIX A1 OKa3aHUs
MeAUNLVMHCKOW MOMOLLMA

MNPEONOXEHUE
06 NCKNIOYEHNM NEKAPCTBEHHOMO NMpenapaTa
N3 MUHMMaIbHOI0 aCCOPTMMEHTA JIEKAapPCTBEHHbIX NPENapaToB.,
HeobxoANMbIX O/ OKa3aHUSA MeOULLMHCKOW NMOMOLLMK

1. Nupopmaumsa o 3aaBuTene:

1.1. HaumMeHoBaHMe opraHmn3aunm nan GamMmnansa, Mg, oTHeCTBO (NP HaNYNK)
rpa>kgaHuHa ;

1.2. oTBETCTBEHHOE /N0, AO0/IXKHOCTb ;

1.3. agpec (MecTo HaxoXXOeHNSA) NN MeCTO XUTeNbCTBa ;

TenedoH (dakc) ;

3/1IeKTPOHHAaA no4Ta

2. NHopmauma o nekapCTBEHHOM rnpenapaTe:

2.1. HauMeHoOBaHMe:

2.1.1. MexxayHapogHoe HenaTeHTOBaHHOE HanMeHoBaHMe

2.1.2. B cC/ay4yae OTCYTCTBUA MeXAYHapOAHOro HenaTeHTOBAaHHOro
HanMeHOBaHUA - FTPYNMNUPOBOYHOE HaUMEHOBaHMe ;

2.1.3. B cJqly4ae OTCYTCTBMA MeXAYHAapoOAHOro HenaTeHTOBaHHOro u
rpynnMpoBOYHOr0 HAMMEHOBAHUN - XMMNYECKOe HauMeHOBaHmne ;

2.1.4. B cny4yae OTCYTCTBUSA WHbIX HaAVWMEHOBaHWW - TOProsoe
HanMeHoBaHMe ;
2.2. KoA aHATOMO-TepaneBTUYeCKO-XUMNYeCKomn Knaccuukaumun

JleKapCTBEHHOro npenapaTa ;
2.3. rocygapCTBeHHasa perncrtpaynsg 1ekapCTBEeHHOro npenapaTta B Poccumnckon
depnepaunu:
naTa (4Y4.MM.rrrr) ;

HOMep perncTpaunoHHOro yooctoBepeHuns ;
haTa nMNOATBEPXOEHUA TrocCcyaapCTBEHHON perncrpaynmn J'IeKapCTBeHHOFO
npenapaTa (Npyn HaAN4YUK) (44.MM.Irrr)

2.4. paHHble O MPOM3BOACTBE JIEKAPCTBEHHOro npenapaTta B POCCI/II/ICKOVI
QOepepauunn (NpY HaNUYNK)

2.5. npepnaraemble 0N  UCKJIKOYEHUHA  JiIeKapCTBEHHble  (opMbl
3aperncTpMpoBaHHOro JIeKapCTBEHHOrO NpenapaTa (nepevyncninTb)

2.6. cBefeHNs 0 BOCMPOM3BEOEHHbLIX JIeKapCTBEHHbIX MpenapaTtax (npm
Hanm4mm)

3. OcHoOBaHUA [NS UCKJIIOYEHUSA JIeKapCTBEHHOro npenapaTta U3 MUHUMalbHOr 0
aCCOpTUMEHTa NIeKapCTBEHHbIX NpenapaToB, HEOOX0AMMbIX 01 OKa3aHUSA MegNLMHCKOMN
MOMOLLL:

3.1. nekapCTBEHHbIN MpenapaT He BXOAUT B NepeyvyeHb XU3HEHHO HEOOX0ANMBbIX
N Ba)KHENLLNX IeKapCTBEHHbIX MpernapaTos;

3.2. NpuMeHeHWe JreKapCTBEHHOro npenapata B Poccunckon depepaumu




MPMOCTaHOBJ/IEHO;

3.3. rocygapcCTBeHHasa pernctpayns nekapCTBeHHOro npenapaTta B Poccumnckon
denepaun OTMEHeHa;

3.4. npekpaweH rpaxpgaHckun o60opoT NekapCTBEHHOro npenapaTa B
Poccunckonm depgepaunn, B TOM 4YMUcCsie NpekpaLLeHo ero npon3BoacTBoO.

4. [OKyMeHTbl M OaHHble, 060CHOBbLIBaOLWME MNpeanoxeHne o6 MCKA4YeHun
JleKapCTBEHHOro npenapata W3 MWHUMaJIbHOro acCOpPTUMEHTa JIeKapCTBEHHbIX
npenapaTos, HEOOXOONMBbIX O/ OKa3aHUA MegULMNHCKON NOMOLLA:

4.1. pDOKYMeHTbl WM [LaHHble, NOATBep)XalLlMe npekpaleHne rpaxgaHCKoro
obopoTa nekapcTBEHHOro npemnapaTta B Poccmickon depepauunn, B TOM 4ucrne
npekpalleHne ero npon3sBoacTBa

’

4.2. naHHble, NpeaAcTaB/IEHHbIE 3a9BUTENIEM B MHULMATUBHOM NOpsAaKe

5. ObLiee KONNMYeCTBO NpeacTaB/IeHHbIX OKYMEHTOB
Ha JINCTax.

Moaonwuck 3aaBuTens / /

HaTa

[Tpunoxkenne N 5

K [IpaBuiiam hopMUpPOBaHUS TiepeuHeit
JleKapCTBEHHBIX MpernapaTroB

I MeUIIMHCKOTO TIpUMeHeHU s

Y MMHMMAaJbHOTO aCCOPTUMEHTA
JleKapCTBEHHBIX Mpernaparos,
HeoOXOOMMbIX IS OKa3aHMs
MeIUIMHCKO TTOMOILM

(bopma)

3AKJTIOHEHUE
Nno pe3ysibTaTaM NPOBeAEHUS AOKYMEHTaIbHOM
3KCMNepTU3bl MPEeasIoXXEHNS 0 BKJIIOYEHUN (UCKTOYEHNI)
JIeKapCTBEHHOr 0 npernapaTa B NepeYyHun NeKapCTBEHHbIX NMpenapaTos
N MUHUMAJIbHbBIA ACCOPTUMEHT JIEKapPCTBEHHbIX NPenapaTos,
HeobX0AMMbIX AN OKa3aHUS MeAMLUHCKOWN NOMOLL MU

1. HacTosAwee 3aK04eHNe KacaeTca MaTepurasnos, NpencTaB/ieHHbIX ON4:

1.1. BKIIOYEHUA NIeKAPCTBEHHOr 0 npenapaTa B:

1.1.1. nepeyeHb >XM3HEHHO HEOOBXOAUMbBIX N Ba>KHEWLIMX NIEeKAPCTBEHHbIX
npenapaTos;

1.1.2. nepeyeHb AOPOroCTOALLNX NEeKAaPCTBEHHbIX NpenapaTos;

1.1.3. nepeyeHb NeKapCTBEHHbIX NpenapaToB AnA obecnevyeHns oTAESbHbIX
KaTeropum rpa><aaH;

1.1.4. MUHMMaNbHbLIA aCCOPTUMEHT JIeKapCTBEHHbIX NpernapaToB, HeobxoanMbIX
A1 OKa3aHUsg MeaAuLUHCKOW MoMoLWwm (MUHUManbHbIM aCCOPTUMEHT);

1.2. nckno4yeHnsa nekapCTBeHHOro rnpenapaTa us:

1.2.1. nepeyHs >XKU3HEHHO HeobXoAMMbIX U Ba>XHEWLIUX JIEKAapCTBEHHbIX
npenapaTos;

1.2.2. nepeyHsa [OPOroCcToOALLUNX SIeKapCTBEHHbIX NpernapaTos;

1.2.3. nepeyHsA NeKapCTBEHHbIX MpenapaTtoB ANs obecneyvyeHns OTAENbHbIX
KaTeropum rpa<aaH;



1.2.4. MUHNMaNbLHOr0 aCCOPTUMEHTaA.

2. NHpopmaymsa o ekapCTBEHHOM rpenapaTe:

2.1. HanmMeHoBaHwue:

2.1.1. MexxayHapoaHoe HenaTeHTOBaHHOEe HauMeHOoBaHMue ;

2.1.2. B cC/&y4yae OTCYTCTBUA MeXAYHapOAHOro HenaTeHTOBAaHHOro
HauMeHOBaHUA - TPYNNMMPOBOYHOE HaMeHOoBaHMe ;

2.1.3. B c/qly4ae OTCYTCTBMA MeXAYHAapoOAHOro HenaTeHTOBaHHOro u
rpynnMpoBOYHOr0 HAMMEHOBAHUN - XMMNUYECKOe HauMeHOBaHmne ;

2.1.4. B cny4ae OTCYTCTBUA NHbIX HAUMEHOBAHUW - TOProBoe HauMeHOBaHue

2.2. KoL aHaTOMO-TepaneBTUYECKO-XNMNYECKOWN KJaccngpukaumm
JNleKapCTBEHHOI 0 npenapaTa ;

2.3. npegflaraemble K BKJIKOYEHUIO NIeKapCTBEHHbIe POPMbl 3apPerMcTPUPOBAHHOIO
JleKapCTBEHHOr o npenapaTa (nepevyncnnTsb):

2.4. npepnaraeMble K UCKJIIOYEHUIO JIEKAapCTBEHHbIE (POPMbl 3aperncTpnpoBaHHOro
JleKapCTBEHHOro npenapaTa (nepevyncanTb):

3. Cpokun npoBefeHna LOKYMEHTalIbHOMN 3KCNepTU3bl:

C no .

4. [okyMeHTajllbHasd 3KcnepTm3a npensioxxeHns (B COOTBETCTBUN C
npunoxeHnamMm 1 u 2 K [lpaBnnamMm POPMUPOBAHUA MNepeyYHeN NeKapCTBEHHbIX
npenapaTtoB Aaa MeOgUUNHCKOro MPUMEHEHUSs N MUHMMaJIbHOro acCopTUMEHTA
JleKapCTBEHHbIX MNpernapaToB, HEOOXOOUMbLIX ONA OKas3aHUs MeAUUWHCKOW rMomMoLiu,
yTBEPXAEHHbIM MocTaHoBseHneM [lpaButenbcTBa Poccuinckon depepauunm oT 28
aBrycta 2014 r. N 871):

TpebyeMble cBeleHUS Wudopmarnms o
MpeiCTaBlIeHUN
TpeOyeMbIX CBeIeHUi
3asiBUTEJIEM
112 3
1 | Undopmanus o 3asgBuTesIe 1.1 nmpencraBieHa B

IIOJIHOM 0ObeMe
1.2 mpepncraBieHa He B
IIOJIHOM 0ObeMe
(TIepeunciinTh):

1.3 He mpexncTaBJieHa

2 | Uudopmaiius o 1eKapCTBEHHOM Iipernapare 2.1 ipencraBieHa B
MOJTHOM 00beme

2.2 mpeAcTaBjieHa He B
MOJTHOM 0Obeme
(mepeyncinTb):

2.3 He MpecTaBjieHa

3 | CBegeHMs O JIeKapCTBEHHOM IIperiapaTe ISl BKIUYeHus (MCKIoueHnst) |3.1 mpeacTaBieHbl B

B IIepEUHM JIeKapCTBEHHBIX ITPeIapaToB ¥ MMHMMAaIbHbIN aCCOPTUMEHT | TOJTHOM 0O0beme

3.2 mipenCTaBjIeHbI HE B
IIOJTHOM 0Obeme
(TIepeunciinTh):




3.3 He npeACTaBJIeHbI

4 | Ja"HHbIe, 060CHOBBIBAIOIIVE TTPEIJIOKEHME O BKIIOUEHUN (MCKIoueHun) |4.1 mpeacTaBiieHbl B
JIeKapCTBEHHOTO TpelapaTa B IepeyHy JieKapCTBEeHHbIX ITperapaToB U II0JIHOM o6beMe
MUHMMAaJbHbIN aCCOPTUMEHT 4.2 ripeficTaB/JI€HBI HE B
II0JIHOM 0ObeMe
(TIepeumncinTb):

4.3 He TIpeiCTaBIEHbI

5. 3amMe4yaHus no pesysnbTaTaM JOKYMEHTa/lbHOW 3KCNepTU3bl NpeanoxeHus (npu
HaJIM4NN HYXKHOE OTMEeTUTb):

5.1. HeHapnexauwee odgopMIeHNe npensioxXeHua U npuiaraeMbix K Hemy
NOKYMEHTOB N CBEEeHUNN, B TOM YNCJIe HEBO3MOXXHOCTb UX OTKPbIThb;

5.2. yTpatun cuny;

5.3. npeacTtasneHne JOKYMEHTOB U CBeAeHUN B HENOJIHOM 0bbeMe;

5.4. npenctaBneHne B Te4YeHMe OL4HOro roza LOKYMEHTOB U CBeAeHUU, No
KOTOPbIM KOMUCCKEN B TekyLleM rogy 6bi10 BblHECEHO pelleHne 06 0TKase BKJIIYEeHUS
(CcKoYeHnA) B nMepevyHn, MUHUMaJIbHbI aCCOPTUMEHT WM B OTHOLUEHUN KOTOPbIX
OCYLLeCTB/IAETCA KOMIMJIEKCHaaA OLeHKa, 3a UCKJIlDYeHNeM cayyas, NpefyCcMOTPEeHHOro
nyHKTOM 9(1) MpaBun (popMUPOBaHUA MepedyHen NeKapCTBEHHbLIX rnpenapaTos /14
MeOULUHCKOro MNpUMEeHeHUss N MUHUMAJIbHOrO acCCOpPTUMEHTa JieKapCTBEHHbIX
npenapaToB, HeobXOOMMbIX ANA OKa3aHUs MegUUWMHCKOW MNOMOLN, YTBEPXAEHHbIX
noctaHosneHnem [pasBuTenbcTBa Poccuinckon ®depepaunum ot 28 aBrycta 2014 r.

N 871;

5.5. npeacTtaBneHne He4OCTOBEPHOM NN NCKaXXEHHOW MHopMaLnu;

5.6. npencTaBieHne LOKYMEHTOB U CBELEHWUMN, MO KOTOPbIM KoMuccmen bb1i1o
BblHECEHO peleHne 06 OoTKa3e BO BKJIIOYEHUU (MCKIOYEeHWUN) JIeKapCTBEHHOro
npenapaTa B NepeyHn NeKapCTBEHHbIX NMpenapaToB, MUHUMaJIbHbIN aCCOPTUMEHT.

KOHKpeTHble 3aMeYyaHuns:

6. PesynbTaT:

6.1. HanpaBUTb NpenJioXKeHe Ha KOMMJIEKCHYIO OLLEeHKY;

6.2. HanpaBUTb B agpec 3asaBUTeNa 3akj4vyeHue C 3aMevyaHussMU o
HEeCOOTBETCTBUM YCTAHOBNEHHbIM TpeboBaHUAM;

6.3. HanpaBuUTb MNpeasioKeHne BHeWTaTHOMY crneunanncty MuHmucTepcTBa
30paBooxpaHeHusa Poccunckon ®depepaunn pns MoAroToBKM pekoMeHJauumnm o
BKJIIOYEHUN (NCKJIIOYEHUN) JNeKapCTBEHHOro npernapata B MWHUMAaJIbHbIN
aCCOPTUMEHT.

