MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 28 aBrycta 2014 r. Ne 871

MOCKBA

00 yrBep:xnenuu Ilpasui popmupoBaHus nepevyHe
JIEKAPCTBEHHBIX NPENapaToB AJIs MeIMIUHCKOI0 IPUMEHECHUA
U MUHMMAJILHOI'0 ACCOPTUMEHTA JIEKAPCTBEHHBIX IPenaparos,

HEO0XOAMMBIX JJIsl OKA3aHUS MeJMIMHCKON MOMOIIH

B coorBercTtBUM co cTathamu S5 u 60 dDenepanbHOrO 3aKOHA
"OO0 oOparieHun JEKapCTBEHHBIX cpeAcTB", cTaThelt 15 denepanbHOrO 3aKOHA
"OO0 ocHOBax OXpaHbl 370pOBbi TpaxknaaH B Poccuiickoit ®enepanuu" wu
cratbeii 6 DegepanbHOro 3akoHa "O TOCYIapCTBEHHON COLHATBHOIN MOMOMIIH"
IIpaBurenscTBO Poccuiickon @enepaimii 10O CTAaHOBJA A€ T ¢

1. YtBepautes mpumiaraemeie [lpaBuna  dopmupoBaHus mepeyHein
JIEKapCTBEHHBIX MPENapaToB M1 MEIUIUHCKOTO NPUMEHEHHUSI U MUHUMAIIBHOTO
aCCOPTUMEHTA JIEKAPCTBEHHBIX TIPEMapaToB, HEOOXOAMMBIX JUIsI OKa3aHUS
MEIUIUHCKOW ITOMOILIH.

2. MunucrepctBy 3apaBooxpanenus: Poccuiickoit @enepanuu yTBEpIUTh
MOJIOKEHHE O KOMHCCMH MWUHHCTEPCTBA 31paBOoOXpaHeHus Poccuiickon
®enepanuu 10 (GOPMHUPOBAHUIO TIEPEYHEH JIEKAPCTBEHHBIX MPEMapaToB IS
MEJIUIIMHCKOTO MPUMEHEHHSI 1 MHUHUMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX
pernaparoB, HEOOXOIUMBIX ISl OKa3aHWsS MEIUIIMHCKOW TOMOIIU, U COCTaB
YKa3aHHOU KOMUCCHH.

3. YcranoButh, uto B 2014 romy mnpemioxeHuss mo (HopMHUPOBAHHUIO
NepeyHel JIGKapCTBEHHBIX MPEMaparoB [Jsi MEAUIUHCKOTO MNPUMEHEHUS
U MUHUMAJIHLHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX MPENapaToB, HEOOXOIMMBIX
JUIL  OKa3aHUs MEIUIIMHCKOW TIOMOIIM, HampaBisiloTcsi B  MUHHCTEPCTBO
3npaBooxpanenus Poccuiickon @Penepauuy B MOPSAAKE, NPEAYCMOTPEHHOM
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[IpaBunamu, yTBEp:KICHHBIMU HACTOSIIIUM MOCTaHOBJICHHEM, 1O 15 ceHTaAOps
2014 r.

4. ITlynkt 4 nocranoBnenus IIpaButensctBa Poccuiickoii denepanuu OT
29 okta0ps 2010 1. Ne 865 "O rocymapCTBEHHOM pETyJMpPOBAaHMU II€H Ha
JIEKapCTBEHHbIE MIPenapaThl, BKIIOUECHHbIE B IEPEYEHb KUZHEHHO HEOOXOIUMBIX
U BaXHEHUIMX JekapcTBeHHBIX mpenapatoB" (CoOpaHue 3aKOHOAATENIbCTBA
Poccuiickoit ®deneparuu, 2010, Ne 45, ct. 5851; 2012, Ne 37, c1. 5002) nocine
cioB "MUHHUCTEPCTBOM 3KOHOMHYECKOTO pa3BuTHs Poccuiickoit denepanun’
JONOJIHUTh clioBaMH ", MHHHCTEPCTBOM TpyAa M COIMAIBHOM 3alIUTHI
Poccuiickon ~ ®depepauyn, MHUHUCTEPCTBOM  PETHOHAIBHOIO  Pa3BUTHUS
Poccuiickoit  ®enepanuu, @DenepaibHOM  aHTUMOHOMOJBHOM  CITY>KOOi,
®denepanbHON City)00i MO HaI30py B cepe 3amUThl MpaB MOTpeOUTENEd u
Onaromnonyuus yesnoBeka, denepaibHbIM areHTCTBOM HAayUHBIX OpraHu3aiuil'”.

5. MunucrtepctBy 3apaBooxpaHeHust Poccuiickonn denepanuu J1aBaTh
pa3bACHEHUsT O MOpsAKe NpuMeHeHus [IpaBui, yTBEPKIEHHBIX HACTOSIIUM
ITIOCTAHOBJICHUEM.

IIpencenarens [IpaBurenscrBa
Pocculickon ®@enepanuu JA.Mensenes
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YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 28 aBrycra 2014 r. Ne 871

NPABHUJIA

(popmupoBaHus nMepeyHeH JeKAPCTBEHHbIX Nperaparos
JMJIS MEAULIMHCKOT0 IPUMEHEHUSI U MUHMMAJIbHOTO ACCOPTUMEHTA
JIEKAPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX JJIS OKA3ZAHMS
MEIUIMHCKON MOMOIIH

1. Hactosimue [IpaBuiia ycraHaBiIMBaIOT MOPSIIOK POPMUPOBAHUS:

a) MepeyHsl KU3HEHHO HEOOXOJMMBIX W BAKHEUIIUX JIEKAPCTBEHHBIX
npenaparoB Il MEAUIIMHCKOTO MPUMEHEHHUs (Jajnee - MepeueHb BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB);

0) mepevHs  JIGKQPCTBEHHBIX TMPEMaparoB, MPEIHA3HAYCHHBIX IS
oOecrieueHust JMIl, OOJIbHBIX TeMO(PUINEH, MyKOBUCIIUI030M, THIO(PHU3APHBIM
HAaHU3MOM, OoJie3Hbl0 ['omIe, 3JI0KaYeCTBEHHBIMU  HOBOOOPA30BaHUSAMHU
TUM(GOUTHOM, KPOBETBOPHOM ¥ POJCTBEHHBIX WM TKaHEH, pacCesTHHBIM
CKJIEPO30M, a TaKXKe JIUI[ TOCNe TPAHCIJIAHTAIMM OPraHoB W (MJIM) TKaHEH
(mamee - mepeyeHb JOPOTOCTOSIINX JICKAPCTBEHHBIX MPENapaToB);

B) IEPEUHs]  JICKAPCTBEHHBIX  MpenapaToB  JJII  MEAUIIMHCKOTO
MPUMEHEHUSI, B TOM YHUCJE JICKAPCTBEHHBIX MPENapaTroB JJIsi METUIIMHCKOTO
MPUMEHEHUS, HA3HAYAEMbIX 0 PEIICHUI0 BPau€OHBIX KOMUCCUNA MEIUITMHCKUX
OpraHu3aiuii (J1anee - mepeueHb JICKapCTBEHHBIX MPENapaToB JIsi 00eCTICUCHHUSI
OTIICTILHBIX KATETOPUI TPaK/IaH);

') MUHIMAJIBHOTO aCCOPTUMEHTa  JIEKAPCTBEHHBIX  MPEMapaToB,
HEOOXOMUMBIX I OKa3aHUs MEIUIIMHCKOW MOMOIIM (J1ajiee - MUHUMAJIbHBIN
aCCOPTHMEHT).

2. [lepevyeHb BaXXKHEUWIIUX JIEKAPCTBEHHBIX IMpENapaToB (POPMUPYETCS IO
MEXIYHAPOJIHBIM HEMATCHTOBAHHBIM HAWMEHOBAHUSAM JTUX JIEKAPCTBEHHBIX
npenaparoB (IPU OTCYTCTBUHU TAKMX HAUMEHOBAHHM - TI0 TPYITAPOBOYHBIM WIIH
XUMUYECKMM HAaWMEHOBAaHWSM), B TOM 4YHCJI€ C YYE€TOM CTaHJIapTOB
METUITMHCKON TTOMOINY U KIIMHUYECKUX PEKOMEHIAIUH (TIPOTOKOJIOB JICUCHHSI)
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10 BOIIPOCaM OKa3aHUSI MEAMIIMHCKOW MOMOIIH, U3 JIEKAPCTBEHHBIX MPENapaToB
JUISL MEAMIIMHCKOTO TpUMEHEHHUs (Jajiee - JIeKapCTBEHHBIE Mpernaparhl),
OTBEYAIOIINX CIEAYIOIIUM KPUTEPUSIM:

a) IGKQpCTBEHHBIA Tpernapar 3aperucTpUpPOBaH B  YCTAHOBIEHHOM
nopsiake B Poccuiickon denepanuu;

0) TEKapCTBEHHBIM TMpernapaT NPUMEHSETCS C IeJNbl0 JIHUArHOCTUKH,
npoQUIaKTUKK, JI€YeHUs W peadbuiuTanuy 3a00JeBaHUM, CHHIIPOMOB H
COCTOSIHUM, B TOM YHCJIE NPEoOalaloliuX B CTPYKType 3a0071eBaeMOCTH B
Poccuiickon @enepannu;

B) JICKAPCTBEHHBIN MpernapaT MUMEET NPEUMYIIECTBO IO CPABHEHHIO C
JPYTUMH JIEKAPCTBEHHBIMU IMIpErapaTaMl MpH JIEYECHUU ONPEAECICHHOTO
3a00JIeBaHUS UM COCTOSTHUS,

T) JICKAPCTBEHHBIM npemnapar TEepaNEBTUYECKU DKBUBAJICHTEH
JIEKapCTBEHHBIM TIperapaTtaM CO CXOXXHM MEXaHU3MOM (PapMaKoJIOTHUYEeCKOTo
JEUCTBUSL.

3. [lepeyennb AOPOTOCTOSIUX JEKAPCTBEHHBIX IMpenapaToB GOpMHUPYETCS
M0 MEXIYHAPOJIHBIM HEMAaTEHTOBAHHBIM HAMMEHOBAHUSM 3THX JIEKAPCTBEHHBIX
npenapaToB (IPU OTCYTCTBUU TAKUX HAUMEHOBAHUM - IO TPYHIUPOBOYHBIM HIIH
XUMUYECKUM HAaWMMEHOBAHUSIM) C y4€TOM 00BEMOB OFO/IKETHBIX aCCUTHOBAHUH,
MPETYCMOTPEHHBIX B (hesiepaibHOM OIO/KETE Ha CIASAYIOMIUNA KaJICHIapHBIN Toj
M COOTBETCTBYIOIIMM IUIAHOBBIA NIEPUOA, W3 JIEKAPCTBEHHBIX IIPEIAPATOB,
OTBEUYAIOIIUX CIIECIYIOIIUM KPUTEPHUSIM:

a) JICKApCTBEHHBIM Mpenapar 3aperucTpUpoBaH B  YCTAHOBICHHOM
nopsiake B Poccuiickon denepanuu;

0) TeKapCTBEHHBI  TpenaparT BXOJIUT B  TEPEUCHb  BaKHEHIIHMX
JIEKapCTBEHHBIX MPENapaTos.,;

B) JIEKApPCTBEHHBIN Mpernapar MUMEET MPEUMYLIECTBO IO CPABHEHUIO C
JIPYTUMHU  JICKAPCTBEHHBIMHM TpenapaTtaMu TPy JICYCHUH JUI, OOJBHBIX
remMopuiIne, MyKOBUCIIUI030M, TUMIO(U3APHBIM HAHU3MOM, OoJie3HbIO [ orre,
3JI0KAYECTBEHHBIMU HOBOOOPa30BaHUAMH JTUM(OUTHON, KPOBETBOPHOU W
POACTBEHHBIX WM TKaHEH, PACCEIHHBIM CKJIEpO30M, a TAaKXKE JHIl IIOCTe
TPAHCIUIAHTALIMY OPTaHOB U (MJIM) TKAHEH.

4. TlepeueHb JEKapCTBEHHBIX MPENapaToB I OOCCIICUCHHS OTIEIbHBIX
Kareropuii TpaxmaaH (GOpPMHUPYETCS MO MEXKIYHAPOIHBIM HEMaTEHTOBAHHBIM
HAaUMEHOBAHUSIM 3TUX JIEKAPCTBEHHBIX MpPENapatoB (MpU OTCYTCTBUU TaKUX
HAaUMEHOBAHUW - MO TPYNIUPOBOYHBIM WM XUMUYECKUM HAUMEHOBAHUSIM) U3
JIEKAPCTBEHHBIX MTPENAPATOB, OTBEUAOIINX CICIYIOIIUM KPUTEPHUSIM:

a) JICKAPCTBEHHBIM Mpenapar 3aperucTpUpoBaH B YCTAHOBJIEHHOM
nopsiike B Poccuiickont denepanny;
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0) TEKapCTBEHHBIM  Mpenapar BXOJUT B  TEPEUCHb  BaKHEHIIMX
JIEKapCTBEHHBIX NPENapaToB,;

B) JIEKapCTBEHHBIM MpernapaT MMEET MPEUMYIIECTBO MO CPaBHEHUIO C
JPYTUMH JIEKQpCTBEHHBIMU IpEnapaTaMy MpH JICUEHUH JUL, UMEIOIINX IPaBO
Ha TMOJy4Y€HHE TOCYIapCTBEHHOM COLMAJIbHOM TMOMOIIM B BHUAE Habopa
COIIMAJIbHBIX YCIYT.

5. MUHUMANBHBI aCCOPTUMEHT (QOopMUpYETCS ISl Pa3IuYHbIX BUIOB
anTEeYHbIX OpraHU3allui W HWHIWBUAYAIBHBIX MPEAIPUHUMATENIEH MO
MEXKYHAPOJHBIM  HEMATCHTOBAaHHBIM  HAUMEHOBAHUSIM  JIEKQPCTBEHHBIX
npenaparoB (MIPU OTCYTCTBUU TaKMX HAUMEHOBAHUH - MO TPYIITUPOBOYHBIM WIIH
XUMUYECKUM  HAaUMEHOBAaHUSIM) M3  JICKAPCTBEHHBIX  MpenaparoB A
MEJIUIIMHCKOTO MPUMEHEHHUS, OTBEYAOIIUX CJIECAYIOIINM KPUTEPHUSAM:

a) JICKAPCTBEHHBIM Mpemnapar 3aperucTpUpoBaH B  YCTAHOBICHHOM
nopsiake B Poccuiickon denepanuu;

0) TeKapCTBEHHBIM  Tpenapar BXOJUT B  TIEPEUCHb  BaKHEHIIHMX
JIEKapCTBEHHBIX NPENapaToB,;

B) JICKAPCTBEHHBIM  Tpemapar, HaxoJAsluiics B  oOpamieHud  Ha
tepputopun Poccmiickori deneparuu, uMeeT HE MEHEe 2 COOTBETCTBYIOIIUX
eMy 10 MEXIyHapOJHOMY HENMAaTEHTOBAHHOMY HAWMEHOBAHHIO  JIMOO
3aMEHAIONIEMY TaKO€ HAMMEHOBAHUE TPYNIUPOBOYHOMY WM XUMHUYECKOMY
HAaUMEHOBAaHUIO  BOCIPOM3BEICHHBIX  JIEKAPCTBEHHBIX  MpenapaTtoB B
aHAJIOTUYHBIX JICKAPCTBEHHBIX (POpMax M JO3UPOBKAX, MPOU3BOJUMBIX JIBYMS
u 0oyee MPOU3BOAUTENSIMU (32 HMCKIIOUEHUEM JIEKApCTBEHHBIX IIPETapaTos,
MPOU3BOIMMBIX €IMHCTBEHHBIM OT€YECTBEHHBIM MIPOU3BOIUTEIIEM );

I') JIEKapCTBEHHBIN Tpemnapar COTJIACHO JaHHBIM 00 0ObemMax Mpoaax Ha
dapmaneBTuueckoM peiHKe Poccuiickoit deneparnuu BocTpeOOBaH CHUCTEMOM
3IPABOOXPAHEHHUS U HACEIICHUEM B TEUECHHE BCETO KAJIEHIAPHOI0 roja.

6. JlekapcTBEeHHBIC MpenapaThl MOJUICKAT HWCKIIOUCHUIO U3 TEPEYHS
BAKHEHIIMX  JICKAPCTBEHHBIX  MpENapaTroB, MEpPEYHs  JIOPOTOCTOSIIUX
JIEKApCTBEHHBIX MpenapaToB, NEpPEYHsl JIEKAPCTBEHHBIX MpenapaToB Ui
oOecrieueHusT OTACIBbHBIX KAaTeTOpUN TpakaaH (Jajee - MEepedyHH) W
MHUHHUMAJIBHOTO aCCOPTUMEHTA B CIAEAYIONIUX CIyYasx:

a) BKJIIFOYEHUE albTEPHATUBHBIX JIEKapCTBEHHBIX Mpenaparos,
oOnagaronmx JIOKa3aHHBIMU KJIIMHUYECKUMH, u (1n) KJIIMHUKO-
PKOHOMHYECKUMHU TPEUMYIIECTBAMH, | (WJIM) OCOOEHHOCTSIMU MEXaHU3Ma
neicTBus, U (1) Oonblied 6€30MacHOCTBIO MPU JUATHOCTHKE, MPO(UIaAKTHKE,
JICUCHHUH WY peadbmiuTanuy 3a001eBaHu, CHHAPOMOB M COCTOSTHUH;
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0) MosIBJICHWE CBEJCHUH O TOKCHYHOCTU WM BBICOKOM YacTOTE
HEXEJNAaTeNbHbIX TOOOYHBIX SBJICHUM TPU MNPUMEHEHUU JIEKAPCTBEHHOIO
npernapara;

B) IPUOCTAHOBJICHUE TPUMEHEHHUS JIEKapCTBEHHOrO Mperapata B
Poccuiickon @enepannu;

I') OTMEHA TOCYIapCTBEHHON PETUCTpaIliy JICKAapCTBEHHOTO Mpernapara;

1) IpEeKpallieHue MPOU3BOJACTBA JIEKAPCTBEHHOrO Mpernapara JuOO €ero
noctaBok B Poccuiickyto ®enepanuio u (MiaM) OTCYTCTBHE JIEKAPCTBEHHOTO
npenapara B TpaxaaHckoM obopore B Poccuiickoit ®enepannu B TEYEHHE
IIEpUO/Ia, IPEBBIIAIOIIETO OJIUH KAJICHAAPHBIN IO,

€) UCKIIFOUEHUE JIEKAPCTBEHHOTO IMIpernaparta M3 MEepedHs BaKHEHIIUX
JIEKapCTBEHHBIX MPEINaparoB - JUIA MEPEYHS JOPOTOCTOSAIIMX JIEKAPCTBEHHBIX
mpenaparoB, IEpeyHs JICKAPCTBEHHBIX TMpemapaTtoB Uil  oOecredeHus
OTAEJBHBIX KATErOPUM TPAXKJAaH U MUHUMAJIBHOTO ACCOPTUMEHTA.

