NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 29 okTs6ps 2018 r. N 1283

O BHECEHIU U3MEHEHUI
B ITIPABIJIA ®OPMUPOBAHUNS ITEPEYHEN JIEKAPCTBEHHBIX ITPEITAPATOB
IIJIS1 MEIULIMHCKOT'O ITIPUMEHEHNS 1 MUHUMAJIBHOT'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX ITPEITAPATOB, HEOBXOIVMBIX JIJISI OKA3AHUS
MEJIVILIMHCKOM [TOMOIIN

[TpaBuTtenbcTBO Poccuiickoi @emepaiiiy IOCTaHOBIISIET:

VTBepAUTb NMpuaaraemMbie U3MeHeHMUsI, KOTOpble BHOCATCS B [IpaBuia GopmMupoBaHus epeyHeit
JIeKapCTBEHHBIX MTPerapaToB /s MeAUIIMHCKOTO MPMMeHeHs ¥ MUHMMAaIbHOTO acCOPTUMEHTA
JIeKapCTBEHHBIX ITPeIapaToB, HeOOXOAMMbIX JIJISI OKa3aHMS MeIUIIMHCKOM ITOMOIIM, YTBEePKIeHHbIE
nocraHoByieHueM IIpaButenbcTBa Poccuiickoit @epepanyu ot 28 aprycra 2014 . N 871 "O6 yTBepKaeHUU
[IpaBui popMupoBaHKs NepeyHeli JeKapCTBeHHbIX MperapaToB /s MeAULIMHCKOTO MpUMeHeHUs U
MMHMMAaJIbHOTO aCCOPTMMEHTA JIEKapCTBEHHBIX IPeIapaToB, HEOOXOAMMBIX /IS OKa3aHMUS MeIUIMHCKO
romotnu" (CobpaHue 3akoHomaTenbcTBa Poccuiickoit @epeparuu, 2014, N 36, ct. 4855; 2017, N 25, cT.
3691).

ITpencepnateins IIpaBuTEeIbCTBA
Poccuiickoit ®enepatyin
IO.MEJIBEJEB

YTBepKOeHbI

roctaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @enepaninmu

oT 29 okTs6ps 2018 r. N 1283

N3MEHEHNA,
KOTOPBIE BHOCSTCS B [TIPABUJIA ®OPMVPOBAHUS ITEPEUHEN
JIEKAPCTBEHHDBIX ITPEITAPATOB IJI1 MEJULIMHCKOI'O ITPUMEHEHN
1 MMHUMAJIBHOT'O ACCOPTUMEHTA JIEKAPCTBEHHBIX ITPEITAPATOB,
HEOBXOJIVIMBIX /19 OKA3AHUA MEJULIMHCKOW TTOMOIII

1. B myHKTe 2:

a) ab3air repsblii IIOC/IE CJI0B "CTAaHAAPTOB MEAUIIMHCKOM IMTOMOIIM" TOTIOJTHUTD CJIOBaMi ", pe3yJIbTaTOB
KJIMHUYECKO arpobanyy MeToL0B MPOPUIaKTUKYA, AMaTHOCTUKHA, IeUeHUS ¥ peabunmuranumn”;

0) B ITOANYHKTe "6" cyioBa "3ab0eBaHMii, CMHIPOMOB" 3aMEeHUTh CJIOBAMM "TIPU OKa3aHUM MeIUIIMHCKOM
TIOMOIIIY B C/Ty4yae 3ab60j1eBaHmMit";

B) IIOATIYHKT "T" MIPU3HATh YTPATUBIIUM CUILY.
2. [IyHKT 6 IOTOTHUTH MOAMYHKTOM "K' CJIEAYIOIIEro COAepsKaHms:

"JK) TIpeicTaBIeHYe HAyYHO 000CHOBAHHOV peKOMeHAAIlMY TJITaBHOTO BHENITATHOTO CIelaancTa
MuHUCTepCTBa 3apaBooxpaHeHus Poccuiickoit @emepativim (majiee - riaBHbIN 3KCIIEePT) M0 pe3yabTaTamM
MPOBOIMMBIX B paMKax aHaTOMO-TepaIeBTUYeCKO-XMMMUUECKOi TPYIIIbl aHaaM3a uHpopMaum o
CPaBHUTENbHOM KIMHNYECKOH 3(PheKTUBHOCTY 1 6€301acHOCTY JIeKapCTBEHHOTO MperaparTa, OleHKH!
9KOHOMMYECKMX MMOC/IEeACTBUI €T0 IPUMEeHEeHUSI ¥ U3yUYEeH U NOTIOJTHUTEbHBIX OCAeICTBUI IPUMEHEeHU S
JIeKapCTBEHHOTO TIperapara (gajiee - KOMIUIEKCHAS OlleHKa).".

3. JonosmHUTb NyHKTaMu 6(1) u 6(2) cienyoouiero CoaepsKaHus:



"6(1). JlekapcTBeHHbIE TIperapaThl MOJIeKaT MCKIIOUEHMIO 3 TIepeuHeit ¥ MMHMMAaIbHOTO aCCOPTUMEHTA,
eCJi B TeueHue 6 MecsIIieB Moc/ie BKII0UeHMS JIeKapCTBEHHOTO ITperapara B IepeyeHb BaskHeNIImX
JIeKapCTBEHHBIX ITPerapaToB He 3aperucTpupoBaHa mpeesibHasi OTITYCKHAS IleHa TPOU3BOAUTEIS Ha
JIeKapCTBEHHBIN MTpernapar.

6(2). B nepeuyHu 1 MMHMMaJIbHBII aCCOPTUMEHT BK/IIOUYAIOTCSI OLHOKOMIIOHEHTHbIE JIeKapCTBEHHbIEe
npernapatbl. KoOMOMHMpPOBaHHbIE JIeKapCTBeHHbIe MpernapaThl BKIIOYAIOTCS B IePeYHN B clTydyae, eciiu 1o
pesysibTaTaM KOMIIJIEKCHO OLLeHKM JOKa3aHO UX IIPEMUMYILECTBO B [IPMMEHeHUM U CTOMMOCTU I10
CpaBHEHMIO C OLHOKOMIIOHEHTHBIMY JIeKapCTBeHHBIMMU IIperapaTaMu.

HpI/I BKIIIOUEHUN KOMGI/IHI/II)OBaHHbIX JIEKapCTBEHHDLIX ITPpEIapaTOB B [IEPEUYHN U MUHMMAaJbHBbINI
ACCOPTUMEHT OAJHOBPEMEHHO BK/IIOUAKOTCA BCe 3apeTrnMCTPpUPOBaHHbIE B Poccuiickoii CDeLLepauMM
OOHOKOMITOHEHTHBIE JIEKAPCTBEHHLbIE IMpeIapaThl, M3 KOTOPBIX COCTOUT TaKad KOM6I/IHaLU/ISI.".

4. B myHkre 11:
a) B ab3alie mepBoM:
c1oBa "MunHKctepcerBa huHaHcoB Poccuiickoit @enmepaiiin,” UCKIIOUNTD;

v

cnoBa "®enepanbHOTO AT€HTCTBA HAYYHBIX OpTaHU3alUil” 3aMeHUTD c1I0BaMyu "MUHUCTEPCTBA HAYKU U
BbICIIero o6pasoBanus Poccuiickoit ®emgeparyn’;

6) ab3aI1] BTOPOI1 U3JIOKUTDb B CJIEAYIONIE peJaKkiun:

"Ha 3aceaHny KOMMCCUM TTPUCYTCTBYIOT TP HAIMYMY MTPeBAaPUTETBHOTO 00paleHNs B IMChbMEHHO
dbopme B apec KoMUCCUM, TOCTYNIMUBILETO He MTO3/IHee UeM 3a 5 pabouux JHei 10 JHS COOTBETCTBYIOLIETO
3acelaHMsT KOMMCCHMY, TTPeICTaBUTETb CyObeKTa obpalieHus J1eKapCTBEHHbBIX CPeICTB U (MJTN)
00111eCTBEHHOTO 00beIHEeHMSI, OCYIIeCTBIISIIONIEro AesaTelbHOCTDb B chepax 3paBoOOXpaHeHNsI, 0OpaleHust
JIeKapCTBEHHBIX CPEJICTB U 3aIIUTHI IIPAB IPakIaH B 3TUX chepax (mauee - 3asIBUTENb), a TAKKE
MIpeACTaBUTENIM UHBIX delepaTbHbIX OPraHOB UCIIOTHUTENbHOM BIACTH.".

5. A63a11 mepBblii ITyHKTA 13 U3T0XKUTH B CJIeIyIOIIel pegaKkIun:

"13. 3asiBUTeb HATIPABIsIET He mo3aHee 10-ro ynciia mepBoro Mecsa KBapTaaia B KOMUCCUIO CIeyolue
MpeJiJIOKeHMS B 3JIEKTPOHHOM BUe TTOCPeACTBOM MHMOPMAIMOHHO-KOMMYHUKALIMOHHBIX TEXHOJIOTHI C
MIPUIOKEeHMEM B 3JIEKTPOHHOM BU€e COOTBETCTBYIOUIMX JOKYMEHTOB U CBEIE€HUIA:".

6. [IyHKT 14 Ipu3HATh YTPATUBIIUM CUILY.
7. A63a11 IepBblii ITyHKTA 15 U3I0XKUTH B CJIEIYIOIIEH pegaKIin:

"15. Komuccus B TeyeHme 7 paboumx qHEN co THS MOCTYIUIEHUS ITPeAJIOKeHI, YKa3aHHbIX B ITyHKTe 13
Hacrosux [IpaBui (ganee - ripeajiokeHNe), OpraHU3yeT MpoBeJeHre UX JOKYMEHTAIbHO 3KCIIePTU3LL.".

8. B myHkTe 16:
a) TOAMYHKT "a" OOMOJIHUTD CI0OBaAaMU ", B TOM UMCJIe HEBO3MOXHOCTb UX OTKPBITh";

0) MOANYHKT "6" MpU3HATh YTPATUBILIUM CUITY;

B) MOAMNYHKT "T" U3JIOKUTb B CJIeAYIOIIEN pelaKIun:

"T) TipeJicTaB/IeHM e B TeUeHME OJHOI0 KaJleHJapHOT0 To/1a JOKYMEHTOB U CBeleHUI, 10 KOTOPbhIM
KOMMCCHME B TEKYILeM IOy ObIJIO BBIHECEHO pellleHle 00 0TKa3e BO BKIIOUEHUM (MCKITIOUeHN)
JIEKapCTBEHHOTO TIperapaTra B epeuyHy, MMHUMAaJIbHbIN aCCOPTUMEHT WJIM B OTHOIIEHUM KOTOPBIX
OCYILLECTBIISIETCS KOMIIJIEKCHAs OLEHKA, 3a MCK/II0UYEHNEM CIyJdasi, IpegyCMOTPEHHOr0o MyHKTOM 9(1)
Hacrosmux [Ipasui;".

9. IIyHKT 17 M310KUTh B CJIeAYIOIIeN pe aKIym:



"17. IIpy OTKJIIOHEeHUM ITPeJI0KeH) S OT JabHelIlIero pacCMOTPeHsI KOMUCCHel 3aK/I4yeHue 110
pe3yibTaTaM JOKyMEHTaIbHOI 9KCIepTU3bl HAIIPaBJIsIeTCs 3assBUTEIIO0 OCPeICTBOM MHGOPMAaIMOHHO-
KOMMYHMKAIVMOHHBIX TEXHOJIOTUI B CPOK, He MPEeBBINIA0NINii 3 pabounx THeN co THS ero BhIHeCEeHMSI.