NMpencenartesb KOMUCCUN
MunHNCTEpPCTBa 34PaBOOXPaHEHNS
Poccunckon ®epepaunm
no popMUPOBaHUIO MepevHen
JleKapCTBEHHbIX NpenapaToB
ONA MeANLNHCKOro NMpUMeHeHmns
N MUHMMAJNIbHOIO aCCOPTUMEHTaA
JNleKapCTBEHHbIX NpenapaTos.,
HeobXxoAnMbIX ONS OKa3aHUSA
MeONLUVHCKOW MOMOLLLMA




(naTa) (nognwuck, pacwmngpoBka Nognuncum)

[Tpunosxkenne N 5(1)

K [IpaBuaam GopMMUPOBaAHMS IIEPEUHEI
JIeKapCTBEHHBIX IIPenapaToB

IJISI MeAUIIMHCKOTO TIPUMEeHEeHUSI

Y MMHMMAaJIbHOTO aCCOPTUMeEHTa
JIeKapCTBEHHBIX IIpernaparos,
HeOOXOIVIMBIX /IS OKa3aHUS
MeOUIIMHCKOM IOMOIIIN

TPEBOBAHUA
KMETOOOJIOTMYECKOMY KAYECTBY K/IIMHUKO-2KOHOMMYECKHUX
VICCJIETOBAHVN JIEKAPCTBEHHOTO ITPETIAPATA Y ICCJIETOBAHMI
C UCITOJIb3OBAHMEM AHAJIM3A B/IMSHNS HA BIOJIPKETBI
BIOJI)KETHOI CYICTEMBI POCCUIMCKOU ®EOEPAILIMNA

1. MeTomonornyeckoe Ka4ueCTBO KIMHUKO-IKOHOMMUYECKUX MCC/Ieq0BaHMI1 JeKapCTBEHHbBIX MpeIapaToB U
aHaIM3a BIMSHMUS Ha OI0[IKeThI OI0[IKeTHOI cucTeMbl Poccuiickoit @emepanyn (majiee - OI0IKeT)
MIPU3HAETCS YIOBJIETBOPUTEIbHBIM IIPU COOTIOIEHMM OTHOBPEMEHHO TPeOOBaHMIL:

a) YKa3aHHbIX B ITyHKTE 2, - /I KIMHUKO-9KOHOMMUYECKNX MCC/IeJOBAaHUI U aHa/IM3a BIUSIHUS Ha GI0KeT;
0) yKa3aHHBIX B IIYHKTE 3, - [JIS1 KITMHUKO-9KOHOMMUYECKUX UCCIeOBaHMIA;
B) YKa3aHHBIX B ITyHKTE 4, - IJIS1 aHAIM3a BIAUSIHMS Ha GIOJKeT.

2. B ensx ocyiecTBieHus Tpe6oBaHMIi K KIMHMKO-9KOHOMUYECKUM MCC/IeJOBAHNSIM U aHAIU3Y BIMSHUS
Ha OI0/IKeT HeOOXOIMMO COOJTI0Ie e CIeaYIOIMUX YCTOBUIA:

8.) npeancraBjaeHNe pe3yjJlbTaTOB OTE€UECTBEHHBIX MCCIIeTOBaHNIA;

6) COOTBETCTBME ITOKA3aHMI K TPMMEHEHMIO TIpejIaraeMoro JIeKapCTBEHHOTIO IIperapaTa, o KOTOPbIM
MPOBOAMJIACH KIMHMKO-9KOHOMMUYECKAs OLIeHKA ¥ aHaJIM3 BIMSIHUS Ha OI0KEeT, IIOKAa3aHUSsIM,
copepsKalIMMCs B MHCTPYKIMU 110 MeIULIMHCKOMY IIPUMMeHEeHM 0 JJeKapCTBeHHOTO Iipelapara, a TakKe B
cTyJyae HaJIMuMsl HeCKOJbKUX IMOKa3aHuii K IpUMeHeHMIO - TIpeCTaB/IeHye pe3yabTaTOB KIMHUKO-
9KOHOMMYECKMX MCC/IeqOBaHMU 1 aHa/IM3a BAMSIHUS Ha OI0KeT 10 BceM MoKa3aHMUsIM 100 110
MOKa3aHMSIM MPY 3a00/1eBaHMSIX, XapaKTePU3YIOIMXCST HauboIbIiei 3a60/1eBa€MOCTbI0, CMEPTHOCTBIO U
VHBaAUOu3aluen;

B) IIpeCTaB/ieHMe pacyeTa 3aTpaT Ha OCHOBAHUM 1I€HbI He HIKe 1[eHbl, INIAHUPYEeMO K TOCyAapCTBEHHOM
perucTpalum, a B cJiyuae ecjiu lieHa Ha mpejjiaraeMblii JeKapCTBeHHbIN Iperapar yke 3apermcTpMpoBaHa -
Ha OCHOBAHMM MpeJie/IbHOI OTITYCKHOJ 11€HbI IIPOU3BOANTEIS C YUETOM HaJ0aBOK, YCTaHOBJIEHHBIX
3aKOHOJaTeabCTBOM Poccuiickoit ®emepaiinmy;

I') OCYIIIeCTBJIEHME pacyeTa MPSIMbIX MeIUIIMHCKUX 3aTpaT UCXOMS M3 CpeTHMUX HOPMATUBOB (DM HAHCOBBIX
3aTpaT Ha eJMHUILY 00beMa MeJUIIMHCKOM ITOMOIIM, YCTaHOBJI€HHBIX MIPOTrpaMMO¥i TOCYIapCTBEHHBIX
rapaHTuit 6ecrIaTHOTO OKa3aHus rpaskaaHaM MeIUIIMHCKOM ITOMOIIM Ha OYepeaHO IO, U TIaHOBbIA
nepuon;

Il) yKazaHue B oTYeTe (CTaThbe), MPeACTaBJIeHHOM B COOTBETCTBMM C TIOATTYHKTOM 5.2 nipmuaokeHus N 1 K
[IpaBmiam popMMpoBaHUs IepeuHeli JeKapCTBEHHbIX ITpernapaToB AJis1 MeAUIIMHCKOTO TPUMeHeHUs U
MMHMMAaJIbHOTO aCCOPTMMEHTA JIEKapCTBEHHBIX IPeIapaToB, HEOOXOAMMBIX IIJIsS OKa3aHMUS MeIUIMHCKO
TMOMOIIIM, YTBEPKIEHHBIM ITOCTaHOBAeHMeM [IpaBuTtenbcTBa Poccuiickoit @enepanyu ot 28 aBrycra 2014 r.
N 871 (manee - [IpaBusia), CChIJIOK Ha MCITOJb30BAHHbBIE MCTOUHUKY MHMOPMALIUY JISI KaXKAOTO 3HAYEHUSI
roKasareseil, a TakKe MpuBeeHe METOAUKM pacyeTa;

e) rnmpeagcraB/IeHMe IIPpU ITpOBeAe HUNY KIMHMKO-3KOHOMMWYECKUX MCCaeOBaHUM U aHa/IM3a BAMSHMUS Ha



OI0[IKEeT C UCI0J/Ib30BaHMEM METOH0B MaTeMaTMUeCKOTO MOAEIMPOBAHMS B COCTaBe OoTueTa (CTaTbu),
MpeICTaBIEHHOTO B COOTBETCTBUM C IIpuiioskeHneM N 1 K [IpaBuiiam, Wi B IPUIOKEHUN K HEMY
MaTeMaTUYeCcKoi MoJeu, afalTMPOBAHHOI K CMCTeMe OTeYeCTBEHHOIO 3[JpaBOOXPaHeHMs, C OMMCaHUEM
MEeTOIMKYM MOJIeIMPOBAaHMS, BKIIOUAIOIIEH OMycaHue CTPYKTYPbl MO, OCHOBHBIX JIOITYIIeHU MOAEIN C
X 000CHOBaHMEM, K/IIOUEBbIX TTapaMeTpPOB JJIs1 PACYeTOB, MCTOUYHMKOB MHGOPMAIMM O 3HAUEHUSIX
K/TIOUEBBIX TTapaMeTPOB MU IIpMUBeIeHM e METOAMKI pacyeTa.

3. B nensix ocyiiecTBieHus Tpe6b0BaHMIi K KIMHUKO-9KOHOMUYECKUM MCCeOBaHMSIM He00X0aMMO
cobIoieHne CaeayIInX YCIOBUIA:

a) MpY HAJIMYMY T10 pe3yabTaTaM KIMHUUECKUX UCCIeq0BaHMIi CTaTUCTUUECKM 3HAUMMBIX Pa3Induii 1o
3hderTUBHOCTY U (M/TM) 6€30ITaCHOCTY MEKAY ITpeIaraeMbIM JIeKapCTBEHHBIM ITperapaTomM u
MperapaToM CpaBHEHMS UCIIOIb3YIOTCSI METOIbI COOTHOILIEHMST 3aTpaT U 3PHEKTUBHOCTY UK
COOTHOIIEHMS 3aTPaT U MOJIe3HOCTU (IIPU OTCYTCTBUM I10 Pe3yJIbTaTaM KIMHIYECKUX MUCCIeg0BaHMIi
CTAaTUCTUUYECKM 3HAUMMBIX pasyinunit o 3¢pdeKTMBHOCTY U (M) 6€30M1aCHOCTY MeXIY IpejjiaraeMblM
JIeKapCTBEHHBIM IperapaToM U ImpernapaToM CpaBHEHMS UCII0/Ib3YeTCs METOA MUHMMM3aLuy 3aTpar);

0) B KauecTBe MpernapaTa CpaBHEeHUS UCII0JIb3yeTCs IeKapCTBEHHbII Ipemnapar (IpernapaThl), BKIIOUeHHbIH
B IlepeveHb KM3HEHHO He0OX0IMMBbIX M BayKHEN X JIeKapCTBEHHBIX MPernapaToB sl MeJULIVHCKOTO
IIpUMeHeHUs (gajiee - IepevyeHb) ¥ NPUMEeHSIOLIUIACSA B TeKyIlei [IpaKTVKe JedeHys NalMeHTOB I10 TeM ke
TOKa3aHMIM U B TAKOM JKe KIMHUYECKONM CUTyalliy, UTO U IIpeJjiaraeMblii IeKapCTBEHHbIN Iperapar
(cpaBHeHMe C 1eKapCTBEeHHbIMM [IperapaTaMy, He BKIIIOUEHHBIMY B IlepeyeHb, NOIyCKaeTCs Ipu
OTCYTCTBUU B [IepeyHe aJibTepHAaTUB [Ji CpaBHeHMs). ONTUMalIbHOI allbTePHAaTUBOM [1J1s1 CDaBHEHUS
siByIsieTCst Hanbostiee 3G eKTUBHBIN U3 TeKapCTBEHHBIX ITPeIapaToB, BKIIOUEHHbBIX B ITlepeueHb U
UCIIO/Ib3YIOIIMXCA I10 TEM JKe TTIOKa3aHMIM U B TAKOM JKe KIMHUUYECKOM CUTyaluu, 4YTO U IIpefjiaraeMbli
JIeKapCTBeHHbIN pernapar. [Ipy Hamnmumy HeCKOIbKUX JIeKapCTBEHHBIX IIperapaToB C O4VHAaKOBOM!

3¢ deKTUBHOCTHIO ONITMMATbHO a/IbTepPHATUBOI 1)1 CDAaBHEHUS SIBJISIETCS] TOT M3 HUX, KOTOPBIN
XapakTepusyeTcs HaMMeHblIei CTOMMOCTBIO 3a IIepUOL, JIeUeHM ;

B) MPOM3BOAUTCS BLIOOP KpUTEpMeB olleHKM 3dHeKTMBHOCTM JTIeKapCTBEeHHOTO Ipernapara,
MCIIO/Ib30BaHHbBIX [IPY ITPOBEeAeH N KIVMHUKO-3KOHOMMYECKOTr0 MCC/Ie0BaHysl Ha OCHOBAaHMM Pe3y/IbTaTOB
KIMHUYECKUX UCCIeJOBAHUIA, [IPeICTaBIeHHbIX B COOTBETCTBYIOLEM IIpeIJIO’KeH UM, YKa3aHHOM B ITYHKTe
13 [TpaBu;

T) PV OMMCAHUY PE3YIbTATOB MCCAOBAHMS OT/IeJIbHO YKA3bIBAIOTCS:

3aTpaThl Ha IIpe/jlaraeMblii TIeKapCTBEHHbIN Ipernapar 1 rpenapar (fperapaTbl) CpaBHEHMUS ;
opyrue TpsMble MeIUIMHCKNE 3aTPaThl (€C/M PACCUUTBIBAINCH);

MIpsSIMble HEMeIUIMHCKME 3aTPaThl (€C/IV PaCCUUTHIBAIUCH);

HernpsiMble (KOCBEHHbIE) 3aTPaThI (€C/M PACCUUTHIBAIACH);

Il) pe3yJbTaT aHaaM3a MMHUMMU3ALUM 3aTPaT IIPeICTaB/sIeTCS B BMIe Pa3HUIIbI B 3aTpaTax,
00YyCIOBJIEHHBIX IIPMMEHEHMEM ITpeJlaraeMoro JeKapCcTBEeHHOro Iperapara 1 IpernapaTta CpaBHeHMS,

e) pe3yibTaT aHaj/iM3a COOTHOILIEHNMA 3aTPaThl U 3(1)(beKTI/IBHOCTI/I MnpeacTaB/daAeTCda B CJIydasax:

ec/Iu TIpejiarae Mblii JIeKapCTBEHHBIN ITperapaT XxapakTepusyeTcs 60sibieii 3pdeKTUMBHOCTHIO M O0JIbIIe
CTOMMOCTbIO, UeM TIperapaT cpaBHeHMs (B BiIe COOTHOIIEHM "3aTpaThl Wi 3PpHeKTUBHOCTD" IJ1s1
MpezjiaraeMoro JieKkapCTBeHHOTO Iperapata U rpernapara CpaBHeHUsI 1 IToKa3aTesisl IpupanieHust
3bdekTMBHOCTY 3aTpaT (MHKPEMEHTHOTO 1oka3aresis "3aTpaThbl Wi 3QpdeKTUBHOCTD");

eCJI TpejjiaraeMblii JeKapCTBEHHBIN IpernapaT XapakTepusyeTcs 60biieit 3¢pdeKTMBHOCTHIO U MeHbIIIe
CTOMMOCTbIO, YeM TTperapart cpaBHeHUs (B BUe pa3HUIIbI B 3aTpaTax M pasHUIlbI B 3DGEKTUBHOCTU TaKUX
JIeKapCTBEHHbBIX MTPerapaToB);



K) TIPOBOJMUTCS aHAIN3 YYBCTBUTEIbHOCTY PE3yIbTATOB PACUETOB K M3MEHEHMSIM OCHOBHBIX MCXOHBIX
rapaMeTpOB MOJe/if, TAKMM KaK IleHbl Ha JleKapCTBEeHHbIe MperapaThl M MokasaTesy KIMHUUeCKO
3(pdeKTUBHOCTM.