7. IlepeyeHb BaKHEMINIUX JIEKAPCTBEHHBIX MpernapaToB GOpMHUPYETCS
exerogHo.  IlepeyeHp  mOpOrocrosMx  JIGKAPCTBEHHBIX  IPENApaToB,
NepeUeHb JICKAPCTBEHHBIX MPENapaToB JiJisi 00eCeueHusl OTEIbHBIX KaTeropuit
rpakKaaH U MUHUMAJIbHBI aCCOPTUMEHT (POPMUPYIOTCS HE peXe OJHOTO pasa
B 3 roza.

8. BHecenne u3MeHeHMl B MEpEeYHH W MHUHUMAIBHBIA aCCOPTHUMEHT
OCYIIECTBJISIETCSI B COOTBETCTBUM C TPEOOBAHHUSAMH, YCTAaHOBJICHHBIMU
HacTosAmuMH [ IpaBuiiamu.

9. ®opMupoBaHue TEpeUYHE U MHHHUMAQJIBHOTO  aCCOPTUMEHTA
OCYILECTBIISIETCS o0pa30BaHHOM MunucrepcTBOM 31paBOOXPAHEHUS
Poccuiickoit  ®epepanu  KOoMHCCHEH 1O  (OPMUPOBAHUIO  TEpPEUHEH
JICKapCTBEHHBIX TMpPENaparoB W MHUHUMAJIBHOTO AacCOPTUMEHTa (manee -

KOMHUCCHS).

10. Opraau3anmoHHO-TEXHHIECKOS obecricucHUE NS TEIbHOCTH
KOMHUCCHHM OCYIIECTBIIAET MUHHCTEPCTBO 3ApaBOOXpaHeHus Poccuiickon
denepaunm.

11.B cocrtaB KOMHCCHMH BXOJST TIpeJACTaBUTEIM MUHHUCTEPCTBA
3apaBooxpaneHust Poccuiickon @enepannn, MUHUCTEPCTBA TPOMBIIUIEHHOCTH
u toproBiau Poccuiickoit ®enepanuu, MunucrtepctBa ¢unancoB Poccuiickoit
Qenepaunu, MwuHHCTEpCTBA TpyAda M COLMAIBHOM 3ammThl Poccuiickoun
Oenepannu, MUHHCTEPCTBA PETHOHAIBHOTO pa3BuTus Poccurickoin Penepanuu,
deaepaibHON CITy:kO0bI 110 HaA30py B cepe 3apaBooxpanenus, denepanbHOn
CIIY>KOBI 10 HaA30py B cdepe 3aluThl MpaB MOTpeOuTenel u Oaronoaydus
yenoBeka, deepanbHON aHTUMOHOMOJNBHOU CyKObI, dDeneparTbHOro MEIUKO-
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OMOJOrnYecKoro areHTcTsa, denepanbHOro areHTCTBa HAyYHBIX OpraHU3aLNM,
UHBIX (efepaibHBIX OPraHOB HUCHOJHUTENBbHOW BiacTu, (eaepaabHbIX
roCyapCTBEHHBIX 00pa30BaTEIbHBIX OpPraHU3allMid BBHICHIETO MEJAUIIMHCKOTO U
dbapmaneBTHYECKOro 00pa3oBaHMs, a Takxke (enepanbHBIX TOCYIapCTBEHHBIX
MEJUIMHCKHUX U (hapMalleBTUUECKUX HAYUHBIX OpraHU3aIui.

Ha 3aceganust KoMHCCHM MOTYT OBITh IPUIJIAIIEHBI PEICTABUTEIN UHBIX
denepanbHBIX OpPraHOB HCIOJHUTENIBHON BIACTH, a TaKXe OOIIECTBEHHBIX
00BbEIMHEHUH, OCYIIECTBISAIOMUX ACSITENLHOCTh B cepax 3IpaBOOXpaHEHHUS,
oOpalleH s JIeKapCTBEHHBIX CPEJICTB U 3alllUTHI MPaB rpak/iaH B 3TUX cdepax.

12. 3acenanuss KOMHCCHM TpPaHCIUPYIOTCS Ha OQUIUAIbHOM caiite
MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu B HHGOPMAIIMOHHO-
TeJICKOMMYHUKAaIIMOHHOM ceTtn "MHTepHeT" (nanee - opuimnanbHblil CallT B CETH
"UuTepuet").

13. CyObekThl ~ oOOpaleHusi  JEKAPCTBEHHBIX  CPEICTB U (WJIN)
OOILIECTBEHHbIE OOBEAMHEHUS, OCYIIECTBISIIONIUE NEITEIbHOCTh B cdepax
3[paBOOXpaHEHUs, OOpaIleHHs] JIEKapCTBEHHBIX CPEACTB MW 3alUTHI TPaB
rpaxnad B JTHX cdepax (mamee - 3asBUTEIH), HANPABISIIOT EKETOIHO
B MuHucrepctBo 3apaBooxpaHeHuss Poccuiickonn ®denepannu He NO31HEE
31 mapTa BKIIOYUTEIHFHO HAa OyMa)XHOM HOCHUTENE W B DJIEKTPOHHOM BHUJE IO
dbopmMe,  YCTaHOBJICHHOM  yKa3aHHbIM  MUHHCTEPCTBOM,  CIICIYIOIIHE
IIPEIIOKEHMSI C PUIIOKEHUEM COOTBETCTBYIOIIUX TOKYMEHTOB U CBEICHUI:

a) MPEeUI0KEHNE O BKJIFOUEHUH JIEKAPCTBEHHOTO Ipenapara B IepeyHH 110
dbopme cornacHo npuioxkeHuo Ne 1;

0) mpeyIoKEeHNe O  BKJIIOUEHUM JICKapCTBEHHOIO  Ipemnapara B
MUHUMAaJbHbIN aCCOPTUMEHT O (hOpME COrIacHO NpUIoKeHUIo Ne 2;

B) MpEVIOKEHHE 00 MCKIIOYEHUH JIEKapCTBEHHOIO Ipenapara U3
nepeyvHeit no gopme CoriiacHo nNpuiiokeHuro Ne 3;

) npeajio)keHue o0 HCKIIOYEHWU JICEKApCTBEHHOTO IIpenapara U3
MUHHUMAJILHOTO aCCOPTUMEHTA MO (POpME COTJIACHO NpUIIoKeHHIo Ne 4.

14. Tlpu wHampaBiIeHUM KaXJAOro W3 MNPEIJIOKEHUN, YKa3aHHbIX B
nyHkTe 13 Hacrosmmx [lpaBun (mamee - mpeniokeHUE), MO TMOYTE JAHEM
oOpalieHus 3asBUTENSI B KOMUCCUIO CUMTAETCS JaTa, yKa3aHHAas Ha MOYTOBOM
HITeMIIeie opraHu3anuu (eaepasbHOM MOYTOBOM CBSI3U 110 MECTY OTIPABJICHHUS
IPEIIOKEHHUS.

15. Komuccust B TeueHue 15 AHENl cO JHA MOCTYIUICHUS TMPEII0KECHUS
OpraHu3yeT NPOBEJIECHUE €r0 JOKYMEHTAIbHON SKCIEPTU3BI.

IIpy  1OKyMEHTalnbHOM  DKCHEPTU3E€  NIPOBEPSETCA  HAIJIEKAIIEE
oopmiieHHEe TPEAJIOKEHUS B COOTBETCTBMM C Hactosmmmu [IpaBunamuy,
MOJIHOTA U JIOCTOBEPHOCTH MPEJICTAaBICHHON HH(POpPMAIMH O JIEKAPCTBEHHBIX
npenaparax, B TOM YHCIE €€ COOTBETCTBUE CBEAEHUSIM, COJEpKAIIUMCS
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B FOCYJJapCTBEHHOM PEECTpE JICKAPCTBEHHBIX CPEJCTB, MO PE3YJIbTaTaM KOTOPOM
oopmIsieTcss 3akiroueHue 1mo ¢opme coriiacHo npuiiokeHuro Ne 5 (manee -
3aKJII0YEHHE M0 PE3YJIbTaTaM JIOKYMEHTaJIbHOM 3KCIIEPTU3HI).

16. IlpennoxxeHne  OTKIOHSETCS OT  JAJbHEUINEro  PacCMOTPEHHUS
B CJICAYIOIIUX CIIydasx:

a) HeHaanexaniee oGopMIICHUE TPEMJIOKEHHUSI U MPUIAraeMbIX K HEMY
JIOKYMEHTOB U CBEACHUII;

0) OTCYTCTBHE MPEUIOKEHUSI W TMPUTIATaéMbIX K HEMY JIOKYMEHTOB U
CBEJICHUH B AJICKTPOHHOM BHUJIE;

B) IIPEJICTAaBIIEHHUE JOKYMEHTOB U CBEICHUI B HETIOJHOM O0BEME;

T') BBIIBJICHME HECOOTBETCTBUSI MEXJYy JOKYMEHTAMH U CBEJCHUSIMU,
MPE/ICTaBICHHBIMU HA OYMa)KHOM HOCHTEJIE U B DJICKTPOHHOM BUJIE;

1) IpeJICTaBICHUE HEAOCTOBEPHOM MM UCKAKEHHON MH(MOpMAITIH.

17.Tlpu OTKJIOHEHUH TPEAJIOKEHUS OT MaJbHEUIIEro PacCMOTPECHUS
KOMHUCCHUEW HampaBisIeTCsl 3asBUTENI0 COOTBETCTBYIOIIEE 3aKIIOUYEHHE TI0
pe3yibTaTaM JOKYMEHTAJIbHOW JKCIEPTU3bl B CPOK, HE MPEBBIMIAIONINKN 7 THEN
CO JHS €ro BBIHECEHUS, IPU OTOM MPEJCTaBIeHHbIE B MUHUCTEPCTBO
3apaBooxpaneHust Poccuiickort denepanuy JOKYMEHTBI U CBEICHUS 3asBUTEIIO
HE BO3BpAlalOTCS.

JlopabotanHoe  3asBUTENEM  MPEMIOKEHHE C  yCTPAHEHHBIMU
3aMEUaHUSIMH, YKAa3aHHBIMU B 3aKJIIOYEHHUH MO PE3yJIbTaTaM JTOKYMEHTaJIbHOM
OKCIIEPTU3BI, MOXKET OBITh MOBTOPHO HAMpPaBICHO B KOMHCCHIO HE TIO3HEE
1 WroHS TEeKyIero roja.

18. Uadopmaimsi 0 MOCTYNUBIIUX B aJpeC KOMHUCCHUU TPEIIOKEHUSX,
B TOM YHCJIE MPOIICANUX TOKYMEHTAIbHYIO JKCIEPTU3Yy, pa3MeliacTcss Ha
oduimanpHOM caiite B cetu "HHTepHeT" .

19. Tlpenyoxkenus, B OTHOIIEHWHW KOTOPBIX BBIHECEHO IOJOKUTEIHLHOE
3aKIIOYCHUE TI0 pe3yJbTaTaM JOKYMEHTaJIbHOW OJKCHEPTHU3bI, TMOJJIekKAT
JTanbHEHIIEMy PpPacCMOTPEHHIO KOMHCCHEH B YCTAaHOBJIEHHOM HACTOSIIUMHU
[IpaBunamu nopsiake.

20. Komuccusi B CpoK, HE TPEBBIMIAIONUNA 7 THEH CO JTHS BBIHECCHHS
MOJIOKHUTEIIBHOTO 3aKIIFOUCHHSI TI0 pe3yibTaTaM JOKYMEHTAIbHOU IKCIEPTHU3HI,
HaIMpaBiIsieT TPEIJIOKEHWEe B OTHOIICHWU JIEKAPCTBEHHBIX IpEnapaTos,
MpeaiaraeMbIX I BKIIIOUCHHS (MCKIIIOYCHHS) B TEPEYHM, HA DKCIEPTH3Y B
PO IIbHYIO benepanbHyIO roCyJIapCTBEHHYIO 00pa30BaTENbHYIO
OpraHu3alI0 BBICILIETO oOpa3zoBaHUS (MEAUIIMHCKOTO U (1n)
dapmareBTHUecKoro) W (WiIM)  JOMOJHUTEIHRHOTO  MPOQECCHOHAIBHOTO
oOpa3oBaHUsl, OCYIIECTBISIONIYI0O B Ka4eCTBE YCTABHOTO BHA JEATEIHLHOCTH
HAay4YHO-HCCJIEIOBATENbCKYIO JI€SITENbHOCTh, JIMOO B MEAUIMHCKYIO U (WJn)
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(bapmaneBTUYECKYIO HAy4YHYIO OpraHu3alluIo, MOJIB€ZIOMCTBEHHYIO
MunucTepcTBy 3apaBooxpanenust Poccuiickonn denepanuy wim HaxXOOAIIYHOCS
B BeaeHun @DenepaibHOrO AareHTCTBA HAYYHBIX OpraHu3auui (maiee -
DKCIIEPTHAS OpraHu3alus), C MPEIOCTaBICHUEM JIOCTYNMa K HSJIEKTPOHHBIM
BEPCUSIM TPEJICTABIICHHBIX 3asiBUTEISIMU JJOKYMEHTOB U CBEACHUMN, B TOM YHUCIIE
JIOKyMEHTOB ~ PETUCTPAIMOHHOIO JIOCh€ Ha JIEKapCTBEHHBIM Mpernapar,
pa3MEIICHHBIM B YCTAaHOBJICHHOM TMOpAJIKE Ha O(UIMAIbHOM cailiTe B CETU
"UnTepuet".

21. IlepeueHb SKCHEPTHBIX OpraHU3alUi yTBEpKIaeTcs MUHHUCTEPCTBOM
3npaBooxpaHeHus: Poccuiickoit ®denepanuu U pazMeniaeTcss Ha OPUIIMATHLHOM
caiite B cetn "UHTEepHeT".

22. DkcrepTr3a TPEJIOKEHUsT  (Jlajee - DIKCIEepPTU3a)  BKIIIOYAET
KJIMHAYECKYI0 U KIMHUKO-?PKOHOMHYECKOU OIEHKY JIEKApCTBEHHOTO Ipernapara
Y TIPOBOJIUTCS DKCIIEPTHOM opranuzaiueit B teuenue 30 aHei co JHS MoTydeHUs
OT KOMHUCCHH TPEJIOKECHUS.

23. Jlns mpoBeneHusT JKCIEPTU3bl OSKCIEpTHAs OpraHu3alus Cco37acT
DKCIIEPTHYI0 KOMHUCCHUIO U3 CHEIHAIUCTOB C BBICIIUM  METUIIMHCKUM,
bapmaneBTUYECKUM WM OMOJIOTUYECKUM 00pa30BaHUEM C MMPEUMYIIECTBEHHBIM
y4acTUeM  CHOCIHUAIUCTOB,  HMEIIIMX  BBICHIEE  MEAMIIMHCKOE |
dapmarneBTHUeCcKOe 00pa3oBaHUeE.

24. Onenka wuHbOpMAIMKM 3asBUTENS O OE30MAaCHOCTH, KauyecTBE U
7(h()EKTUBHOCTH JIEKAPCTBEHHOTO TIpemapara OCYIIECTBISAETCS Ha OCHOBE
WHTErPaNbHBIX 1K OIEHKHU JIEKAPCTBEHHOTO Tpemnapara, KOTOPhIE MPUBEICHBI
B nIprtoxeHuu Ne 6.

[IpoBeneHne  KIMHUKO-3KOHOMUYECKOM  OLEHKH  IPEJICTaBICHHBIX
3asiBUTEJIEM  KJIMHUKO-DKOHOMHUYECKMX  HCCIICIOBAHUW  JIEKAPCTBEHHOTO
npenapara ¥ 00OCHOBAHHOCTH TOJIYYCHHBIX MPU HMX TMPOBEIACHUU KIMHHUKO-
DKOHOMHYECKUX  XapaKTePUCTHK, OOYCIOBIMBAIOMIMX  IEJI€CO00Pa3HOCTh
BIUIFOUCHUS  (MCKIIIOYEHHWs) JIEKAPCTBEHHOTO  TMperapata B MEpPEYHH,
OCYIIIECTBJISICTCS B TOM 4YHCJIC HA OCHOBaHMM pacueTa CTOMMOCTU Kypca (Toza)
TEepanmuu TMpeJjiaraéMbpiM JICKAPCTBEHHBIM TMpenapaToM [0 CPAaBHEHHIO C
JICKapCTBEHHBIMU TIpeTnapaTaMy, BKJIIOYCHHBIMH B JICUCTBYIOIINE TEPEYHH,
UCXOJII W3 PACUYCTHOW IICHBI, TPEICTABIAIONICH CTATUCTUYECKYIO MEIUaHy
3apErUCTPUPOBAHHBIX B YCTAHOBJICHHOM TMOPSAKE II€H COOTBETCTBYIOIIUX
BOCITPOU3BEICHHBIX JICKAPCTBEHHBIX MPEnapaToB (MPU HATHYNN).

[Ipu oTcyTCTBUM 3apEeTHCTPUPOBAHHBIX B YCTAHOBJICHHOM TMOPSIIKE I€H
Ha JICKQpPCTBEHHBIC TIpEeNapaTtbl CpPaBHCHWE W OIICHKA OCYIIECTBISIOTCS
B OTHOIIICHUU PACUETHBIX II€H Ha 3aKyMaeMble JIEKAPCTBEHHBIE MpErapaThl IO
JAHHBIM DJIEKTPOHHBIX IUIOMIAZ0K, HAa KOTOPBIX TPOBOASTCS DJIICKTPOHHBIC
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ayKUHOHBI MO0 3aKyNKE JIEKAPCTBEHHBIX MPENapaToB Il TOCYJAApCTBEHHBIX U
MyHULMNAIbHBIX HYXI. I[Ipu 3TOM pacdyeTHas Il€HA Ha JIEKapCTBEHHBIM
npenapar MnpeicTaBiseT CTATUCTUYECKYI0 MeMaHy IIeH (DaKTUYECKUX 3aKyIOK
Ha BOCIIPOU3BEACHHBIC JIEKAPCTBEHHBIE MTpenapathl (MpY HATUYUH).