IopaboTaHHOe 3asiBUTEJIEM ITPeIJIOKEeHME C YCTPAaHEHHbBIMIM 3aMeYaHUsIMM, YKa3aHHBIMU B 3aK/TIOUEHUN
I10 pe3yJIbTaTaM JOKYMEHTAJIbHOI SKCIIEePTU3bI, MOXKET ObITh IIOBTOPHO HAIIPaBJ€HO B KOMUCCUIO
ToCpeICTBOM MHGOPMAIIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTH He mo3aHee 10 pabounx gHew co qHS
TOJIyYeH S 3aKII0UYEeHMS 10 pe3ybTaTaM JOKYMEeHTaJIbHOM SKCIIEPTU3BL. .

o on

10. B myHKkTe 19 coBa "manpHelIeMy pacCMOTPEHNUIO KOMUCCHEN" 3aMeHUTD CJI0BaMMU "TIPOBEIeHUIO
KOMILJIEKCHOM OlLIeHKM".

11. TIyakT 20 M3JI0KUTh B CJIEAYIOIIEN peIaKIum:

"20. KoMmuccus B CpOK, He MPEeBBIIIAIONii 2 pabounx JHEe CO THS BbIHECEHMS TOJIOKUTETbHOTO
3aK/II0YeHMs 110 pe3y/ibTaTaM JOKYMEeHTAIbHOM 3KCIIEePTU3bI B OTHOLIEH UM JIeKapCTBEHHbBIX IIperapaTos,
npepJjaraeMblx IJis1 BRKIOUYEHUS (MCKIUYEeHNs) B [IepeyHy, HallpaBJisieT IpeaJjiosKeHus C IpeJoCTaBIeHeM
IOCTYIIAa K UX 3JIEKTPOHHBIM BEPCUSIM C TIpuiaraeMbIMyU JOKYMEHTaMMU U CBeAeHUSIMU [TOCPeICTBOM
MHGOPMaIMOHHO-KOMMYHMKAIIMIOHHBIX TEXHOJIOTUIA:

a) B dhenepaabHOe rocylapcTBeHHOe OI0/IKeTHOe yupeskaeHue "LIeHTp aKCIepTu3bl U KOHTPOJIS KauecTBa
MeOUIIMHCKOM nomoinu” MuHuctepcTsa 3apaBooxpanenusi Poccuiickoit @enepanuu (ganee - LleHTp
9KCIepPTU3bI) 4JI MPOBeLeHNs aHaaM3a MeTOL0JIOTMUEeCKOr0 KaueCTBa KIMHUKO-9KOHOMUYECKUX
MICCIIefOBaHMI JIEKaDCTBEHHBIX IIperapaToB M MCCIeLOBaHuIi C UCIO0JIb30BaHMEM aHaIN3a BAUSHMS Ha
6r0/1keThl 610/1kKeTHOI cuctembl Poccuiickoit ®enepaiiuu (nasnee - 610AKeT) B COOTBETCTBUM C
TpebOBaHUSAMM K METOA0JIOTMYECKOMY KaueCTBY KJIMHUKO-IKOHOMUYECKUX UCCIIeIOBAHMI
JIeKapCTBEHHOTO Iperapara 1 UCCIeloBaHMIi C MCII0Ib30BaHMEM aHaIN3a BIVSHUS Ha OF0IKEThI
610/13KeTHOT cucTeMbl Poccuiickoit @enepaiinit, KOTOpblie IpuBeAeHbI B TpuaoskeHuu N 5(1), a Takke Ajist
M3yUeHMs JOMOTHUTENbHBIX ITOC/IEeICTBUI IPUMEHEeHMS IeKapCTBEHHOTIO Npernapara Ha OCHOBAHMM LIKAJIbl
KOJIMYECTBEHHOM OLleHKU JOIOTHUTE/bHBIX JaHHbIX O JIEKAPCTBEHHOM IIperapare, IpefyCMOTPEeHHOM!
MHTEerpajJbHbIMU MIKAJIAMM KOMILIEKCHOM OL|€HKY JIEKapCTBEHHOTO Ipernapara, KOTOpble IpuBeleHbI B
npunoxenun N 6;

6) B mpoduibHYI0 (heepaibHYIO rOCyJapCTBEHHYIO 00pa30BaTe/bHYI0 OPTaHM3aI[ M0 BbICIIETO
obpaszoBaHMs (MeIMLIMHCKOTO U (Mau) hapMalleBTMUeCKOro) 1 (M) JOMOJTHUTETbHOTO
npodeccroHaIbHOTO 06pa30BaHMsl, OCYIIECTBISIONIYIO B KAUeCTBe YCTAaBHOTO BUAA AeSTeIbHOCTY HayuHO-
MCCIIeIOBATENIbCKYIO AeSITeTbHOCTD, JIMO0 B MeAUIIMHCKYIO U (M) hapMalleBTUUEeCKyI0 HayYHYI0
OpraHmu3anuio, MoABeJOMCTBEeHHYI0O MUHUCTEPCTBY 3[paBooxpaHeHus Poccuiickon @emepanm uin
MuHMCTEPCTBY HayKM U BbICIIEro oopaszoBanus Poccuiickoit ®eneparuu (manee - KCIepTHAsI
opraHmu3anus), IJis MpoBeAeHNs aHa/I3a MHGOpMaLu 0 CPaBHUTENbHOM KIMHNYECKOI 3(PheKTUBHOCTA U
6e301MacHOCTY JIEKapCTBEHHOTO ITperapaTa, OLleHKM SKOHOMUUECKHUX ITOCTeNCTBUI ero MpUMMeHeH s Ha
OCHOBE MHTErpajbHbIX LKA/, KOTOPbIe IpMBeeHbl B IIpuiokeHun N 6.".

12. ITyHKT 22 U3JI0KUThb B CJIEAYIOLIEN pegakiun:

"22. KommekcHasl olleHKa IMMPoBOANTCS LleHTpOM 3KCIepTHU3bl U 3KCIIePTHBIMM OPraHM3alusIMy B TedeHNe
30 paboumx gHE cOo IHS MOTYIeHUSI OT KOMUCCUM TIPeAJIOKeHMS. ",

13. B myHKTe 23 CJIOBO "3KCIIEPTU3bl" 3aMEHUTDh CJIOBAMM "KOMIIJIEKCHOM OLIeHKU".
14. ITyHKTBHI 24 - 26 U3N0XUTD B CeAYIOIIe peJakiuu:

"24. HpOBe,B,EHI/Ie KOMILJIEKCHO OLIeHKU ImpeacTaBJI€HHbBIX 3aBUTEIEeM KIMHMKO-3KOHOMMYECKNX
UCcied0BaHUI JIEKapCTBEHHOTI'O IIperiapaTa n 000CHOBaHHOCTH IIOJIYYEHHBIX ITPU UX IIPOBEOEHUN
KIIMHUKO-3KOHOMMYECKUX XapaKTepMUCTUK, O6YCJ'IOBJ'[I/IBaIOH.[I/IX I_[e.TIECOO6p8.3HOCTb BKIIOUE€HNI
(I/ICKJIIO‘-IQHI/IH) JICKAPCTBEHHOTO IIpeliapaTa B ITepedyH, OCYLIECTBJIAETCA B TOM UMCJ/I€e Hda OCHOBAHUU
pacueTa CTOMMOCTU I'OgOBOr'o KypcCa Tepanuu rnpeajara€eMbIM JIEKaPCTBEHHBIM ITpeIapaToM I10 CPaBHEHUIO



C IeKapCTBEHHbIMU ITpernapaTamMy, BKIIOUEHHbBIMI B TIePEUHM, MCXOAS U3 PACUETHOV L[eHBl,
MpeCTaBIISIIOLLeN CTaTUCTUYECKYI0 MeJaHy 3aperMCTPUPOBAHHBIX B YCTAHOBIEHHOM IOPSIKe LieH
COOTBETCTBYIOLIUX JIEKaPCTBEHHBIX ITPENapaToB (MIPY HAINIUN).

[Ipu OTCYTCTBUM 3apPETUCTPUPOBAHHBIX B YCTAHOBJIEHHOM MOPSAKe LIeH Ha JIeKapCTBEHHbIE MpernapaThl
CpaBHEHMeE U OI[eHKa OCYIIeCTB/SIOTCS B OTHOILIEHUY PACUETHBIX 1IeH Ha 3aKyllaeMble JeKapCTBeHHbIe
rpenaparbl B COOTBETCTBUM C JAHHBIMM 37I€KTPOHHBIX IIONIAJ 0K, HA KOTOPBIX IPOBOJSITCS 3JIEKTPOHHbIE
ayKIIMOHBI 110 3aKyTKe JIeKapCTBEeHHBIX IIpeIapaToB JJis1 rOCYAapCTBEHHbIX M MyHUIIMIIAAbHBIX HYX,. [Ipu
9TOM pacueTHasl lieHa Ha JieKapCTBeHHbIe MpernapaThl IIPeICTaBIIsIeT CTATUCTUYECKYIO MeIaHy LieH
(akTMUecKMX 3aKyMOK Ha BOCIIPOM3BeleHHbIE JIeKapCTBEHHbIE TpenapaThl (MTPY HAJTUUUN).

[Tpu o11eHKe JOIOTHUTEIbHBIX TTOC/IeICTBUI MPUMEHEHMS JIeKapCTBEHHOTro IIperapara Takxke
OCYIIECTB/SIETCS aHAIM3 AAHHBIX O TOCYAAPCTBEHHOI PerucTpanym, aHaiu3 obpauieHus 1eKapCTBEHHOTO
rpernapara, rpejjiaraeMoro A BKIUYeHUs (MCKTIOUeHMSsT) B IepPeUHM, a TAKKe JIeKapCTBEHHbBIX
TpernapaToB, BKIIOUEHHbIX B [IEPeYHM U UMEIOIMX aHAJTOTMUYHbIe BHOCMMBIM JIeKapCTBEHHBIM ITpernapaTam
MOKa3aHMsI K HA3HAUEHMIO B paMKax COOTBETCTBYOIIMX aHATOMO-TeparneBTUYeCKO-XUMUIECKUX TPYIIII.

B 11e151x mosryueHuss HeoOX0IMMOTi JOTIOTHUTEbHOM MH(pOpMaLy 1 YTOUHEeHMS ITpeiCTaB/IeHHbIX B
TIpeJJIOKeHUM CBeIeHM I TIPY IIPOBeeHMM KOMITJIEKCHOM OI@HKM OCYIIEeCTBIISIeT s IMOMCK MHpopMauum o
JIeKapCTBEeHHOM ITperapare, B TOM UMcJie O KIMHUYECKUX U (VITU) KIMHUKO-IKOHOMUYECKUX
MCCIIeJOBAaHMSIX JIEKapCTBEHHOTO Ipernapata. [Ipy 9TOM K 3aKII0UeHMsSIM, YKa3aHHBIM B ITyHKTe 25
HacTosmux [IpaBu, MpuaararTCs MOJTHOTEKCTOBbIE MyOIMKAIMY TaKUX MCC/IeIOBAaHUIA.

25. TTo pe3ynbTaTaM KOMIUIEKCHOV OLIEHKM 3KCIIepPTHAsI OpraHu3anys u LIeHTp 3KCIepTu3bl COCTABIISIOT
COOTBETCTBEHHO 3aK/IIOUEHMe I10 pe3y/abTaTaM aHal3a MHGOPMaLy O CPAaBHUTEIbHOM KIMHUYECKOI

9 GeKTUBHOCTM ¥ 6€30MaCHOCTY JIEKAPCTBEHHOTO IIpernapara, OlleHKM 9KOHOMMUUECKMX ITOCIeICTBUM ero
npuMeHeHMs1 1o popme coryacHo npuaoxkeHnio N 7 1 3ak/ioueHue 10 pe3yabTaTaM aHaamu3a
MEeTOI0JIOTMYECKOT0 KaueCTBA KIMHUKO-3KOHOMUYECKMX MCCIeOBAHNUI JIeKapCTBEHHOIO Mpernapara u
MCCIemoBaHui ¢ UCIIONb30BaHMEeM aHa/IM3a BAMSIHUS Ha GI0KeThl OI0IKeTHOI cucTeMbl Poccuiickoit
depepaniviy, a TaKKe U3yUYeHUS JOTIOTHUTEbHBIX [IOC/IEICTBUI IPUMEHEHMS JIEKapCTBEHHOTO Ipernapara
1o dbopme cornacHo npuaoxkeHnto N 8 (gasee - 3ak/r0UeHMs 10 pe3y/ibTaTaM KOMILJIEKCHO OLIeHKU) U
MPeICTaBIISIIOT UX B KOMMCCHUIO TTOCPEeACTBOM MHMOPMAIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTUIA.

26. IIpennoxkeHue, B TOM UMCJie IpuiaraeMbie K HeMy TOKYMEHTBI U CBeeHMS, a TaKKe 3aK/IIYeHUS 10
pe3yabTaTaM KOMILIEKCHOJ OIIeHKM B TeueHue 2 pabounx JHei CO THS UX IOTYYeHNsT HalTpaB/IsSOTCs
KOMMCCHEN mocpeacTBOM MH(POPMAaIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTUI TJIABHOMY 3KCIIEPTY C
ydeToM ITpobuIst ero AesiTeIbHOCTH ISl TIOATOTOBKM 110 3TOMY IMpe/IoKeHUIO TpeayCMOTPEeHHO
MOAITYHKTOM "XK" ITYHKTAa 6 HacTosux [IpaBu1 Hay4yHO 060CHOBAHHO peKOMeHAALMM O BKIYeHNUM (00
VUCKJIIOUEHUM, OTKa3€e BO BKIOUEHNI) JIeKapCTBEHHOTO Mperapara B IepeuHy JIeKapCTBEHHBIX TIPernapaToB
JUIST MEIUIIMHCKOTO TTPYMMEHEHMSI M MMHUMAJIbHBIN aCCOPTUMEHT JIEKapCTBEHHBIX ITPenaparTos,
HeoOXOIMMBIX AJIsI OKa3aHMs MeAUIIMHCKO MOMOIIHN, 1o ¢popMe cornacHo npuioskeHnio N 9 (manee -
Hay4YHO 000CHOBAHHAsI peKoMeHaaIus)." .