4. B 11es1s1X ocyIecTBaeHMsT TpeOOBaHMIi K aHAIM3Y BAUSHMS Ha O0IKeT HeoOX0AMMO CObTI0IeHe
CenyrIIuX YCIOBUIN:

a) pacueThl He YUUTHIBAIOT MIPSIMble HEMeAUIMHCKIME U HellpsiMble (KOCBEHHbIE) 3aTPaThl (TIPU OTIMCAHUU
pe3yIbTaTOB OT/ENbHO YKa3bIBAIOTCS 3aTPAThI HA JIEKAPCTBEHHYIO Tepanuio);

6) OINTUMAaJIbHBIN BDEMEHHOVI rnepmon aHajin3a BJIMAHNMA Ha 6IO,ZL)K€T cocTaBJisieT He 6oJjiee 5 JIeT, IIpM 3TOM
OTOE/JIbHO YKa3bIBaIOTCS PE3YyJ/JIbTAaThl PACUETOB 3a 1-iron IIPpMMEHEeHM JIEKapCTBEHHOI'O IIpernapara;

B) XapaKTePUCTUKA U YMCTIEHHOCTD 1IeJIeBOJ IOIMYJISLUY MTalyieHTOB, KOTOPBIM ITPe/III0/IaraeTcsl
MIpYMeHEeHMe TpefjiaraeMoro JIeKapCTBEHHOTO Tperapara ornpeesieHbl;

T) pe3yJbTaT aHa/IM3a BIAUSIHUS Ha OI0KET MPeACTaBIsSIeTCs B BUAE PA3HUIII B IIPSIMbIX MEIUIIMHCKUX
3aTparax MeOy TeKyIIeii MpakTUKOJ JIeKapCTBEHHO Tepanuy (6e3 yueTa BKIIOUEHMS B ITIepeUeHb
rpezjaraeMoro JeKapCTBeHHOTO IperaparTa) M 0XXuIaeMoil IIPaKTUKOM (C yUeTOM BK/IIOUeHMS B lIepeyeHb
rpezjaraeMoro JeKapCTBeHHOrO IperapaTa) 3a YKa3aHHbIi BpeMeHHO ITepuoL;

I[) dHa/IM3 YyBCTBUTEJIIbHOCTU PE3YyJIbTAaTOB PAaCue€TOB K MUBMEHEHMSIM OCHOBHLIX MCXOOHBIX ITapaMeTPOB
Moge/ir, TaKMM KaK II€HbI Ha JIeKapCTBEHHbIE IIperapaThbl M UMCJI€HHOCTb 1eJeBoM MOmyJIaunn ImaumMeHTOB,
IIpOBEIEcH.

[Tpunoxenwne N 6

K [IpaBuaam ¢GopMMUpPOBaHMS IIEPEUHEI
JIeKapCTBEHHBIX IIpernapaToB

JIJIST MEIUIIMHCKOTO TIPUMEHEHUS

Y MMHMMAJIbHOTO aCCOPTMMEHTA
JIeKapCTBEHHBIX IIPernaparos,
HEeO0OXOIMMBIX JIJIST OKa3aHMs
MeOUIIMHCKOM IOMOIIN

WHTETPAJIbHBIE IIKAJIbI
KOMITJIEKCHO OLIEHKM JIEKAPCTBEHHOTO ITPEITAPATA

[lIkasia oLleHKM YPOBHEN N0Ka3aTe/JbHOCTU Pe3yIbTaToOB
KJIMHUYECKUX UCCIeIOBAHN JIeKapCTBEHHBIX MperapaTos <1>

XapaKTepucTuka uccieI0BaHuin YpoBeHb [lIkana oeHKn
JI0Ka3aTeJIbHOCTHU (6am10B)
pesy/bTaToB

CucremaTuueckye 0630pbl M MeTa-aHaIMU3bl I 10

PanmomusupoBaHHbIe Cllellble KIMHNYeCcKyue II 9

Uccien0BaHus

PanmomusupoBaHHbIe OTKPBITbIe KIMHUYECKMe II 8

UCc/ien0BaHUs

CeTreBoi1 MeTa-aHaAM3 (B TOM Ul C/Ie HellpsIMble I11 7

CpaBHEHMS M CMellaHHble CpPaBHEeH M)

KoropTHble mucciemnoBaHus vV 6

UccnegoBanus "cay4dai-KOHTPOb" \Y 5




OmucaHye C/Ty4aeB U CepUM CTyUaeB

VI

MHeHne 9KCIIEPpTOB

VII

[lIkasa oLieHKU ypOBHEf/I Y6e,I[I/ITe)'IbHOCTI/I JOKa3aTe/JIbCTB
KJIMHUYEeCKNX UCCIeI0BaHui JIEKaPCTBEHHLIX ITPEIIapaToB <2>

VpoBeHb XapakTepucTuKa Ioxkasaress [lTkana
ybeauTe IbHOCTI OLIeHKU
JIOKa3aTeabCTB (6amm0B)
A IOKa3aTeIbCTBa yOeIUTe/IbHbI: 3
MMEIOTCS BeCKMe J0Ka3aTe/lbCTBa [IpeljiaraeMoro yTBep>KaeHus
B OTHOCUTEJIbHAS YOeIUTeTbHOCTDb JOKA3aTeNbCTB: 2
MMeIOTCS TIOCTaTOYHbIE J0Ka3aTeabCTBA B MOJb3Yy TOTO, UYTOObI
PEeKOMEeHI0BaTh MMPeJI0’KeHHbIN JTeKapCTBEHHbIN Iperapar AJis
BKJ/IFOUEH WS (MCKIIOUeHMSI) B COOTBETCTBYIOIIMIA ITlepeyeHb JIeKapCTBEHHBIX
Iperaparos (13 IepeyHs)
C IOCTaTOYHBIX IOKA3aTeIbCTB HET: 1
MMEIOIIMXCS JOKa3aTeIbCTB HEJOCTATOUHO [1J151 BbIHECEHUSI peKOMEeHIaluu,
HO peKOMeHal¥ MOTYT ObITh JaHbI C YY€TOM MHBIX OOCTOSITETbCTB

WHTerpaabHas KOJMUYECTBEHHAas Ol[eHKAa KaueCTBa KIMHUYECKOTO
MCC/IeIOBaHMS JIeKapCTBEHHOTO Mperapara

XapakTepucTuKa Uccien0BaHus VYpoBeHb VYpoBeHb O61ast olleHKa
IIOKa3aTeabHOCTU | yOeauTeIbHOCTH | MccaenoBaHus (6a/JIOB)
JaHHBIX JIOKa3aTesbCTB

CucremaTuueckuit 0630p I A orpeensieTcs Kak

PaHIOMU3UPOBAHHBIX KIMHNYECKUX TpOu3BeaeHME OLIEHKU

MCC/Ief0BaHMil M MeTa-aHajus C uccienoBanus (6aioB)

HU3KOM <3> WIu cpenHen <4> YPOBHS NOKa3aTeIbHOCTU

BEPOSITHOCTBHIO OIIMOOK IAHHBIX U OLIEHKU

uccaemoBanms (6aIoB)

PanmomusupoBaHHbIe IEJIMHquCKMe II A YPOBHS y6eIUTENbHOCTH

MCCJIeIOBAHMS C HU3KOM <5> min I0KA3aTeNbCTB

cpemHeii <4> BepOSTHOCTHIO OIIMOOK

CeteBoi1 MeTa-aHanus (B Tom unciae | II1 A

HeIpsIMble CPAaBHEHMS U CMeLIaHHbIe

CpaBHEHMSI) C HU3KOM <6> Uin

cpenHeii <4> BepOSITHOCTHIO OIIMOO0K

KoropTHbie uccieqoBanus ¢ Hu3Kom | IV B

<T7>wnu cpefiHel <4> BepOSITHOCTBIO

(0)1117(316)

Uccneposanud "ciaydain-KOHTpoab" ¢ |V B

HU3KOM <8> Miu cpenHen <4>

BEPOSITHOCTBHIO OIIMOOK

OmnucaHue ciay4daeB, CepUil CiydyaeB VI C




MHeHMe 3KCIIepToB VII C

VccnemoBaHus a10060ro Au3aiiHa C I C

BBICOKOJ BEPOSITHOCTBIO OIMIMOOK <9>

(HM3KOTO METOAMYECKOTO KaueCTBa) I C
111 C
IV C
\Y C
VI C
VII C

MToroBast MHTErpajabHasi KOJIMUYECTBEHHAs OlleHKa KauecTBa KJIMHMYECKOTO MCC/IeIOBaHMsI JIEKapCTBEHHOTO
mpernapara:

He MeHee 18 - /1 peKkoMeHJalNM K BKIIOUEHMIO JIeKapCTBEHHOro Iperapara;
He MeHee 12 - Ij11 peKOMeHJalyM K BKIIUYEHNIO 1151 opdhaHHOTO JIEKapCTBEHHOTO IIpernapara.

KomuectBeHHast orileHKa 3)GEKTUBHOCTY ITPUMEHEHMS
JIeKapCTBEHHOTO MpernapaTa B paMKax KIMHUYECKUX UCCTIeI0BaH Ui

HaumeHoBaHue O1eHKa CTereHy TOCTUKeHUS HocTukeHue 11eJ1eBOTro [lIkana
KpUTepUs OLIeHKHU 11eJIeBOTO pe3ybTaTa C y4eToOM pes3yabTara C yaeToM OLIeHKM
3 beKTUBHOCTA MpeuMylecTBa 10 CPaBHEHMIO C MpeuMylIecTBa mepe (6anyoB)
Teparnueii mpernaparaMmu Teparnueii npemnapaTammu
CpaBHEHMUS CcpaBHeHMS (MIPOIEHTOB)
Hanpumep, kputepuii: | IOTHOCTBIO JOCTUTHYT LieJIeBOii 100 10
CHI>KEeHMe YPOBHS pe3yybTaT (BbICOKas
apTepuaibHOTO 3(beKTUBHOCTD)
JlaBJIeHMS 10 1IeJIeBOTrO N }
SHAGCHMS YAaCTUYHO AOCTUTHYT 1eJIeBO =90 9
pe3yibTar (CpeaHsIs
= 80 8
3(heKTUBHOCTD)
=170 7
= 60 6
=50 5
240 4
=30 3
=20 2
=10 1
He NOCTUTHYT LiesieBoii pesyibTart |0 0
(Hm3Kas 3 PeKTUBHOCTD MU
oTcyTcTBUE 3D PEKTUBHOCTHI)
Htoro cpenHssi oleHKa 3 GeKTUBHOCTY (OTHOIIEHME CYMMbI 6aJI/IOB MO KaXXI0MY
KpuTepyio 3PpdeKTUBHOCTU K KOJIMUECTBY KPUTEPUEB)




KonmuecTBeHHas olieHKa 6€30I1acHOCTY IIPUMEHEeHMsI
JIleKapCTBEHHOTO Iperapara B paMKax KIMHUYECKUX UCCIeI0BaHMi

O1tieHKa YpoBHS 6€30I1acHOCTH Yucsio crydaeB MTOOOUHBIX Ouenka |BecoBoii
JleKapCTBEHHOTrO Mmperapara JleiiCTBUI (TTPOLIEHTOB) (6amioB) |KoapduiMeHT
[To6ouHbIe NeiiCTBUSI OTCYTCTBYIOT 0 0 0
[To60uHbIe IeiCTBMS JIETKOJ CTeIIeHN =10 -1 0,25

=20 -1

230 -1

=40 -2

250 -2

260 -3

=170 -3

= 80 -3

=290 -4

100 -4
[To60uHbIE IEICTBUS CpegHEN CTeeHN =10 -2 0,5

=20 -2

2130 -3

=40 -3

250 -4

260 -4

270 -5

=80 -5

290 -6

100 -6
[To6ouHbIe eiiCTBUS TSKEI0i CTeIIeHN - 210 -4 1
COCTOSIHMSI, NTPOJIJIeBaloIyie HaXOXKeHye > 20 .
MalyeHTa B CTallMOHape U
MpeJiCTaB/SIIOL Ve YTPO3Y /IS XKU3HU > 30 5

=40 -5

250 -6




Z 60 -6

=70 -7

= 80 -8

=90 -9

100 -10

Htoro OIleHKa YPOBHS 6e30MacHOCTH (CyMMa Ipou3BeleHnit

cpegHMX 6A/IOB O KaXXIOMY YPOBHIO 6€30I1aCHOCTU
JIeKapCTBEHHOTO TIperapara U COOTBETCTBYIOIIEr 0
BecoBoro koadduiieHTa)

KonmuecTBeHHas OILleHKA JIOMOJTHUTEIbHOJ TeparneBTUYecKoii
LIEHHOCTY JIEKApCTBEHHOTI'O IIperapara

HanmeHoBaHMe KpUTepus NOMOJTHUTEIbHON PesynbTaT O1leHKMU [Ixanma oLeHKU
TepareBTUUEeCKO IeHHOCTHU (6amm)
1. KpaTHocTb nipuema COKpalleHye KpaTHOCTHU +2
rnpuema
COXpaHeHMe KPaTHOCTU 0
rnpuema
yBelInueHye KPaTHOCTU -2
rnpuema
2. HoBbIit MexaHM3M OeiCcTBUS MMeeT KJIMHNU4YeCcKue +2
NpeumyniecTa
He VMeeT KIMHUYEeCKUX 0
IpeumMy1iecTB
[lTkana OLeHKY CTOMMOCTHU Kypca (rofia) ieueHus
JIeKapCTBEHHbBIM IIpernapaTom
Pe3ynbTaT OLleHKMA IIpoueHT [IIkana
OTKJIOHEHUS | OLIeHKMU
(6am)
1. | CToumoOCTb Kypca Mjiu TO0BOTO JiedeHUS TIpeJijlaraeMbIM JIEKapCTBEHHbBIM 6os1ee 20 +2
pernapaTom HUXe, YeM CTOMMOCTD JIeYeHUS TIpernapaToM CpaBHEHUS
or 10 ;o 20 | +1
2. | CToMMOoCTh KypcCa MJIM TOAOBOTO JIeueHMS TIpe/jiaraeMbIM JIeKapCTBEHHbIM no 10 0
IpernapaToM COIIOCTaBMMa CO CTOMMOCTBIO JIeUeHUs IIpernapaTom CpaBHEHUS
3. | CToMMOCTbh Kypca MJIM TOA0BOTO JieYeHUs TIpe/ijiaraeMbIM JIeKapCTBEHHBIM or 10 mo 20 | -1
pernapaTrom Bbillle, YeM CTOMMOCTD JIeYeHMs ITpernapaToM CpaBHEHMUS 5 20 5
ojee -