B mensx nonydeHus HEOOXOAMMOM MOMOJHUTENBHOW HH(OpMauu u
YTOUYHEHUSI TPEICTABICHHBIX B NPEMIOKEHUH CBEICHHN  DKCIIEpTHAs
OpraHu3aiys Mpu MPOBEACHUU SKCIEPTU3bI OCYIIECTBIISAET MOUCK MHGOPMALINH
O  KIMHUYECKMX ¥ (WIM)  KIMHUKO-DKOHOMHYECKUX  HCCIEAOBAHUSIX
JIEKapCTBEHHOIO TMpenapara (MOJHOTEKCTOBBIE MyOIMKAIMK MpUiIaraloTcs K
3aKJIFOYEHHUIO).

25. Ilo pe3ynbTraram SKCHEPTU3BI IKCIIEPTHAST OpPraHU3allds COCTABIISICT
3aKir0YeHue 1o gopme coryacHo npuioxkenuto Ne 7 (masiee - 3aKJIIOYEHHE TIO
pe3yibTaTaM 3KCIEPTU3bl) M TPEJICTaBIsAET €ro B KOMHUCCHIO Ha OyMa)KHOM
HOCHUTEJIE U B BJIEKTPOHHOM BHJIE.

26. 3aKiIroueHre 1o pe3yjbTaTaM JKCIEPTU3bl C MPWIOKEHUEM K HEMY
NPEUVIOKEHUSIT B TEUYEHUE 7 AHEH CO JHS €ro IOJYyYEHHUsS HalpaBiseTcs
KOMHUCCHUEW  dKcmepTy — (BHEMITAaTHOMY — CHEIUANNCTy)  MUHHUCTEpCTBa
3npaBooxpaHeHusi Poccuiickoit @Denepanuu (ganee - TIABHBIA HIKCIEPT)
C y4eToM Tpoduiis ero AesTENbHOCTU JJIsl MOATOTOBKM HAYyYHO OOOCHOBAHHOMU
pPEKOMEHJAIMKM O BKJIIOYEHUH (00 HCKIIOYEHUH, OTKa3e BO BKIIOYEHUN)
JIEKaQpCTBEHHOI'O0 TpenapaTta B I[EPEYHH MO HTOMY MPEIIOKEHHI0 C
MPEAOCTaBIECHUEM JIOCTYNA K AJIEKTPOHHBIM BEPCUSIM JTOKYMEHTOB U CBEJICHHI,
B TOM YHCJIE JOKYMEHTOB PETHCTPALMOHHOTO JOCh€ Ha JIEKapCTBEHHBIN
npenapar, pa3MelIeHHbIM B YCTAHOBJICHHOM MOPSAKE Ha OPUITHATHHOM CaiiTe B
cetu "Murepuer".

27.T'maBHBIC DJKCIEPTHI B TEUYCHHWE 15 qHEW cO JHA TMOJydeHUs
3aKJIIOUCHHSI 10 pe3ysibTaTaM 3KCIEPTU3bl MPEJACTABISIIOT B KOMHUCCHIO Ha
OyMa)XHOM HOCHUTENIE M B DJIEKTPOHHOM BHJE IOATOTOBJICHHBIE HAa OCHOBE
aHaNM3a 3aKIIOYEHHUs TO pe3yjbTaTaM »JKCHEePTHU3bl HAYYHO OOOCHOBAHHBIC
pPEKOMEHJAIMM O BKJIIOYCHUH (00 WCKIIOYEHUH, OTKa3e BO BKJIIOYCHUN)
JIEKapCTBEHHOTIO Mperapara B NEPEUHH.

[Ipy NOATrOTOBKE TaKMX PEKOMEHJALMUKM TJIABHBIE S3KCIEPThI B LEIAX
MOJIYYCHUST JOMOJTHUTENbHOW WH(MOpManuu o Oe30MacHOCTH, KadecTBE U
7 ()EKTUBHOCTH, a TaKkKe O KIWMHUKO-DKOHOMHUYECKUX XapaKTEPUCTHUKAX
JIEKapCTBEHHOTO Tpenapara MOTYT HaMpaBJsTh 3alpOChl B IPO(EeCCHOHATBHBIC
MEIUIIMHCKHE U (apMaleBTHUECKHEe COOOMecTBa W KOMIETEHTHBIM
CIEUAIUCTAM.

28. Ilpu Hecormacwu TIABHOTO SKCIEPTA TMOJHOCTHIO WM YACTHYHO C
3aKJIIOUCHHEM MO0 pe3yJibTaTaM 3KCIEePTU3bl UM TOTOBUTCS PEKOMEHJAlUs, B
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KOTOpOM  yKa3bIBalOTCSA  3aMEYaHusi C  JCTAIM3UPOBAHHBIM  HAYYHBIM
00OCHOBaHMEM M CCBhUIKAMH Ha MyOJUKAIMM O JaHHBIX KIMHUYECKHX
UCCJIEIOBAHUM JIEKApCTBEHHOTO Tpernapara U (Uju) JaHHBIX MOHUTOPUHIA €ro
6e3onacHocTu Ha Tepputropun Poccuiickoit denepauu u (wim) 3a pyoexom, a
TaK)K€ JIaHHBIX  KIMHUKO-d)KOHOMHYECKHUX HCCJIEIOBaHUM U  PaCUEeTOB,
00OCHOBBIBAIOLIUX BBIBOJBI, M3JI0KEHHBIE B PEKOMEHAAINH, C MPUIOKEHHEM
ATUX MyOJUKAIUH.

29. Ilpu popMupoBaHUN MUHUMAILHOTO ACCOPTUMEHTA KOMHUCCHS B CPOK,
HE MPEBbIIAIONUN 7 JHEH CO JHS BBIHECEHUS TOJIOKHUTEIIBHOTO 3aKIIOUCHHUS
o pe3yjbTaTaM JOKYMEHTAJIbHOM SKCIEPTU3bI, HAMPABISET MPEIJIOKECHHE HE
MEHee ueM 2 TJIaBHBIM JKCIIEpTaM C Y4eTOM Npoduiis MX NEITeIbHOCTH JJIs
MOJIy4eHUS] Hay4HO OOOCHOBAHHBIX PEKOMEHJAIMi O BKJIOYEHUU (00
UCKIIIOUEHUH, OTKa3e BO BKIIOYEHHUU) JIEKAPCTBEHHOrO IMperapara B
MUHUMAJIbHBI aCCOPTUMEHT C TMPEAOCTaBICHUEM JOCTyIa K 3JIEKTPOHHBIM
BEpPCHUSIM JOKYMEHTOB U CBEICHHI, pa3MEIIEHHbIM B YCTAaHOBJICHHOM MOPSJIKE
Ha ouIManibHOM caiite B cetu "HMuTepHet.

30. 'maBHBIE O3KCIepThl B TeueHWE 15 gHel co JHSA TOJNIy4YeHUs
MPEJIOKEHHST TIPEJICTABIIIOT B KOMHCCHI0O Ha OyMa)XHOM HOCHUTENIE U B
AJIEKTPOHHOM BHJIE HAydyHO OOOCHOBAaHHBIE PEKOMEHJAIMU, YKa3aHHBIC
B nyHKTe 29 Hactosmux [IpaBu.

[Ipy mOATOTOBKE TaKUX PEKOMEHAAIM TJIABHBIC DKCHEPThl MOTYT
HaIpaBJIsATh 3arpochl B npodeccruoHanbHbIe MEIUITMTHCKHE u
dbapmareBTUYECKHE COO0IEeCTBA U KOMIIETEHTHBIM CIIEIIUATCTaM.

31. Pemiernss 1o mOpemsIOKEHUSM  MPUHUMAIOTCS HaA  3aceIaHHusIX
KOMHCCHUM, Ha KOTOPBIX PACCMATPUBAIOTCS 3aKIIOUEHHUS 10 pe3yJibTaram
DKCIEPTU3bI, TPU OTOM TJIABHBIE OJKCIEPThl TMEPCOHATBHO TMPEICTABISIOT
MOJATOTOBJICHHBIE MMM HayYHO OOOCHOBAHHBIC PEKOMEHJAINHU, YKa3aHHBIC
B myHKTax 27 u 29 nacrosimux [Ipasun.

32. Ilpyn Hamuuuu 3aMEuUaHWW TJIABHOTO OKCIEpTa K 3aKIIOUYEHHUIO T10
pe3yibTaTaM  JKCIEePTHU3bl HA  3acelaHhe KOMHUCCHUU  TPUTJIAIIAOTCS
MPEICTaBUTENN IKCTIEPTHON OpraHU3allnu.

33. Uudopmarust 0 IpUHITHIX HA 3aCEIaHUSIX KOMHUCCHUHU PEIICHUSIX IO
MPEIOKEHHSIM,  pe3ysbTaTaXx  dOKCIEPTU3 W HAYYHO  OOOCHOBAaHHBIX
pEKOMEHAAIMAX, YKa3aHHbIX B MyHKTax 27 u 29 Hacrosamux IIpaBumn,
pa3sMemaercs Ha opuUIMaILHOM caifte B cetn 'MHTepHeT .

34.1lpy BO3HUKHOBEHMU KOH(IMKTa HHTEPECOB COOTBETCTBYIOLIHNE
YJIeHHl KOMHCCHMU HE YYacTBYIOT B TMpPOIEAypax NPHUHITHS PEIICHUN T10
KOHKPETHOMY TPEIOKEHUIO.
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CnenuanucTtel 3KCIEPTHOW OPraHU3alUH, YYacCTBYIOIIME B IOJITOTOBKE
3aKJIIOUYCHHS] TI0 pe3yJbTaTaM JKCIEPTU3bl, TJIaBHBIE SKCHEPThl U YJIEHBI
KOMHUCCUH, TPEJCTABUBIINE  HEJAOCTOBEPHYIO  HWHMOpPMAIMI0O WIH  HE
Mpe/ICTaBUBIINE (HECBOCBPEMEHHO MPECTABUBILKE) B KOMUCCUIO HHPOPMAIIUIO
O HaJIMYUU OOCTOSITENBCTB, CIIOCOOHBIX MPUBECTU K KOH(MIUKTY UHTEPECOB MPHU
pacCMOTPEHHUH TPEIJIOKEHUM, MO PEUICHUI0 KOMHUCCHUU OTCTPAHSIIOTCS OT
NanbHEHIIero y4yacTuss B JIEATEIbHOCTH 10 (OPMHUPOBAHUIO TEepeyHel
Y MUHUMAJIbHOTO aCCOPTUMEHTA, a PEUIEHUE IO MPEIJIOKEHUIO, IPUHITOE
KOMHCCHUEN MPU UX YYACTHH, MOJIEKUT IEPECMOTPY.

35. [loaroToBieHHbIE TO pPE3yJibTaTaM 3aceaHUil KOMHUCCUU TMPOEKTHI
nepeyHei W MHUHUMAJIBHOTO  aCCOPTUMEHTa, Cc(OpMUpOBaHHBIE  TIO
MEKJYHAPOJHBIM  HEMNATCHTOBAaHHBIM  HAUMEHOBAHUSIM  JIEKAPCTBEHHBIX
npenaparoB (IIPU OTCYTCTBUU TaKMX HAUMEHOBAHUH - MO TPYIITUPOBOYHBIM WIIH
XUMUYECKUM HAWMMEHOBAHMSM) C  yKa3aHMEM JIEKapCTBEHHBIX  (opwm,
pa3MemniarTcs Ha opuiuaibHOM caiite B cetu ''MHTepHeT" Ha CpoK HE MeHee
15 nueit.

36. [TpoekThl mepeyHel W MHUHUMAJIBHOTO AaCCOPTUMEHTA MOJJIekKAT
COIUIACOBAHUIO ¢ MUHHUCTEPCTBOM MPOMBIIIJIEHHOCTH U TOProBiau Poccuiickon
denepanuu, MuHuCTEPCTBOM (dbruHAHCOB Poccuiickoi denepanuu,
MuHHUCTEpCTBOM TpyJa W CcouMadbHOM 3amuTbl Poccuiickonn ®enepanuu,
MunucTepcTBOM  perrMoHainpHOro  passutuss  Poccuiickon — Penepanuu,
MuUHUCTEPCTBOM  DKOHOMHYECKOTO  pa3Butus  Poccuiickon  @Penepauuu,
denepanbHON AHTUMOHOIOJBHON Cityx0o0ii, DenepanbHON CiyXk00W TIO
HaJ30py B cepe 3amuThl MpaB MOTpeOuTeNel U OJaromnoaydus 4yeaoBeKa |
@denepalbHBIM ar€eHTCTBOM HAYUYHBIX OpraHU3alluiM.
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[MPMJIOKEHHUE Ne 1

K [IpaBunam hopMupoBaHus epevyHeit
JIEKapCTBEHHBIX MpernapaToB
JUISL MEJTUIIMHCKOTO MPUMEHEHUS
Y1 MUHHMAaJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX IpernapaToB, HEOOXOIUMBIX
JUISL OKa3aHUs MEIUITMHCKOM IOMOIIU

(popma)

B xomuccuro MunucrepcTaa
3apaBooxpaHeHus Poccuiickon @eneparuu
1o (POpMHUPOBAHUIO NEPEUHEN
JIEKAPCTBEHHBIX MPENApaTOB IS
MEIULIMHCKOIO IIPUMEHEHUS
Y1 MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MIPENapaToB, HEOOXOIUMBIX
JUIsl OKa3aHUsl MEIULIMHCKON IIOMOIIU

HPEAJJOXEHMWNE

0 BKJIIOYEHNH JIEKAPCTBEHHOI0 Npenapara
B NIEPEYHH JEKAPCTBEHHBIX NMPENapaToB il MeAUIIMHCKOT0 MIPpUMeHeHus ™

1. HacTosimee mnpennoKeHUE KacaeTcs BKIIIOYEHHS JIEKQpCTBEHHOIO
npenapara B epeyHH JIEKapCTBEHHBIX MPEMapaToB:

1.1. nepeyeHpb >KMU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
penaparos;

1.2. mepeyeHp 1OPOroCTOSMIMX JIEKAPCTBEHHBIX IPENAPATOB;

1.3. mepeyeHb JEKApCTBEHHBIX MPEMapaToB JJisi 00ecredeHns OTACIbHBIX
KaTeropui rpakaaH.

2. Uadopmanius o 3asBUTENE:

2.1. HauMeHOBaHUE OpraHu3auuMu Wik  ¢GaMuiaus, HMs, OTYECTBO
(MpY HATMYKK) TPAKIAHUHA ;

2.2. OTBETCTBEHHOE JIMIIO, JIOJDKHOCTD ;

2.3. ampec (MECTO HAXOXKICHHUS) UIIA MECTO KHUTEIHCTBA ;
tenedoH (paxc) ;
AJIEKTPOHHAS TTOYTa
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3. Uudopmarnus o iekapcTBEHHOM Ipemnapare:

3.1. HauMeHOBaHUE JIEKaPCTBEHHOTO Mpernapara:

3.1.1. MexXayHapOoAHOE HEMAaTEeHTOBAHHOE HAMMEHOBAHUE

3.1.2.B cayyae OTCYTCTBUS MEXIAYHApOJHOIO HEMATEHTOBAHHOTO
HAaMMEHOBAHUS - TPYNIIUPOBOYHOE HAUMEHOBAHHE

b

b

313.B ClIydac OTCYTCTBHUA MCKIAYHAPOAHOI'O HCIIATCHTOBAHHOIO H
I'pYIHIIMPOBOYHOI'O HAMECHOBAHMH - XUMMYECKOE€ HAMMECHOBAHUE

b

3.1.4.B cnydyae OTCYTCTBHSI MHBIX HAaWMEHOBAHMM - TOProBOE
HAaMMEHOBaHUE ;
3.2. ko aHATOMO-TEPANIEBTUYECKO-XUMHUYECKON KJaccuukanuu

JICKaApCTBCHHOI'O IIPpCIIapara

b

3.3. 3asBJICHHbIE TOKAa3aHUsA K MPUMEHEHUIO JIEKAPCTBEHHOTO Mperapara
COTJIaCHO MHCTPYKIIUU IO MPUMEHEHUIO (TIEPEUUCITUTD )
5
3.4. rocynapCcTBeHHass perucTpaiusi JIeKapCTBEHHOro Ipemnapara B
Poccuiickon ®@enepanuu:
nata (44.MM.ITIT)
HOMEP PETUCTPAIMOHHOTO YIOCTOBEPEHUS ;
JaTa TOATBEPXKIECHUS TOCYAAPCTBEHHOW PETUCTPAIMH JIEKapCTBEHHOTO
npenapara (Ipu HATWIUH) (44.MM.TTIT)

9

9

3.5. HauMeHOBaHUE M aJipec (MECTO HAXOXKIEHUS) IOPUAMYECKOTO JIUIIA,
Ha UM KOTOPOTO BBIAAHO PETUCTPALMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOIO
mpenapara, UuCIoJib3yeMoro B Ka4eCTBE Ipenapara cpaBHeHUs (IPU HAIUYHUH)
5
MPOU3BOJIUTEIb JIEKAPCTBEHHOTO TpErnapara, UCMOoJb3yeMOTr0 B KaueCTBE
npenapara cpaBHeHUs (IIPU HATMYWHN)

b

3.6. maHHBIE O MPOU3BOJCTBE JEKAPCTBEHHOTO mpenapaTta B Poccuiickoi
Oepneparuu (IpU HATMYHH )

b

3.7. npennaraembie K BKJTFOUCHUIO JIEKapCTBEHHBIE dbopmbl
3apEruCTPUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara (IepeurciauTh)
;
3.8. cBeleHUsI O BOCIPOU3BEAEHHBIX JICKAPCTBEHHBIX Mpenaparax (mpu
HaJIMYKH )

b

4. CBeicHUS W JTaHHBIC O JICKAPCTBEHHOM IIpernapare, MmpeaiaracMoM s
BKJIFOUCHUS B TICPEUHM JICKAPCTBECHHBIX MPETIapaTOB:

4.1. nHaygyHo 000CHOBaHHBIC JAHHBIC O HEOOXOIUMOCTH 1 0OOCHOBAHHOCTHU
NPUMEHEHHUS JIEKAPCTBEHHOIO Mpemnapara JUisl AWarHOCTHKH, MPOQPUIAKTHKH,
JeUeHUs Wi peaOunuranuyd  3a00JeBaHUM, CHHIPOMOB W  COCTOSIHHIA,
npeolIaarommx B CTPYKType 3a007€Ba€MOCTH W CMEPTHOCTH TpaxkIaH
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Poccuitickonn ~ depeparui  HAa  OCHOBAaHMM  JIAHHBIX  T'OCYJIAPCTBEHHOTO
CTaTUCTUYECKOT0 HaOM0/IeHUs (ITPU HAIMYUU TaKUX CTATUCTHUECKUX JAHHBIX);