15. TonmoaHUTD ITYHKTOM 26(1) c/emyIoniero comepskatmsi:

"26(1). ITpu bopmMuUpoBaHMY MUHUMATBHOTO aCCOPTMMEHTA KOMUCCHS B CPOK, He MPEeBbIIIAIOIINIT 2
paboumx IHe co OHS BbIHECEHUS MOI0KUTEIbHOTO 3aK/II0UEeHMS 110 pe3yibTaTaM JOKyMeHTaabHO
9KCIIEPTHU3bI, TOCPEICTBOM MHGOPMAI[MOHHO-KOMMYHMKAI[MOHHBIX TEXHOJIOTMIT HAIPaB/seT
Tpe/JioskeHe He MeHee ueM 2 [VIaBHbIM 3KCIIepTaM C y4eTOM Npoduiisi X nesTeabHOCTH.".

16. A6G3a11 mepBblii MyHKTA 27 U3JIOXKUTH B CJIeAyIOIIel pegaKIun:

"27. TnaBHbIN 3KciepT B TeueHue 10 pabounx mHel Co OHS MOTyuyeHUS JOKYMEHTOB, YKa3aHHbIX B MyHKTaX
26 u 26(1) HacTosiux ITpaBui, mpecTaBisieT B KOMUCCHUIO B 9JIEKTPOHHOM BHZe HAYyYHO 060CHOBaHHYIO
peKOMeHIaluIo.".

17. ITyHKT 28 U3JI0KUTD B CJIeAYyIOLLeN pegakun:



"28. ITpu Hecoryacuy MOJTHOCTHIO MM YaCTUYHO C 3aK/II0UEHMSIMU 110 pe3yIbTaTaM KOMIUIEKCHOM OIeHKU
[JIAaBHBIV SKCIIEPT TOTOBUT HAYYHO OOOCHOBAHHYI0 PEKOMEHAAIINIO, B KOTOPOi YKa3bIBaeT 3aMeYaHMsI C
IeTaM3MPOBAHHBIM 000CHOBAHMEM ¥ CChIIKAMM Ha MYOIMKAIMY O JaHHBIX KIVMHUYECKUX MCC/IeTOBaHMIL
JIeKapCTBEHHOTIO Mperapara 1 (MJIn) JaHHBIX MOHMTOPUHTA ero 3GpdeKTUBHOCTY M 6€301acHOCTM Ha
Tepputopun Poccuiickoit @emeparium u (M) 3a pyoesxkoMm, a Takke JaHHbBIX KIMHUKO-9KOHOMUYECKIUX
MCCIeIOBAaHMI M pacueToB, 000CHOBBIBAIOIINX €TI0 BHIBO/IbI, C MPUJIOKEHMEM STUX ITyOIMKAIIMiAL." .

18. ITynkTbI 29 1 30 npM3HATh YTPATUBILUMMU CUITY.
19. TTyHKTBI 31 - 33 U3IOKUTh B CJIEAYIONIEI peIaKIun:

"31. 3acemanusi KomMmucCuM NpoBoAATCs A0 10-ro yncia BTOPOro Mecsiia KBapTajia, Caeayrnlero 3a
KBapTaJioM, B KOTOPOM IIpeJICTaB/JIe€HO MpeajiokeHe. [Ipy 3ToOM Ha OOHOM 3acelaHUM KOMUCCUUA
paccMaTpuBaeTcs He 60Jiee 15 1eKapCTBEHHBIX IIPenapaToB.

Pemenns mo npeajoKeHUsSIM IIPMHUMAIOTCA Ha 3aCedaHMsaX KOMMUCCUN B COOTBETCTBUM C IMCTAMMU
roJIOCOBaHMS YJI€HOB KOMUCCUH, COAePXKXalIMMMU pe3yJIbTaTbl KOMIIJIEKCH O OLI€HKMH, C YU€TOM HayYHO
000CHOBaHHOIA PEKOMeHOaluu IJiaBHOI'O SKCIIepTa. HpI/I 9TOM HAay4YHO 000CHOBaHHas pPeKOMeHOauns
TJIaBHOTO 3KCIIepTa IIpeacTaB/IigeTCd 4YIeHaMy KOMUCCUN.

32.Ha 3acegaHye KOMUCCUM MTPUTIAIIAI0TCA ITpedCTaBUTEIN L[eHTpa SKCIIEPTU3BI U B I EJIAX HAYUYHOI'O
OIIITOHMPOBaHMA IIpeACTaBUTEIN BKCHepTHOVI OopraHm3anmnn.

33. udopmarust o Xolie 1 pe3ysibTaTax pacCMOTPeHMS IIPeJIOKeHUs], a TAaK)Ke O MecTe, jaTe M BpeMeH!
3acefaHMss KOMMUCCUY pa3MeliaeTcs 3a 7 pabouux IHel 0 COOTBETCTBYIOIIEro 3aceJaHus Ha
oduiManbHOM caiiTe B ceTu "VIHTepHeT".

ViHbopmalius o MIPUHSITHIX Ha 3aceJaHu KOMMUCCUM pelleHUsIX pa3MmelaeTcss Ha opuiMaabHOM caiiTe B
cetu "HTepHeT" B TeueHue 5 pabouux qHei mociie poBeaeHus 3acefaHnst KOMUCCUMN.".

20. B ab63a1ie BTOPOM MyHKTa 34:

a) MocJie CJI0B "3KCIePTHOM opraHmu3anun” JOMOJHUTD cioBaMu "U LleHTpa sKCrepTussl';
6) CJIOBO "9KCIEPTU3bI" 3aMEHUTDb CJIOBAMM "KOMILJIEKCHO OLIeHKM".

21. B mynkTe 35 cyioBa "15 gHeit" 3aMeHUTHb cyioBamu " 10 pabounx mHeit".

won

22. B nyHKTe 36 cnoBa "denepasbHbIM ar€eHTCTBOM HAaYUYHBIX OpraHu3anuii” 3aMeHUTb CJIOBAMU
"MuUHMCTEPCTBOM HAayKM U BhICIIero o6pasoBaHusi Poccuiickoit @emepariym”.

23. B nipuinoskenuu N 1 K ykazaHHbIM [IpaBunam:

a) MOAITYHKT 3.3 I10C/Ie CI0B "TI0 MpUMEeHEeHMI0" OMOJHUTD CJIOBAMM "C yKa3aHueM Koja MexXayHapoaHOi
CTaTUCTUYECKOI KimaccuduKramum 6oe3Helt 1 pobieM, CBSI3aHHbIX CO 3J0POBbeM”;

6) MOAITYHKT 3.7 ITOCjIe CJIOB "JIEKapCTBEHHOTO IpernapaTa” JOMOIHUTb CJIOBaMM ", IPeayCMOTPEHHbIE
[TepeuHeM HaMMeHOBaHMI1 JIeKAPCTBEHHBIX GOPM JIeKapCTBEHHBIX ITpeIapaToB AJIsI MeIUIIMHCKOTO
TIpUMeHeHUs, YTBEPKIeHHbIM MUHMCTEPCTBOM 3[ipaBooxpaHeHus Poccuiickoit @emepanum’;

B) CHOCKY UYeTBEePTYIO JONOJIHUTD CJIOBAaMM "M IIPYU TOCYapCTBEHHONM perncTpanuy He MOXeT IIpeBbIIaTh
TaKylo LIeHy".

24. B npmioxkenun N 2 K ykazaHHbIM [IpaBuiam:

a) MOAITYHKT 2.3 I0C/Ie CI0B "TI0 MPUMEHEeHMI0" OMOJHUTD CJIOBAMM "C yKa3aHueM Koja MexXayHapoaHOi
CTATUCTUYECKOI Kmaccudukauymy 6oe3Heit 1 mpobieM, CBSI3aHHBIX CO 3I0POBbEM”";

6) MOAITYHKT 2.6 IT0CJjIe CJIOB "JIeKapCTBEHHOTO IpernapaTa” JOMOIHUTb CJIOBaMM ", IpeayCMOTpPEeHHbIe
[TepeuHeM HaMMeHOBaHMIt JiIeKAPCTBEHHBIX GOPM JIeKapCTBEHHBIX ITperapaToB AJIs1 MeUIIMHCKOTO



MpMMeHeHMs], YTBePsKIeHHbIM MMUHMCTEepCTBOM 3ApaBooxpaHeHust Poccuiickoit ®emepariym’.

25. MopmyHKT 3.3 mpwioskenusi N 3 K ykazaHHbIM [IpaBuiam 1mocsie ¢JIoB "MO MIPMMeHEeHUI0" TOTIOTHUTh
CJIOBaMM 'C yKazaHueM Kojia MesxIyHapoqHO cTaTUCTUYeckoi kinaccudukaimm 6oe3Heii u mpobiiem,
CBSI3aHHBIX CO 3J0POBbEM".

26. B nmpunoskenuu N 5 K ykazaHHbIM [IpaBuiam:

a) MOJIYHKT 5.1 JOMOJHUTH CJIOBAMU ', B TOM UlCJie HeBO3MOXHOCTb UX OTKPBITh";
6) MOAYHKT 5.2 MPU3HATh YTPATUBIIUM CUITY,

B) MMOAIYHKT 5.4 U3/I0KUTH B CJIeAYIOIIei peJakiun:

"5.4. mpeficTaB/ieHNe B TeUeHMe OJJHOTO rojia JOKYMEeHTOB U CBeJIeHUI4, 0 KOTOPbIM KOMMUCCHEN B TeKYIleM
rozay 6110 BIHECEHO pellleHye 00 0TKa3e BKIIOUeHMs (MCKII0OUeHMsT) B TIepeyHu, MMHUMAaJIbHBI
aCCOPTUMMEHT MY B OTHOLLIEHNYM KOTOPbIX OCYIeCTBIISIETCS KOMIIJIEKCHAs OLleHKa, 32 MCK/II0UYeHeM
citydasi, mpegycMoTpeHHoro myHKTom 9(1) TIpaBun popmupoBaHus riepeuHeit 1eKapCTBEHHbBIX MpernapaToB
IJ11 MeJULIMHCKOIO IIPYMeHeHMsI U MMHMMAaJIbHOI'O aCCOPTYMEHTa JIeKapCTBEHHbIX IIperapaTos,
HeOOXOJMMBIX JJIs1 OKa3aHMs MeUIIMHCKOM MTOMOIIM, YTBepsKIeHHbIX IToCTaHOBIeHreM [IpaBuTeIbCTBA
Poccuiickoit @enepatium ot 28 aBrycra 2014 r. N 871;";

T) B IOAIYHKTE 6.1 CJI0BO "9KCIEPTHU3y" 3aMEHUTH CJIOBAMU "KOMIIJIEKCHYIO OLIEHKY .
27. IOoNOJHUTD IIpUIoKeHreM 5(1) ciieIyIonero comepskaHms:

"Tpunoskenne N 5(1)

K [IpaBuiiam hopMMUpOBaHUS TiepeuHeit
JIeKapCTBEHHBIX [IpernapaTroB

IJ1S1 MeAULIMHCKOTO IIPYUMEeHeHUs

Y MMHMMaJbHOT'O aCCOPTUMEHTA
JIeKapCTBEHHBIX IIpernaparos,
HeOOXOMMBIX JJIs1 OKa3aHUS
MeIULMHCKO ITOMOILN

TPEBOBAHUS
K METOZIOJIOTUYECKOMY KAUECTBY KJIMHUKO-3KOHOMMWYECKIMX
VCCJIEOOBAHUI JEKAPCTBEHHOTO ITPEITAPATA U VICCJIEJJOBAHUI
C VICITOJIb3OBAHUEM AHAJIU3A BIUSIHUS HA BIOJI)KETHI
BIO/IPKETHOW CYICTEMBI POCCUICKOM ®ENEPALIVIN

1. MeTomoiornyeckoe KaueCcTBO KIMHMKO-9KOHOMMUYECKMX MCC/IeI0BAHMIA JIEKAPCTBEHHbIX ITPerapaToB U
aHaIM3a BIAMSHUS Ha OI0IKeThI OI0KeTHOM cucTeMbl Poccuiickoit @emepanyu (gajnee - 6G101KeT)
MIPU3HAETCS Y 0BAETBOPUTEIbHBIM TP COOJIONEHUY OLHOBPEMEHHO TPe6OBaHMI:

a) YKa3aHHbIX B IyHKTE 2, - /I KIMHUKO-9KOHOMMUYECKNUX MCC/IeJOBaHUI U aHa/IM3a BAUSHMS Ha GI0KeT;
0) YKa3aHHBIX B IIYHKTE 3, - IJISI KIMHUKO-9KOHOMMUYECKUX UCCIeJOBaHMIA;
B) YKa3aHHBIX B ITYHKTE 4, - I aHAIM3a BAUSHUS Ha OIO[IKeT.