[[Ikana KIMHUKO-IKOHOMMYECKOV OLleHKM JIeKapCTBEHHOTO
npemnapara <14>




PesynbTaT OlLleHKMA ITpouieHT [IIkana
OTKJIOHEHUS | OIIeHKU
(6amm)
1. | Knuanueckast 3¢pHeKTMBHOCTD Ipe/jIaraeMoro JeKapCTBEHHOro npemnapara | 6osee 60 +10
CTAaTUCTUYECKM 3HAUMMO BbllIe <10> KImHuIeckoi 3hPeKTUBHOCTHU
TperapaTa cCpaBHeHusI, IIpU 3TOM IIpUMeHeHMe ekapcTseHHoro mpenapara |97 40mo 60 +9
XapaKkTepu3yeTcs MeHbIIMMM 3aTpaTaMy, YeM IIpMMeHeHMe Tperapara or 20 10 40 | +8
CpaBHeHMUSI
or 10 no 20 |+7
2. | Knuanueckas 3pheKTMBHOCTD IMpearaeMoro JeKapCcTBeHHOro mmperaparta | mo 10 +6
CTaTUCTUYECKM 3HAUMMO BbllIe <10> KIMHN4eckoi 3hPeKTUBHOCTHU
rpernapara CpaBHeHMsI, TPy 3TOM MpUMeHeHMe JIeKapCTBeHHOTO mpernapara
XapaKTepu3yeTcs HeCyleCTBeHHbIMM pas3IMuMsIMy C 3aTpaTaMy Ha
MpMMeHeHMe MpernapaTa CpaBHEHUS
3. | Knuauueckasi 3ppeKkTMBHOCTD IpejjiaraeMoro JekapcTBeHHOro npenapara | - -
coriocTaBMMa KIMHMUeCKOoi 3¢ PeKTUBHOCTY ITpernapaTa CpaBHeHUS
(cTaTUCTUUYECKM 3HAUMMble Pa3jinuus OTCYyTCTBYIOT <11>)
3.1. | npyMeHeHMe JIeKapCTBEHHOTI O TIpernapara XapakTepu3yeTcss MeHbIIM MU 6o1ee 60 +8
3aTpaTamMu, yeM IpuMeHeHMe npernapaTa CpaBHeHUSs
or40 no 60 |+6
or200040 |+4
or 10 1o 20 | +2
3.2. | npyMeHeHNe JIeKapCTBEHHOTI0 TIperapara XapaKTepu3yeTcs no 10 0
HeCyIeCTBeHHbIMU Pa3iMIMsIMM C 3aTpaTaMy Ha MpUMeHeHNe Mpenapara
CpaBHeHMUSI
3.3. | mpuMeHeHMe JIeKapCTBEHHOTO IIperapaTa XapaKTepu3yeTcst O0IbIIMMU or 10 mo 20 | -2
3aTpaTamMu, yeM IpyMeHeHMe npernapaTa CpaBHeHUSs
or20m040 |-4
or40 1o 60 |-6
6omee 60 -8
4. | Knuanueckas 3¢ eKTMBHOCTD MIpeAjiaraeMoro JieKapCTBeHHOTO IpernapaTa CTaTUCTUUEeCKU
3HAUMMO BbIIIe <10> KIMHMYECKO 3G dEKTMBHOCTY MperapaTa CpaBHeHMsI, IIPU 3TOM
MIpMMeHeHMe JIeKapCTBEHHOrO IMperapaTra XxapakTepu3yeTcst O0IbIIMMY 3aTpaTaMiu, 4eM
IIpMMeHeH}e IpernapaTa CpaBHeHus <12>
4.1. | M"HKpeMeHTHbII IToKa3aTesb "3aTpaThl Uan 3OeKTUBHOCTD " IJISI 6omee 60 +9
TMpejiaraeMoro JieKapCTBEHHOTO TperapaTa HIke, YeM MHKpeMeH THbI
TIoKas3aTesnb "3aTpaThl UM 3GeKTUBHOCTD  MpernapaTa CpaBHeHMS or 40 10 60 | +8
oTr 20 m0 40 |+7
or 10 g0 20 |+6
4.2. | M'HKpeMeHTHBI} IToKa3aTe b "3aTpaThl Uiu 3PPeKTUBHOCTD" no 10 +5

rpeJjiaraeMoro JeKapCTBeHHOrO MpenapaTa COOCTaBUM C MHKPEMEHTHBIM
rokKasaTesieM "3aTpaThbl Win 3pHeKTUBHOCTD" Mpenapara CpaBHeHUs




4.3. | ”HKpeMEeHTHbIii [TI0Ka3aTesib "3aTpaThl UaU 3(PGHEeKTUBHOCTD" 6omee 60 +1
MpejiaraeMoro JieKapCTBeHHOTO Tpernaparta Bblillle MHKPeMEeHTHOTO
TIoKasaTess "3aTpaThl WM 3bGeKTUBHOCTD " ITpenapara CpaBHeHNS or 40 70 60 | +2
or 200040 |+3
or 101020 |+4
5. | Knuamnveckast 3pbeKTUBHOCTD Ipe/IjIaraeMoro JeKapCTBeHHOro mpernapara | 6osee 60 +1
CTAaTUCTUYECKU 3HAUMMO HIDKe <10> KaMHMYecKoit adpdeKTUBHOCTU
MperapaTa cpaBHEeH¥s, TPV 3TOM TIpUMeHeHve TeKapcTBeHHoro mperapara | ©T 407060 {0
XapaKTepu3yeTCcs MEHbIIMMU 3aTpaTaMu, YeM IIpUMeHeHue Tperapara or 20 10 40 |-1
CpaBHeHMUS
or 101020 |-2
6. | Knuumnueckast 3(pdheKTMBHOCTD MpejjiaraemMoro jekapcTBeHHOoro npermnaparta | mo 10 -3
CTATUCTUYECKU 3HAUMMO HIDKe <10> KIMHMUYecKoit apdeKTUBHOCTU
rpenapara CpaBHEHMUSI, IPU 9TOM 3aTPaThl HAa IPMMeHeHMe JIeKapCTBEHHOTO
rperiapaTa XxapakTepu3yrTCs HeCYIeCTBEHHbIMU PasINUMUSIMU T10
CpaBHEHMIO C 3aTpaTaMy Ha IIperapaT CpaBHeHUS
7. | Knuunueckas 2 GeKTUBHOCTD IIpejiaraeMoro JeKkapcTBeHHoro npemnapara |or 10 mo 20 | -4
CTAaTUCTUYECKU 3HAUMMO HIDKe <10> KIMHMYecKoi apHeKTUBHOCTU p
TperapaTa cCpaBHeHMs, IpU 3TOM IIpuMeHeHMe ekapcTseHHoro rmpenapara |97 201040 |-
XapakTepusyeTcs: 60IbIIMMY 3aTpaTaMu 10 CpaBHEHMIO € 3aTpaTaMy Ha 0T 4010 60 | -6
rperiapaT CpaBHeHUS
6o5ee 60 -7
[lIkasa O1eHKM BJMSIHUS IeKAapCTBEHHOTO ITperapaTa Ha O10/15KeThl
O10IKeTHOII cucteMbl Poccuiickoit ®epepannm <14>
PesynbTat o11eHKU IIpoueHT [Ikana
OTKJIOHEHUS | OLIeHKHU
(6amm)
1. | IIpyumeHeHuMe npeniaraeMoro JeKapCTBeHHOIO Ipernapara IIpuBOAUT K 6o5ee 60 +8
CHVKEHUIO TIPSIMbIX MeAULIMHCKMX 3aTpaT <13>
or40 1o 60 |+6
or200040 |+4
or 10 ;o 20 |+2
2. | [IpumeHeHMe MpejiaraemMoro JiekapCTBEeHHOTO Ipernapara NpUuBOIUT K o 10 +1
HeCYIIeCTBEHHOMY M3MEeHEeHMIO MPSIMbIX MeJUIIMHCKUX 3aTpar <13>
3. | [IpymeHeHMe npeiaraeMoro JieKapCTBeHHOTO Ipernapara NpUuBOIUT K or 101020 |0
YBeJIMUYEHUIO IIPSIMbIX MEeIULIMHCKMX 3aTpar <13>
or 201040 |-1
or40 go 60 |-2
6os1ee 60 -4

[lIkana KoaAM4YeCTBEHHO OLI€HKM OOINIOJIHUTEJbHbBIX NAHHDbIX

O JIEKapCTBEHHOM IIperiaparte




Kputepun onenku

PesynbTat OlleHKU

[MIkana

OLIeHKU
(6amm)
HeobxoaumocCTh IpMMeHEHUS Ia +2
JIeKapCTBEeHHOTrO Iperapara Ajs
IMArHOCTYKM, TPOMIaKTUKY, TedeHus miy | HeT 0
peaduaMUTaIMM TIPY OKA3aHUM MeAULIVTHCKO
TOMOIIM B C/lyvae 3a601eBaHMit ¥ COCTOSTHUIA,
Mpeob/1aaloIuX B CTPYKType
3a060/IeBa€MOCTY U CMEPTHOCTH I'pakaaH
Poccuiickoit ®enepatiin, Ha OCHOBaHUM
JIAHHBIX TOCYIAPCTBEHHOI'O CTATUCTUUYECKOTO
HaGIIOMeHMS
Hanuune 3apercTpupoOBaHHLIX B na +1
Poccuiickoit ®enepaiiiyt BOCIIpOM3BeIe HHbIX
JIeKapCTBEHHBIX NPerapaToB HET 0
Hanuumne iekapCcTBEHHOTO Iperapara B HeT 0
repevyHe CTpaTerMuecky 3HaUMMBbIX
JIeKapCTBEHHbBIX CPENICTB, IPOMU3BOICTBO Aa 1
KOTOPBIX AO/IKHO ObITh 0OecrieueHo Ha
Tepputopuu Poccniickoi ®enepannin,
YTBEPKIEHHOM PaCIOpsIKeHem
IIpaBuTenbcTBa Poccuiickoi @emepaniyiu OT 6
mwong 2010r. N 1141-p
Hanuumne jiekapcTBeHHOTO IIperapara B HeT 0
TepevHsiX JeKapCTBeHHbIX IIperapaTos,
bUHAHCHPYEMBIX 33 CUET CPenCTB 6IomKkeToB | M@ *1
cyobekToB Poccuiickoit denepaiin
Hannumne nipou3sBoacTBa (JIoKaamM3ams) HeT 0
JIeKapCTBEHHOTO Iperapara Ha TEPPUTOPUM -
Poccuiickoit demeparyu BTOPUYHAS YIIAaKOBKA U (MJIN) BBIITYCKAK IIMIA +1
KOHTPOJIb KauecTBa - Aa
BTOPMUYHAS YIIAKOBKA U (MIN) BBIITYCKAO LN +2
KOHTPOJIb KaueCcTBa MpyU HATUUUU
3aK/JII0YE€HHOTO CIIelaJlbHOTO
MHBECTULMOHHOIO KOHTPAaKTa,
Mpearioiaramiero cosganue B Poccuiickoi
®depnepalyiy IpOU3BOACTBA TOTOBOM
JIeKapCTBEHHOI (POpMBbI, BK/TIOUAST
MMPOM3BOACTBO hapMalleBTUUECKO
cyocTaHIuu, - Oa
TEepBUYHAS U BTOPUYHAS YIIAKOBKA, +2

BBIITYCKAOIIMI KOHTPOJIb KaueCTBa - 11a




TepBUYHAs M BTOpUYHAS YIIaKOBKa, +3
BBIITYCKAIOIIMI1 KOHTPOJIb KaueCcTBa Npu
HaJIMYUU 3aKII0UYEHHOI'O CIIelaJbHOTO
MHBECTUIIMOHHOI'O KOHTPAKTa,
Mpearioiaramiero cosganue B Poccuiickoin
depnepalyiy IpOU3BOACTBA TOTOBOM
JIeKapCTBEHHOI (hOpMbI, BK/TIOUAST
IIPOM3BOACTBO (papMaleBTUUECKO
cyocTaHLMM, - 1A

BCe CTaJiuy MPOU3BOACTBA, BKIKOYAS +4
MIPOU3BOJICTBO TOTOBO JIEKAPCTBEHHOM (hOPMBI
(6e3 mpou3BoACcTBa papmalleBTUUECKOM
cyocTaHLUN), - 1a

BCe CTaAuM MPOU3BOACTBA, BKIIOUAs +5
MPOM3BOJICTBO TOTOBO JiIeKapCTBEHHO (hOPMbI
(6e3 rpounsBojCcTBA (hapMaleBTUUECKOI
cyOCTaHLVN), IPY HATMUMUM 3aKTI0UEHHOTO
CrenyaabHOrO MHBECTUIIMOHHOTO KOHTPAKTa,
Tpe/IiroJiaraloniero cosmanme B Poccuiickoit
denepaliuy MPOU3BOACTBA TOTOBO
JIeKapCTBEHHOI (hOpMBbI, BK/TIOUAST
MPOM3BOJICTBO (hapMalleBTHUUECKO
cyocTaHUMM, - 1A

BCe CTaJuy IIPOU3BOACTBA, BKIIOUAs +7
MIPOM3BOJICTBO TOTOBO JIEKAPCTBEHHO (hOPMBI
M IIPOM3BOJICTBO (papMalieBTMUEe CKOi1
cyocTaHIIUN, - 1A

HTorosas oljeHKa MpPOYMX AAHHBIX I10 TIpeII0KeHMI0 (He MeHee +2 111 peKOMeHIaluM K BKIIIOYEeHUIO
I71s1 opaHHOTO JIeKapCTBEHHOTO Tperapara; He MeHee +4 1151 peKOMeHIalluy K BKJIIOUeHMIO OCTaTbHbIX
JIleKapCTBEeHHBIX MpernapaToB ¢ y4eTOM 0a/IJIOB, BbICTAB/JI€HHbBIX [VIABHBIM BHEIITATHBIM CIIEIMaIMCTOM
MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit @enmepaiiuy B myHkTe 10 HayuHO 060CHOBAHHbIX
pekoMeHaaluit, puBeAeHHbIX B mpuaoxkeHuu N 9 k [IpaBunam ¢hbopMypoBaHus epeyHeii
JIeKapCTBEHHbIX IperapaToB 151 MeAUIIMHCKOTO MMPUMeHEeHNSI U MMHUMMa/IbHOTO aCCOPTUMEHTa
JIeKapCTBEHHBIX ITpernapaToB, HeOOXOAMMBIX JIJISI OKa3aHMS MeIUIIMHCKO ITOMOIIM, YTBEPKIeHHBIM
niocraHoByieHneM [IpaBuTenbcTBa Poccniickoit @epepauum ot 28 aBrycra 2014 r. N 871).

<1> YpoBeHb J0Ka3aTeJbHOCTU Pe3y/JbTAaTOB KIMHUUECKUX UCCeJOBaHMII TPUMeHseTCs AJ1s1 GopMasIbHOM
OLIeHKM KayeCTBa OTAe/lbHOI0 KIVHNYECKOT0 MCCIeN0BaHNs JeKapCTBeHHOro npernapara. Kinnanuecknx
MCc/ief,0BaHMit OJJTHOTO JIeKapCTBEHHOTO IperapaTa MOXeT ObITh HeCKOIbKO, M YDOBHU UX
I0Ka3aTeJbHOCTY B 3aBMCMMOCTHM OT Ay3aiiHa KIMHUYECKOTO UCCAeq0BaHMSI MOTYT ObITh Pa3IUYHBI.