4.2. Hanuuve Hay4YHO OOOCHOBAHHBIX JaHHBIX O KIWHUYECKUX U
(bapMakOPKOHOMUYECKUX ~ NPEUMYIIECTBAX  IMPUMEHEHHUS  JIEKAPCTBEHHOIO
npenapara s JICYeHHsS JIMI, OOJbHBIX TreMOUINei, MYKOBUCIHIO30M,
runo@u3apHblM ~ HaHM3MOM,  OosiesHblo  [omie,  3J0KavueCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUMDOUTHOMN, KPOBETBOPHOU U POJCTBEHHBIX UM TKaHEH,
pPacCessHHBIM CKJIEPO30M, JIMII [TOCJI€ TPAHCIUIAHTAIIMM OPTaHoOB U (WJIM) TKaHEH,
[0 CPAaBHEHUIO C IMpEnapaTaMy, YK€ BKIIOUCHHBIMHU B IIEPEYHHU JIEKAPCTBEHHBIX
MpEenapaTos;

4.3. Hanuuue Hay4YHO OOOCHOBAaHHOW HMH(pOpPMAIUM O MPEUMYIIECTBAX
U (1) 00 0COOCHHOCTAX MEXaHW3Ma JIEUCTBUS JIKAPCTBEHHOIO Mpemnapara mo
CPaBHEHHIO C aHAJIOTaMH, B TOM YHCJI€ BXOJSIIMMHU B MEPEYHU JIEKAPCTBEHHBIX
npenapaToB A1  MEOUUMHCKOTO  NPUMEHEHHWs, TpU  JUArHOCTHUKE,
npoHIIaKTUKE WM JICYCHUU 3a00JIeBaHUM, CHHJIPOMOB U COCTOSIHHM C y4eTOM
CTaTUCTUYECKUX JaHHBIX O CTPYKType 3a00JIeBa€MOCTHU M CMEPTHOCTH B
Poccuiickon ®@enepanuuy;

4.4. BocTpeOOBAaHHOCTh  (COLlMabHAs 3HAYUMOCTH) JIEKAPCTBEHHOTO
npenapara CHCTEMOM 3JpaBOOXPAHEHUS M HACEIICHHUEM C YYETOM HAIUYHUS
JIEKaQpCTBEHHOI'O0 Mpernapara B MEPEYHSIX JIEKAPCTBEHHBIX IPENapaToB,
(buHaHCUPYEMBIX 3a CYET CpEIACTB OKETOB CyObekToB Poccuiickoit
denepannu;

4.5. HanmMuue JIeKapCTBEHHOTO INpenapara B MEPEYHE CTPATernYecKu
3HAYMMBIX JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOJICTBO KOTOPBHIX HOJIKHO OBITH
obOecrieueHo Ha Tepputopuu Poccuiickoit ®Dexepanuu, YTBEPKICHHOM
pacniopsikeHueMm IlpaButensctBa Poccuiickoit @enepamuu ot 6 utons 2010 r.
No 1141-p;

4.6. Hanmuuue (JIOKanu3alus) MPOU3BOJCTBA JICKAPCTBEHHOrO Mpenapara
B Poccuiickont ®denepannu.

5. O6ocHOBaHMS AJI BKIIOUYCHHUS JICKAPCTBEHHOTO Tperapara B MEpeyHU
JIEKapCTBEHHBIX MPenapaToB:

5.1. snuaeMuonoruyeckue  JaHHble  (IpU  HAJWYMWM) - JaHHBIE 1O
3a00JI€BAEMOCTH, CMEPTHOCTH, WHBAJUJIHOCTH B OTHOIICHUH 3a00JIeBaHUS,
CUHAPOMA WJIM COCTOSHUSA, JUIsl JUATHOCTHKHU, TMPO(DHIAKTHUKU, JECYCHHUS WIH
peaduauTalMd KOTOPBIX MOKa3aH JIEKApCTBEHHBINA MpenapaTr (MpeacTaBiIstoTCs
Ha OCHOBAHWM PE3YJIbTATOB IOCYIAPCTBEHHOI'O CTATUCTUYECKOTO HAOIIO/ICHMUS,
IPYTUX O(UITMATHHBIX HWCTOYHHKOB U SIHIEMHUOJIOTHUYECKUX HCCICIOBAHUN
pacnpoCTpaHEHHOCTH 3a00JIEBaHMUS );
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5.2. KIMHUYECKUE JIaHHBIC - IOJHOTEKCTOBBIE BEPCUU  KIMHUYECKUX
UCCJIeIOBAaHUM (CTaThU, OTYETHl HAa PYCCKOM S3bIKE WJIM TEpPEBE/ICHHbIE Ha
PYCCKMU  sI3bIK,  3aBEpeHHbIe  3asBUTENeM)  (YKa3bIBAIOTCS  aBTOPBI,
HAaMMEHOBaHUE, TU3aiH UCCIIeI0BAHUS, KOJIMYECTBO MAIMEHTOB, BKIIIOYUCHHBIX B
UCCJIEIOBAHUE, Tepuoj  HAONIOJCHMs, TIOKa3aHWE€ K  MEAUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara, KOTopoe U3y4alioch B UCCIEAOBAHUH,
KpuTepun  OlEeHKH  dpPekTuBHOCTH  (O€30MaCHOCTH),  JICKAPCTBEHHBIC
npenaparbl, € KOTOPBIMH CpaBHUBAJCS TpejiaraeéMblii  JIEKapCTBEHHBIM
npenapar (Mpyd HaJIUMYKMM), IJIAE00-KOHTPOJIb WM OTCYTCTBUE JICUCHHS,
pe3yibTaThl  UCCJIENOBAHMUS C  yKa3aHWEM  KOJUYECTBEHHBIX  JaHHBIX,
3aKJIIOUCHHE, CIUCOK JIUTEpaTypbl IO CXEMEe: aBTOp, HANMEHOBAHHE
UCCJIEIOBaHMsI,  BBIXOAHbIE  JaHHBIe. [lo  KaxIoMy  KIMHUYECKOMY
HCCJICIOBAHUIO  YKA3bIBAETCS YPOBEHb JIOKA3aTEIbHOCTU A(PHEKTUBHOCTH
JIEKapCTBEHHOI0 Tpemapara corjacHo mnpuioxkeHutro Ne6 k IlpaBunam
dbopMHpoBaHUs TEPEUYHEH JIEKAPCTBEHHBIX MPENapaToB Jii MEIUIIMHCKOTO
NPUMEHEHUSI U MUHUMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IpENapaTos,
HEOOXOJMMBIX JIJII OKa3aHUs MEAMIIMHCKON TIOMOIIM, YTBEPKICHHBIM
noctaHoBiiennem IIpaButensctBa Poccuiickoit ®enepaunu oT 28 aBrycra
2014 1. Ne 871);

5.3. naHHbIE 0 TEpPaNEBTUYECKOU SKBUBAJIICHTHOCTHU (pu
HEO0OXOMMOCTH) - IOJTHOTEKCTOBBIE BEPCUU  CPABHUTENBHBIX  KIMHHUYECKUX
UCCJIeIOBaHUM (CTaThU, OTYETHl HA PYCCKOM S3BIKE WM CTaThbH, OTYETHI,
MEPEBEICHHBIE HA PYCCKUM S3bIK, 3aBEPEHHbIC 3asBUTENEM) (YKa3bIBAKOTCS
aBTOpPHI, HAUMEHOBaHWE, IU3alilH HCCIEJOBaHUS,  KOJWYECTBO TMAI[UCHTOB,
BKJIIOYCHHBIX B  HCCIEAOBaHHWE, TEpUOJl HAOMIOIEHUS, TIOKa3aHHEe K
MEIUIIMHCKOMY TPUMEHEHHUIO JICKaPCTBEHHOTO Ipemnapara, pe3yJabTaThl
WCCJICIOBAHMS C YKa3aHUEM KOJMYECTBEHHBIX JAHHBIX, 3aKIIOYCHHUE, CIHUCOK
JUTEPATYphl MO CXEMe: aBTOP, HAWMEHOBAHUE WCCIICAOBAHUS, BBIXOJIHBIC
JTaHHBIC);

5.4. naHHBIE O KJIMHHKO-2KOHOMHYECKHX ((hapMaKOIKOHOMUYECKHUX )
XapaKTEPUCTHKAX JIEKAPCTBEHHOTO  Mpemnapara - MOJHOTEKCTOBbIE  BEPCUU
KIIMHUKO-9KOHOMUYECKUX HCCIEAOBAHUM (CTaThH, OTUYETHI HA PYCCKOM S3BIKE
WIM CTaThbW, OTYETHI, TMEPEBEJCHHbIE HA PYCCKUM S3bIK, 3aBEPEHHBIC
3as;BUTENEeM)  (YKa3bIBalOTCA  CBEIEHHUA 00  aBTOpax, HaWUMEHOBAHHE
UCCIIEIOBAHUS, CCBUIKM  Ha  HCCIEIOBaHWE, JU3allH  UCCIEIOBaHUS
(peTpOCTIEKTUBHOE, TMPOCHEKTUBHOE, MOJEIUpOBaHue™**), BHUI  aHaAIN3a,
CBEJICHHSI O JIEKQpCTBEHHBIX IMperaparax, KOTOPbIE HCIOIb30BATUCh JIJIf
CpPaBHEHHMS C IpeaJiaraeMbIM JIEKAPCTBEHHBIM MPENapaToM, 3aTpaThbl, KOTOPbIE
YYUTHIBAJIUCH B UCCJICIOBAHNH, U KOJMYECTBCHHBIC 3HAUCHUS 3aTpaT B PyOIIsX,
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3¢ ()EKTUBHOCTh CPABHUBAEMBIX JICKAPCTBCHHBIX MPEMapaToB (KPUTSPHUH OICHKH
3G ()EKTUBHOCTH M KOJHMYCCTBCHHBIC 3HAYCHHS), PE3YyIbTaThl HCCICIOBAHMS,
CIIMCOK JINTEpaTypbl - aBTOp, HAUMCHOBAaHHWE WCCIICIOBAHUS, BBIXOJIHBIC
JTAaHHBIE)***;
5.5. MTaHHBIC O CTOMMOCTH U IICHE JICKapCTBEHHOTO IIperapara:
5.5.1. cTOMMOCTB OHOTO Kypca JICUCHHS JICKAPCTBCHHBIM IIPEIapaToM _ ;
5.5.2. cTOMMOCTh JICUCHHS JICKAPCTBEHHBIM TIPEIapaToM B TEUYCHUE
OJHOI0 roja ;
5.5.3. naTta mpoBeJACHUS PACcUETOB IICHBI HA JICKAPCTBEHHBIN Ipermapar

5
5.5.4. ueHa, KOTOpPYK NOPOU3BOAUTENL I[UIAHUPYET 3apErUCTPUPOBATH B
COOTBETCTBHUH C TPEOOBaHUSIMU 3aKOHOATENbCTBA Poccuiickoi denepanuu

;

5.6. nanHble O (aKTHYECKUX O00beMax TMpOJaX JIEKapCTBEHHOTO
npenapara B Poccuiickoi ®enepaunu 3a TOJ, MNPEALIECTBYIOLIUMNA I[0Ja4e
MPEJIOKEHHS, B HATYpPaJIbHBIX I[IOKa3aTeNiIX M0 JIEKAPCTBEHHBIM (opMam
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX PENAPATOB

;
5.7. naHHBIE OTYETOB O pe3yJbTaTaX MOHUTOPHHTA O€30MaCHOCTH
JeKkapcTBeHHOTO Tnpernapara (B Poccuiickoit denepanyn v (Uin) 3a pyoekom)

5.8. JaHHBIC, IIPCACTABJICHHBLIC 3aJ4BUTCIICM B HHUITUATUBHOM ITIOPAIKE

6. O611ee KOJIMYECTBO MPEICTABIIEHHBIX TOKYMEHTOB

Ha JINCTAX.
[Toxamuce 3aaBuTens / /
JlaTta

* 3arosHEHNE BCEX MYHKTOB MPEJIOXKEHUs 00s3aTenbHo. [Ipy OTCYTCTBUM CBEJICHUH 110 COOTBETCTBYIOIEMY
MYHKTY yKa3bIBaeTcs ""CBEeAEHUs OTCYTCTBYIOT". JJOKyMEHTBI M MaTepHallbl PEACTABISIFOTCS. HA PYCCKOM SI3BIKE,
B Cllyyae NpEIOCTaBJICHUS MyOJMKALUi, JOKYMEHTOB W CTaTell Ha WHOCTPAHHBIX S3BIKAX JOMOJIHUTEIBHO
NPUJIAraeTcs MepeBeICHHOE Ha PYCCKUIT A3bIK PE3IOME YKa3aHHBIX MaT€pPHANIOB, 3aBEPEHHOE 3asIBUTEIIEM.
**[Ipn WCHONB30BaHUM MAaTEMaTHYECKOrO MOJIENIMPOBAHMS TIPEJCTABISIOTCS B 3JEKTPOHHOM BHJE BCE
pa3paboTaHHBIE MOJENH, a TaKXKe JOMYIIEHHS /I pa3padOTKH COOTBETCTBYIOIIMX Mojened M (opmyisl
pacyeToB, HCII0JIb30BAHHbBIE B MOJICIISIX.

*** C yueToM noJyioxeHui yactu 6 cratbu 18 denepanbHoro 3akoHa "O0 oOpaleHnH JIeKapCTBEHHBIX CpelcTB"
n uactu 3 crareu 13 @DenepanbHoro 3akoHa OO OCHOBax OXpaHbl 370pOBbs TpaxkaaH B Poccuiickoii
Oeneparun’.
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ITPMJIOKEHUME Ne 2
K [IpaBunam popMupoBanus nepeyHei
JIEKApCTBEHHBIX TPENnapaToB s
MEIUIIMHCKOTO TPUMEHEHUSI
Y MUHUMAaJILHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX ITPEIAPATOB,
HEOOXOIMMBIX TSI OKa3aHUs
MeIUIIMHCKON TOMOIIA

(popma)

B xomuccuto
MuHucTEpCTBA 3APAaBOOXPAHECHUS
Poccutickon ®enepanuu
110 (POPMUPOBAHUIO TIEPEUHEH
JIEKApCTBEHHBIX TperapaToB JJs
MEIUIIMHCKOTO TPUMEHEHUS
1 MUHHUMAaJIbHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEIAPATOB,
HEOOXOIMMBIX JIJII OKa3aHUs
MEIUIIMTHCKON ITOMOIIHA

NPEAJOXEHMUE

0 BKJIIOYEHHUHM JIEKAPCTBEHHOI0 Mpenapara
B MUHMMAJIbHbIN ACCOPTUMEHT JIEKAPCTBEHHBIX MPENnaparos,
HEO0O0XO0AUMBIX JJIA OKA3aHUA MeIUIIMHCKOW MOMOIIHA

1. Uudopmanus o 3asaBuTEINE:
1.1. HaumeHOBaHWE OpraHW3anuu  wWin  (QamMwins, UMsA, OTYECTBO

(TTpu HAJIMYKM) TPAKIaHUHA ;

1.2. OTBETCTBEHHOE JHUIIO, TOKHOCTD ;
1.3. aapec (MecTO HaXOXJICHUS UM MECTO KUTEJIbCTBA) ;
tenedoH (Paxc) ;
AJIIEKTPOHHAS [10YTa
2. Undopmanus o 1ekapcTBEHHOM Ipenapare:

2.1. HauMeHOBaHHUeE:

2.1.1. MexxTyHapOAHOE HEMMATEHTOBAHHOE HAUMEHOBAaHUE ;
2.1.2.B cnayyae OTCYTCTBHA MEXKIYHAPOAHOIO HEMNAaTEHTOBAHHOIO

HaNMMCHOBAHMS - TPYHIIMPOBOYHOC HAMMCHOBAHHC ;
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2.1.3.B ClIydac OTCYTCTBHUA MCKIAYHAPOAHOI'O HCIIATCHTOBAHHOTO H
I'pYHIIMPOBOYHOI'O HAMEHOBAHMH - XUMMYECKOE€ HAMMECHOBAHUE .