2. B ensax OCYyLIeCTBJIEHUA Tp66OBaHMﬁ K KIMHUKO-3KOHOMMYECKMUM UCCTIEJOBAHUAM U daHAJIN3Y BJIIMAHUSA
Ha 6IO,EL)KET HGO6XO,EU/IMO CO6J'[I'0IL€‘HI/I€ c1eayrmmnx YCHOBMﬁI

8.) npeacraBjJdeHMe pe3yjlbTaTOB OTE€UECTBEHHDBIX I/ICCJ'[e,ELOBaHI/II‘/)I;

6) COOTBETCTBME MTOKA3aHMI K TPUMEHEHMIO TIPe/IjIaraeMoro JeKapCTBeHHOTO Mperapara, 1o KOTOPbIM
MIPOBOJMJIACH KIMHUKO-9KOHOMMYECKast OlleHKa ¥ aHa/IN3 BAUSHUS Ha OI0[IKeT, MoKa3aHUSsIM,
coZiep>KaIMMCsT B MUHCTPYKLMY TI0 MeIUIIMHCKOMY IIPYMeHEHM IO JIeKapCTBEHHOTO Tperapara, a Takke B



CJlydae HaJIMums HeCKOIbKMX MTOKa3aHMii K IpUMMeHEeHUIO - IIpeicTaB/ieHye pe3yabTaTOB KIMHUKO-
9KOHOMMYECKMX MCC/IeNOBaHMl 1 aHa/IM3a BAMSIHUS Ha OI0KeT 10 BceM MOoKa3aHMUsIM 160 I10
MOKa3aHMSIM MPY 3a001€BaHMSIX, XapaKTePU3YIOIMXCS Haubo IbIeli 3a60/1eBa€MOCTbI0, CMEPTHOCTBIO U
VHBaIUIM3alIMeN;

B) Ipe/iCTaBJIieHMe pacyeTa 3aTpaT Ha OCHOBAHUM Li€HbI He HUKE 1I€HbI, INIAHUPYEMOM K TOCy1apCTBEHHOM
perucTpaiuu, a B cJiyyae ecjiv lieHa Ha MpeAjiaraeMbili JeKapCTBEHHBI Mperapar y)ke 3aperucTpupoBaHa -
Ha OCHOBaHMM Tpeie/IbHOM OTITYCKHOJ I1eHbI ITPOM3BOINTEJS C yUeTOM HaJ0aBOK, YCTaHOBIEHHBIX
3aKOHOmaTe/bCcTBOM Poccuiickoit @egepaninn;

I') OCYIIeCTBJIEHME pacyeTa MPSIMbIX MEAMLIIMHCKMUX 3aTpaT MCXOIS M3 CPeIHMX HOPMaTUBOB (DMHAHCOBBIX
3aTpaT Ha eAMHUIY 00beMa MeIUIIMHCKOM ITOMOIIM, YCTaHOBJIEHHBIX IPOrpaMMO¥i TOCYIapCTBEHHBIX
rapaHTuit 6ecryIaTHOrO OKa3aHus rpakaaHaM MeIUIIMHCKOM ITOMOIIM Ha OYepeaHOli O, U TIaHOBbIA
epuom;

Il) yKa3aHue B OTueTe (CTaTbe), IpeACTaBIeHHOM B COOTBETCTBUM C MOAITYHKTOM 5.2 npunoxkeHust N 1 K
[TpaBuiam popMMpOBaHMS IIEpeUHeli JeKapCTBEHHbIX ITpernapaToB IS MEAUIIMHCKOTO TPUMEHEeHUS U
MMWHMMaJIbHOTO aCCOPTMMEHTA JieKapCTBEeHHBIX IIperapaToB, HE0OXOAMMBIX /IS OKa3aHUS MeIUIIMHCKOM
MOMOIIU, YTBEPXKAEHHbIM IMocTaHoBieHMeM [IpaBurennbcrBa Poccuiickoii @enepanmm ot 28 aBrycra 2014 r.
N 871 (manee - IIpaBuia), CCbIIOK Ha UCITOJIb30BaHHbIE MCTOUHUKM MHPOPMALIUM IJ151 KaXKA0TO 3HAUeHMST
rokasareseii, a Takke MpuBefeHe MeTOAUKM pacueTa;

e) rpefcTaBaeHNe Py MPoBeeHUY KIMHUKO-9KOHOMMUUECKUX VCCIeqOBaHN U aHa/IM3a BAUSHUS Ha
OI0/KeT C MCIOIb30BaHEM METOIOB MaTeMaTUUeCKOTO MOZEeIMPOBAHMS B COCTaBe OTYeTa (CTaTbM),
MIpeACTaBAEHHOTO B COOTBETCTBMM ¢ mpuyiokeHreM N 1 k [TpaBuiam, win B IPUIOKEHUM K HEMY
MaTeMaTH4eCcKOi MoJesnu, afanTUPOBAHHOM K CUCTeMe OTeUeCTBeHHOIO 3/IpaBOOXpaHeHMsI, C ONMCaHueM
MEeTOAMKIU MOJIeJIMPOBaHMsI, BKIIOYAIOIIei oMycaHme CTPYKTYPbl MOJIeIN, OCHOBHBIX JIOITYIIeHU MOAeN C
X 060CHOBaHMEM, KJTFOUEBBIX [TAPaMETPOB [IJIsl PACUETOB, MCTOUHUKOB MH(POpMAIMK O 3HAUEHMSIX
KJTIOUeBbIX TIapaMeTPOB MM MTPUBeeHMe METOAVKM pacyeTa.

3. B mensix ocyiecTBieHus Tpe60BaHMIi K KIMHUKO-9KOHOMMUYECKMM UCCIeOBaHMSIM HeOOX0aMMO
co6IoeHme CaeayIIIuX YCIOBUIA:

a) MpY HAJIMYIMU T10 Pe3yabTaTaM KIMHUUECKUX UCCAeA0BAHMIA CTATUCTUYECKM 3HAUMMBIX Pas3/INUmii 110
3 beKTUBHOCTM U (MIM) 6€30ITaCHOCTY MeKAY IpeajiaraeMbIM JIeKapCTBEHHbBIM IIperapaToM U
MpernapaToM CpaBHEHMS MUCITOIb3YIOTCS METOIbI COOTHOIIEHUS 3aTpaT U 3D PEKTUBHOCTY WIIN
COOTHOIIIEHMS 3aTpaT U MOJe3HOCTH (IIPU OTCYTCTBUM T10 Pe3y/ibTaTaM KIMHMNYECKUX MUCCIeI0BaHMI
CTATUCTUYECKM 3HAUMMBIX pasyinunii 1o 3¢pdeKTMBHOCTY U (M) 6€30ITaCHOCTY MEeXKIY IpeajiaraeMblM
JIeKapCTBEHHBIM IIperapaToM U IperapaToM CpaBHEHMS MCII0Ib3YeTCs METOA MUHMMM3ALuy 3aTpar);

0) B KauecTBe IIpernapaTa CpaBHEHMS MCITOIb3YeTCsl JIEKapCTBEHHbIN Mperapart (IpernapaThl), BKIIOUEHHbBIN
B IIepeYeHb KM3HEHHO HEOOXOIVIMbIX Y BaXKHEN X JIEKAPCTBEHHBIX MTPENapaToB ISl MeIULIVHCKOTO
IIpUMeHeHM (Jajee - TepeyeHb) ¥ IPUMEeHS IO UICS B TeKylleil [IPaKTHUKe JleYeHMs TIalleHTOB 110 TEM Xe
IIOKa3aHMSIM U B TaKOM XXe KIMHUYECKO CUTyaluun, 4YTO U IipeijlaraeMblil JiIeKapCTBEHHbIN ITpernapaT
(cpaBHeHMe C JIeKapCTBEeHHbIMY [IpernapaTaMy, He BKIIOYEeHHbIMMU B [IepedeHb, JOITyCKaeTCs [IpU
OTCYTCTBUM B IIepeyHe aJbTepHATUB 151 CpaBHeHMs). ONITMMa/IbHO anbTepHATUBOM [1J1s1 CpPaBHEHUS
siBasieTcst Hanbosee 3 GeKTUBHBIN 13 JIeKapCTBEHHBIX ITPerapaToB, BKIIOUEHHBIX B IIepevueHb U
VICIIOJIb3YIOLMXCS T10 TEM Ke ITOKa3aHMSIM U B TaKOM JKe KIMHUYECKON CUTyaluu, YTO U IpeijlaraeMblit
JIeKapCTBeHHbIN Iperapar. [Ipy HanMunm HeCKOIbKMX JIeKapCTBEHHBIX IIperapaToB C O4MHAKOBO

3¢ PeKTUBHOCTBIO ONITUMAIbHO aJIbTePHATUBOI JJ151 CDaBHEHUSI SIBJISIETCS TOT U3 HUX, KOTOPbI
XapakTepu3yeTcsl HaMMeHbIIei CTOMMOCTBIO 3a IIepUOL, JIeUeHU s ;

B) IIPOM3BOAMUTCS BBIOOP KPUTEPUEB OIeHKY 3P (PEeKTMBHOCTY I€KaPCTBEHHOIO IIperapara,
MCIO0JIb30BaHHBIX NP MPOBeJEeHUM KIMHUKO-IKOHOMMYECKOTO UCCIeJOBaHMS Ha OCHOBAaHUM Pe3yJIbTaTOB
KJIMHUYEeCKUX UCC/IeOBaHMIA, IPeICTaBJI€HHbIX B COOTBETCTBYIOIEM MPeJI0KeH UM, YKa3aHHOM B ITyHKTe
13 [TpaBwu;



T) TIpY OTIMCAHUM PE3YIbTAaTOB MUCC/IeA0BaHMS OTAE/bHO YKa3bIBAKOTCS

3aTpaThl Ha IIpeJjiaraeMblii IeKapCTBEHHbIN Ipernapar 1 rnpemnapar (rpernapaTbl) CpaBHEHUS ;
Ipyrue mpsMble MeIUIIMHCKME 3aTPaThl (€C/U PACCUUTBIBAINCD);

psiMble HeMeIUIMHCKIME 3aTPAThI (€CIU PACCUUTHIBAIUCD);

HerpsiMble (KOCBEHHbIE) 3aTPaThl (€C/M PACCUMTHIBAINCH);

1) pe3y/ibTaT aHa/IM3a MMHUMU3ALMY 3aTPaT MPeJCTaB/sSeTCs B BUIe Pa3HUIIbI B 3aTpaTax,
00YyCIOBJIEHHBIX IIPMMEHEeHMEM ITpeJlaraeMoro JeKapcTBeHHOro Ipernapara 1 IpernapaTta CpaBHeHUS;

€) pe3y/bTaT aHaIM3a COOTHOLIEHMSI 3aTPaThl ¥ 3(PGEKTUBHOCTM MTPEACTABIISIETCS B CJTyUastX:

eCJI TpejIaraeMblii JeKapCTBEHHBIN IpernapaT XapakTepusyeTcs 60sbiieit 93¢pGeKTMBHOCTBIO U 60JIbIIe
CTOMMOCTBIO, UeM IIperapaT cpaBHeHMUS (B BUJIe COOTHOIIEHUI "3aTpaThl Man 3PPeKTUBHOCTD" IJIsT
rpezjaraeMoro JeKapCTBeHHOTO IperaparTa 1 nmpernapara CpaBHEeHMS U ITOKa3aTess [IpupalieHns

9 GEeKTUBHOCTHM 3aTpaT (MHKPEMEHTHOTIO ITOKa3aTeis "3aTpaThl uin 3 PeKTUBHOCTL");

ec/Iu TIpeJjiarae Mblii JIeKapCTBEHHBIN ITperapaT XxapakrepusyeTcs 60biieii 3peKTUBHOCTHIO M MEHbIIIe
CTOMMOCTbIO, UeM TIperapaT cpaBHeHMs (B BUIe pa3HUIIbI B 3aTpaTaxX M pasHUIIbI B 3(PGEeKTUBHOCTY TaKUX
JIeKapCTBEHHBIX IIperapaToB);

K) TIPOBOJMUTCS aHAIM3 YYBCTBUTEIBHOCTY PEe3y/IbTATOB PACUETOB K M3MEHEHMSIM OCHOBHBIX MCXOIHbIX
rapaMeTpOB MOJeJIM, TAKMM Kak IleHbl Ha JleKapCTBEeHHbIe MperapaThbl M MokasaTey KIMHUUeCKO
3 GeKTUBHOCTM.