<2> VpoBeHb y6eqUTeIbHOCTH JOKA3aTeNIbCTB 3PHEKTUBHOCTM JIeKaPCTBEHHBIX ITPEIIapaToB IIPYUMEHSIeTCs
IIPY OLl€HKe COBOKYITHOCTM MCC/IeIOBaHMI1 OMHOIO M TOTO JKe JIeKapCTBeHHOrOo Ipelapara.
OcymrecTBiisieTcs: 0000IeHNe TaHHBIX 00 YPOBHSIX TOKA3aTeIbHOCTY OT/Ie/IbHBIX MCC/IeIOBAHMI
pasIMUYHOIO KauecTBa M IIPMCBAMBAETCS ONVH U3 3 YPOBHEI yOe U TeTbHOCTM.

<3> Huskast BepOSITHOCTb OIIMOOK IIPUCBAUBAETCS CUCTEMATUUYECKMM 0630paM MM MeTa-aHa/lIu3am Ipu
COGTIOMeHUI OTHOBPEMEHHO CJIeAYIOIINX YCIOBUIA:



ITOUCK N OT60p pa60T BBITIOJIHEH ABYMS UJIN 6oiee nccaenqoBaTeIaAMuI,

ILJIST TIOVICKA JINTePaTyPhl MCIIOJIb30BaIMCh KaK MUHMMYM 2 3JIeKTPOHHbIe O0Mbmmorpaduueckue 6a3nl
IAHHBIX;

rnpencraB/ieHa I/IH(l)OpMaLU/IH 0 KOJ/In4yeCTBe BKIIIOYEHHbIX M UCK/ITIOUYEHHBbIX pa60T C YyKa3aHMeM IIpuIYnH
MCKIIIOUEHU,

rnpencTraB/ieHa XapaKTepUCTMKa BKIIOUYEHHbBIX MCC/IeIOBaHMIA.

<4> CpeHSISI BEpOSITHOCTH OIMIMOOK MPUCBAUBAETCSI MCC/IeIOBAHMSIM JIIOOOTO AM3aliHa B CJTyyae OTCYyTCTBUSI
MHbOpPMAaLMM UJIM HEJOCTATOUHOCTY MHPOpMaLM 10 OJHOMY UM 60jiee YCIOBUSM OLleHKM BEPOSITHOCTU
BO3HMKHOBEHMSI OLIMOOK.

<5> Hu3sKast BepOSITHOCTD OIIMOOK PAaHIOMMU3UPOBAHHBIM KIMHUYECKUM UCCAeI0BAHMSIM IIPUCBAMBAETCS
Mpu cOBI0NeHUM OTHOBPEMEHHO CIeAYIONMX YCIOBUIA:

pa”HzoMM3anys MPOBOAUIACh HA OCHOBE CJIYYailHOM I10C/Ief0BaTeIbHOCTI YMcCell, FeHepupyeMon
KOMIIBIOTEPOM;

"ocerieHre" GbIIO0 3as1BJI€HO WIM OTCYTCTBME "OC/IeIieHUs1" He MOTIJIO TTOBAUSITh Ha 3 deKT
BMeIllaTe/lbCTBA (€C/IM M3yyaeMblil B MCC/IeJOBaHUM TIePBUUHBIN KpuUTepuit 3pbeKTUBHOCTU UIU
6e30MacHOCTY SIBJISIICSI 0ObEKTUBHBIM);

IIOJISI TIALIMeHTOB, BBIOBIBIIMX U3 MCCAeN0BaHMs, cOCTaBusa MmeHee 20 MPOLIEHTOB MJIM U3y4daJICs aHaIn3
BpeMeHM 10 COOBbITHUS (HalpuMep, 00111ast BbIXKMBAEMOCTb, BBIKMBAeMOCTh 6e3 ITporpeccpoBaHmst U 1Ip.);

MIpeICTaBJIeHbI Pe3y/IbTaThl 110 BCEM 3aIJIAHMPOBAHHBIM [IJISI U3YUEeHUsT KpUTepUsIM 3GHEeKTUBHOCTY U
6e30I1aCHOCTH.

<6> Hu3Kkasi BepOSITHOCTD OIIMOOK CeTeBbIX MeTa-aHaaM30B (B TOM UMC/ie HEMIPSIMbIX CPaBHEHU U
CMelIaHHbIX CpaBHEHMIt) IpMUCBaUBaeTCs Mpu COOII0IeHNM OJHOBPEMEHHO CeAYIOMUX YCIOBUIA:

B C€TEBOJII MeTa-aHa/In3 (B TOM UMcCJ/ie HEeIIpsAMOe CpaBHEHME 11 CMelllaHHOe CpaBHEHI/IE) BKJ/IIOY€HbI TOJIBKO
PaHOOMMU3MPOBAHHbIE KIMHNYECKME NCCIIEeJ0BaHMA UIN MeTa-aHa/JIn3bl paHAOMU3MPOBAaHHbIX
KJIMHUYECKUX UCC/IeI0BaHMIA;

XapaKTepPUCTUKY TIOMYJISIIMIA, BMEIIaTeIbCTB 1 001ero KOHTPOJISI COTTOCTaBUMBI;
MpesicTaBaeHo rpaduyueckoe Uiy TabIMYHOe ONMCaHMe CeTH JOKa3aTeabCTB;

MIpMBeIeHbl Pe3Y/IbTaThl OTAENbHBIX UCCIeIOBAHMIA, BKIIFOUEHHBIX B CETEBOI MeTa-aHaIn3 (B TOM 4uciie
HeIpsiMoe CpaBHeHMe U CMelllaHHOe CPaBHEHMe).

<7> Hu3sKast BepOSITHOCTb OIIMOOK KOTOPTHBIM MCCIeA0BAHUSM IIPMUCBAMBAETCS ITPY COOJTIOIEHUM
OJTHOBPEMEHHO CJIeTYIONINX YCITOBUIA:

KOropra sgaBJideTCsa penpeseHTaTnBHoﬁ ITIO OTHOLIIEHUIO K MBY‘IaeMOVI MOITYyJIALINN;
n3ydaeMbie€ KOTOPThbI OTO6paHbI ns3 O,E[HOVI U TOJ Xe MMOITYJIALINN;

MOJITBEPKIEHO OTCYTCTBYME MHTEPECYIOIero Kpurepus 3¢GGeKTMBHOCTM My 6e30MacHOCTM B Havase
Mcciie,0BaHus;

Kputepun 3pheKTUBHOCTM WIN 6€30TIaCHOCTY OLIEHUBAINCH C TTIOMOIIBI0 HE3aBYCUMOI OIIeHKHM (B TOM
yyciie C OcJIeryieHreM) UM MCII0/Ib30BalCh CBeleHMs O Tal[MeHTax 13 6a3 TaHHbIX (DETUCTPOB).

<8> Hu3kasi BepOoSITHOCTb OIIMOOK MCCIeA0BaHUAM "C/Tyuaii-KOHTPOJIb" MPUCBaUBAETCS IIPU COOTI0IeHUN
OJJHOBPEMEHHO CJIeYIOLUX YCIOBUIA:



TPYIIIA "c/iyyaeB” SIBJISIETCS peIrpe3eHTaTUBHOI;

rpymIa "KOHTpPoJIei" 0ToMpanach U3 TO ke MOMYJISIMK, UTO U IPYIINa "cayJyaeB”;
MOATBEPXKIEHO OTCYTCTBME UHTepecylolero Kputepusi 3PeKTUBHOCTY UM 6e30MacHOCTM B Havasie
MICCIeJOBaHuS;

KpuTepuy 3pbeKTUBHOCTM MM 6€30TIaCHOCTY OLIEHUBAJIMCH C TIOMOIIbIO HE3aBMUCUMOIi OI[€HKY (B TOM
yycIe ¢ ocerieHeM) UM UCII0JIb30BA/IMCh CBeJIeHMs O TaliMeHTax 13 6a3 JaHHbIX (PerMCTPOB).

<9> BbICOKas BEPOSITHOCTD OLMIMOOK MCCIeq0BAHMSIM JIF0O0T0 Ay3aiiHa IIPMCBanMBaeTCs B CIydyae
HeCOo0JTI0IeHNsI OJTHOTO MJIM 00Jiee YCIOBMUIA OLIeHKYM BePOSITHOCTY BO3HUMKHOBEHMS OIIMOOK.

<10> TIpu o11eHKe CTAaTUCTUYECKOI 3HAUMMOCTU pasnnunii B 93 PeKTUBHOCTY TOBEPUTEIbHBI MHTEPBAJ
He BKIo4UaeT 1 (111 OTHOCUTEbHOTO PUCKA, OTHOIIEHMS IIaHCOB, OTHOLIEHMS YTPO3) U (M) OKa3aTesb
cTaTUCTUYeCKOoi 3HaunmocTy P < 0,05.

<11>Ilpu o1leHKe CTaTUCTUUECKOI 3HAUMMOCTU pas3anunii B 3 HeKTUBHOCTM JTOBEPUTEIbHBIN MHTEPBA
BKIIOUaeT 1 (IJ1s1 OTHOCUTEIbHOTO PUCKA, OTHOIIIEHUS IIIaHCOB, OTHOILIEHUS YTPO3) U (M) TTOKa3aTe/lb
CTaTUCTUYECKOI 3HaunmocT P 2 0,05.

<12> B ciryuyae ecnu mpejjiaraemMsblil JieKapCTBEHHBII IperapaT He MMeeT aHJIOTMYHbIX JIEKapCTBEHHbIX
rpernapaTroB B IepeuHsix (MpecTaBsieT C000¥ HOBBIN MOX0/ K IeYeHUI0 ), MHKpPeMeHTHbBII IToKa3aTesb
"3aTpaThl Win 3PeKTUBHOCTD" 17151 HEIO CPaBHMBAETCS C MHKPEMEHTHBIM ToKa3aTesieM "3aTpaThl UIU
3G (eKTUBHOCTD" /i1 IeKapCTBEHHBIX NTPeNapaToB, BKIIOYEHHBIX B IEPEYHU U IPUMEHSIOIINXCS IPU
3a00j1€BaHMSIX M3 TOTO K€ Kjaacca MeXXIyHapOogHOI CTaTUCTUUeCKOi Kinaccudukauy 601e3Heit 1
Mpo6seM, CBSI3aHHBIX CO 3J0POBbEM.

CpaBHMBAIOTCSI MHKpEMEeHTHbIe TIoKa3aTenu "3aTpaThbl Win 3pGeKTMBHOCTD ", pacCUMTaHHbIE Ha
OIMHAKOBBI KIMHMUECKUI 3P eKT (IoCTUsKeHMe BbI3A0POBIEHMS, peMUCCUU, TOJI, COXPaHEHHO KU3HH,
roJl COXpaHEeHHO KaueCTBeHHO XU3HU U [ID.).

<13> 3aTparTsl, CBSI3aHHbIE C IIPOIECCOM OKa3aHMUS MeIUIIMHCKOM MOMOIIY (3aTpaThl Ha JIeKapCTBEHHbIE
rpernaparbl, MeIUIIMHCKME U3eNNsl, MeAULIMHCKIE YCIIYTH, TabopaTOpHbIe U MHCTPYMEHTa/IbHbIe METO b
Mccae0OBaHMs, pacXOAHble MaTepuasbl, CogepskaHye nalyeHTa B MeIUIIMHCKO OpraHu3auum uimn
MeJIUIIMHCKME YCIYTU Ha AOMY, TPAHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIOPTOM U 1Ip.).

<14> WtoroBasi olieHKa I10 pe3yJbTaTaM OLIeHKY SKOHOMUYECKUX ITOC/IeICTBIUI TPUMEHEH NS
JIeKapCTBEHHOTO ITperapara (He MeHee 6 6a/IJIOB XOTsI ObI 110 OJTHOMY M3 3asIBJIEHHbIX ITOKA3aHMIT) IS
PeKOMEeHIAIMM K BKIIOUEHMIO, IIPU 9TOM 6ajUIbl 10 IIKaJIe KIMHUKO-9KOHOMMUYECKOi OLle HKI
JIeKapCTBEHHOTO IIperaparTa | IIKajie OLleHKM BAMSIHMS JIeKapCTBEHHOTO ITperapara Ha 610/13KeThl
Or0IKeTHOI cucTeMbl Poccuiickoit @enmeparyu (manee - 610mKeT) cyMMUpyroTcs. OlleHKa CTOMMOCTM Kypca
(rozia) yieueHMsI TeKapCTBEHHbBIM ITPENapaToM He BAMSET Ha UTOTOBYIO OIIEHKY.

B cityuae mpeficTaBaeHMs 3asIBUTE/IEM Pe3y/IbTaTOB HECKOIbKUX KAMHMKO-9KOHOMUUECKUX UCC/IeJOBaAHMI
B paMKax OJHOI'O [TOKa3aHMs 1S OIpeeIeHN s UTOIOBOI OLIeHKM BbIOMpaeTCs 1ccieJoBaHme, HabpaBsiiee
HauboIbIINI 62,

B ciryuae mpencTaBiieHNs 3asIBUTEIEM Pe3YJIbTaTOB HECKOJBKUX MCC/IeIOBAHMI BIMSHUS Ha OI0KET B
paMKax OJHOTO ITOKa3aHMs JJIs1 OTIpeieIeHN ST UTOTOBOI OLIeHKY BbIOVpaeTCs UccaeI0BaHMe, HabpaBIiee
HanoboIbIINIT 6aJII.

B ciryuae mpecTaBiieHNs 3asIBUTEIEM Pe3YIbTaTOB HECKOJIbKUX KIMHUKO-3KOHOMMUYECKUX MCCIeOBaHMIA
10 pa3HbIM ITOKA3aHMUSIM UTOTOBAs OLIEHKA OCYILECTBJISETCS TI0 KasKAOMY 3asiBJIEHHOMY ITOKa3aHMIO.

B Ciydae rpeacTaB/JI€HIU 3adBUTE/IEM PE3Y/JIbTATOB HECKOJIbKMX MCC/IeIOBAaHMII BIAMUSIHUS Ha 6IO,£L)K€T I1o
Pa3HbIM IMOKA3aHUAM UTOTOBad OLI€HKA OCYLIeCTBJIAETCS IO KAKAO0MY 3adBJI€HHOMY ITOKA3aHUIO.