2.14.B ciydae OTCYTCTBUSI HWHBIX HAWMMEHOBaHUN - TOProBOE
HAaMMEHOBaHUE ;
2.2. xox aHATOMO-TEPareBTUYECKO-XUMHUECKON KJaccuduKauu

JIEKapCTBEHHOT'O IIpenapara ;
2.3. 3asiBJICHHbIC TIOKa3aHMsI K MPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara
COTJIaCHO MHCTPYKIIUU MO MPUMEHEHHUIO (MIEPEUUCIIUTD )

;

2.4. rocylapCTBEHHasi PETHCTPALMSl JICKAPCTBEHHOrO IMpernapara B
Poccuiickon @enepanuu:

nata (44.MM.ITIT) ;

HOMEP PETUCTPALIMOHHOTO YIOCTOBEPEHUS ;

JaTa TOATBEPXKICHUS TOCYIApPCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOTO

npenapara (Ipu HATMYUK) (44.MM.TTIT) ;

2.5. JaHHBIE O MPOM3BOJICTBE JIEKAPCTBEHHOIO Mpemnapara B Pocculickoit

®denepanuu (IpyU HATUIHH ) ;

2.6. npearaemMble K BKJIFOUCHUIO JIEKapCTBEHHBIE dbopmbl

3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Tpernapara (epeuucinTh) ;
5

2.7 cBeeHUss O BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX IpemapaTrax

(TIpy HATMYHH )

3. CBeneHUs M TaHHBIE O JIEKAPCTBEHHOM Mpenapare, npeajiaracMoM JJis
BKJIIOYEHHUSI B MHUHUMAJbHBIA ACCOPTUMEHT JIEKapCTBEHHBIX MPENapaToB,
HEOOXOIMMBIX JIJIsi OKA3aHUS MEAUIIMHCKON TTOMOIITH:

3.1. nekapcTBEHHbI mOpemnapar BXOAUT B  NEPEUYCHb  KU3HEHHO
HEOOXOMMBIX U BKHEHIIIHNX JIEKaPCTBEHHBIX MPENapaTos;

3.2. JeKapCTBEHHBIN MIpenapaTr COrJIaCHO MHCTPYKIUU IO MPUMEHEHUIO
MOKET MPUMEHSATHCS MPU OKA3aHWUM MEAMIIMHCKON TMOMOIM B aMOyJIaTOPHBIX
YCIIOBUSIX TIPU JIMAaTHOCTHUKE, MPO(GUIAKTUKE, JICYCHUH WM pPeaOuIuTaIluu
HanOoJIee PacIPOCTPAHCHHBIX 3a00JIEBaHHM, CHHIIPOMOB W COCTOSIHUIA;

3.3. Hanuuue rocyIapcTBEHHOM peructpanuu B Poccuiickoit @enepanuu
COOTBETCTBYIOIIMX MO MEXAYHAPOJHOMY HEMAaTeHTOBAaHHOMY HAaWMEHOBAHUIO,
100 3aMEHSIONIEMY €T0 TPYIITUPOBOYHOMY UM XUMUYECKOMY HAaUMEHOBAHUIO
BOCIIPOU3BEJICHHBIX JIEKAPCTBEHHBIX CPEACTB B AHAJOTMYHBIX JIEKAPCTBEHHBIX
dopMax M 103UpPOBKaxX JBYX U Oojiee MPOU3BOAUTENEH (32 HCKIIOUYEHHUEM
JIEKAQpCTBEHHBIX MPENapaToB, MPOU3BOJUMBIX €IMHCTBEHHBIM OTEYECTBEHHBIM
IIPOU3BOIUTEIIEM);
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3.4. BocTpeOOBAHHOCTD JIEKapCTBEHHOTO npemnapara CHUCTEMOM
3IpAaBOOXPAHEHUS] M  HACEJICHUEM HAa OCHOBAaHMM JaHHBIX  OpPraHoB
WCIIOJTHUTEIBLHON BllacTH cyObekToB Poccuiickoit denepainu B cepe 0OXpaHbl
37I0pOBbSI M MAapKETHMHIOBBIX MCCIEAOBAHUN O TMpoJaxax JEKapCTBEHHOIO
npenapara B Poccuiickont denepanuu npu OKa3aHUM MEIUIIMHCKOW MOMOIIUA B
aMOyJIaTOPHBIX YCIOBUSX B T€UCHHE KAJICHIAPHOTO rojaa (BXOXKJICHHE B COTHIO
HauOoJsiee MpOJaBacMbIX JIEKQPCTBEHHBIX MpernapaToB Ha pbiHKe Poccuiickoii
deaeparuu 3a KaJeHIAPHBIN TO1).

4. JlanHble, 00OCHOBBIBAIOIIE  TIPEIJIOKEHUS O BKJIIOUCHUU
JIEKapCTBEHHOI'0 IMpernapaTa B MHUHUMAJbHBI ACCOPTUMEHT JIEKAPCTBEHHBIX
npernapaToB, HEOOXOIUMBIX JIJISI OKa3aHHUS METUIIMHCKON TTOMOIIIH:

4.1. oTIMIeMUOJIOTUYECKUE JIaHHBbIe (MIpU  HAJIWYMHU) - JaAHHBIE O
3200JIeBAa€MOCTH, CMEPTHOCTH, WHBAJUIHOCTH B OTHOIICHHH 3a00JI€BaHMS,
CUHIpPOMA WM COCTOSIHHUSA, JJII JUArHOCTUKH, MPO(PHUIAKTHKH, JICUYCHUS WIIH
peaduIMTallMk KOTOPBIX MOKa3aH JICKAPCTBEHHBIM Mperapar (IpeacTaBistoTCs
Ha OCHOBAHHMH PE3YJIbTATOB IOCYMIAPCTBEHHOI'O CTATUCTUYECKOTO HAOIIOICHMUS,
JIPYrux O(UIMAIbHBIX HWCTOYHUKOB W AMHUACMHOJIOTHYECKUX HCCIICIOBAHUIN
pacIpoCTPaHEHHOCTH 3a00JIeBaHU );

4.2. naHHbIE 0 CTOMMOCTH U 1I€HE JICKAPCTBEHHOTO Mpenapara:

4.2.1. cTOMMOCTh OJHOTO Kypca JIeueHHs (OJHOTO MecsIla JICUCHHS
JIEKapCTBEHHBIM MPENAPATOM ) ;

4.2.2. nata TPOBEJEHUSI PACUYETOB 3aTpaT Ha JICYECHUE JIEKAPCTBEHHBIM
IpernapaTom 5
4.3. nauaple 0 (akTUYECKUX OO0BEMax TMPOAAXK JEKAPCTBEHHOTO

npenapara B Poccuiickori ®enepaunu 3a TOJ, MPEALIECTBYIOLIMKA I[0JAa4e
MPEJIOKEHHS, B HATYpPaJIbHBIX I[IOKa3aTeNiIX IO JIEKAPCTBEHHBIM (opMam
PETUCTPUPYEMBIX JICKAPCTBEHHBIX MIPEApaTOB

44, JaHHBIC, IIPCACTABJICHHBIC 3aJ4BUTCIICM B HHUITUATUBHOM ITIOPAIKE

5. O011ee KOJIMYECTBO MPEICTABICHHBIX JOKYMEHTOB

Ha JINCTAax.

[Toamuce 3aaBuTens / /

JlaTa
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[TPMJIOKEHHME Ne 3

K [IpaBunam popMupoBanus nepeyHei
JIEKApCTBEHHBIX TpEapaToB s
MEIUIIMHCKOTO TPUMEHEHUSI
1 MUHUMAaJILHOTO aCCOPTUMEHTA
JIEKApCTBEHHBIX MIPEINAPATOB,
HEOOXOIMMBIX JIJISI OKa3aHUs
MeIUITMHCKON MOMOIIA

(bopma)

B xomuccuto
MuHucTepcTBa 3paBOOXPAHEHUS
Poccuniickon @enepanun
1o (POpMHUPOBAHUIO NTEPEUHEN
JIEKapCTBEHHBIX MPENAapaToB IS
MEIUIMHCKOrO IPUMEHEHHUS
Y MUHUMAJIBHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPENapaToB,
HEOOXOUMBIX JJIsl OKa3aHUs
MEIUIUTHCKON TTOMOIIHA

HPEAJJOXEHMNE

00 MCKJIIOYEeHUH JEKApPCTBECHHOI'0 IIperaparta
u3 Hepequﬁ JEKAPCTBCHHBIX INpeEmapaToB JJisd MEAUIIUHCKOI'O
NMPUMEHCHUA

1. Hacrosimee mnpenjiokeHWe KacaeTcsl HMCKIIOYEHUs JIeKapCTBEHHOTO
npenapata M3 TepedyHed JIEKapCTBEHHBIX MpenapaToB MJid MEIUIMHCKOTO
MIPUMEHEHMUS:

1.1. mepeyHsi KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIUX JICKAPCTBEHHBIX

penapaTos;

1.2. mepedHst JOPOrOCTOSIIMX JEKAPCTBEHHBIX MPENapaToB;

1.3. mepeyHst JeKapCTBEHHBIX TMPENnapaToB JJis 00eCIeUeHUs] OTACIbHBIX

KATerOpui IpaK1aH.

2. Uadopmariius o 3asiBUTENE:

2.1. HauMeHOBaHWE OpraHu3auMd wWid  ¢GaMuiaus, HMs, OTYECTBO
(Tpu HATMYKM ) TpaKTaHUHA ;

2.2. OTBETCTBEHHOE JIMIIO, JOJLDKHOCTD ;
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2.3. agpec (MeCTO HAXOXKJICHHS ) HJIM MECTO JKUTEIHCTBA
TenedoH/dakc
AJICKTPOHHAS IMOYTa
3. Madopmarus o JeKapCTBEHHOM Ipernapare:
3.1. HauMeHOBaHUE:

3.1.1. MCKAYHAPOIHOC HCIIATCHTOBAHHOC HAMMCHOBAHHNC
5

312.B ciIydac OTCYTCTBHUA  MCKAYHAPOIHOI'O  HCIATCHTOBAHHOI'O
HaMMCHOBAHU - T'PYIIIIMPOBOYHOC HAMMCHOBAHNUC

b

313.B ClIydac OTCYTCTBHUA MCKIAYHAPOAHOI'O HCIIATCHTOBAHHOIO H
I'PYIIIMPOBOYHOI'O HAaMEHOBAHMH - XUMHYECKOE€ HAMMECHOBAaHUE

b

3.14.B caydyae OTCYTCTBUSI HHBIX HAWMEHOBAaHUWA - TOProBOE
HAaHMEHOBAHUE 5
3.2. Ko AHATOMO-TEPAINIEBTUYECKO-XUMHUYECKOU KJIaCCU()UKAITUH

JICKApCTBCHHOTI'O IIpCIIapara

b

3.3. 3asABIICHHbIC TIOKA3aHUs K MPUMEHEHUIO JICKAPCTBEHHOTO IMpernapara
COTJIaCHO MHCTPYKIIUHU MO0 MPUMEHEHUIO (TIEPEUUCITUTh )
5
3.4. rocynapcTBEHHasi perucTpauusi JIEKapCTBEHHOrOo IIpernapara B
Poccuiickon @enepanuu:

nata (Y4.MM.ITIT)

b

HOMED PETHCTPALMOHHOTO YIOCTOBEPEHUS ;
JaTa TOATBEPXKIECHUS TOCYIAPCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO
npenapara (mpu HATMIUK) (49.MM.TTIT)

b

3.5. npenjaraemMple K =~ HUCKJIIOYEHHIO  JIEKAPCTBEHHBIE  (POPMBI
3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Tpernapara (epeuucinTh)
;
3.6.cBeneHUsT O BOCIPOU3BEJCHHBIX JIEKAPCTBEHHBIX IIpenaparax
(TTpu HAJIUYUM )

4. CBeieHUA U JTaHHBIE O JICKAPCTBEHHOM IIpenapare, npeajiaraeMoM st
UCKJIIOYCHHSI W3 TEepeyHell JIeKapCTBEHHBIX IPenapaToB sl MEIUIUHCKOTO
NPUMEHEHUS:

4.1. Hanuune HayyHO OOOCHOBaHHOW WHGOpPMAIMU O NPEUMYILECTBAX
U (W) OCOOCHHOCTSAX MEXaHuW3Ma JIeHCTBHsI, OOJbIIeil  0e30MmacHOCTH
aJIbTEPHATUBHOTO JIEKAPCTBEHHOTO Mpenapara, BKIIOUYaeMOro B MEpeueHb, MpH
JUArHOCTHKE, TMPOQPHUIAKTUKE, JEYCHUH WIM peadbunuTanuu 3a00JeBaHUA,
CHUHIPOMOB M COCTOSIHUHA C YYE€TOM CTAaTUCTHYECKHX JAHHBIX O CTPYKTYpe
3aboneBaeMocTH U cMepTHOCTH B Poccuiickoit deaepanuy;
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4.2. BHOBB MOSBUBIINECS CBEICHUS O TOKCUYHOCTH MJIM BBICOKOW YaCTOTE
HEXEJNAaTeNbHbIX TOOOYHBIX SBJICHUM TPU MNPUMEHEHUU JIEKAPCTBEHHOIO
npernapara;

4.3. IpUOCTAaHOBJICHHE TNPHUMEHEHUS JICKAPCTBEHHOIO IIpernapara B
Poccuiickon Oenepanuu;

4.4. oTMEHA roCy1apCTBEHHOM PETUCTPALINH JIEKAPCTBEHHOTO IIpenapara;

4.5. mpekpallleHle TPOU3BOJCTBA JIEKAPCTBEHHOIO MperapaTta Judo ero
noctaBok B Poccuiickyto ®enepanuio u (MiaM) OTCYTCTBHE JIEKAPCTBEHHOTO
npenapara B TpaxaaHckoM obopote B Poccuiickoit ®enepannu B TEUCHHE
nepuoa, MPEBBIIIAONIET0 OJUH KAICHIAPHBIN TOI.

5. O6ocHOBaHMS [IJIi MCKJIIOYEHHUS JICKAPCTBEHHOTO TMperapara U3
NepeyHel JIEKAPCTBEHHBIX MPENapaToB I MEAUIMHCKOTO TPUMEHEHHUS:

5.1. KIMHHWYECKHE [TaHHBIE - MOJHOTEKCTOBBIE BEPCHUU CPABHUTEIBHBIX
KJIMHAYECKUX HCCJIENOBAaHUM (CTaTbU, OTYETHl HA PYCCKOM SA3BIKE WIH
NepeBE/ICHHbIE HAa PYCCKUHM SI3bIK, 3aBEPEHHBIC 3asBUTENEM) (YKa3bIBAIOTCS
aBTOpPbl, HAWMMEHOBAaHHME, [U3alH WCCIEIOBAaHUS, KOJIMYECTBO NAIMECHTOB,
BKJIIOYCHHBIX B  HCCIEAOBaHHWE, TEpUOJl HaOMIOIEHUs, TIOKa3aHHe K
MEIMIIMHCKOMY TMPUMEHEHUIO JIEKApCTBEHHOIO Ipernapara, pe3yJbTaThl
UCCIIEIOBAHUSI C YKa3aHUEM KOJUYECTBEHHBIX JAHHBIX, 3aKIIOUEHUE, CIUCOK
JUTEPATYPHI - aBTOP, HANMEHOBAHUE UCCIICAOBAHMS, BBIXOIHBIC JaHHBIC);

5.2. laHHBIE O KJIMHHKO-2KOHOMHUYECKHX ((hapMaKOIKOHOMUYECKHUX )
XapakTepUCTUKAxX JICKAPCTBEHHOIO TMpernapara - TMOJHOTEKCTOBbIE BEPCUU
KJIMHUKO-9KOHOMUYECKUX HCCIEAOBAHUM (CTaThH, OTUYETHI HA PYCCKOM SI3BIKE
WU CTaTbW, OTYETHI, IEPEBEACHHbIE HAa PYCCKUM S3bIK, 3aBEPECHHbBIC
3asiBUTENeM)  (yKa3bIBalOTCA  CBElIEeHHUA 00  aBTOpax, HaUMEHOBAaHHE
UCCIICIOBAHUS, CCBUIKM Ha  HCCIEIOBaHWE, JAW3AalH  HCCIEIOBaHUS
(PETPOCIIEKTUBHOE, POCIEKTHBHOE, MOICINPOBAHNE ), BHI AHATN3a, CBEICHHUS
O JIEKApCTBEHHBIX MpenapaTax, KOTOPbIE€ HCIOJIb30BAIUCh [Jii CPAaBHEHHS C
MpeiaraéMbIM JIEKAPCTBEHHBIM IPENApaToOM, 3aTpaThl, KOTOPbIE YUUTHIBAIUCH
B HCCICJOBAaHWM, ¥ KOJIMYECTBEHHBbIC 3HAYCHUS 3arpaT B pyOmsx,
3¢ (HEKTUBHOCTH CPABHUBAEMBIX JICKAPCTBEHHBIX MPEMAPATOB (KPUTEPUH OIEHKH
3G ()EKTUBHOCTH M KOJMYECTBEHHBIC 3HAUCHHUSI), PE3YJIbTAThl HCCIICIOBAHMSI,
CIIUCOK JIUTepaTypbl - aBTOpP, HAUMEHOBAHUE UCCJIEIOBAHUS, BBIXOJHBIC
,Z[aHHBIe)**;

5.3. namHble O (aKTHYECKUX O00BbeMax TMPOJAX JIEKAPCTBEHHOTO
npenapara B Poccuiickoiir ®enepaunu 3a TOJ, MNPEALIECTBYIOUIMKA MOJA4e
MPEIOKEHHS, B HATYPAIBHBIX IMIOKa3aTeNIIX 10 JIEKAPCTBEHHBIM (popMam
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB (IIPU HATTUYUN);
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5.4. naHHBIE W JOKYMEHTBI,  TOATBEP)KAAIOIINE  IPEKpaIICHHUE
IIPOM3BOJICTBA JICKAPCTBEHHOT'O Tpemnapara Ju0Oo ero MmocTaBok B Poccuiickyro
denepanuio U (UIM) OTCYTCTBHE JICKAPCTBEHHOTO IMpemnapara B TPakIaHCKOM
obopote B Poccuiickoit denepaiinu B TEUCHHUE TIEPHUO/IA, MPEBHIMIAIONIETO OINH
KaJICHIApHBIN o1 (MIPY HAJTUYUH);

5.5. maHHBIE OTYETOB O pe3yJbTaTaXx MOHUTOPHHTa OE30MacCHOCTH
JeKapCcTBEHHOTO Mpermnapara (B Poccutickoit denepanuu u (Win) 3a pyoexom);

5.6. naHHbBIE, MPEACTABICHHBIC 3asIBUTEIIEM B MHUIIMATUBHOM TIOPSIIKE.

6. O611ee KOJIMYECTBO MPE/ICTABICHHBIX TOKYMEHTOB

Ha JINCTAX.
[Toamuce 3agaBuTens / /
Jlata

*
IIpn wncmoNB30BaHNM MAaTEMaTHYECKOTO MOJAEIUPOBAHUS MPEACTABIIOTCS B 3JICKTPOHHOM BHIE BCE

pa3paboTaHHBIE MOJENH, a TaKkKe NOMYIIEHWA JUIA pa3pabOTKH COOTBETCTBYIOUIMX MOJENEH W (OpMyIIbI

pacdeToB, HCIIOJIB30BAHHBIE B MOJIEIISX.