4. B 11es1sIX oCcyIecTBIeHNsI TPeOOBaHMI K aHAIN3Y BIAUSIHMS Ha GI0[IKeT He0O0X0AMMO COOTI0neHe
CenyrIIuX YCIOBUIA:

a) pacueThl He YUUTHIBAIOT MIPSIMble HEMeAUIMHCKIME U HellpsiMble (KOCBEHHbIE) 3aTPaThl (IIPU OTIMCAHUU
pe3yIbTaTOB OT/ENbHO YKa3bIBAIOTCS 3aTPAThl Ha JIEKAPCTBEHHYIO TEPAIuio);

6) ONTUMAaJIbHBINI BDEMEHHOVI rnepmon aHajin3a BJIMAHNMA Ha 6IO,EL)KeT cocTaBJisieT He 6oJjiee 5 JIeT, IIpM 3TOM
OTOEe/JIbHO YKa3bIBAaIOTCS PE3Yy/JIbTAThl pACUETOB 3a 1-iron IIpMMEHEeHM JIEKapCTBEHHOI'O IIpernapara;

B) XapaKTepPUCTUKA U YMCIIEHHOCTD 1IeJIeBOJ IOMYJISLY MMalyieHTOB, KOTOPHIM ITPe/II10/IaraeTcsl
IpMMeHeHMe IIpe/IjiaraeMoro JeKapCTBeHHOro IpelapaTa omnpe/ie/eHbl;

T) pe3yJbTaT aHA/IN3a BIAUSIHUS Ha GI0KeT MPeACTaBIIsSIeTCs B BUAe PA3HUIII B IIPSIMbIX MEIUIIMHCKUX
3aTpaTax MeXKIy TeKylei MpaKTUKOM JIeKapCTBEHHOI Tepanuy (6e3 yueTa BKIIOUYEeHMs B IIepeueHb
IpeyiaraeMoro JIeKapCTBEHHOTO MperapaTa) U OXXKMUIaeMOl MPaKTUKOM (C y4eTOM BK/IIOUEHMS B IepeUYeHb
rpezJjaraeMoro JeKapCTBeHHOrO IperapaTa) 3a YKa3aHHbIi BpeMeHHO IepuoL;

Il) QaHQJIN3 YYBCTBUTEIbHOCTM PE3YJIbTATOB PACUETOB K M3MEHEHMSIM OCHOBHBIX MCXOAHBIX ITapaMeTPOB
MO/, TAK/M KaK LIeHbl Ha JIeKapCTBEeHHbIE IIperapaThbl M YMCJIEHHOCTD 11e/IeBO MOMyIs UM [IaleHTOB,
IIpOBeIEeH.".

28. IIpunoskenue N 6 K yka3zaHHbIM IIpaBuiaM M3JIOKUTD B CJIeAYIONIEN pegakinn:

"[Ipunoxenue N 6

K [IpaBuiiam hopMUpPOBaHUS TlepeuHeit
JIeKapCTBEeHHBIX IIpernaparoB

IJ11 MeJULIMHCKOTO IIpUMEHeHU T

Y MMHMMaJbHOT'O aCCOPTUMEHTA
JIeKapCTBEeHHBIX IIpernaparos,
HeOOXOMMBIX JJIs1 OKa3aHUS
MeIULMHCKOI ITOMOILN



(B pemakiuuy MOCTAHOBIEHUS
IIpaBuTenbcTBa Poccuiickoi ®emepaunun
oT 29 okTsi6pst 2018 r. N 1283)

WHTETPAJIbHBIE ITKAJIbI
KOMITJIEKCHO! OLIEHKM JIEKAPCTBEHHOTO ITPEITAPATA

[[Ikana OLleHKY YPOBHEeN N0Ka3aTelbHOCTY Pe3yl1bTaTOB
KIMHUYECKVX UCCIeJOBAHUA IeKapCTBEHHBIX ITpernapaTos <1>

XapaKTepucTuKa uccieI0BaHn YpoBeHb [lIkana oeHKU
JI0Ka3aTeJIbHOCTHU (6am10B)
pesyJbTaToB

CucremaTuueckye 0630pbl M MeTa-aHaIMU3bl I 10

PaHmomMusupoBaHHbIe Cllellble KIMHUYeCcKue II 9

UCCIeOBaHMS

PanmomusupoBaHHbIe OTKPBITbIe KIMHUYECKMe II 8

UCC/Ie0BaHUs

CeTreBoi1 MeTa-aHaAu3 (B TOM UM C/Ie HelIpsIMble I11 7

CpaBHEHMS U CMeIllIaHHbIe CDAaBHEHMS)

KoropTtHbie uccienoBanms v 6

WccnemoBanus "ciydani-KOHTPOIb" \Y 5

OmnucaHue ciiyyaeB U Cepun C1ydyaes VI 4

MHeHMe 3KCIIepToB VII 3

[lIkaJia OIleHKM YPOBHEIT YO IUTeTbHOCTY A0Ka3aTeIbCTB
KIMHUYECKUX UCCIeJOBAaHUIA IeKapCTBEHHBIX IIpernapaToB <2>

YpoBeHb XapakTepucTuka mokasaress [Ikana

yoeauTe IbHOCTH OLIeHKU
I0Ka3aTejabCTB (6a10B)
A IOKa3aTeabCTBa yOeIUTeabHbI: 3
MMEIOTCS BeCKye J0Ka3aTeabCTBa [Ipe/jlaraeMoro yTBepKaeHust

B OTHOCUTEJIbHAS YOeaUTeIbHOCTh 10KAa3aTe/IbCTB: 2
MMeIOTCS IOCTAaTOUHbIe J0Ka3aTeabCTBa B MOJIb3Yy TOTO, YTOOBI
peKOMeHI0BaTh Ipe/I0KeHHbIN JIeKapCTBeHHBI Ipernapar Aj1si
BKJIIOUEH M (MCK/IIOUEeHNS) B COOTBETCTBYIOLINIA [TIepeyeHb JIeKapCTBeHHbIX
Ipernaparos (U3 IepeyHs)

C NOCTATOYHBIX JOKa3aTeIbCTB HeT: 1

MMEeIOIMXCA 10Ka3aTeJbCTB HeJOCTATOUHO /i1 BBIHECEHMS peKOMeHaalnm,
HO peKOMeHOauuu MOTyT OBITh OaHbI C YYETOM MHBIX 00CTOSITENIHCTB

I/IHTerpaanaﬂ KO/IM4yeCTBE€HHAasd OLl€HKa KaueCTBa KIMHNYECKOTO

UccjieqoBaHM JIEKapCTBEHHOIO IIperapaTta




XapakTepucTuKa MUCcief0BaHus VpoBeHb VpoBeHb O61ast oreHKa
IlOKa3aTeabHOCTU | yOenIuTeIbHOCTHU | ccaenoBaHus (6a/1/IOB)
JaHHBIX JIOKa3aTesbCTB
CucremaTuueckuit 0630p I A orpeensieTcs Kak
PaHIOMU3UPOBAHHBIX KIMHNYECKUX Mpou3BeIeHME OLIEHKU
UCCIeN0BaHUI U MeTa-aHalIus C mccenoBaHust (6aJIIoB)
HU3KOM <3> unu cpemHein <4> YPOBHS 1OKa3aTeJIbHOCTU
BEPOSITHOCTBIO OINOOK IaHHBIX U OLIEHKMU
uccaemoBanms (6aIoB)
PanmomusupoBaHHbIe Iinns}mqecxne II A YPOBHS Y6eAUTEeNbHOCTH
<5>
VICCIIEIOBAHNS C HUBKOM Wi IOKA3aTe/TbCTB
cpenHei <4> BepOSITHOCTHIO OLIMO0K
CeteBoi1 MeTa-aHanus (B Tom unciae | II1 A
HeIpsiMble CpPaBHEHMS U CMelllaHHbIe
CpaBHEHMSI) C HU3KOM <6> min
cpemHei <4> BepOSITHOCTBIO OIIMOO0K
KoropTHble uccienoBanus ¢ Hu3koim | IV B
<7>unu cpepgHei <4> BeposITHOCTBIO
OIMOOK
UccnepoBanus "caydain-KOHTpoOab"' ¢ |V B
HU3KOM <8> Miu cpenHen <4>
BEPOSITHOCTHIO OINOOK
OmnucaHue ciay4daeB, CepUil CiydyaeB VI C
MHeHMe 3KCIepToB VII C
UccnenoBauus 1:060ro Ausaiiba c I C
BBICOKOJ BEPOSITHOCTDIO OIMIMOOK <9>
(HM3KOr0 MeTOLMYeCKOIo KauecTBa) I C
III C
v C
\Y C
VI C
VII C

Utorosas MHTeTrpa/JIbHas KOJIMYeCTBEHHAs OLI€HKA Ka4ueCTBa KIMHMNMYECKOIO MCCJIedJOBaHMA JIEKaPpCTBEHHOI'O

mpernapara:

He MeHee 18 - 111 peKOMeHJallMy K BKIIOYEHUIO JIeKapCTBEHHOIO IIperapara;

He MeHee 12 - OJId peKOMeHaalun K BKIIIOUYEHUIO OJI4 Op(baHHOI‘O JIEKapCTBEHHOTO IIperapara.

KonnuecTtBeHHas oiieHKa 3QHeKTMBHOCTY MPUMeHEeHMs
JIeKapCTBEHHOTO MpernapaTa B paMKax KIMHUYECKUX UCCIIe0BaH Ui




HanmeHnoBaHue O1leHKa cTeleHU JOCTMKeHUS HocTiKeHue 11e1eBOTo [IIkana
KpUTepus OLleHKU 11eJIeBOTO pe3yabTaTa C y4eTOM pes3yabTara C yueToM OLIEHKU
b peKkTUBHOCTU MpeuMYIeCcTBa M0 CPAaBHEHMUIO C MpeuMyIllecTBa nepef (6am1oB)
Tepariueii mpernapaTaMmu Teparueii npemnapatamu
CpaBHeHU CpaBHeHM (TIPOLIEHTOB)
Hanpumep, kputepuii: | IOTHOCTBIO JOCTUTHYT LieJIeBOi1 100 10
CHIV>KEeHMe YPOBHS pe3ysibTaT (BbICOKAs
apTepuaibHOTO 3(beKTUBHOCTD)
JlaBJIEHMSI [I0 11eJ1IeBOro - N
3HAYCHIS YaCTUYHO AOCTUTHYT 11eJIeBOii 290 9
pe3yibTar (CpeIHss
3(beKTUBHOCTD) = 80 8
2170 7
Z 60 6
250 5
2 40 4
Z 30 3
=20 2
=10 1
He JOCTUTHYT 1leseBoit pesyabrar |0 0
(Hm3Kas 3 PeKTUBHOCTD MU
oTcyTcTBUE 3D PEKTUBHOCTHI)

Htoro

cpenHssi oleHKa 3 GeKTUBHOCTY (OTHOIIEHMEe CYMMbI 6aJI/IOB IO KaXXI0MY
KpUTepuIo 3PGEeKTUBHOCTM K KOJIMYECTBY KPUTEPUEB)

KonmuecTBeHHas OLleHKA 6e301acHOCTHU IIpMMeHeHNs

JIeKapCTBEHHOTO ITperapara B paMKaxX KIMHUYECKUX MUCCIeI0BaHMIi

O1tieHKa ypOBHS 6€30MacHOCTH Yncito cimydaeB MOGOUHBIX Ouenka |Becosoit
JIleKapCTBEHHOTO Iperapara NeiiCTBUI1 (TTPOLIEHTOB) (6amioB) |KkoapduiMeHT
[To60YHbIe EeIICTBUS OTCYTCTBYIOT 0 0 0
[To6ouHbIe IelicTBUS JIETKO CTeIeH! =10 -1 0,25

=20 -1

230 -1

=40 -2

250 -2

260 -3

2170 -3

=80 -3




=290 -4
100 -4
[To60uHbIe IeiCTBUS CpegHel CTeleHn 210 -2 0,5
=20 -2
=30 -3
=40 -3
250 -4
260 -4
270 -5
=80 -5
=290 -6
100 -6
ITo60oUYHbBIe NeCTBUS TIKeI0M CTeIIeHN - =10 -4 1
COCTOSIHMSI, IPOJIJIeBalollyie HaXOXIeHue
IalMeHTa B CTaljiOHape Uin 220 -4
MpeCTaBIISIIOILYEe YTPO3Y AJIS SKU3HU > 70 5
=40 -5
=50 -6
=60 -6
270 -7
=80 -8
=90 -9
100 -10

HUtoro

OlleHKa YPOBHS 6€30macHOCTH (CyMMa ITpoM3BeIeHui
CpeIHMX 6asIOB IO KaXI0MY YPOBHIO 6€30MacHOCTY
JIEKapCTBEHHOTO Tperapara ¥ COOTBETCTBYIOIIErO
BECOBOro KO3 uIimeHTa)