3AKJIFONMEHWNE

B komuccuio MmHucTepcTBa
34paBooxpaHeHnsa Poccunckonm degepauynm
Nno )OPMUPOBAHUIO MEepPeYHeEN NeKapCTBEHHbIX

npenapaToB 4Ns MegULMHCKOrro
MPUMEHEHNA N MUHUMaIbHOr0 aCCOPTUMEHTa
JleKapCTBEHHbIX NMpernapaTos,
HeobxoanMbIX 019 OKa3zaHNA MegULMHCKON NMOMOLLM

[Ipunoxkenue N 7

K I[IpaBunam dopmMupoBaHust repevyHeit
JIeKapCTBEHHBIX IperapaToB

IJISI MeIUIIMHCKOTO TP MeHEeHU S

¥ MMHMMAJIbHOTO aCCOPTMMEHTa
JIeKapCTBEHHBIX IIpPernaparTos,
HEOOXOOMMBIX OJISI OKa3aHU
MeOULIMHCKOM IIOMOIIN

(bopma)

no pe3yJsibTaTaM aHasin3a MHGpoPMaLIUN O CPABHUTESILHON KJIMHNYECKOWN
3 heKTUBHOCTM 1 6€30NaCHOCTN NIeKapCTBEHHOrO NnpenapaTa, OLEeHKN
3KOHOMMYECKMX MOCeACTBUIA €ro npuMeHeHuns

1. HacToswee 3aKl04eHNe KacaeTca MaTepuranos, NpencTaB/IeHHbIX O4:
1.1. BKIIOYEHUSA NIeKAaPCTBEHHOr 0 NpenapaTa B:
1.1.1. nepeyeHb >XM3HEHHO HeOOBXOOAUMbIX U Ba>KHENLWUX JIeKapCTBEHHbIX

npenapaTos.;

1.1.2. nepeyeHb JOPOroCTOALLMX JIeKAaPCTBEHHbIX NMpenapaTos;
1.1.3. mepevyeHb NeKapCTBEHHbIX MpenapaTtoB Ansa obecnevyeHUs oTAeNbHbIX

KaTeropumn rpanaH;

1.2. icknto4yeHns neKkapCTBEHHOr0 NpenapaTa u3:
1.2.1. nepeyHa >KU3HEHHO HeobXOoAMMbIX W Ba)KHENLWUX NeKapPCTBEHHbIX

npenapaTos;

1.2.2. nepeyHs AOpPOroCcToAWNX JIeKapCTBEHHbIX NMpenapaTos;
1.2.3. nepeyHsA NeKapCTBEHHbLIX MpenapaTtoB ANs obecneyvyeHus OTAesIbHbIX

KaTeropmm rpa><aaH.

2. Hopmaumnsa 06 sKCnepTHOW KOMUCCUN:

2.1. HaMMeHoBaHMe 3KCNEepPTHOW opraHmn3aLmm

’

2.2. COCTaB 3KCMNEepTHON KOoMUCCUn

JOJIXKHOCTb)

(bamunns, MMA, O0THecCTBoO,

2.3. agpec (MecTo HaxoXOeHns) SKCNepTHON opraHn3aumn

TenedoH (gakc)

3J/IeKTPOHHAas Nno4Ta
3. WNHopmauma o ekapCTBEHHOM MnpenapaTe:
3.1. HauMeHoOBaHMe:
3.1.1. MmexxayHapoaHoe HernaTeHTOBaHHOE HaMeHOBaHMe ;
OTCYTCTBUSA MeXAYHapoOAHOro HenaTeHTOBaHHOro
HaVMEeHOBaHNA - FPYNMNUPOBOYHOE HAaUMEHOBaHMe
3.1.3. B cCJsiydae OTCYTCTBUSA MeXAYHapOAHOro HernaTeHTOBAaHHOIo W

3.1.2. B cCnyyvae

prHﬂMpOBOHHOFOI4aMMeHOBaHMM-XMMMHECKOGIﬂaMMeHOBaHMﬂ

3.1.4. 8 cny4ae
HanMeHoBaHMe

OTCYyTCTBUA

MHbIX

HanMeHOBaHUN

- Toprosoe




3.2. KOO aHaTOMO-TepaneBTU4YeCKO-XNMMNYECKON Knaccuukaymm
JleKapCTBEHHOro npenapaTa ;

3.3. npegnaraeMble K BKJIHOYEHUIO WUAN UCKIJIIOYEHUIO JlIeKapCTBEHHble (opMbl
3aperncTpmpoBaHHOro JIeKapCTBEHHOro npenapaTa (nepevyncninTb) ;
3.4. wnHpoOpMaumsa O BOCMNPOU3BELAEHHbIX JIeKapCTBEHHbLIX npernapaTtax (npwu

Han4nn):

4. Cpoku npoBefeHns 3KCNnepTu3bl:

C no .

5. Pe3ynbTaTbl KINHUYECKON OLEHKU npensioxeHus (B COOTBETCTBUMU C
npunoxenmem N 6 K lNMpaBunam popMUpoBaHUSA NepevyHen NeKapCTBEHHbIX NpenapaToB
AN MeOUUMHCKOro npuMeHeHUs U MUHMMasbHOro acCopTUMEHTa JleKapCTBEHHbIX
npenapaTtoB, HEOOXOAUMbIX ANA OKa3aHUA MeOUUMHCKOM MOMOLUW, YTBEP)XXOEHHbIM
rnoctaHosneHmem [llpasutenbcTtBa Poccunckon depepaumm oT 28 aBrycta 2014 r.

N 871):

5.1. Pe3ynbTaTbl OUEHKM KayeCcTBa KIJIMHUYECKNX UCCefoBaHUN
JIeKapCTBEHHOro npenapaTta, NpencTaB/ieHHbIX 3asBUTeseM U (Unn) HanAeHHbIX
CaMOCTOSATESIbHO 3KCNEPTHOMN KOMUCCUen

XapakTepucTuka YpoBeHb YpoBeHb O6bmas oeHka
TIpeCTaBJIeHHOTO KIMHMUECKOTO | yOeauTeIbHOCTY | yOenauTeTbHOCTU UCCIes0BaHus B
UCC/IeIOBaHUS IAHHBIX JIIOKa3aTeabCTB 6aymax

(20 BNV "N BN I B )

"
Ap.

NTtoro: cpegHee 3HaueHMe (OTHOIIIEHME CYMMbI OLI€HOK MCC/IeIOBAHMS K UX
KOJIUUECTBY)

5.2. Pe3ynbTaTbl KOJIMYECTBEHHON OUEHKU 3SPPEKTUBHOCTU NevYeHns
JleKapCTBEHHbLIM MpernapaToM B paMKax KJIMHUYECKNUX nccnenoBaHnm, npeacTaBieHHbIX
3aaBmTenem n (Mnm) HangeHHbIX CaMOCTOATESIbHO SKCNEPTHON KOMUCCUEN

HaumeHoBaHMe O1ieHKa cTereHy TOCTUXEeHMS 11eJIeBOT0 HoctmskeHue 1eneBoro | OueHKa
KPUTEPUSI OLIeHKA pe3yibTaTa pesyabTara (B B
b peKkTUBHOCTHU MpOLIeHTaXx) Oasnax

1[eJIeBOJ Pe3yabTaT MOJHOCTbIO JOCTUTHYT
(BpICOKAST 3(D(HEKTUBHOCTD)

1[eJ1IeBOI pe3yJbTaT YaCTUYHO TOCTUTHYT
(cpenHsist 3pbeKTUBHOCTD)




11eJIeBOI pe3y/bTaT He JOCTUTHYT (HU3Kas
3(pbeKTUBHOCTD, OTCYTCTBUE
3(pberTUBHOCTN)

WToro: cpenusis oneHka 3GPeKTUBHOCTY (OTHOLIEHME CYMMBbI 6aJIIOB IO KaXKIOMY KPUTEPUIO
3bGeKTUBHOCTY K KOJIMUECTBY KPUTEPUEB)

5.3. Pe3ynbTaTbl KOJNYECTBEHHOW OUEHKM 6Ge3onmacHOCTM JfevyeHus
JNleKapCTBEHHbLIM MpernapaToM B paMKaX KJINHUYECKUX nccnenoBaHnm, npeacTaBaeHHbIX
3aaBuTenem n (Unm) HangeHHbIX CaMOCTOATESIbHO SKCNEePTHON KoOMUCCcnen

O1lieHKa ypOBHS 6€30MacHOCTH Yncsto ciydyaeB MO6G0OYHBIX AeiicTBuit (B | OlieHKa B
JIeKapCTBEHHOrO Mmperapara MPOIIEHTAX) 6atax

[To60oYHbIe eiiCTBUS OTCYTCTBYIOT

[To6ouHbIe neiicTBUS JIeTKOl CTeIIeHU

[To6ouHbIe IEICTBUS CPeIHEN TSHKECTU

ITo6ouHbIe NeCTBUS TSIXKeJIOi CTelleHn

NTorosas ouieHka YDPOBHHA 6e3011acHOCTHA (CYMMa HpOI/IBBe,E[eHI/Iﬁ CpeaHuXx 0aJ1JIOB 110 Ka’KOOMY YPOBHIO
6e301macHOCTH JIEKAPCTBEHHOTO IIpeliapaTa M COOTBETCTBYIOIIET0 BECOBOT'O KOZ—)(l)d)I/IH,I/IEHTa)

5.4. Pe3ynbTaTbl OUEHKW AOOMNOJHUTENIbHON TepaneBTU4YeCKON LEHHOCTU
JleKapCTBEHHOro npenapaTa, nNpeacTtaB/ieHHON 3asgBuTeneMm u (nnm) HanpgeHHom
CaMOCTOSTESIbHO 3KCNEPTHOMN KOMUCCUENn

HaumeHoBaHMe KpUTEpUS JOIOJTHUTEIbHOM TepareBTUYeCKOii PesynbTar OueHKa B
LIeHHOCTH OLIeHKU 6astax

1. KpaTHocTb nipuemMa

2. HoBbIit MeXaHM3M HOeiCcTBUS

5.5. "'ToroBas oueHKa KJIMHNYECKON OLEHKM MNpennoXeHusa (Cymma UTOroBbIX
3HavYeHun Tabnuy 5.1. - 5.4.).

6. PGSYHbTaTbI OII€HKM 5KOHOMMYECKMX MOC/IeICTBUI IIpMMeHeHMI JIEKapCTBEHHOTO ITpeliapara:

6.1. pacueT CTOMMOCTHU Kypca (Tojia) JiedeHus MpeJjilaraeMbIM JieKapCTBEHHBIM ITperapaTom Mo CpaBHEHUIO
C JIeKapCTBEHHBIMM MTpernapaTaMi, BKIIOUeHHbIMI B IIepeUH!, YKa3aHHbIe B ITyHKTe 1.1 HacTOsIIIEro
OOKYMEHTAa, ¥ IPUMEHSIOLIMMUCS 110 TeM 3kKe TTOKa3aHMUSIM, UTO U MpejiaraeMblii JeKapCTBEeHHbBIN
rpernapar:

MesxxpgyHapogHoe |JlekapctBeHHas | [Tokasanue (kog | CToMMOCTB CTOMMOCTD Ouenka
HemaTeHTOBaHHOe | popMa MesxkayHapoaHOJ | TOI0BOTO roJI0BOTO (6am1oB) mjist
HaMeHOBaHMe CTaTUCTUYECKON | Kypca, Kypca, rpenjiaraemMmoro
KIaccuukaumm |ykazaHHasi B | pacCUMTaHHas | 1eKapCTBEHHOTO
6oJe3HeN U MpeJIoKeHUM | SKCIIepTHOM npemnapara
mpobsem, 3asBUTEIEM opraHmsanyein
CBSI3aHHBIX CO (py6iein) (py6ieit)
3[,0pPOBbEM,
pacmmdpoBKa)




6.2. pe3yJabTaThbl KIMHUKO-9KOHOMMUYECKOI OIEHKM ¥ OI€HKY BJIMSIHUS Ha GI0KeThI OI0KETHOI CHCTEeMBbI
Poccuiickoir ®emepaninu (manee - 6101KeT) JIeKapCTBEHHOTO ITperapaTa o KaXI0My ITOKa3aHUIO C
yKasaHueM Koga MexxmyHapogHO CTaTUCTUUYeCKOi Kinaccudukraiuy 60e3Helt 1 pobiiem, CBSI3aHHbIX CO
30pOBbeM, paciindpoBKa:

KinnHUKO-3KOHOMMYECKOe UCCefoBaHNne (AaHAIU3 BIAUSHUS Ha Pesynbrat otteHku | OnieHKa
Or0/IKeT) (6a10B)

KnmnHMKO-3KOHOMMUYEeCcKoe 1ccaeoBaHue

AHanu3 BAMSHUS Ha 6IO,EL)KET

NTorosas oueHKka 110 pe3yjabTaTaM OLI€HKM SKOHOMMYECKUX Mocae ACTBUM NMpMMeHeHUsI
JIEKapCTBEHHOTO IIperiapaTa I10 ITIOKa3aHWIo

7. Ncknto4eH

8. NToroBas cyMmMa OLEHKWN npenyioxXeHus 1 BbiIBOObl SKCNEPTHOW KOMUCCUN O
uenecoobpa3HoCTM wAM  HeuenecoobpasHOCTN BKIOYEHUS (MCKIOYEHNSA)
JleKapCTBEHHOr O npernapaTa B NepeyHn JIeKapCTBEHHbIX NpenapaTos:

Moanucu n pacwmndpoBKa Nognncen 3KCNepToB:

(th.n.0. pykoBOAUTENA SKCNEPTHOW opraHM3aummn (akcnepTa))
Mogonuceb 1 pacwndposka NoANnCKH

HaTa
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K [IpaBuiiam hopMMUpPOBaHUS TiepeuHeit
JIeKapCTBEHHBIX MTpernapaToB

I7151 MeIVILIMHCKOTO NMPYMeHEeHUS

Y MMHMMAaJIbHOTO aCCOPTUMEHTa
JIeKapCTBEHHBIX Iperaparos,
HeO0OXOMMBIX JJIs1 OKa3aHMSI
MeAULVHCKOJ IOMOIIN

(bopma)

B Komuccuo MmHucTepcTea 34paBooOXpaHeHuns
Poccunnckon ®epgepaumnun

3AKJTKOMEHUE
no pe3yJibTaTaM aHa/in3a MeTOA0JI0OrMY4eCKOro Ka4yecTBa
KJIMHUKO-3KOHOMMYECKUX NCCIef0BaHNIA IeKapCTBEHHOr o npenapaTa
N NCcCnenoBaHUiA C UCNONIb30BaHNEM aHaIM3a BAUSAHUSA Ha 6loaxXeThbl
6roo>KeTHOM cnucTtembl Poccuinckon denepaummn, a TakKe N3yveHus
[OMNONHUTESIbHbIX MOCAeACTBUIA NPUMEHEHNS
JleKapCTBEHHOro npenapaTa