*k

C ydetom nonoxeHuit yactu 6 crateu 18 @enepanpHoro 3akona "OO oOpaleHUN JTeKapCTBEHHBIX CPENCTB" U
yactd 3 crateu 13 ®enepanpHOro 3akoHa "OO 0CHOBaX OXpaHBI 3A0POBES rpaxkaaH B Poccuiickoit ®enepanuu’.
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ITPMJIOKEHUME Ne 4
K [IpaBunam popMupoBanus nepeyHei
JIEKApCTBEHHBIX TPENapaToB s
MEIUIIMHCKOTO TPUMEHEHUSI
1 MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKApCTBEHHBIX ITPEIAPATOB,
HEOOXOIUMBIX JJI1 OKa3aHUs
MeIUIIMHCKON TOMOIIA

(bopma)

B xomuccuro Munucrepctaa
3apaBooxpanenus Poccuiickoit @enepanmmn
1o (POpMUPOBAHUIO MTEPEUHEH
JIEKapCTBEHHBIX IIPENapaToB JJIs
MEIUIMHCKOTO IPUMEHEHHUS
Y MUHUMAJIBHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX ITPEIAPATOB,
HEOOXOMUMBIX JIJIsi OKa3aHUS
MEIUIUTHCKOMN TTOMOIIHA

NPEAJOXEHMUE

00 UCKJIIYEHHUH JIEKAPCTBEHHOI0 Npenapara
W3 MUHMMAJIbHOI0 ACCOPTUMEHTA JIEKAPCTBEHHbIX NPEeNaparos,
HEO0O0XO0AUMBIX IJIf OKA3aHUA MeIUIIMHCKOW MOMOIIHA

1. MUudopmanus o 3asBUTEIE:

1.1. HauMeHOBaHUE OpraHu3auu WM GamMwins, HUMs, OTYECTBO
(Mpy HATUYKK) TPAKIAHUHA ;

1.2. OTBETCTBEHHOE JIMIIO, JOJLKHOCTh ;

1.3. angpec (MECTO HaxOXKICHUA) UIH MECTO KUTEIbCTBA ;

TenedoH (paxc) ;

AJICKTPOHHAS MMOYTa

2. Undopmanus o 1ekapCcTBEHHOM Ipernapare:

2.1. HauMeHoOBaHUE:

2.1.1. MexayHapOAHOE HEMATEHTOBAHHOE HAMMEHOBAHUE
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2.12.B ciIydac OTCYTCTBHUA  MCKIAYHAPOIHOI'O  HCIIATCHTOBAHHOIO
HaMMCHOBAHUA - T'PYIIIIMPOBOYHOC HAMMCHOBAHNUC .

2.1.3.B ClIydac OTCYTCTBHUA MCXKIAYHAPOAHOI'O HCIIATCHTOBAHHOIO H
I'pYHIIMPOBOYHOI'O HAaMCHOBAHMH - XUMMYECKOE€ HAMMECHOBAHUE .

2.14.B ciydae OTCYTCTBUSI HWHBIX HAaWMMEHOBaHUN - TOProBOe
HAaMMEHOBaHUE ;
2.2. xox aHATOMO-TEPareBTUYECKO-XUMHUECKON KJaccuduKauu

JICKapCTBEHHOTO TIperapara ;
2.3. rocygapcTBeHHasi PETUCTpalMs JIGKAPCTBEHHOTO TIperapara B
Poccuiickon ®@enepanuu:
nata (44.MM.ITIT) ;
HOMED PErHCTPALIMOHHOTO YIOCTOBEPEHHUS ;
JaTa TMOATBEPXKICHUS TOCYIapCTBEHHOW PETUCTPAIMH JIEKapCTBEHHOTO
npenapara (Ipu HATMYUHU) (44.MM.TTIT) ;
2.4. naHHBIC O MPOM3BOJICTBE JIEKAPCTBEHHOTO MpemnapaTta B Poccuiickoii
®denepanuu (IpyU HATUIHH )

>
2.5. mpennaraemble I WCKIIOYEHHUS  JICKAPCTBEHHBIE  (HOPMBI
3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara (epeunucinTh)

9

2.6.cBeieHUsT O BOCHPOU3BEIICHHBIX JIEKAPCTBEHHBIX Ipenaparax

(TIpy HATMYHH )

3. OcHoBaHUs I WCKIIOYEHUS JIEKApCTBEHHOrO0 Ipenapara U3
MUHHUMAJILHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX IS
OKa3aHUs MEIUIIMHCKOW MOMOIIK:

3.1. JekapCTBEHHBIN TMpenapar HE BXOAUT B TNEPEUYEHb IKU3HEHHO
HEOOXOMMBIX M BKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

3.2. mpuMEeHEeHHE JIEKapCTBEHHOTO mpenapara B Pocculickoil @enepanuu
MPUOCTAHOBIICHO;

3.3. rocynapcTBeHHasi perucTpanusi JIEKapCTBEHHOrO0 Ipernapara B
Pocculickon @enepanum OTMEHEHA,

3.4. mpekpallieH TpakIaHCKU O00OpOT JEKapCTBEHHOTO IMpemapara B
Poccuiickon @enepanuu, B TOM YUCIE MTPEKPALIEHO €M0 IPOU3BOICTBO.

4. JlokymMmeHTHI W JaHHBIE, OOOCHOBBIBAIOIINE TNPEIJOKEHHE 00
UCKJIIOYEHUU JIEKApCTBEHHOTO Mpernapara W3 MHUHUMAIBHOTO aCCOPTUMEHTA
JICKapCTBEHHBIX TIPEMapaToB, HEOOXOAMMBIX [IJIi OKa3aHUS MEIUIIMHCKOM
MOMOIIIH:
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4.1. IOKyMEHTBl ¥  JIaHHblE,  TMOJTBEPKAAIONINE  MpEKpalIeHUue
rpaKIaHCKOro 000poTa JeKapCTBEHHOTro npemnapaTta B Poccuiickoit denepaiiuu,
B TOM YHCJIE TIPEKpaIlleHHe ero MPOU3BOJICTBA

4.2. JaHHBIC, IIPCACTABJICHHBIC 3a4BUTCIICM B MTHUITUATUBHOM IIOPAIKC

5. O6HICC KOJIMYCCTBO IIPCACTABJIICHHBIX TOKYMCHTOB
Ha JINCTax.

[Toamnuce 3agaBuTENA / /

JlaTta
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[TPMJIOKEHHUE Ne 5

K [IpaBunam popmMupoBanus
MepEYHEN JIeKapCTBEHHBIX MPENapaToB
JUUIE MEAUIIMHCKOTO TIPUMEHEHHUS
1 MUHUMAaJILHOTO aCCOPTUMEHTA
JIEKApCTBEHHBIX IMTPEIAPATOB,
HEOOXOIMMBIX JIJISI OKa3aHUs
MeIUITMHCKON MOMOIIA

(bopma)

JAKJIOYEHUE

10 pe3yJibTaTaM NPOBeJAeHUs] JOKYMEHTAIbHOMN IKCIEePTHU3bI
NPeNJIOKEHUS 0 BKIKYEHNH (UCKJIKYEHHH) JIEKAPCTBEHHOI'0 mpenapara
B IIEPEYHHU JIEKAPCTBEHHbIX MPENapaToB U MUHUMAJIbHbIA ACCOPTUMEHT

JIEKAPCTBEHHBIX MPENnapaToB, HEOOXOAUMBIX JJIS OKA3AHMS

MEIUIMHCKON MOMOIIH

1. HacTosimiee 3akit0ueHHUE KacaeTcsl MaTEPUaoB, MPEICTABICHHBIX IS

1.1. BKIIOUEHHUS JIEKAPCTBEHHOTO IIpenapara B:

1.1.1. mepeveHb KU3HEHHO HEOOXOAMMBIX U BOKHEUIIIUX JIEKAPCTBEHHBIX
penaparos;

1.1.2. nepedyeHb JOPOTOCTOAIINX JEKAPCTBEHHBIX MPENAPATOB;

1.1.3. mepedyeHb  JIEKApCTBEHHBIX  TpemapaTtoB  JJsi  oOecredeHUs
OTJICTILHBIX KATETOPU TPaK/IaH;

1.1.4. MUHUMAIIBHBI ~ ACCOPTUMEHT  JICKAPCTBEHHBIX  MPENaparTos,
HEOOXOMMMBIX IS OKa3aHWA MEIUIIMHCKOW TIOMOIM  (MUHUMAJIbHBINA
aCCOPTUMEHT);

1.2. ucknroueHus 1eKapCTBEHHOIO Mpernapara us:

1.2.1. mepedHs )KU3HEHHO HEOOXOJMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
penaparos;

1.2.2. nepedHst AOPOTOCTOSAIIMX JIEKAPCTBEHHBIX MPENAPATOB;

1.2.3. mepeyHst IeKapCTBEHHBIX MPENapaToB g 00eCeueHUs] OTAEIbHbBIX
KATErOpui rpak/1aH;

1.2.4. MUHUMAJIBHOTO aCCOPTUMEHTA.
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2. Undopmanus o 1ekapCcTBEHHOM Iperapare:
2.1. HauMEHOBAaHUE;
2.1.1. MexayHapoIHOE HETTaTeHTOBAHHOE HAUMEHOBAHUE

9

2.12.B ciIydac OTCYTCTBHUA  MCKAYHAPOIHOI'O  HCIIATCHTOBAHHOIO
HaMMCHOBAHUA - T'PYIIIIMPOBOYHOC HAMMCHOBAHNUC

9

2.1.3.B ClIydac OTCYTCTBHUA MCXKIAYHAPOAHOI'O HCIIATCHTOBAHHOIO H
I'pYIHIIMPOBOYHOI'O HAMECHOBAHMH - XUMMYECKOE€ HAMMECHOBAHUE

9

2.14.B ciydae OTCYTCTBUSI HHBIX HAWMMEHOBaHUN - TOProBOe
HAaMMEHOBaHUE ;
2.2.kox aHATOMO-TEPANIEBTUYECKO-XUMHUYECKON KJaccuukanuu

JICKApCTBCHHOTI'O IIpCIIapara

9

2.3. npcajiaracMbIC K BKIIIOUYCHHUIO JICKApCTBCHHBIC (1)0pMI>I
34aPCTUCTPHUPOBAHHOIO JICKAPCTBCHHOI'O IIPCIIapaTa (Hepe‘-II/ICJII/ITb)I
>
2.4, npcajIaracMbIC K HCKIIIOYCHHUIO JICKApCTBCHHBIC (bOpMBI
3aPCTUCTPHUPOBAHHOIO JICKAPCTBCHHOI'O IIpCIIaparTa (Hepe‘-II/ICJ'II/ITB)Z

3. Cpoku NMpoBeEHUS TOKYMEHTAIbHON SKCIEPTHU3BI:

C 10

4. JlokyMeHTaldbHas »HKCHEPTU3a TMPEUIOKEHHUSI (B COOTBETCTBUU C
npuioxeHusMu 1 1 2 x I[lpaBmiam popMupoBaHus MepedHer JIeKapCTBEHHBIX
npenapaToB JJIsl MEAUIIMHCKOTO MPUMEHEHUS] 1 MUHHUMAJIbHOTO acCOPTUMEHTA
JICKAPCTBEHHBIX IpErapaToB, HEOOXOAUMBIX 11 OKa3aHUsS MEIUIIMHCKOMN
IIOMOILIA, YTBEPKAECHHBIM 1ocTaHoBiIeHUeM [IpaBurenscrBa Poccuiickont
®epnepanuu oT 28 aprycta 2014 r. No 871):
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TpeOyembie cBeneHMS

Nudopmanus o npeacraBieHun

Tp€6y€MBIX CBGI[GHHIZ 3asBHUTCIICM

2

3

WNudopmanus o 3asBuTeNE

1.1 mpeacrasiieHa B HOJTHOM 00BEME

1.2 mpencraBieHa HE B MOJHOM O0BEME
(IEepEeYnCIINTD):
1.3 He mpexncrasieHa
Nudopmarus o 2.1 npencraBiieHa B MOJTHOM 00beMe
JIEKapCTBEHHOM Tpenapare | 2.2 nmpejcTaBieHa HE B IOJHOM oOBeMe
(TIepeYuCInTh):
2.3 He npeacTaBlieHa
Caenenus o 3.1 mpeAcTaBiIEeHbI B TOJTHOM 00bEME
JIEKapCTBEHHOM Ipenapare | 3.2 mpeAacTaBieHbl HE B IOJIHOM 0OBbeMe
JUIS1 BKITFOUEHUS (IEepEeYUCIINUTD):
(UCKIIIOYEHUS) B IEPEUHU
JIEKapCTBEHHBIX 3.3 He mpeACTaBICHbI
MpenaparoB u
MHUHUMaJIbHBIN
aACCOPTUMEHT
JlaHHbIE, 4.1 mpeCTaBJICHBI B TTIOJIHOM 00bEeMe
000CHOBBIBAIOIITHE 4.2 mpeCTaBICHBl HE B TIOJHOM O0Bbeme
MPEIIOKEHHUE O (IepEeYUCIIUTD):
BKJTIOUCHUU
(MCKIJIIOYEHUN ) 4.3 He mpeacTaBICHbI
JIEKapCTBEHHOIO
npenapara B epeyHu
JIEKapCTBEHHBIX
npenaparoB U
MUHHUMAJIbHBIN
ACCOPTUMEHT
5.3amedaHuss 1O  pe3yJpTaTaM  JOKYMEHTAJIBHOM  3KCIEPTHU3bI

NpeIOKEeHUs (IPU HATUYUH HY)KHOE OTMETHUTD):

5.1 HeHajuiexaliee oQOpMIICHHE TPEIOKEHHUSI U TPUTIAaraeMbIX K HEMY

JIOKYMEHTOB M CBEJICHUI;
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5.2 OTCYTCTBUE DJEKTPOHHON (HOPMBI MPEIJIOKEHUS U TMPUIIaraeMbIX K
HEMY JJOKYMEHTOB M CBEJICHU;

5.3 mpeAcTaBiieHHE IOKYMEHTOB M CBEJICHUM B HEITOJTHOM 00BEME;

5.4 BBISBJICHUE HECOOTBETCTBHUS MEXJY JOKYMEHTaMH M CBEJICHHSIMHU,
peACTaBISHHBIMA Ha OyMa)KHOM HOCUTEJIE U B 3JIEKTPOHHOM BH/IC;

5.5 mpeAcTaBiieHUE HEJOCTOBEPHON UM MCKaXEHHON MH(pOopMaIuu;

5.6 mpeACcTaBlIeHUE JTOKYMEHTOB W CBEJICHHM, MO KOTOPHIM KOMHUCCHEH
OBLIO BBIHECEHO pelieHHe 00 OTKa3e BO BKIIOYCHUH (UCKIIOUCHUH )
JIEKQpCTBEHHOI'O0 TIpernapaTa B MEPEYHH JICKAPCTBEHHBIX IIpenapaToB,
MUHHMMAaJIbHBIN aCCOPTHUMEHT.

KOHKpCTHBIG 3aMCUYaHUAd:

6. Pesymnbrar:

6.1 HampaBUTH NPENIOKEHNUE HA IKCIIEPTUY;

6.2 HapaBUThL B aJpPEC 3asABUTENSA 3AKIIOYEHHE C 3aMEYAHUIMU
O HECOOTBETCTBUHU YCTAHOBIIEHHBIM TPEOOBAHUSAM;

6.3 HanpaBUTh NPEITI0KEHNE BHEIITATHOMY CIIEIIUATUCTy MHUHUCTEPCTBA
3apaBooxpaneHust  Poccuiickont ~ @enepanuu I8 MOJATOTOBKHU
PEKOMEHJalMi O  BKJIIOYEHUU (UCKIIOYEHUH) JIEKAPCTBEHHOTO
npenapara B MUHUMAaJIbHBIA aCCOPTUMEHT.

[Ipencenarens koMmuccuun
MuHnucTepcTBa 31paBOOXpaHEHUS
Poccuiickon ®enepanuu
1o (POPMUPOBAHUIO TIEPEUHEH
JIEKApCTBEHHBIX MPENapaToB IS
MEIMUITMHCKOTO0 MPUMEHEHUS
Y MUHHUMAaJIbHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MTPEIapaToB,
HEOOXOIMMBIX JJISI OKa3aHUs
MeIUIMHCKON MOMOIIA

/

(mara) (moamuch, pacmrudpoBKa MOIITHCH)
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[TPMJIOKEHHUE Ne 6

K [IpaBunam popmMupoBanus nepeyHen
JIEKapCTBEHHBIX MpPErnapaToB
JUIS1 METUIIMHCKOTO MPUMEHEHUS
1 MUHUMAaJIbLHOT'O aCCOPTUMEHTA
JIEKapCTBEHHBIX MpenapaToB, HEOOXOMMBIX
JUISL OKa3aHUsS MEIUIIMHCKON ITOMOIIH

HUHTEI'PAJIBHBIE HIKAJIBI
KJIMHUYECKOH U KJIMHUKO-9KOHOMUYECKOHN OLIEHKHU
JIEKAPCTBEHHOI'O IIPEITAPATA IIPU IPOBEAEHUH
IKCHEPTHU3bI

[Ikana onenku
YPOBHEM JOKA3aTEIBbHOCTU PE3YJIHTATOB KIMHUYECKUX
o *
WCCJIEIOBAHNM JIEKAPCTBEHHBIX MPENAPATOB

YpoBHU
. [ITkama oueHku
XapakTepucTHuKa UCCIIeIOBAHUHN JIOKa3aTeIIbHOCTH 5
PE3YNIBTATOB (bamer)
Cucrematnueckue 0030pbl I 10
U METa-aHaJIU3bI
PangomMu3upoBaHHBIE CIEIbIC 1 9
KIIMHAYECKHUE UCCIICIOBAHUS
PannomMu3npoBaHHbIE OTKPBITHIE I 8
KIIMHAYECKHUE UCCIICIOBaHUS
KBazuskcnepyuMeHTanbHbIE Il 7
WCCIICIOBAHUS
KoropTtHsie ucciienoBanus vV 6
UccnenoBanus "cirydaif-KOHTPOIIb V 5
OrnrcaHue CIy4yaeB M CEPUU CITy4YaeB VI 4
MHeHue sKcrepToB \l 3
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2

[IIxana onenku

ypOBHeI/I Y6€I[I/ITGJ'II>HOCTI/I JOKa3aTCIbCTB KJII/IHI/I‘IGCKI/IX

I/ICCJIG,Z[OBaHHI/I JICKAPCTBCHHBIX npenapaTOB

YpoBeHb

Y6€I[I/ITGJII)HOCTI/I

JO0Ka3aTcJIbCTB

XapaKTepI/ICTI/IKa ITOKa3aTCJIA

[IIkana
OIICHKHU
(6aJ1s1B1)

A

JI0OKa3aTeIbCTBAa YOS IUTEIbHBI:
MMEIOTCSI BECKHE JJOKA3aTENbCTBA MPEAIaraéMoro
YTBEPKICHHUSI

3

OTHOCUTEJbHAS yOEIUTEIbHOCTD JI0KAa3aTENIbCTB:
HMMEIOTCS IOCTaTOYHBIE J0KA3aTEIbCTBA B MOJIb3Y
TOTO, YTOOBI PEKOMEH0BATH MPE/I0KEHHBIHI
JIEKapCTBEHHBIN TIpenapar JJisi BKIIOUEHUS
(MCKITIOYEHUS) B COOTBETCTBYIOIINI NTEPEYCHB
JIEKapCTBEHHBIX MPENapaToB

JOCTAaTOYHBIX JOKA3aTCJIbCTB HCT:

HMCIOMINXCA A0KA3aTCIIbCTB HEAOCTATOYHO AJIsA
BBIHCCCHHUA PCKOMCHIAINH, HO PCKOMCHIalINN
MOT'YT OBITH JaHbI C YYCTOM HMHBIX 00CTOSITEILCTB