KonnuecTBeHHAas! OI[eHKA TOMOJIHUTEIbHON TepareBTUIeCcKoin

OEeHHOCTM JIEKapCTBEHHOI'O ITpeliapaTa

HaumeHoBaHMe Kpurepuda ,Z[OHOJ'IHI/ITQJ'IBHOVI
TepaHeBTquCKOﬁ HEeHHOCTU

PEBYJ'IbTaT OLIEHKMA

[IIkama oLeHKMU
(6amn)

1. KpaTHoCTh nipueMa

COKpallleHre KpaTHOCTHU +2
rnpuema
COXpaHeHMe KPaTHOCTHU 0

npuema




YBe/ImueHe KpaTHOCTU

npuema
2. HoBbIit MexaHU3M OeliCTBUS MMeeT KJIMHuYeCKue +2
MpeuMy1eCcTBa
He MMeeT KIMHUYECKUX 0
MpeuMyLIeCTB
IlTkasa OLeHKY CTOMMOCTHU Kypca (Toza) ieueHus
JIeKapCTBEHHbIM ITpernapaToM
PesynbTaT OlleHKMU [IpoueHT [Mkana
OTKJIOHEHUS | OLIeHKU
(6am)
1. | CToumoCTh Kypca Wi TOg0BOro JieYeHUs TpefJjaraeMbIM JieKapCTBEHHBIM 6osee 20 +2
rpernapaTom HuXKe, 4eM CTOMMOCTD JieueHMs IIperapaToM CpaBHEHMS
or 10 ;o 20 | +1
2. | CTOMMOCTb KypCa MUJIX TOLOBOI0 JIeUeHus IpefjiaraeMbIM JieKapCTBEHHBIM o 10 0
MpernapaToM COMOCTaBMMa CO CTOMMOCTBIO JIeYeHMsI TpernapaTom CpaBHEHUS
3. | CToMMOCTb KypcCa MUy rOL0BOIO JIeueHus IpejiaraeMbIM JIeKapCTBEHHbIM or 10 ;0 20 |-1
MpernapaToM BbIIIe, YeM CTOMMOCTD JIeueHMsI IpernapaToM CpaBHEHUS
6osee 20 -2
[IIkana KAMHUKO-IKOHOMMUYECKOW OLIEHKU JIEKAPCTBEHHOT'O
npermnapara <14>
PesynbTaT OLleHKMA IIpoueHT [IIkasna
OTKJIOHEHUS | OLIeHKU
(6amn)
1. | Knuuanueckas 3¢ deKTMBHOCTD IpeajiaraeMoro JieKapCTBeHHOTO mmpemnapaTa | 6osee 60 +10
CTATUCTUYECKU 3HAUMMO Bbile <10> kaMHn4eckoi 3PeKTUBHOCTHU
Mpenapata cpaBHeHus, Py 3TOM MpUMeHeHMe JekapcTseHHoro npemapara | OT 4040 60 | +9
XapaKTepu3yeTCcsl MEHbIIMMU 3aTpaTamMu, YeM IIpUMeHeHue Tperapara or 20 10 40 | +8
CpaBHEHUS
ot 10 ;o 20 | +7
2. | Knuanueckas 3(pdheKTMBHOCTD MpejjiaraemMoro jekapcTBeHHOoro npernapara | mo 10 +6
CTATUCTUUYECKU 3HAUMMO BbilIe <10> kauHn4eckoii 3pPeKTUBHOCTHU
rpenapara CpaBHEHMS, IpU 3TOM IMPUMeHeHMe JIeKapCTBeHHOTro Mpernapara
XapaKTepU3yeTCs HeCYLeCTBEHHbIMM Pas/IMUMUSIMMU C 3aTpaTaMu Ha
TpUMeHeHMe TIpernapaTa CpaBHeHUS
3. | Knuauueckast 3peKkTMBHOCTD IpejjiaraeMoro JekapcTBeHHOro npenapara | - -
corocTaBMMa KIMHMUeCKOM 3bPeKTUBHOCTY ITpernapaTa CpaBHEHUS
(CTaTUCTUYECKM 3HAUMMBbIE Pa3IN4us OTCYTCTBYIOT <11>)
3.1. | npyMeHeHMe JIeKapCTBEHHOTO IpernapaTa XxapakKTepu3yeTcs MeHbIIMMU 6osee 60 +8
3aTparamu, YeM IpuMeHeHMe npernapara CpaBHEHUS
oTr 40 o 60 | +6
or20m040 |+4




or 10 ;o 20 | +2
3.2. | npuMeHeHMe JIeKapCTBEHHOTO IMpernapaTra XapakTepu3yeTcs no 10 0
HeCyll[eCTBeHHbIMM Pa3JUuMsIMU C 3aTpaTaMy Ha IpMMeHeHMe Mpernapara
CpaBHeHMUSI
3.3. | npuMeHeHMe JTIeKapCTBEHHOTr0 IIperapaTa XapakTe pu3yeTcs: 60/IbIIMU or 10 mo 20 | -2
3aTpaTaMu, yeM MMpuUMeHeHMe IperapaTa CpaBHeHUSsI
or200040 |-4
or40 1o 60 | -6
6omee 60 -8
4. | Knuanueckas sbdekTMBHOCTD peAjiaraeMoro JieKapCTBeHHOTO MpernapaTa CTaTUCTUIEeCKU
3HAUMMO BbIllle <10> KIMHMUYECKO 3GeKTMBHOCTY MpernapaTa CpaBHeHUsI, IIPU ITOM
MpMMeHeHMe TeKapCTBeHHOro Mpernapara xapakTepu3yeTcs: 60bIIMMY 3aTpaTaMu, YeM
NpUMeHeHMe npernapara cpaBHeHuUs <12>
4.1. | ”HKpeMeHTHbI 1oKa3aTesb "3aTpaThl UK 3DGEKTUBHOCTD" AJIsI 6o5ee 60 +9
TrpejiaraeMoro JieKapCTBEHHOTO TpelapaTa Huke, YeM MHKpPeMeH THbIN
" " +
roKasaTesib "3aTpaThl Ui 3G(QeKTMBHOCTD" IpernapaTa CpaBHEHUS or40 10 60 |+8
oT 20 ;0 40 | +7
or 10 1o 20 |+6
4.2. | ”HKpeMeHTHbI 1oKa3aTesib "3aTpaThl Uian 3HPeKTUBHOCTD" 1o 10 +5
rpejiaraeMoro JieKapCTBEHHOTO IpernapaTa CONMOCTaBUM C MHKPEMEHTHbIM
rokasartejiem "3aTpaTbl Win 3GeKTUBHOCTD" MperapaTa CpaBHeHUS
4.3. | MHKpeMeHTHbII IToKa3aTesb "3aTpaThl Uan 3GPeKTUBHOCTD" 601ee 60 +1
TrpejiaraeMoro JieKapCTBeHHOTO TpernaparTa Bbillle MHKPeMEeHTHOTO
rioKkasaTess "3aTpaThl UM 3bPeKTUBHOCTL" ITpenapara CpaBHeHUs or 40 70 60 | +2
or 201040 |+3
or 1000 20 |+4
5. | Knuanueckas 3(pheKTHMBHOCTD IMpeIaraeMoro JeKapCTBeHHOro mmpernaparta | 6omee 60 +1
CTATUCTUUYECKM 3HAUMMO HIDKe <10> KIMHMYeCKo 3¢ deKTUBHOCTHU
TperapaTa cpaBHeHusl, IIpU 3TOM IIpuMeHeHMe ekapcTseHHoro rmpenapara |97 40mo60 10
XapakTepu3yeTcs MEeHbUIMMU 3aTpaTamMiu, YeM MpUMeHeHue Ipenapara or 20 10 40 | -1
CpaBHEHMUSI
or 10 ;o 20 |-2
6. | Knmuaunueckas 3pbekTUBHOCTD Mpe/ijiaraemMoro JekapCcTBeHHoro npenapata | mo 10 -3
CTaTUCTUYECKU 3HAUMMO HIDKe <10> KIMHMYeCcKo 3¢ eKTUBHOCTU
rpernapara CpaBHeHMUsI, IIpY 9TOM 3aTpaThl Ha TPMMeHeHMe JJeKapCTBeHHOTO
rpernapara XapakTepu3ylTcs HeCyleCTBeHHbIMU Pa3InduUsIMU 1o
CpaBHEHMIO C 3aTpaTaMM Ha MpernapaT CpaBHEeHUS
7. | Knuauueckasi 3peKTMBHOCTD MpeJiaraeMmoro JekapcTBeHHoro npenaparta | ot 10 o 20 | -4
CTATUCTUYECKU 3HAUMMO HIDKe <10> KIMHMYecKoi 3peKTUBHOCTU p
MperapaTa cpaBHEeH¥s, TIPV 3TOM TIpUMeHeH¥e TeKapcTBeHHoro mperapara | 0T 204040 |-
XapakTepu3yeTcs: 6OIbIIMMM 3aTpaTaMu 10 CPaBHEHMIO € 3aTpaTaMy Ha o140 1060 |-6
npernapar CpaBHEHMUSI
6omee 60 -7




[lIkaa OIeHKM BAMSHMS JIEKapCTBEHHOrO Ipernapara Ha 0I0KeThl
O10IKeTHOI1 cucteMbl Poccuiickoit ®epepannm <14>

PesynbTat o11eHKU IIpouieHT [MIkana
OTKJIOHEHUSI | OLIeHKU
(6amm)
1. | IIpumeHeHMe nMpeaaraeMoro JeKapCTBeHHOIO mperapara IMpUBOAUT K 60s1ee 60 +8
CHVKEHUIO TIPSIMbIX MeAULIMHCKMX 3aTpaT <13>
ot 40 1o 60 |+6
or200040 |+4
or 10 mo 20 |+2
2. | [IpumeHeHMe IpejiaraeMoro JieKapCTBeHHOI'O Ipernapara IIpUBOAUT K o 10 +1
HeCylleCTBEeHHOMY M3MEHEHMIO MIPSAMbIX MEeIUIIMHCKUX 3aTpar <13>
3. | IIpmeHeHNe npeiaraemMoro JeKapCTBeHHOTO IpernapaTta IpUMBOIUT K or 1010 20 |0
YBeJIMUEeHUIO MPSIMbIX MeIUIIMHCKMX 3aTpar <13>
or20m0040 |-1
or40 no 60 |-2
6o5ee 60 -4
[lIkasa KOAMYECTBEHHO OLIeHKU AOIOJTHUTEbHbIX JAHHBIX
0 JIeKapCTBEHHOM IIperniapare
Kpurepun onenku PesynbTaT O11eHKHA [lIkana
OLIEHKM
(6amm)
Heo6xonumMoCTb TpMMeHeHUsI na +2
JIeKapCTBEHHOTO Tperapara Jajs
IMArHOCTUKY, TPO®UIAKTUKY, Tedenus win | HET 0
peadMaMUTaIMM TIPY OKa3aHUM MeIULIVTHCKO
TIOMOIIM B C/iydae 3a601eBaHMit ¥ COCTOSTHUIA,
Mpeobs1ajaoIIuX B CTPYKType
3a00/1eBa€MOCTM U CMEPTHOCTU IPAKAAH
Poccuiickoit ®enepanyin, Ha OCHOBaHUM
JaHHBIX TOCYJapCTBEHHOTO CTATUCTUIECKOTO
HabJIoneHus
Hannuue 3aperncTpupoBaHHBIX B Ia +1
Poccuiickoit ®enmepaiiiyt BOCIIPOM3Bede HHbIX
JIeKapCTBEHHbIX MpernapaToB HeT 0
Hanuumne iekapCTBEHHOTO Ipernapara B HeT 0
TepevHe CTpaTermuyecky 3HaUYMMbIX
JIeKapCTBEHHbBIX CPECTB, IPOU3BOACTBO Aa *1
KOTOPBIX JO/DKHO OBITH 06ecIieueHo Ha
Tepputopuu Poccniickon @enepanumn,
YTBEPKIEHHOM PaclopsoKeHueM
[TpaBuTenbcTBa Poccuiickoii ®egepanym ot 6
utoist 2010 r. N 1141-p




Hanuumne jiekapCTBEHHOTO TIpernapara B
TepevHsX JIeKapCTBEHHBIX IIPeIapaTos,
buHaHCHPYeMbIX 32 CYET CPeICTB O10/IKeTOB
cyobekToB Poccuiickoit ®enepanun

HeT

Ia

+1

Hannune nipou3sBoacTBa (JIoKaamM3alms)
JIeKapCTBEHHOTO Tperapara Ha TepPUTOPUN
Poccuiickoi ®epgepauynn