1. HacTosAwee 3aK/N04EeHNe KacaeTCa MaTepuanos, NpeacTaB/ieHHbIX:



a) 4NA BKJIOYEHNS NNIeKAapCTBEHHOI0 NpenapaTa B c/efyoLime nepeyHu:

nepeyYyeHb >XW3HEHHO HEOOBXOANMbLIX N Ba>KHENLLNX NEKApPCTBEHHbIX NPenapaToB AN
MeANLNHCKOro MpUMeHeHus (fJanee - nepevyeHb XXU3HEHHO HEODOXOANUMbBIX N BaXKHENLKnX
JNleKapCTBEHHbIX NpenapaTos);

nepeyeHb NeKapCTBEHHbIX MpenapaToB, NpefHa3HavYeHHbIX Ana obecnevyenHns nuy,
60MbHbLIX reMouInen, MyKoBMUCLIMAO30M, FrMNodu3apHbIM HaHN3MOM, Bonie3Hblo Mowe,
3J/l10Ka4yeCTBEeHHbIMWU HOBOOOpazoBaHMAMN NUMEPONOHON, KPOBETBOPHOM U POACTBEHHbIX
MM TKaHeW, pacCesiHHbIM CKepo30M, [eMOJIMTUKO-YPEMUYECKNM CUHOPOMOM,
IOHOLLECKNUM apTPUTOM C CUCTEMHbIM Ha4vasioM, MyKomnosmcaxapugosom I, Il n Vi
TUNOB, anJacTUYeCKON aHeMmenm HeyTOYHEHHON, HacNeaCTBEHHbIM AepUUNTOM
dakTopos Il (pubpunHoreHa), VIl (nabunbHoro), X (CtioapTa-lpayapa), 1y nocne
TpaHCMaHTaunum opraHoB U (MNM) TKaHen (manee - nepeyvyeHb LOPOroCTOALLUMX
JleKapCTBEHHbIX NpenapaTos);

nepevyeHb JIeKapCTBEHHbLIX MpernapaTtoB A/ MeAULUHCKOro NMPUMEHEHNs, B TOM
4yucsae sieKapCTBEHHbIX MpernapaToB 4S9 MeAULUHCKOro NpUMeHeHUs, Ha3Ha4YaeMblX Mo
peleHnto BpayYyebHbIX KOMUCCUN MeAUUUNHCKUX OopraHu3auuin (fanee - nepedveHb
JleKapCTBEHHbIX NpenapaToB AN obecnevyeHns OTAEJIbHbIX KaTEropum rpa>kgaH);

6) ONA WUCKAKYEHUSA NEeKapCTBEHHOro npenapaTta W3 MepevyHs XXU3HEHHO
HeobXoOMMbIX N Ba>HENLWWX JIEKAPCTBEHHbIX MpernapaToB, NepeyHs O0POroCcToAWMX
JleKapCTBEHHbIX NpernapaToB 1 NepeYHs lekapCTBEHHbIX NpenapaTosB Ans obecneyeHus
OTAE/IbHbIX KaTeropun rpakaaH.

2. NHpopMaunsa o6 ocylecTBAAKOWNX pPacCMOTPEHME MaTEpPUanoB COTPYAHMKAX
denepasbHOro rocyapCcTBeHHOro 6a)XeTHOro y4ypexxaeHus "LLleHTp akcnepTusbl u
KOHTPO/IA KayecTBa MeAUUMHCKOM nomowmn" MuHUCTepcTBa 34paBoOXpaHeHUs
Poccuinckon ®epepaunm (panee - LLeHTp akcnepTusbl) BKAOYaeT B cebs:

a) haMmunmio, NMA, 0OTHECTBO COTPYOHUNKA, €ro AO0JIKHOCTb;

6) appec LleHTpa akcnepTusbl, TenedoH (hakc), 3NEKTPOHHYIO NOYTY.

3. WNHdopmMmauma o nekapCTBEHHOM MpenapaTe BKJYaeT B cebs:

a) HauMeHoBaHWe, B TOM 4ucrne:

MeXOyHapoa4Hoe HernaTeHTOBaHHOEe HauMeHOoBaHUe;

B CJlydae OTCYTCTBUSA MEeXAYHapOOHOro HenaTeHTOBaHHONro HaMMeHOBaHUA -
rpynnMpoBo4YHOE HauMeHOoBaHue;

B C/ly4ae OTCYTCTBMA MEXAYHapOLHOIro HenaTeHTOBaHHOM0 UK rpynnmupoBO4HOIO
HauMeHOBaHUW - XMMUYeCcKoe HanMeHoBaHue;

B C/ly4ae OTCYTCTBMSA YKa3aHHbIX HAUMEHOBAHUWN - TOProBoe HaMMeHOBaHWe;

0) KOO aHaTOMO-TepaneBTUYECKO-XMMUYECKON KNacCupukaumm neKkapCTBEHHOr o
npenaparTa;

B) npepnaraemMble K BKJIOYEHUIO WU UCKJIIOYEHUIO JieKapCTBEeHHble (OpMbl
3aperncTpmMpoBaHHONo J1IeEKapCTBEHHOro nNpenapaTa (HeobxoaAnMO NepevyncinTb);

r) WHGOpMauUUD O BOCMPOM3BEOEHHbIX JIeKAPCTBEHHbIX npenapaTax (npw
HaNN4ynKn);

n) WHpopMauulo O JieKapCTBEHHbIX MNpernapaTtax, BKJKYEHHbIX B NepedvyeHb
KN3HEHHO HeobXoOMMbIX N BaKHEWLWWX JIeKAapCTBEHHbLIX MpenapaToB, B paMKax
COOTBETCTBYHOLWMNX aHATOMO-TeparneBTUYeCKO-XUMNYECKUX TpPynn, a TakKXe o
JNleKapCTBEHHbIX NpernapaTax C aHaMIorMYHbIMN NOKa3aHUAMN K MPUMEHEHMUIO.

4. Pe3ynbTaTbl OLEHKU METOLOJIOrMYECKOro KayecTBa KJIMHUKO-OKOHOMNYECKUNX
NccnenoBaHNM M NCCNedOBaHUM C MCMNOJIb30BaHMEM aHaNM3a BAMAHNS Ha Bl04XKeThl
6ron)xeTHoM cnctemMsl Poccuinckonm ®eagepaynm (ganee - 6104>KeT) BKOYAOT:

a) pe3ysibTaTbl OLEHKN MeTOL0/I0rMY4eCcKoro KayecTsa KJINHUKO-2KOHOMUYECKOrro
nccnenoBaHNs, KOTOpble 3aMN0JIHAITCA Mo Crefylowen opMme Ha Kakaoe nokasaHume K
NPUMEHEHWUIO:




Kpurepuit OueHka cootBeTcTBus | O6ocHOBaHMe
TpeboBaHUAM pe3yJIbTaTOB OLl€HKU
(COOTBETCTBYET WM HE | METOL,0JI0TMYECKOr0
COOTBETCTBYET) KauecTBa
1. |IIpencraBiieHbl pe3yabTaThl OT€YeCTBEHHOT'O
uccaenoBaHus (aBTOp, Ha3BaHMe, UICTOYHUK
my6MKaIum, roj)
2. | PaccmarpyBaeMble IOKa3aHUS K IPUMEHEHUIO
3. | Beibop mpemnapara cpaBHEeHUS
4. | MeTo KIMHMUKO-3KOHOMMUYECKOTO UCC/IeA0BaHMUS -
COOTHOIIIeHM 3aTpaT U 3G PeKTUBHOCTH,
COOTHOIIIEHUS 3aTPaT U MOJIE3HOCTH,
MUHMUMM3AUNA 3aTpaT
5. | Beibop kputepues oLieHKM 3QPeKTUBHOCTU
6. |Lllena Ha 1ekapCTBeHHbIN IpernapaT
7. | Pacuer npsIMbIX MeOUIMHCKUX 3aTpaT
8. | Onmcanme matemaTnueckoy Mmozeu (pu
HaJIMUUU)
9. |IlpencraBieHye 3aTpaT Py ONIUCAHUN
pe3ynbTaToB
10. | ITpencraBieHne pe3yibTaTOB
11. | AHa/In3 4yBCTBUTEILHOCTU
12. | CchnKkM Ha UCMIOJIb30BAHHBIE UCTOYHUKHA

MHpopMaIuu

BeiBog, (MeTOL0/IOTMYECKOE KaUueCTBO KIMHUKO-
SKOHOMMYECKUX UCCIeIOBAaHUI U aHa/In3a BIUSHUS Ha
O10[13KeT Y 0BAeTBOPUTEIbHOE UK
HeyI0BJIeTBOPUTEIbHOE)

6)

pe3ysibTaTbl OUEHKN MeTOoOO0JZIOrn4eCKoro

KayecTBa WcCCnegoBaHUN C
MNCMNOoJIb30BaHMEM aHaNn3a BAUSAHUSA Ha B10a>XKeT, KOTOopbie 3aMoJIHAITCA Mo caenyoLlen
hopMe Ha Kaxkpoe rnokasaHume K npuMeHeHuto:

Kpurepuii

O1leHKa COOTBETCTBUS
TpebOBaHUSIM
(COOTBETCTBYET WJIN He
COOTBETCTBYET)

O6ocHOBaHMe
pe3yIbTaTOB OI[€HKU
METO0JIOTMYECKOTO
KayecTBa




1. |IIpencrasiieHbl pe3ybTaThbl OT€UECTBEHHOTO
uccienoBaHus (aBTOp, Ha3BaHMe, UCTOUYHUK
my6MKaIum, roj)

PaCCManI/IBaeMbIe IMMOKAa3aHMA K IIPMMEHEHIUIO

LleHa Ha JTeKapCTBEHHBII MpernapaT

Pacuer IIPAMBIX MEAMIIMHCKUX 3aTpaT

€2 B Y -NO O I NS

OnucaHne MmaTeMaTUIeCKO Mo e (IIpu
HaJIMUUU)

6. |IIpencraBieHye NpSIMbIX MeIVUIIMHCKMX 3aTPaT
NPV OIIMCAaHUY Pe3yIbTaTOB

7. | BpeMeHHOI rOpU30HT

8. | XapaKTepUCTUKU U YUCI€HHOCTD 1ieJIeBOi
TIOTTYJISILIUM TTallIeEHTOB

9. |IlpexncraBiieHue pe3yabTaTOB

10. | AHa/IM3 YyBCTBUTEIBHOCTU

11. | CcbIKM Ha MCIOJJIb30BaHHbBIE MCTOUHMKA
MHbOopMaIuUmn

BoriBog, (MeTOI0/IOTMYeCKOe KaueCTBO KIMHUKO-
9KOHOMMYECKMX UCCIed0BaHNIi 1 aHaIM3a BAUSHUS Ha
OI0[IKET YIOBIETBOPUTEIbHOE UK
HEeYI0BJIETBOPUTEBHOE)

5. Pe3ynbTaTbl W3YyYEHUS [OOMOSHUTENbHbLIX MOCNEACTBUA MPUMEHEHUS
JIeKapCTBEHHOr0 NpenapaTa BKJYaloT B cebs:

a) cBedeHunss O TroCydapCTBEHHOM pernctpaumu, obpalleHnn, obbemax
rocyfapCTBEHHbIX 3aKyNoK MnpepJjlaraemMoro JsiekapCTBEHHOro npernapaTa, a TakxXe
NIeKapCTBEHHbIX MpenapaToB, BK/YEHHbIX B MNepevyeHb XXU3HEHHO HEeObXOAUMBbIX U
Ba)KHEMLWMX JIeKapCTBEHHbIX MNpernapaToB, B paMKax COOTBETCTBYOLWMX
aHaTOMO-TepaneBTUYEeCKO-XMMNYECKMX TPYNM, UMEKLWMNX aHaNornyHble nokasaHus, no
chepytoulen opme:

MexxayHaponHoe |JlekapctBeHHas | Homep CpoK nmeiicTBus ObpaieHue
HeIlaTeHTOBaHHOe | opMa PEeruCTPaLMOHHOTO | perMCTPalMMOHHOTO | (YIIaKOBKM) 3a
HalMeHOBaHMeE YIOCTOBEPEHUS YIOCTOBEPEHUS Tepuoj He MeHee
(IJ1s1 BKIII0YaeMOT0 OIHOTIO
Win KaJleHJapHOTro
MCKJII0UaeMOro roaa,
JIeKapCTBEHHOTO MpealIecTBYIONIero
rpenapara) uin rnogave
KOJINYECTBO IpeioKeHus
perucTpaloOHHbIX
YI,0CTOBEPEeHMIt
1T

O6mbe
rocy;
3aKyl
npep
Kasie




JIeKapCTBEHHBIX
Ipernaparos,
BK/IIOUCHHBIX B
repevyeHb
SKMU3HEHHO
HE0O6XOOUMBIX U
BaXKHEMIINX
JIeKapCTBEHHBIX
IpernaparToB

yIaKk

6) pe3ynbTaTbl 3KCNEPTU3bl MPOYMX AaHHbIX MO JIEKAPCTBEHHOMY MpenapaTy no
cnepywouwen gpopme:

Kputepuu oueHKM OrneHka
(6am10B)

Heo6xoquMOoCTb IIpMMeHEeHMS JIeKapCTBEHHOTO IIperapaTa IJis UarHoCTUKY, TPpOPUIaKTUKMY,
JieueHusT UM peabuanuTaluu Ipy OKa3aHuyM MeIUIMHCKO TOMOIIY B CIyyae 3a60/1eBaHmii 1
COCTOSIHMIA, TTPe00/IafaoMX B CTPYKTYpe 3a60/1eBa€MOCTI M CMEPTHOCTY IPaskIaH
Poccuiickoit ®emepaliyin, Ha OCHOBaHUM JaHHbBIX TOCYIAPCTBEHHOTO CTaTUCTUUECKOTO
HabIIooeHus

Hannune 3apeructpupoBaHHbIX B Poccuiickoit @emepanii BOCIIpOM3BeaeHHbIX
JIeKapCTBEHHBIX ITpernapaToB

Hanyuume iekapCTBEHHOTO IIpernapara B llepeyHe CTpaTernyecky 3HauMMbIX JIeKapCTBEHHBIX
CpeJiCTB, TPOU3BOICTBO KOTOPHIX AOIKHO ObITh 0OecrieueHO Ha TeppuTopuu Poccuiickoii
®depnepauyiy, yrBepKIeHHOM pacrniopspkeHveM [Ipasurtenscrsa Poccuiickoit @enepanym oT 6
mwong 2010r. N 1141-p

Haynmume jiekapCTBEHHOTO MperapaTa B [IepevHsIX JIeKapCTBEHHBIX ITPeIrapaTos,
dbuHaHCUPYEMBIX 3a CYET CPeICTB O10IKeTOB Cy0beKTOB Poccuiickoii ®emeparium

Hanuune mpousBoACTBA (JIOKA/IM3aIMM) JIEKAPCTBEHHOTO Mperapara Ha TeppUTOpUn
Poccuiickoi ®enepauyun

HToroas oiieHKa IMpoYUYMX NAaHHBIX II0 ITpedJIOKEeHUIO

B) CBeAEHUS 0 PeKOMEHaLUnsiX MHOCTPAHHbLIX areHTCTB Mo OLleHKe MeANLIMHCKNX
TEeXHOJIOrniA 0 LenecoobpasHoOCTN rocyaapCcTBEHHOr0 PUHAHCUPOBAHUSA B UHOCTPAHHOM
rocygapcTBe npeasiaraeMoro 1ieKapCTBEHHOro NpenapaTa no c/eaytouien hopme:




ITokazaHue K
MIPUMeHEeHUI0

PexomeHpanum MHOCTPAHHBIX areHTCTB I10 OLleHKe MeIUIIMHCKUX
TeXHOJIOTUN

6. CBegeHna ANs MOArOTOBKU MPenyioKeHUN Mo NCKIIIYEHUIO JIEKapCTBEHHbIX
npenapaTtoB W3 YKa3aHHbIX B MOAMyHKTe "6" NyHKTa 1 HAaCTOAWEro 3aKJl4YeHuns
nepeyHenm B paMKax COOTBETCTBYIOLLMUX aHAaTOMO-TepaneBTUYeCKO-XMMNYeCKNX rpynn v
JlIeKapCTBEHHbLIX MNpenapaTos,
npennoXeHnsa no KOoppekuun HauMeHOBAHUW JleKapCTBEHHbIX rMpernapaTtoB U
HauMeHOBaHUWN JIeKapCTBEHHbIX (DOPM JIeKapCTBEHHbIX NpenapaToB B COOTBETCTBUN C
rocyfapCTBEHHbLIM peeCcTPOoM JleKapCTBEHHbIX CPeACTB Mo cneayoouen gopme:

nMerLwnx aHalorm4Hble TMOKa3aHWd, a TaKXXe

MexxmyHapoaHoe
HeIlaTeHTOBaHHOe
HaMeHOBaHUe

JlekapcTBeHHas
dbopma

OTeyeCcTBEHHDIN
WU
VHOCTpPaHHbIN
MPOU3BOANUTEND

CBemeHMs OJ1s1 IOATOTOBKYM MpeaIOKEeHUI 110
VICK/TIOUEHUIO JIEKaPCTBEHHbBIX ITpeIapaTos, a
TaKke MMpeajokeHns M0 KOppeKIUmn
HauMeHOBaHMI1 JIeKapCTBEHHBIX IIpelapaToB U
HaMMeHOBaHMI TeKapCTBEHHbIX PopM
JIeKapCTBEHHBIX IIperapaToB

7. NMoanncm n pacwugpoBka nognucen COoTpynoHMKoB LleHTpa 3kKcnepTusbl,
OCYLLECTB/AKLWNX OLEeHKY MeTOoA0JIOrM4eCKoro KadecTBa KJIMHUKO-IKOHOMUYECKNX
nccnenoBaHNM U NCCNefoBaHNN C UCMNOIb30BaHMEM aHalM3a BANAHUA Ha BoaxeT:

(h.n.o. coTpyoHmnka LleHTpa akcnepTn3bl, NOAMNUCH)

(pykoBoauTenb LleHTpa akcnepTu3bl, ¢.1.0., NOAMNNUCH)

HaTa
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K I[IpaBunam dopMupoBaHust repevyHeit
JIeKapCTBEHHbBIX MpernapaToB

IS MeAUILIMHCKOTO TIpUMeHeHUsI

Y MMHMMAaJIbHOTO aCCOPTUMEHTa
JIeKapCTBEHHBIX IIpernapaTos,
HEOOXOOMMBIX OJIS OKa3aHU
MeIUIIMHCKOM IMTOMOIIN

(bopma)

Hay4yHo o6ocHOBaHHaa peKkoMeHAaLUmsa 0 BKJIYEHUN
(06 ncknYeHNN, 0TKase BO BKJIIOYEHWN) JIeKapCTBEHHOr0 NpenapaTa
B NepeyYHn ieKapCTBEHHbIX NMpernapaToB A1 MeaAnLNHCKOro
NPUMEHEHUS U MUHUMAJIbHbIA aCCOPTUMEHT JIEKAPCTBEHHbIX
npenapaToB, HEO6X0ANMbIX AJ1S OKa3aHUS




MeOULMHCKOW MOMOLLN <*>

1. HawmmeHoBaHMe JfleKapCTBEHHOro npenapaTta (MeXxAayHapoaHoe
HernaTeHTOBaHHOE, rPYNMNMPOBOYHOE UIN XUMUYeCKoe)
2. JlekapcTBeHHada oopMa SIeKapCTBEHHOr o npenaparTa

3. HacTosawmmn [OKYMEHT KacaeTcsa MaTepunasoB, NpencTaB/ieHHbIX:

a) ONSA BKJYEHNS NIeKapCTBEHHOIO NpenaparTa:

B nepeyvyeHb XWU3HEHHO HeOob6XOAMMbIX N Ba)XKHENLWNX IEKAaPCTBEHHbIX NpenapaTos
ANsa MeOUUMHCKOro NpuUMeHeHusa (Janee - nepevyeHb Ba>KHEMLWUX JIeKAaPCTBEHHbIX
npenapaTos);

B MepedvyeHb JIEKAPCTBEHHbLIX MpenapaToB, NpefHa3Ha4YeHHbIX AN obecneyeHus
vy, 6onbHbIX remouamen, MyKoBUCLMOO030M, rmnodunsapHbiM HaHU3MOM, BONe3HbIO
fowe, 3/10Ka4YeCTBEHHbIMN HOBOODOpa3oBaHUAMN NMGPONOHON, KPOBETBOPHON U
POOCTBEHHbIX WM TKaHen, pacCessHHbIM CKJ1IepO30M, FeMOJINTUKO-YPEMUYECKNM
CUHOPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHbBIM Ha4YasioM, MyKOMNoJMcaxapuaosom I,
[l v VI TNoB, annacTUYeCKOW aHEMNEN HEYTOYHEHHOW, HAaCNeACTBEHHbLIM 4e(PUUNTOM
dakTopos Il (pubpuHoreHa), VIl (nabunbHoro), X (CtioapTa-lNpayapa), vy nocne
TpaHCNNaHTayuum opraHoB U (Mnu) TKaHen (Ooanee - nepeyvyeHb AOPOroCTOALLMX
JleKapCTBEHHbIX NpenapaToB);

B NepevyeHb JlIeKapCTBEHHbLIX NpenapaToB A1 MeAULMHCKOro NpUMeHeHNs, B TOM
4yucne JsieKapCTBEHHbIX NpenapaToB 419 MeANLUNHCKOr 0 NPpUMEHEHNS, Ha3HavYaeMblX No
peLeHnto BpavyebHbIX KOMUCCUA MeOUUUNHCKUX OpraHm3auun (Ooanee - nepevyeHb
JNIeKapCTBEHHbIX NpenapaToB Ana obecnevyeHns OTAENbHbIX KAaTEroOpuini rpa>kaaH);

B MWHUMAJIbHbIAN ACCOPTUMEHT JIeKapCTBEHHbIX MNpenapaTos, HEOOXOANUMbIX A5
OKa3aHWsa MeguuUMHCKOM noMmoLm (ganee - MUHMMasibHbI aCCOPTUMEHT);

6) ANA NCKNIOYEeHUSA NeKapCTBEHHOro npenapaTa:

N3 NepeyvyHs XNU3HEHHO HEOBXO4UMbIX N BaXKHENLLNX NeKapCTBEHHbLIX MPenapaTos.;

N3 NepeyHsa JOPOroCTOALLMNX NeKapCTBEHHbLIX NpenapaTos.;

N3 NepeyHs IeKapCTBEHHbIX NMpenapaToB Ana obecnevyeHns oTaoesibHbIX KaTeropumn
rpakaaH;

N3 MUHUMAJIbHOIO acCOPTUMEHTA.

4. 3aaBNeHHble NMoKa3aHUsa a8 NpMMeHeHNsa eKapCTBEHHOrro npenapara.

5. ObpaweHne neKapCTBEHHOrO NpenapaTa Ha pPbiHKE 1 Haan4Yne Npom3BOACTBa
(nokanmsaunm) nekapcTBeHHOro npenapaTa B Poccumnckon depeparmm, BKAOYaAA:

a) BpeMs BblBOJa JIeKapCTBEHHOr 0 rnpenapaTta Ha PbIHOK B MUPE;

0) rocypapcTBeHHY0 perncrtpauunto B Poccnnckon depepaumnu;

B) HaAM4YMe NPon3BOACTBA BOCMPOU3BELEHHbIX JIEKapPCTBEHHbIX NpenapaToB.

6. AHanorun4yHble JleKapCTBEHHbIE npenapaTsbl B paMKax
aHATOMO-TepaneBTUYeCKO-XUMUYECKNX TPy, a TakXe Ha OCHOBAaHMWW MoKa3aHum K
NPUMEHEeHNo, CTaHAAPTOB MEeAUMUMHCKON MOMOWW U KINHUYECKUX PeKoMeHOaLuunn
(MPOTOKONOB Ie4EHNS) U HaNYME BOCNPOMN3BEAEHHbIX JIEKAPCTBEHHbIX NMpenapaTos (B
TOM 4YUcse POCCUNCKUX).

7. KpaTkasa cpaBHUTeNbHas XapakKTepucTtuka 3pdheKkTnBHoOCTM 1 6es3onacHoOCTH
JIeKapCTBEHHOr0 npenapaTa, a TakXe 0COB6EeHHOCTN KIMHUYECKOro MPUMEHEHUS
JIeKapCTBEHHOro npenapaTta B CPaBHEHUW C aHasoraMmum (KAMHMYeCKue rpynnbl
NauneHTOoB, BKJIOYAA BO3pPaCTHble 0COBEeHHOCTU 1 Npodunb 6esonacHoOCTM 1 gp.) C
YyKa3aHWeM MTOroBOW OLLEHKW MO pe3ysibTaTaM KOMMJJeKCHOW oueHkn (6annos).

8. KpaTKoe KJIMHNKO-2KOHOMUYECKoe CpaBHeHMe npegiaraeMoro J1IeKapCTBEHHOro
npenapaTta C aHajnoramum (CTOMMOCTb JIEKAPCTBEHHOIO NpenapaTa U Kypca nevyeHus
MO 3asBJSIEHHbIM NOKa3aHUAM, CpaBHEHME 3aTpaT CUCTEMbI 34PaBOOXPaHEHNSA 1 ap.) €
YKa3aHWeM MTOroBOW OLLEHKW MO pe3yjsibTaTaM KOMMJJEeKCHOW oueHkn (6annos).

9. Pe3ynbTaTbl METOAOJIONMYECKOro KavecTBa KJIMHUKO-IKOHOMUNYECKUX
nccnefoBaHMM U UCCNefoBaHMM C UCMNOJIb30BAaHMEM aHasIM3a BANSAHUSA Ha Blog)KeThbl




bogxeTHoOM cuctembl Poccmnckonm ®depepaumm C yKadaHUMEM UTOrOBOW OLIEHKW MO
pe3ysibTaTaM KOMMJIEKCHOW oueHKK (bannos).

10. Uenecoobpa3HOCTb BKJ/IKOYEHUS B YKa3aHHble B MYHKTe 3 HacToAwero
OOKYMEeHTa nepeyvyHn JsieKapCTBEHHOro npenapaTa (B CBA3M C HaaAUn4Mem B
KJIMHNYECKNX peKkoMeHaauunsax (MpoTOoKosax JieYeHus) KU CTaHdapTaxX MeguuuHCKOMn
MOMOLLM MO COOTBETCTBYIOLLUMM MOKa3aHUAM) C y4€TOM PEKOMEHOYEMOW 4acCTOThl
npenocTassieHUs Mo cnepytouien popme:

Kputepumn oneHku Pesynbrart | [Ikana

OLIeHKN OLIeHKM

(6am10B)

Ilestecoo6pa3sHOCTD BKIIOUEHMS (Ha/IM4UMe JIEKAapCTBEHHOrO Ipernapara B 0,8u +3
CTaHAApTaX MeIULIMHCKO ITOMOIIM) C YYeTOM PeKOMEHAYeMO 4aCTOThI BbIIIE
NpeaoCTaBIeHNs

0,6 -0,8 +2

0,4-0,6 +1

0,2-04 |+0,5

ke 0,2 | +0,2
[lesrecoo6pa3HOCTb BKIIOUEHMS (HAIMUMe JIeKapCTBEHHOTO Mperapara B na +2
KIVHUYECKMX peKOMEeHIalMsIX (IIPOTOKOJIaX JIeUeHMs) 0

HeT

11. 3ameyaHMa TrNaBHOro0 BHeWTATHOro cneuuaancta MwunHucTepcTBa
30paBooxpaHeHnsa Poccunckonm depepaunm K pesybTaTaM KOMMNJIEKCHON OLEHKU (npu
Haan4ymm).

12. WToroBble BGannbl C y4eTOM pe3ysibTaTOB KOMMJIEKCHOW OLUEHKU N B
COOTBETCTBUM C NyHKTaMn 10 n 11 HacToAWero AOKyMeHTa.

13. KpaTkuin BbIBOA O UenecoobpasHOCTM BKAKYEHUS (UCKIKYEeHUS)
JIeKapCTBEHHOr0 npenapaTta B NepPeYHU U MUHUMAJIbHbIN aCCOPTUMEHT, YKa3aHHbIE B
NMyHKTEe 3 HaCTOoALLero JOKyMeHTa.

14. MNMpepnoxxeHna No uesiecoobpasHOCTU UCKIIIOYEHNA NIeKapCTBEHHOr o npernapaTa
U3 nepeyHem M MUHMMANbLHOrO aCCOPTUMEHTA, YKa3aHHbIX B MYHKTEe 3 HacToALlero
AOKYMEHTa, B paMKaxX COOTBETCTBYKLLIUX aHATOMO-TeparneBTUYeCKO-XUMUYECKNX
rpynn, B TOM YucCJie SlIeKapCTBEHHbIX NpernapaTos, MUMeLWmX aHaJlornyHble NoKa3aHus
K MPYMEHEHNIO.

NOANUCL W pacindpoBKa NOANNCK naTa

<*> PexomeHa1y GOpMUPYIOTCS C yUETOM 3aK/I0UeHNI TI0 pe3y/ibTaTaM aHaa3a MeTOH0/I0TMYeCKoro
KauecTBa KIMHUKO-IKOHOMMYECKUX UCCIeN0BaHU 1 aHa/iu3a MHGOpMaLuy O CpaBHUTEIbHOM
KJIMHUYECKoi 3(pdeKTMBHOCTHY U 6e301aCHOCTM JIeKapCTBEHHOTO Mperapara, OlleHKM SKOHOMUYEeCKUX
TOCeCTBUI ero NpUMeHeHNs], U3y4eHUs JOMOJTHUTEIbHbIX [I0C/IeACTBUI IPUMeHeHMs IeKapCTBEeHHOT0
npernapara, puBeJeHHbIX B TpuiokeHusx N 7 u 8 k [Ipasuiiam hopMupoBaHusi TiepeuHeii JeKapCTBeHHbIX
rpenaparoB IJ1s1 MeIUIMHCKOTO MPUMeHeHMSI ¥ MMHMMAaJbHOTO aCCOPTMMEHTA JTIeKapCTBEHHbBIX
MperapaToB, HEOOXOAMMBIX JJIs1 OKa3aHMSI MeAUILIMHCKOM TTOMOI M, YTBePsKAeHHbIM ITOCTaHOBIEHEM
[IpaButenbcTBa Poccniickoit @epepannm ot 28 aBrycra 2014 r. N 871.