I/IHTCFpaJIBHa}I KOJIMYCCTBCHHAA OLICHKA
Ka4yeCTBA KIIMHNYCCKOI'O UCCIICAOBAaHMA JICKAPCTBCHHOI'O ITpeIIapara s

MCIUIUHCKOT'O MPUMCHCHUA

VYpoBeHb Oo6mas
YpoBeHb P
10Ka3a yoenu- OLICHKa
XapakTepucTuKa UCCIe0BaHUS TEJIHHOCTH | HCCIENO-
TETBLHOCTH
J0Ka3a- BaHUS
JAHHBIX
TEJIbCTB (Gasbn)
Cucremarnueckuii 0030p ompee-
PaHAOMHU3UPOBAHHBIX KIMHUYECKUX | A JISIETCS KaK
WCCJICTOBAaHUIA UM METa-aHAIIN3 POU3Be-
TICHUE
MacmtabHble paHIOMU3HPOBAHHBIE OIICHKH B
KJIMHUYECKUE UCCIIEIOBAHUS C oajutax
OJTHO3HAYHBIMU PE3YIbTaTAMHU U HU3KOU I A YPOBHS
BEPOSITHOCTHIO OINOOK J0Ka3aTelb-
HOCTH
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VpoBeHb YpoBeHb Oo01mas
yoenu- OLICHKA
XapakTepucTuKa UCCle0BaHUs AOKASA™ e rbHoCTH Uccieno-
TEJIHLHOCTH
J0Ka3a- BaHUS
JTAHHBIX
TEJIbCTB (Gayue)
MacuiraOHble paHJOMU3UPOBAHHBIC JAHHBIX U
KIIMHAYECKHUE UCCIICOBAHUS C OTICHKH B
HEO/IHO3HATHBIMH PE3yJIbTaTaMH, I B Oaiax
HU3KOW WIJIA CPETHEN BEPOSATHOCTHIO YPOBHSI
10)1105(010) 8 yoeauTeb-
HOCTH
Hebomnbiue pan10Mu3upoOBaHHbBIE J0Ka3a-
KJIIMHAYECKHUE UCCIICIOBAHUS I B TEJIbCTB
KBasuskcnepumeHTanbHOE Il B
HCCJICIOBAHHUE C XOPOIIIO
OT00PaHHBIMHU TPYIITIaMU CPaBHEHUS
KoroptHsie nccnenoBanus ¢ vV B
OJIHO3HAYHBIMU PE3yJbTaTaMU U HU3KOU
BEPOSITHOCTHIO OIIUOOK
HccnenoBanus "ciry4aii-KOHTPOJIb'' € \ B
OJIHO3HAYHBIMU PE3yJbTaTaMU U HU3KOU
BEPOSITHOCTHIO OIIUOOK
Onucanue ciiy4yaeB, CEpHil Ciiydaen VI C
MHeHMe KCIepTOB \l C
HccnenoBanus r060r0 nu3aitHa I C
HHU3KOTO METOJAUYECKOTO Ka4eCTBa ] C
Il C
\Y4 C
\Y C
Vi C
Vi C

HrtoroBasi UHTErpajibHas KOJIMUYECTBEHHAS OLICHKA KaueCTBA KIMHUYECKOTO
MCCIIEIOBAaHUS JIEKAPCTBEHHOTO IIpenapara:
He MeHee 18 1 pekoMeH1aluy K BKIIIOYEHUIO JIEKAPCTBEHHOIO Mpenapara,

He MeHee 12 /1 peKOMEeH 1AM K BKJIFOUEHUIO )11 ophaHHOTO

JICKapPCTBCHHOTI'O ITpCIiapara
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4

KonnyecTBeHHas orieHKa
3¢ (HEeKTUBHOCTH MPUMEHEHUS JIEKAPCTBEHHOTO TMperapaTa B paMKax
KJIIMHUYECKUX UCCIECNOBAHUN

JlocTrxxeHue
€JIEBOr0 pe3yJjbTaTa
O1uieHKa cTeneHu I pesy
C Y4eTOM
HanmenoBanme JIOCTHKEHHUS 1IETIEBOTO
MPEUMYILECTBA [Ikana
KpUTEpUS pe3ynbTaTa ¢ y4eToM 9
nepes Tepanuei OTICHKU
OIICHKHU IpPEUMYIIEeCTBA
. npenapaTaMmu (6aswbI)
3¢ (PEKTUBHOCTH | O CPABHEHHIO C Teparuen
CpaBHEHHUS
npenapaTaMy CpaBHEHHS
(B mpoIEeHTaX)
Hanpumep IIOJTHOCTBIO JOCTUTHYT 100 10
KPUTEPHIA: LIEJIEBOU pe3yJIbTaT
CHUKEHHE (BeICOKAst 2)(heKTUBHOCTD )
YPOBHS YaCTUYHO JOCTUTHYT 90 9
apTEepUaIbHOIO | IIeJIEBOM Pe3yJIbTaT
JABJICHUS (cpenusig 3pPpeKTUBHOCTD) 80 8
J10 LIEJIEBOTO
3HAYCHUS 70 7
60 6
50 5
40 4
30 3
20 2
10 1
HE JOCTUTHYT LIEJIEBOM 0 0
pe3yabTat (HU3Kast
3 PEeKTUBHOCTD WIIH
OTCYTCTBHE
2 PEKTUBHOCTH)
Htoro cpenHsis oneHka 3(pPpexkTUBHOCTH (OTHOIIEHUE CYMMBI 0aioB

0 KaXJI0MY KpuTeputo 3 (PEKTUBHOCTU K KOJIUUECTBY

KpUTEPUEB)
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KonnuecTBeHHas OLICHKA
0e301macHOCTH IMPUMCHCHMU: JICKAPCTBCHHOI'O IIPCIIapaTa B paMKax
KIIMHUYCCKHUX I/ICCJ'IGILOBaHI/If/i

OneHKa ypOBHS Yucio cinydaes
0€301MacHOCTH HO(EO‘IHH} Ouerka B Gamax Becogoit
JIEKapCTBEHHOIO ACUCTBHN K03 GUIIUEHT
npenapara (B mporeHTax)
[To6ounbIe MEeHcTBHS 0 0 0
OTCYTCTBYIOT
[ToGounBIC AEHCTBUS 10 -1 0,25
JIETKOU CTETeHH 20 1
30 -1
40 -2
50 -2
60 -3
70 -3
80 -3
90 -4
100 -4
[ToGouHbIe AeHicTBUS 10 -2 0,5
CpEIHEN TAXKECTU 20 9
30 -3
40 -3
50 -4
60 -4
70 -5
80 -5
90 -6
100 -6
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OueHka ypoBHs
0C30ITaCHOCTH
JIEKapCTBEHHOTO
npenapara

Yucio cinydaes
OOOYHBIX

JEeUCTBUN

(B TIporIeHTaX)

Or1enka B Oajuiax

BecosBoit

K03 UITUEHT

[ToOouHEbIE IEHCTBUS
TSDKEJION CTENeHU -
COCTOSIHHS,
MPOJIEBAIOIINE
HaXO0XKJICHUE MalueHTa
B CTallHOHAPE WU
MPEICTABIISIONINE
yIpO3y ISl )KU3HU

0
20
30
40
50
60
70
80
90
100

- 10

Hroro

OIICHKAa YPOBHS 0€301MaCHOCTH (CyMMa MPOU3BEICHUN
CpeIHUX OAJIJIOB MO KAXKIOMY YPOBHIO O€30MTaCHOCTH
JIEKapCTBEHHOTO Mpernapara u COOTBETCTBYIOIIETO

BeCOBOro Koadduimenra)

KonnuecTBeHHAd OIlEHKA

JOTIOJTHUTENIbHOM TEPANeBTUUECKOW [IEHHOCTH JIEKAPCTBEHHOTO TIpenapara

HaumenoBanue
KpUTEpHUs
HOHOEHHTI;HBHOIZI Pesynprar onieHkun (I)JL{SIE-IUIZI?I
TE€pANEBTUYECKOU (GaTeN)
LIEHHOCTH
1. KpaTHOCTh IpHEMa | COKpallleHue KPaTHOCTHU MpUeMa +2
COXpaHEHHUE KPATHOCTHU MpUeMa 0
YBEJIIMYEHUE KPATHOCTHU ITpUEMa -2
2. HoBbIil MEXaHU3M | UMEET CYIIECTBEHHbIE KIMHUYECKUE +2
JNEUCTBUS IIPEUMYILECTBA
UMEET HE3HAYUTEIbHBIE KIMHUYECKUE +1
MPEUMYIIECTBA
HE UMEET KIIMHUYECKUX TPEUMYIIECTB 0
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KonnuecTBeHHas OLICHKA
KJIMHUKO-2KOHOMHUYECKOMN 3(1)(1)6KTI/IBHOCTI/I JICKApCTBCHHOTI'O IIpCIIapara

. [Ikana
Kpurepun ouenku Pe3ynprar onieHkun POLICHT OLICHKHN
OTKJIOHEHHUS (6asth)
1. [IpeacraBneHHass | BbIIIE CTOUMOCTH 100 u Gonee -10
CTOMMOCTB Kypca JIeYEHUs MpernapaToM
WJIU TOJIOBOTO CpaBHEHHUS 80 - 100 - 8
JICUCHUA 60__80 _6
JIEKapCTBEHHBIM 20260 2
IIpenapaTomM ) )
20 - 40 -2
10 - 20 -1
COOTBETCTBYET He Oosiee 0
CTOUMOCTH JICYCHUS 10
MpernapaToM CpaBHEHUS
HUKE CTOUMOCTH 10 -20 +1
JI€YEHUs MPEernapaToM 20 - 40 0
CpaBHEHHUS
40 - 60 +4
60 - 80 + 6
80 u Gonee + 8

Hrorosas OICHKA IT10 IIKAJIC OLUCHKU PCACTABJICHHLIX 3aTpaT

2. IIpeumyiiecTtBa
10 KJIMHHUKO-
AKOHOMHUYECKOM
3 PEeKTUBHOCTH
JIEKapCTBEHHOTO
npermnapara ¢
npenapaTaMu
CpaBHEHHUS

(Mo KaxxaI0MYy U3
MpEeCTaBICHHBIX
WJIM HaWJIeHHBIX
CaMOCTOSITEIILHO
HCCIIeIOBAHUM )

PUMEHECHHUE
JIEKapCTBEHHOTO
npernapara IpuBOJIUT K
CHIDKCHHIO OOIIHMX
3aTpart (yka3arb
OTAEIBHO MPSMBIE U
HETpPsMbIE 3aTPaThl)

Ha OKa3aHue
MEIUIIMHCKON ITOMOIIHA
B paMKax MporpaMMbl
roCyAapCTBEHHBIX
rapaHTUi OeCIJIaTHOTO
OKa3aHUsI MEAUIIUHCKOU
MOMOIIH (BIUSHUE HA
O10JKET)

1o 20 +2
20 -40 + 4
40 - 60 + 6
60 - 80 + 8
6osee 80 +10
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Kpurepun ouenku

Pe3ynprar onieHkun

[Ipouent
OTKJIOHCHHUS

[Ikana
OIICHKHU
(6aswBI)

MIpUMEHEHNE
JIEKapCTBEHHOT O
npenapara He TpeOyeT
YBEIUYEHUS 00X
3aTpart (yka3arhb
OTJICTTLHO MPSMBIE U
HEMpsIMBbIC 3aTPAThl) HA
OKa3aHHE MEIUIIMHCKOM
MOMOIIU B paMKax
IPOrpaMMBbI
rocyJapCTBEHHBIX
rapanTuii 6ecriIaTHOrO
OKa3aHUs MEAUIIMHCKON
MOMOITH (BIUSHUE HA
OI0/TKET)

0

PUMEHEHUE
JIEKaApCTBEHHOTO
npenapara Tpedyer
yBEITUYEHUS O0UTUX
3aTpart (yKa3arhb
OT/ICJIbHO MPSMBIC U
HEMpsIMbIE 3aTPaThl) HA
OKa3aHUE MEIUIMHCKOU
MOMOIIIU B paMKax
pOrpaMMbl
roCyJ1IapCTBEHHBIX
rapaHTuii OECIIaTHOTO
OKa3aHUs MEAULIUHCKOU
MOMOIIY (BIUSIHUE HA
OI0IKET)

1o 20

20-40

40 - 60

60 - 80

ooiee 80

OLICHKA 3aTpaT u
a3 pekTUBHOCTH
(OTHOIIEHHE MOKa3aTeNs
JIEKapCTBEHHOT O
npenapara u
MpenapaToB CPaBHEHHUS )

CHMIKCHHUC
ITIOKa3aTcCiId

+1

ITOBBIIIICHUC
IIOKa3aTCJIA
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Kpurepun ouenku

Pe3ynprar onieHkun

[Ipouent
OTKJIOHCHHUS

[Ikana
OIICHKHU
(6aswBI)

Hrorosas OICHKA I10 IKaJIC OOCHKU ITPCUMYIIICCTB

JIEKapCTBEHHOTO Tpernapara Mno KIMHUKO-I)KOHOMUYECKON
3¢ (HEeKTUBHOCTH (OTHOLICHHE CYMMBI OAJIJIOB M0 KaXIOMY

VICCIIEOBAHMIO K KOJINYECTBY UCCIICJOBAHHIN)

HToroBas oleHKa KIMHUKO-3KOHOMHYECKOH d3PPEKTUBHOCTH
JIEKapCTBEHHOTO Tpenapara (Cymma 0alljioB OLIEHKH
MPE/ICTABIICHHBIX 3aTPAT U UTOTOBOM OIIEHKH IO IIKaJIe OIICHKU
MPEUMYIIECTB JIEKAPCTBEHHOTO Mpenapara 1no KIMHUKO-
HKOHOMHUYECKOUN 3PPEKTUBHOCTH)

HTorosas oneHka KIMHUKO-3KOHOMUYECKOW SKCIIEPTU3bI IPEATIOKEHHS (HE
MeHee t+ 4) 1 peKOMEHAAIMH K BKIIFOUEHHIO JIEKaPCTBEHHOTO Mpernapara B

NepeYHU
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KonnuecTBeHHas OLICHKA
AOIIOJIHUTCIIBHBIX JAHHBIX O JICKAPCTBCHHOM IIPCIIAPATC

[Mxana
Kpurepun ouenku Pe3ynprar onieHkun OLICHKHU
(6anb)
HeobxoammocTh MpuMeHEeHUS na +2

JIEKapCTBEHHOI'O IIpenapara Jjis
JTUArHOCTUKH, MPOPUITAKTUKH, ICUCHUS
WU peadbuiuTaiuu 3a00JeBaHuH,
CHUHJIPOMOB WJIM COCTOSIHH,

peo0JIaIaloIuX B CTPYKTYpe HET 0
3a00JIeBAEMOCTH U CMEPTHOCTH TPaK/IaH
Pocculickon ®@enepanuu, Ha OCHOBaHUU
JIAHHBIX TOCYAapCTBEHHOTO
CTATUCTUYECKOTO HAOIOICHUS

[{emecooOpa3HOCTh BKITIOUEHUS 0,8 u BbIIIIE +3
JIEKapCTBEHHOIO Tpenapara B ctanaapt | 0,6 - 0,8 +2
MEIULIMHCKON ITOMOLIHU C y4ETOM 04-0,6 +1
PEKOMEHyeMOW YacTOThI 0,2-04 +0,5
peaOCTaBICHUS amxke 0,2 0
[{enecooOpa3HOCTh BKIIOUEHUS B na +2
KIIMHUYECKHE PEKOMEHJAIUN HET 0
(TIpOTOKOJIBI JICYEHUSI)

Hanuuue 3aperucTpupoBaHHbBIX B na +1
Poccuiickoit @enepanuu HET 0
BOCIIPOU3BEAEHHBIX JIEKAPCTBEHHBIX

npenapaTon

Hanuuue nekapCTBEHHOTO Mpenapara B | HET 0
MepeYHEe CTPATErNYECKH 3HAYUMbIX na +1

JIEKAPCTBEHHBIX CPENCTB, IPOU3BOJICTBO
KOTOPBIX JIOJKHO OBITH 00€creueHo Ha
tepputopun Poccutickon @enepanuu,
YTBEPKIAECHHOM PaCIOPSKEHUEM
IIpaBurenscTBa Poccuiickon denepanun
ot 6 utosist 2010 r. Ne 1141-p

Hanuuue nekapcTBEHHOIO Mpenapara B | HET 0

NEPEeYHsIX JeKapCTBEHHBIX MIPEenaparoB, | aa +1
(uHAHCHPYEMBIX 3a CUET CPEICTB
010/1KeTOB CyObeKTOB Poccuiickoi
denepauuu
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Kpurepun onenku

Hanuuue npousBoacTBa (JIOKaau3aius)
JIEKapCTBEHHOTIO MpEenapara Ha
tepputopun Poccurickon denepanuu

[Txama
Pesynprar onieHkun OLICHKHU
(Gambn)
HET 0
na +3

HTorosas oneHka MpoYrx JaHHBIX MO MPEMIOKEHHUIO ( HE MeHee + 2) I

PCKOMCHAAIINN K BKIIOYCHHUTO

" VpoBeHb 0KA3aTENBHOCTH PE3y/IbTATOR KIMHHUECKHX MCCICIOBAHMN IPHMEHSCTCS [Tl (POPMATbHOM OLEHKH
Ka4ecTBa OT/AENBHOTO KIMHUYECKOTO HCCIICIOBAHMS JEKapPCTBEHHOTO Ipemnapara. KimmHn4ecknx ucciieoBanui
OJTHOTO JIEKapPCTBEHHOTO Iperapara MOXET ObIThb HECKOJBKO, M YPOBHH HX JOKA3aTEIbHOCTH B 3aBUCHMOCTH
OT n3aifHa KIMHNYECKOTO HCCIICIOBAHMS MOTYT OBITh Pa3IMYHBI.