HeT

BTOPMYHAS YIIAKOBKA U (MJIN) BBIITYCKAO LN
KOHTPOJIb KayecTBa - [a

+1

BTOPMYHAS YIIAKOBKA U (MJIN) BBIITYCKAO LN
KOHTPOJIb KaueCTBa IIpU HaJIUUUU
3aK/IIDYEHHOTO CIlelMaJlIbHOro
MHBECTULIMOHHOTI'O KOHTPAKTa,
Mpearioiaramilero cosganue B Poccuiickoin
®depnepalyiy MpOU3BOACTBA TOTOBOM
JIeKapCTBeHHO GopMbl, BKIIOYAs
MPOM3BOJCTBO (hapMaleBTUUYeCKO
cyocTaHIuu, - Oa

+2

TepBUYHAS ¥ BTOPMUYHAS YI1aKOBKa,
BBIITyCKAOII M1 KOHTPOJIb KauecTBa - ia

+2

TepBUYHAs ¥ BTOpUYHAS YIIaKOBKa,
BBIITYCKAIOLI VI KOHTPOJIb KauecTBa Mpu
Ha/IMUMM 3aKJII0UEHHOIo CcrieliaJbHOIo
MHBECTUIIMOHHOIO KOHTPAKTa,
Mpearioiaramilero cosganue B Poccuiickoin
depnepaliviy MpOU3BOICTBA TOTOBOI
JIeKapCTBEeHHO (opMbl, BKIIOUAsT
MPOU3BOJICTBO hapMalleBTUUYeCKoit
cyb6cTaHLIMH, - 1A

+3

BCe CTaiUM MIPOU3BOJCTBA, BKIIOUAS
MPOM3BOJICTBO I'OTOBO TIeKAPCTBEHHO (POPMBI
(6e3 rmpousBoaCcTBa (papMalieBTUUECKOI
cybcTaHLMM), - 1a

+4

BCe CTaJuy MPOU3BOACTBA, BKIKOYAs
TIPOM3BOACTBO I'OTOBO JIEKAPCTBEHHO ()OPMBI
(6e3 mpousBoACTBa papmMalleBTUIECKOI
CyOCTaHLIVM), TPU HAJTMUMUM 3aKTIOUEHHOTO
CIelMaJbHOTO MHBECTUIIMIOHHOTO KOHTPAKTa,
MperoJaramIilero cosgaiue B Poccuiickoi
®denepaliiy IIPOMU3BOACTBA TOTOBOI
JeKapCcTBeHHOI (OpMbl, BKIIOUAS
MMPOU3BOJICTBO (hapMalleBTUYeCKOI
cyocTaHUMM, - 1A

+5

BCe CTaAuM IPOU3BOACTBA, BKIIOYAs
MPOM3BOJICTBO I'OTOBO IeKAPCTBEHHOI (POPMBI
Y IPOU3BOJICTBO hapMaleBTHUeCKOM
cyocTaHUMM, - 1A

+7




NTorosas o1jeHKa MpoYnX JaHHbIX 10 MPEIJIOKEHUIO (He MeHee +2 1JIsI peKOMeHAAlUM K BKITIOUEHUIO
17151 oppaHHOTO JIeKapCTBEHHOTO Mpernapara; He MeHee +4 /ISl peKOMeHI a1 K BKIIOUeHUIO OCTaIbHBIX
JIeKapCTBEHHBIX MpernapaToB ¢ y4eTOM 06a/IJIOB, BbICTABJI€HHbBIX IVIABHBIM BHEIITATHBIM CIIEIMaIMCTOM
MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit @emepaiiny B myHKTe 10 HayuHO 060CHOBAHHBIX
pekoMeHaluit, puBeaeHHbIX B mpuaoxkenuu N 9 k [IpaBuiam ¢hopMypoBaHus epeyHeii
JIEKapCTBEHHBIX ITPeIapaToB IJIsI MeAUIIMHCKOTO IIPUMEHEeHMSI U MMHUMA/JIbHOTO aCCOPTUMMEHTa
JIleKapCTBEHHBIX MpernapaToB, HeOOXOAMMBbIX JIJIs1 OKa3aHUs MeAUIIMHCKO TTOMOIIIH, YTBE P>KIeHHbIM
riocraHoByieHneM [IpaBuTenbcTBa Poccniickoit @epepauym ot 28 aBrycra 2014 r. N 871).

<1> YpoBeHb 4,0Ka3aTeJbHOCTY PE3YJIbTaTOB KIMHNYECKNX UCC/IeJOBAaHMIA TPUMeHSIeTCS AJ1sl GOpManbHOM
OLIeHKM KayecTBa OTJIeJbHOTO KIMHMYECKOT0 MCCaeJOBaHMsI JIeKapCTBEHHOTO Ipenapara. KinHndeckux
MCC/Ie,0BaHuit OJJTHOTO JIeKapCTBEHHOT'O IperapaTa MOXeT ObITh HeCKOJIbKO, M YPOBHU UX
I0Ka3aTeJbHOCTY B 3aBMCUMOCTHM OT AM3aiiHa KIMHUYECKOTO UCCAeA0BAHNS MOTYT ObITh Pa3IUYHBI.

<2> YpoBeHb yoeIUTeIbHOCTH JOKa3aTeabCTB 9P (PEeKTMBHOCTY TeKaPCTBEHHBIX ITPEINapaToB MPUMEHSIETCS
TIpU OI[€eHKe COBOKYITHOCTM MCCI€IOBAHMIT OIHOIO M TOTO K€ JIEKapCTBEHHOTO Mperapara.
OcymiecTBiisieTcs: 00061 eHNe TaHHBIX 00 YPOBHSIX TOKA3aTeIbHOCTY OT/Ie/IbHbIX MCC/IeIOBaHMI
Pa3IMYHOIO KavyecTBa M MPUCBaMBaAETCs OAVH U3 3 YPOBHEN yOe I TeTbHOCTH.

<3> Huskast BepOSITHOCTb OLIMOOK IMPMCBanMBAETCS CUCTEMATUYECKUM 0030paM MM MeTa-aHaIu3aM Mpu
COo06JII0JeHUY OIHOBPEMEHHO CIeAYIOMINX YCIOBUIA:

TTOVICK ¥ OTOOP pabOoT BBITIOJTHEH ABYMSI MU O0Jiee MUCCIeJOBaTesSIMU;

IS TIOMCKA JIMTEPATYPhI MCITOIB30BaIMCh KaK MMHUMYM 2 3JIEKTPOHHbBIE 6ubmorpadmueckme 6a3pl
JaHHBIX;

npeacTaBaeHa MHGOPMAIIMS O KOJMUECTBEe BKIIOUEHHbIX U MCKIIOUEHHBIX paboT C yKa3zaHMeM MPUIMH
MCK/IIOUeHNS ;

mpeacTaB/ieHad XapaKTepUCTMKA BKIIIOUE€ HHbIX MCCiieIOBaHMIA.

<4> CpeHss BEPOSITHOCTH OIMIMOOK MPUCBAMBAETCS MCCIeIOBAHMSIM JIIOOOTO A3aiiHa B CJTyyae OTCYTCTBUSI
MHbOPMAIMM MJIM HEIOCTATOUHOCTY MH(POpMaL 10 OJHOMY MM 60jiee YCIOBUSM OLIeHKM BEPOSITHOCTU
BO3HMKHOBEHUS OMIUOOK.

<5> Huskast BepOSITHOCTb OIIMOOK PaHAOMM3UPOBAHHBIM KIMHUYECKUM MCC/IeA0BAHMSIM IIPUCBAMBAETCS
Mpy COBJTIOIEHNM OJHOBPEMEHHO CIeAYIOIINX YCIOBUIA:

paHOoOMM3alAg IMIpOBOAMIACH HA OCHOBE CJIY‘-IaI;’IHOI‘/)I mocjieg0BaTeJIbHOCTI UMCeI, FEHepMPYEMOﬁ
KOMIIBIOTEPOM,

"ocserieHue" 6110 3asIBJIEHO WM OTCYTCTBME "OC/IeIIeHUsT" He MOTJIO TIOBAUSITh Ha 3 deKT
BMelllaTe/bCTBA (€C/IM M3ydaeMblii B MCCIeAOBaHUM TTepBUUHBIN KpUTepuit 3¢ PeKTUBHOCTY UIU
6€30MaCcHOCTY SIBJISITICSI 0OBEKTUBHBIM);

I0JIS TIAIIIeHTOB, BbIOBIBIIIMX U3 UCCIeA0BaHMSI, COCTaBM/Ia MeHee 20 ITPOLIEHTOB WJIM U3YJaJsICs aHaAINU3
BpeMeHM JI0 COOBITHSI (HarmpuMep, 0011ast BBIKMBAeMOCTb, BbIXKMBAeMOCTb O€3 IMPOrpeccrupoBaHus 1 Ap.);

MpeCTaB/IeHbl pe3y/IbTaThl 10 BCEM 3aIlJIaHMPOBAHHBIM [IJISI U3YUEHMsT KPUTEPUIM 3(PGIEKTUBHOCTA U
6e30I1aCHOCTM.

<6> Huskast BeposITHOCTb OLIMOOK CeTeBbIX MeTa-aHa/IN30B (B TOM UMCJ/ie HEMPSIMbIX CPaBHEHU U
CMelIaHHbIX CPAaBHEHMIT) IPMUCBAUBAETCS MPU COOTIOIEHNM OJJHOBPEMEHHO CIeAYIONINX YCITOBUIA:

B C€TeBOJ MeTa-aHa/Iu3 (B TOM UMCJjie HEeIIpSAMOeE CpaBHEHNME 11 CMEIIaHHOEe CpaBHEHI/Ie) BK/IIOU€HbI TOJIBKO



PaHOOMM3MPOBAHHbIE KIMHNYECKME MUCCIeJ0BaHMA UIN MeTa-aHa/JIN3bl paHAOMU3NPOBAHHbBIX
KIIMHNYeCKUX I/ICCI[EILOBHHI/II‘/JI;

XapaKTepUCTUKN HOHYHHHMVI, BMeEUIaTeJIbCTB U O6I_U,EI‘O KOHTPOJIA COITOCTAaBMMBbI;
npencraBJIeHO rpad)quCKoe MM TaOJMYHOE ONMCaHMe CeTU JOKa3aTe/IbCTB;

MIpUBeIeHbI Pe3Y/IbTaThl OTAENbHBIX UCCIeIOBAHMIA, BKIIFOUEHHBIX B CETEBOI MeTa-aHaIu3 (B TOM 4uc/Ie
HeIpsiMoe CpaBHeHMe U CMellaHHOe CPaBHEHNe).

<7> Huskast BepOSITHOCTb OLIMO0K KOTOPTHBIM MCC/IeIOBAHUSM MPUCBAUBAETCS TP COOTIOeHUN
OTHOBPEMEHHO CJIeTYIONINX YCITOBUIA:

KOT'OpTa SIBJISIETCSI PeIipe3eHTaTUBHOI 10 OTHOIIEHUIO K M3y4aeMO¥ OMyJIsSIIuN;
M3yyaeMble KOTOPThI OTOOPAHbBI U3 OJHO U TOV sKe TIOMYJ/ISINN;

MOATBEPXKIEHO OTCYTCTBME MHTEpecylolero Kputepusi 3GeKTUBHOCTY MM 6e30MacHOCTM B Havase
MCCIeIOBaHMS,

Kputepuu 3pheKTMBHOCTY WX 6€30TIaCHOCTM OlleHMBAJIMCh C ITOMOIIbI0 He3aBUCUMOI1 OLIeHKY (B TOM
yycIe ¢ ocJerieHeM) UJIM UCIT0JIb30BA/IMCh CBeIeHMS O TalMeHTaX 13 6a3 JaHHBIX (PErMCTPOB).

<8> HusKast BepOSITHOCTb OIIMOOK MCC/IeIOBAHMSIM "CTyuaii-KOHTPOJIL" IIPUCBAMBAETCS IIPU COOITIOAeHNUA
OLHOBPEMEHHO CIeAYIOLIUX YCIOBUIA:

IPYIIIA "c/lyyaeB” SIBJISIETCS peIrpe3eHTaTUBHOI;
rpyIina "KOHTpoJieit" oTéupanach U3 TOV Ke MOMYJ/ISILNY, UTO U TPYIINa "CIydaeB”;

MMOATBEPXKOEHO OTCYTCTBME MHTEPECYIOIIETro KPUTEPUA SqJ(beKTI/IBHOCTI/I 1M 6e30I1acHOCTY B Havasle
ncciaenaoBaHUs;

KpuTepuy 3pbeKTUBHOCTM MU 6€30TIaCHOCTY OLIEHUBAIUCH C TIOMOIIbIO HE3aBUCUMOIi OL[eHKY (B TOM
yyciie ¢ OCJIeTyIeHeM) U UCTTO/Ib30BaIUCh CBeeHMS O Tal[MeHTax 13 6a3 MJaHHBIX (PETUCTPOB).