YpoBHH yOEOUTENBPHOCTH JOKa3aTeNbCTB 3(PQPEKTUBHOCTH JICKAPCTBEHHBIX IPETapaToB MPUMEHSIOTCS HpPH
OLICHKE COBOKYITHOCTH WCCJIEJOBAaHWH OJHOTO M TOTO K€ JIEKapCTBEHHOro mpemapara. OCyIIecTBISETCS
0000meHne JaHHBIX 00 YPOBHSX [OKA3aTEIbHOCTH OTAENBHBIX HCCICHOBAaHMN pPAa3IMYHOTO KadecTBa H

Hk

MPUCBAaNBACTCs OJIMH U3 3 YpOBHEH yOeIUTEIEHOCTH.
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[TPMJIOKEHHUE Ne 7

K [IpaBunam popmMupoBanus nepeynen
JIEKApCTBEHHBIX TpEnapaToB s
MEIUIIMHCKOTO TPUMEHEHUSI
1 MUHUMAaJILHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX MPEIAPATOB,
HEOOXOIUMBIX JJI1 OKa3aHUs
MeIUIMHCKON MOMOIIA

(bopma)

B xomuccuro
MuHuCcTEpCTBA 3PaBOOXPAHECHUS
Poccutickon ®enepanuu
110 (POPMUPOBAHUIO TIEPEUHEH
JIEKApCTBEHHBIX TpenapaToB s
MEIUIIMHCKOTO TPUMEHEHUS
1 MUHUMAJIBLHOT'O aCCOPTUMEHTA
JIEKApCTBEHHBIX MPEINAPATOB,
HEOOXOIMMBIX JIJISI OKa3aHUs
MEIUIIMTHCKON ITOMOIIHA

JAKJIOYEHUE

10 pe3yJibTaTaM MPOBeAeHUs IKCIEPTU3bI MPeII0KeHH
0 BKJIIOYEHUH (MCKJIHYEHHH) JeKAPCTBEHHOI0 Npenapara
B IIEPEYHH JIEKAPCTBEHHBIX Npenaparos

1. Hacrosimee 3aKkiroueHne KacaeTcsi MaTEPUAIOB, IPEICTABICHHBIX JUIS:

1.1. BKIIOUEHHUS JIEKAPCTBEHHOTO Mpenapara B:

1.1.1. nepeyeHb KU3HEHHO HEOOXOJUMBIX U BaXXHEUIIUX JIEKAPCTBEHHBIX
IpernaparTos;

1.1.2. nepedyeHb AOPOTOCTOAIINUX JEKAPCTBEHHBIX MPEMAPATOB;

1.1.3. nepeyeHb  JIGKAPCTBEHHBIX  IMpemapaToB s  OoOecredeHHs
OTJIEJbHBIX KATErOPHUI IPak/iaH;
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1.2. Vckmrouenus JeKapCcTBEHHOTO IIpenapara us:

1.2.1. nepeyHsi >KU3HEHHO HEOOXOAMMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX
penaparos;

1.2.2. nmepedHsi 1OPOroCTOAIIUX JIEKAPCTBEHHBIX MPENapaToB;

1.2.3. mepeyHst JIeKapCTBEHHBIX MPENapaToB JIJIsi 00€CTIeUeHUs OTACIbHBIX
KaTeropuii rpak/iaH.

2. Uudopmanust 06 3KCIEPTHON KOMUCCHH:
2.1. HauMeHOBaHUeE HKCIIEPTHON OpraHU3aIuU

2.2.cocTaB JKCIEpTHOM KoMuccHH  (daMuiaus, UM, OTYECTBO,
JIOTKHOCTD ) ;

2.3. aapec (MeCTO HAXOXKIEHHUS) SKCIEPTHON OpraHu3aluu ;
tenedon (paxc) ;
AJNIEKTPOHHAS I1OYTa

3. Undopmarus o JeKapCTBEHHOM Ipernapare:
3.1. HaMMeHOBaHUE:

3.1.1. Mexx1yHapOJIHOE€ HEMATEHTOBAHHOE HAUMEHOBAHUE

3.1.2.B ciyyae OTCYTCTBUS MEXIYHApPOAHOTO HEMATEHTOBAHHOTO
HAaMMEHOBaHUA - TPYNIUPOBOYHOE HAUMEHOBAHUE

b

3.1.3.B ciyyae OTCYTCTBHS MEXIyHAapOJHOTO HEMATEHTOBAHHOTO H
IpyNIUPOBOYHOIO HAMMEHOBAHUM - XUMUUYECKOE HAMMEHOBAaHUS

b

3.14.B caydae OTCYTCTBUSI HHBIX HAaWMMEHOBAHUM - TOProBOE
HAaMMEHOBAHUE ;
3.2. Kox aHATOMO-TEPANEBTUYECKO-XUMUYECKON KJIacCU(UKAIIUU

JICKapCTBCHHOTI'O ITpCIiapara

b

3.3. mpejyiaraeMble K BKJIIOYEHUIO WJIM HUCKIIOYEHHUIO JIEKapCTBEHHBIE
(GhOopMBI 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara (IepeurciIuTh) ;

3.4. unpopManusi O BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IIpernaparax
(MpY HAJTUYHH):

4. Cpoku NpOBEICHUS IKCIEPTU3BI:

C I10

002426476



5. Pe3ynbTaThl KIMHUYECKOW OILIEHKU MPEIoKEeHUs (B COOTBETCTBUU C
npuwioxkenueM Ne 6 k IlpaBwiam dopmupoBaHus TMEepedyHEN JEeKapCTBEHHBIX
penaparoB s MEAUIIMHCKOTO MPUMEHEHHS] 1 MUHUMAJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX TMPEMapaToB, HEOOXOAMMBIX [UJIi OKa3aHUS MEIUIIMHCKOM
MOMOIIM, YTBEPKACHHBIM TocTaHoBIeHUeM lIpaButenbctBa Poccuiickoii
®enepanuu ot 28 aBrycra 2014 r. Ne 871):

5.1. PCSYJ'ILT&TBI OLCHKH KadyCCTBa KIIMHUYCCKHUX I/ICCJ'IG,ZIOBaHI/Iﬁ
JICKApCTBCHHOI'O IIpCIiapara, IMpCAaACTABJICHHLIX 3aABUTCIICM U (I/IJ'II/I) H&fII[E?HHI)IX
CaMOCTOATCIIBHO BKCHepTHOﬁ KOMHCCHEH

XapakTepucTuka

YpoBeHb YpoBeHb OO6m1as oneHka
MIPECTaBICHHOTO
yOeUTENBHOCTH | yOSNUTEIBHOCTH | UCCIEIOBAHUS
KIIMHHYECKOTO
TAHHBIX JIOKA3aTeNILCTB B Oamrax
HCCJIEIOBAHHUS
1
2
3
4
5
u JIp.

Htoro: cpenHee 3HaueHHe (OTHOIICHHE CYMMBI OIIEHOK
MCCIIETIOBAHUS K UX KOJMYECTRY)

5.2. Pe3ynbrarhl KOJIMYECTBEHHOW OIECHKUA J(P(HEKTUBHOCTH JICUCHUS
JIEKapCTBEHHBIM  IIPENAapaToM B paMKaxX KIWMHUYECKUX MCCIEIOBAHUN,
MPEJCTABICHHBIX 3asBUTENIEM U (WJIM) HAUJEHHBIX CAMOCTOSITEIbHO AKCIEPTHOM

KOMHCCHEH
JlocTrxeHue
Haumenosanne OrneHKa CTENEHU JOCTUXKEHUS HeTIeBoro Onenka
KPUTEPUS OLICHKH pe3yJibTaTa
LIEJIEBOTO pe3yJibTaTa (B B Oayrax
3 PEeKTUBHOCTH
IPOLIEHTAX )

L(EJIEBOM PE3YJIbTAT
MOJIHOCTBIO IOCTUTHYT
(BeICOKAs 2(HEKTUBHOCTH )
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JlocTrxeHue
Hanvenoparnmne O11eHKa CTeNeHH TOCTHKCHUS ROt Onenka
KPHUTEpHs OIEHKH pesynbTaTa I
11eJIEBOT0 pe3yJibTaTa ( B Oastax
s exTUBHOCTH B
MPOLICHTAX )

L[EJIEBOM PE3YJIbTAT YACTUYHO
JOCTUTHYT (CpeaHsis
3¢ (HEKTUBHOCTH)

IIEJICBOM pe3ysIbTaT HE
JTOCTUTHYT (HU3Kast

3¢ PEKTUBHOCTD, OTCYTCTBUE
3 PEeKTUBHOCTH)

Htoro: cpeansist oneHka 3p(HeKTUBHOCTH (OTHOLIEHHE CyMMBbI
OAJIJIOB MO KaXJI0MY KPUTEPHUIO 3PPEKTUBHOCTH K KOJIMYECTBY
KpUTEPHEB)

5.3. Pe3ynbTarhl KOJMYECTBEHHOW OLIGHKHM O€30MacHOCTH JICUCHUS
JIEKAQpCTBEHHBIM MpenapaTtoM B paMKax KIMHUYECKUX HCCIICIOBAHUM,
MPEACTABICHHBIX 3asBUTENIEM U (WJIM) HAWJAECHHBIX CAMOCTOSITEIbHO SKCIIEPTHOM
KOMUCCHUEN

Hucno cnydaes
OOOYHBIX JICUCTBUI
(B mpoIeHTax)

OneHka B
Oasutax

Oruenka ypoBHs1 0€30MaCHOCTH
JIEKapCTBEHHOTO Tpernapara

[To6ouHbIEC NEHCTBUS OTCYTCTBYIOT

[ToOouHBIE IEHCTBUS JIETKOU CTEIIEHU

[ToGounble neHCcTBUS cpeaHen
TKECTH

IToOounbIEe NEHICTBUS TSKEION
CTEIICHU

HToroBas oreHka ypoBHs 6€30MacHOCTH (CyMMa MPOU3BEACHUIN CPETHUX
OaJIJIOB O KaXKJIOMY YPOBHIO O€30MTaCHOCTH JIEKAPCTBEHHOTO Mpernapara u
COOTBETCTBYIOIIIETO BECOBOTO KOAP(HHUIIUECHTA)
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5.4. Pe3ynbTarhl OIIEHKHU JOTOJHUTEIHHOW TEpaneBTUYECKOW ILEHHOCTH
JIEKapCTBEHHOT'O Tpernapara, IpeICTaBICHHON 3asBUTENEM U (UJK) HaWJEeHHOM
CaMOCTOSATENbHO KCIEPTHOU KOMHUCCHEN

HaunmenoBanue KpUTCpuAa
HOHOHHHTGHBHOﬁ
TepaHCBTquCKOﬁ OCHHOCTHU

P€SYJII>T3.T OLICHKH

OreHka B Oayuiax

1. KpatHocTh ipuema

2. HoBrIiT MEXaHU3M
EUCTBUS

5.5. UtoroBas

OLICHKAa

KJIUHUYECKOU

OLCHKHA

(cyMMa UTOTOBBIX 3HaUeHUM Tabnui 5.1. - 5.4.).

IMpCAJIOKCHUA

6. P€3YJII>T3TBI KJIMHHUKO-3KOHOMHUYECKOMN OLOCHKH ITPCAIOKCHUA:

[Ipouent Onenka
Kpurtepun ouenku Pesynbrat onieHku
OTKJIOHCHUS B Oajuiax
1. IlpencraBnenHas BBIILIE CTOUMOCTHU
CTOMMOCTB Kypca WA JI€YEHU
rOJI0BOTO JICUCHUS penapaTom
JIEKapCTBEHHBIM CpaBHEHHUS
fipeliapaToM COOTBETCTBYET
CTOUMOCTH
JICYCHUS
penapaTom
CpaBHEHHUS
HUKE CTOUMOCTH
JIeYEHUS
npenapaTom
CpaBHEHHUS
HrtoroBas oneHka no mkaae OUCHKU MPEACTABICHHBIX 3aTpaT

2. IIpenmyiecTBa 1o
KJIMHHUKO-
DKOHOMHWYECKOU

3 PEeKTUBHOCTH
JIEKaPCTBEHHOTO

npenapara B CpaBHEHUU

C npenaparamu

IPUMEHEHHUE
JICKapCTBEHHOTO
npenapara
IIPUBOJIUT K
CHHIKEHHUIO O0IINX
3arpar (yka3artb
OTJICTTLHO MPSMbIC
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Kpurepun ouenku

Pesynprar onienku

[Ipouent
OTKJIOHCHHUS

Ornenka
B Oajutax

CpaBHEHHUS

(Mo KaxxaIOMYy U3
MPECTABICHHBIX WU
HaWJICHHBIX
CaMOCTOSTEIIHO
UCCIIEIOBAHUM )

U HENPSIMbIEC
3aTpaThl)

Ha OKa3aHHueE
MEIUILIMHCKOM
MIOMOIIU B paMKax
MPOTPaMMBbI
roCyJ1apCTBEHHBIX
rapaHTun
OecrIaTHOTO
OKa3aHus
MEIMIIMHCKOM
ITIOMOIIH
(BusIHUE Ha
OIOJTKET)

MIpUMEHEHNE
JIEKAPCTBEHHOTO
npenapara He
TpeOyeT yBenuue-
HUs O0IIKX 3aTpaT
(YKa3aTb OTJIEIbHO
IpsSIMBbIE U
HETPSIMBIE 3aTPATHI)
Ha OKa3aHUe
MEIUIUHCKON
MOMOIIM B paMKax
IPOTPAMMBI
roCyJIapCTBEHHBIX
rapaHTui
OecruIaTHOTO
OKa3aHUus
MEIUIIMHCKON
OMOIIIH

(BIUsiHUE HA
OIOTKET)

IpUMEHEHUE
JIEKapCTBEHHOTO
npenapara Tpedyer
YBEINYCHHSI
00IIMX 3aTpaT
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[Ipouent

Kpurepun ouenku PesynbraT onieHKH
OTKJIOHEHHSI

Ornenka
B Oajutax

(YKa3aTh OTJIETILHO
MpsIMBIC U
HEMPsIMbIE 3aTPaThl)
Ha OKa3aHue
MEIUILIMHCKOM
MIOMOIIU B paMKax
MPOTPaMMBbI
roCyapCTBEHHBIX
rapaHTUun
OecrIaTHOTO
OKa3aHus
MEJIMLIMHCKOM
ITIOMOIIH

(BusIHUE Ha
OI0/KET)

HTorosas oneHka 1o mKajie OUEeHKH NPEUMYIIECTB
JIEKapCTBEHHOI'O MIpenapara rno KIMHUKO-7KOHOMUYECKOM
3¢ (HeKTUBHOCTH (OTHOIIEHHE CYMMBI OAJIJIOB MO KaXIOMY
VICCIIEOBAHMIO K KOJIMYECTBY UCCIIEIOBAHMI)

HToroBas oreHka KIMHUKO-2KOHOMUYECKON 3(h(HEKTUBHOCTH
JIEKapCTBEHHOTO TIpenapara (Cymma 0alijioB OLIEHKH
MPE/ICTABIICHHBIX 3aTPAT U UTOTOBOM OIICHKH 10 IIIKaJe
OLIEHKH MPEUMYIIECTB JIEKAPCTBEHHOTO Mpernapara 1o
KJIMHUKO-3KOHOMUYECKOH 3P(HEKTUBHOCTH )

7. Pe3ynbpTaThl SKCIIEPTU3bI NPOYUX AAHHBIX 10 IPEAJIOKEHHUIO:

Kpurepun ouenkun

OneHka
B Oajutax

Heo0xoauMocTh MpUMEHEHHUs JICKapCTBEHHOTO TTpernapara
JUTSL TUaTHOCTUKH, IPO(DHUIIAKTHKY, JICUCHUS WU
peadunuTainuy 3a00JIeBaHUM, CHHIPOMOB WUJIU COCTOSTHUM,
npeobIIalaoIuX B CTPYKTYpe 3a00JIeBAEMOCTH U
cMepTHOCTH rpaxkaan Poccuiickon denepaninn, Ha OCHOBAHUU
JAHHBIX TOCYAAPCTBEHHOTO CTATUCTUYECKOTO HAOIIOICHUS

[{enecooOpa3HOCTh BKIIIOUEHUS JIEKAPCTBEHHOTO Mpenapara B
CTAaHJAPT MEAULMHCKON TOMOIIM C Y4ETOM PEKOMEHAYEMOU
Y4aCTOThI IPEIOCTABICHUS
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Onenka
Kpurepuu omeHku B OasuIax

HCHGCOO6p33HOCTB BKIIFOYCHHA JICKAPCTBCHHOTO IIPCIIapaTa B
KIIMHUYCCKUC PCKOMCHOAIINN (HpOTOKOJII)I He‘{eHHH)

Hamuue 3apeructpupoBannbix B Pocculickon @eneparuu
BOCHPOU3BEIAECHHBIX JIEKAPCTBEHHBIX MIPENAPATOB

Hannuwme nekapcTBEHHOrO Ipernapara B IEPEUHE
CTPATErM4E€CKN 3HAYMMBIX JICKAPCTBEHHBIX CPEICTB,
MPOU3BOJICTBO KOTOPBIX JIOJKHO OBITH 00ECIIEUEHO Ha
teppuTopun Pocculickoit denepannu, yrBepKI€HHOM
pacnopspkenuem IIpaBurensctBa Poccuiickor denepanyu Ot
6 nrons 2010 1. Ne 1141-p

Hanuure mekapCcTBEHHOTO MperapaTa B IePEeUHsIX
JICKapCTBEHHBIX MpenapaToB, PHHAHCUPYEMBIX 32 CUET
CpeaCTB O00KETOB cyOBheKTOB Poccuiickoit deneparuun

Hanuure npoun3BocTBa (JIOKaJIU3aIMH) JIEKApCTBEHHOTO
npermnapara Ha teppuropun Poccuiickont @enepaunn

HTorosas oreHka npo4ux JaHHBIX MO MPEIIOKEHHIO (He MeHee + 2) s
PEKOMEH/IAIMHU K BKIIOUCHUIO

8. UToroBass cyMma OLEHKM MPEIJIOKEHUS M BbIBOJBI SKCIEPTHOMN
KOMHUCCHUM O LIEJecCOOOpa3HOCTH WM HEUEJIeCOOOPa3HOCTH  BKIIIOUEHUS
(MCKJIFOUEHUSI) JICKApCTBEHHOT'O IMpernapara B TEPEYHU JIEKapCTBEHHBIX
penapaTos:

[Toanucu u pacuppoBKa NOANUCENH IKCIIEPTOB:

(¢p.m.0. pyxoBOIHTEIIS IKCIIEPTHOM OpraHn3aIuy (IKCIepTa)

9. PexoMennamuu BHELLITATHOT'O CIIEUAIUCTA MunucrepcTBa
3apaBooxpanenust Poccuiickoint @enepannu:
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10. 3ameuanus BHEIITATHOT'O CIIeLIMaInCTa MuHnucrtepcTBa
3npaBooxpaneHus Poccuiickoit denepanuu (Mpu HATUYUN):

[Toanuce u pacmMppoBKa MOANKUCH

Jlata
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