<9> BbICOKast BepOSTHOCTD OLIMOOK MCCIeq0BAaHMSIM JIF0O0T0 Ay3aiiHa IIPMCBanMBaeTCs B CIydyae
HeCOO0JTI0IeHNsI OJTHOTO MJIM 60Jjiee YCI0BUIA OLIEHKYM BePOSITHOCTY BO3HUKHOBEHMS OIMOOK.

<10> IIpu o11eHKe CTaTUCTUUECKOI 3HAUMMOCTM pasanunit B 9 PeKTMBHOCTY TOBEPUTETbHBIN MHTEPBAJ
He Br/ItouaeT 1 (IJis1 OTHOCUTEIbHOTO PUCKA, OTHONIEHUS 111aHCOB, OTHOIIIEHUS YTPO3) U (MJIU) IIOKa3aTesb
CTaTUCTUIECKOI 3HaunmocTu P < 0,05.

<11>IIpu olleHKe CTaTUCTUUECKOI 3HAUMMOCTU pas3inunii B 3HeKTUBHOCTM JOBepUTEIbHBIN MHTEepBa
BKJIIOUaeT 1 (/151 OTHOCUTEIBHOTO PUCKA, OTHOIIIEHMS IIaHCOB, OTHOIIEHUS YTPO3) U (M) MTOKa3aTe/b
CTaTUCTUYECKOI 3Haunmoct P = 0,05.

<12> B cnyuae ecsiu mpefJjiaraeMblii JieKapCTBEHHbIN IIpenapaT He MMeeT aHAJIOTMYHBIX JIEKaPCTBEHHbIX
MIpernaparoB B IepeyHsxX (IIpeACcTaB/sieT OO0V HOBbIN MOIXO/ K JIEUEHUIO), MHKPEMEHTHbI ITOKa3aTelb
"3aTpatrsl WM 9GGEKTUBHOCTD" IJIsI HETO CPAaBHMBAETCS C MHKPEMEHTHBIM IOKa3aTeleM "3aTpaThl UK
3hGeRTUBHOCTD" IJIs IeKapCTBEHHbIX MTperapaToB, BKIIOUEHHBIX B TIEPEYUHM U TPUMEHSIOIIMUXCS TTPU
3a00j1eBaHMSIX M3 TOTO Ke Kaacca MeXXIyHapogHO CTaTUCTUUYeCKO Kinaccuduraiuy 6oie3Heit 1
npo6ieM, CBSI3aHHBIX CO 3[J0POBbEM.

CpaBHMBAIOTCSI MHKPEMEHTHbBIE TI0OKa3aTeny "3aTpaThbl Wiy 3QpGeKTUBHOCTD ', pacCUMTaHHbIE HA
OIVHAKOBBI KINMHMUECKUI 3P eKT (IoCTUKeHMe BbI3A,0POBIEHMSI, PEMUCCUY, TOJI, COXPAaHEHHOI KU3HH,
rof, COXpaHEeHHO KaueCTBEeHHOM XU3HU U [IP.).

<13> 3aTparTsl, CBSI3aHHbIE C TIPOIECCOM OKA3aHUS MEIUIIMHCKOM MOMOIIY (3aTpaThl Ha JIeKapCTBEHHbIE
rpernaparhbl, MeIUIIMHCKIE U3IeINsl, MeAULIMHCKIE YCIYTH, Ta00paTOpHbIE Y MHCTPYMEHTAa/IbHbIE METO/IbI



nucciaenqoBaHud, paCXogHbIe MaTepMaJibl, COOEP>KaHMeE ITIaliIMI€HTa B Me,ELMI_IMHCKOVI OpraHM3alnyu NJIN
MeIUIMHCKME YCIIYIU Ha JOMY, TPDAHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM I ,I[p)

<14> VToroBas oljeHKa 10 pe3yJbTaTaM OlleHKY 9KOHOMMUYECKUX MTOC/IeICTBUI TPUMEHEeHUSI
JIeKapCTBEHHOTO ITperapara (He MeHee 6 6a/IJIOB XOTsI ObI 110 OTHOMY M3 3asIBJIEHHbIX [TOKA3aHMIT) IS
PEeKOMEHIAIMM K BKIIOUEHUIO, TIPU 9TOM 6ajUIbl I10 IIKa/Ie KIMHUKO-9KOHOMMUYECKO OLIeHKI
JIeKapCTBEHHOTO IIperaparTa | IKajie OLleHKM BAMSHMS JIeKapCTBEHHOTO ITperapara Ha 610/13KeThl
610/13KeTHOT cucTeMbl Poccuiickoit ®emepauun (manee - 610mKkeT) CyMMuUpyroTcs. O1jeHKa CTOMMOCTH Kypca
(roma) yieueHMsI TeKapCTBEHHbBIM ITPErapaToM He BAMSIET Ha UTOTOBYIO OII€HKY.

B cityuae mpeficTaBaeHMs 3asIBUTE/IEM Pe3y/IbTaTOB HECKOIbKMUX KAMHMKO-9KOHOMUUECKUX MCC/IeJOBaHMIt
B paMKax OJHOI'O ITOKa3aHMs 1S OIpee/IeHN s UTOIOBOI OLIeHKM BbIOMpaeTCs 1ccieoBaHme, HabpaBsiiee
HauoboIbIINI 62,

B ciryuae mpecTaBiieHNs 3asiBUTEIEM Pe3YJIbTaTOB HECKOJbKUX MCC/IeIOBAHMI BIMSHUS Ha OI0KET B
paMKax OJHOTO MOKa3aHMs JIJisl OIIpee/ieHI sl UTOTOBOI OLIeHKM BbIOMpaeTcs UcciefoBaHe, HabpaBliee
HaMobOoJIbIINIT 6aII.

B diydae rpeacTaB/JIeHIa 3adBUTeE/IeM PE3Y/JIbTATOB HECKOJbKUX KIMHUKO-3KOHOMMUYECKUX MUCCIeJOBaHMIA
I1O pa3HbIM IIOKA3aHUSAM UTOroBasd Oll€eHKa OCYIIEeCTBJISIETCS 110 Ka>KAOMY 3asBJI€HHOMY ITOKA3aHUIO.

B C/iydae rmpeacTaB/JIeHIU 3adBUTE/IEM PE3YJIbTATOB HECKOJIbKMX MCC/IeIOBaHMI1 BIAMUSIHUS Ha 6I-OIL)K€T I1o
Pa3HbIM IMOKAa3aHMAM UTOTOBAA OLI€HKA OCYLIEeCTBJIAETCS IO KAKAOMY 3asIBJIEHHOMY IMOKa3aHMIo.".

29. B npmioxkeHuu N 7 K ykazaHHbIM [IpaBuiam:

a) B HAaMMEHOBAaHMM CJI0Ba "TIPOBEAEHMS IKCIIEPTU3bI IPEeIJIOKEHMS O BKIIOYEHUY (MCKII0YEHNN)
JIeKapCTBEHHOTO IIperiapaTta B [lepevyHy JIeKapCTBEeHHbIX IIpernapaToB” 3aMeHUTh CJI0BaMM "aHa/In3a
mHpopMaIMM 0 CPaBHUTENBHON KIMHUYECKOH 3 DeKTUBHOCTY 1 6€30ITaCHOCTY JIEKAPCTBEHHOTO
Impenapara, OIleHKM SKOHOMMUYECKUX ITOC/TAeICTBUI ero MpUMeHeHUs";

0) IYHKT 6 MU3JIOKUTH B CJIEIYIONIEl peTaKIn:
"6. Pe3yJIbTaThbl OLeHKM S9KOHOMUYECKUX TTOCAeICTBUI TPUMeHeHNs IeKapCTBEHHOTO Tiperapara:

6.1. pacyeT CTOMMOCTHM Kypca (rojia) JieueHus mpezjiaraeMbIM JJeKapCTBEeHHbBIM IperapaToM 10 CpaBHEHM IO
C IeKapCTBEHHbIMM IIperapaTamMi, BKIIOUEeHHbBIMY B TIepeUHM, yKa3aHHbIe B ITyHKTe 1.1 HacTosIIero
IOKYMEHTA, ¥ IPUMEHSIOLIMMUCS 10 T€M 3Ke TTOKa3aHMUSIM, UTO U IpeajiaraeMblii JeKapCTBEeHHbBIN
mpernapar:

MexxayHapoaHoe |JlekapctBeHHas | [Tokaszanue (kog | CTOMMOCTD CTouMOCTh OueHka
HenmaTeHTOBaHHoOe | popMa MeskayHapOoaHOJ | TOI0BOTO rof0BOI0 (6am10B) mJIs
HayMeHOBaHue CTaTUCTUYECKON |Kypca, Kypca, pejjiaraeMmoro
Kinaccudukauyuy |ykasaHHas B | pacCUMTaHHasl |JieKapCTBEHHOTO
60Jie3He U MpeaaokeHnUM | SKCIIePTHOI npernapara
npoosieM, 3asiBUTEIeM opraHmusanmei
CBSI3aHHBIX CO (py6iein) (py6seir)
30 0POBbEM,
pacundpoBKa)

6.2. pe3yJbTaThbl KIMHUKO-I9KOHOMMUYECKOI OIIEHKM M OI€HKY BIMSIHUS Ha GI0KeThI OI0KETHO CHCTEMBbI
Poccuiickoir ®emepaninu (manee - 6101KeT) JIeKapCTBEHHOTO ITperapaTa o KaXI0My ITOKa3aHUIO C
yKasaHueM Koga MexXmyHapogHO CTaTUCTUUYeCKOi Kinaccuduraiuy 60e3Helt 1 pobiieM, CBSI3aHHbIX CO
300pOBbeM, paciinppoBKa:




KinnHMKO-3KOHOMMYECKOe UCCaefoBaHNue (AaHAIU3 BIAUSHMUS Ha Pesynbrat omenku | OrieHka
O10IKeT) (6a110B)

KiMHNKO-3KOHOMMYECKOe UCCIeI0BaHMe

AHanus BAMIHNS Ha OI0KeT

MToroBasi olieHKa I10 pe3y/ibTaTaM OLIeHKY SKOHOMUYECKUX ITOC/IeICTBIUI ITPUMEHEeHMUS
JIeKapCTBEHHOTO IpernapaTa I1o ToKasaHuio";

B) ITYHKTHI 7, 9 1 10 MCKIIOUUTb.
30. JononmHuTb nipuinoxkeHusMu N 8 u 9 ciepyrolero cogepkaHus:

"TIlpunoxxenue N 8

K [TpaBuiam dhopMupoBaHus IiepeuHeit
JIEKapCTBEHHBIX IIPenapaToB

IS MeAUILIMHCKOTO TIPUMeHeHUs

I MMHMMAaJIbHOTO aCCOPTUMeEHTa
JIeKapCTBEHHbIX IIperapaTos,
HEOoOXOOMMBIX I OKa3aHUs
MeOUIIMHCKOM IIOMOIIIN

(bopma)

B Komuccuio MnHucTepcTBa 34paBoOXpaHeHuns
Poccuinckonm depnepauunn

3AKJTIKOHEHUE
no pe3yJibTaTaM aHa/in3a MeTOA0JIOrMY4EeCKOro Ka4yecTBa
KJMHNKO-3KOHOMMYECKUX UCCIef0BaHNIA NeKapCTBEHHOro npenapaTa
N NCccnenoBaHUIA C UCNONIb30BaHNEM aHaIM3a BAUSAHUSA Ha 6loaxXeThbl
6roa>KeTHOM cucTtembl Poccuinckon denepaummn, a Tak)Ke N3yveHus
[OMNONHUTESIbHbIX MOCAeACTBUIA NPUMEHEHNS
JleKapCTBEeHHOro npenapaTa

1. HacTosuee 3ak04eHe KacaeTca MaTepumanos, NpeacTaBNeHHbIX:

a) ONSA BKJKOYEHNS NIeKAapCTBEHHOIO NpenapaTa B cefyoLlme nepeyHu:

nepevyeHb >XU3HEHHO HEOHBXOAUMbIX N Ba)KHENLWNX NeKAapCTBEHHbIX NpenapaToB A4
MeANLMNHCKOr0 MpUMEHEeHNA (anee - nepevyeHb XXNU3HEHHO HEOOXOANMbBIX N Ba>KHENLLINX
JNIeKapCTBEHHbIX NpenapaToB);

nepeyvyeHb IEKAapPCTBEHHbIX NpenapaToBs, NpefgHa3HavYeHHbIX Ans obecnevyeHmnsa nmu,
60NbHbLIX remMouanen, MyKoBMCUMAO30M, FTMNOpU3apHbIM HaHN3MOM, Bonie3Hblo Mowe,
3/l10Ka4YeCTBEHHbIMKU HOBOO6pasoBaHMAMN NNUMEPONLHON, KPOBETBOPHOM M POACTBEHHbIX
UM TKaHeWn, pacCesaHHbIM CKJIEPO30M, a TakKXXe 1L, Nocsie TpaHCMaHTaunum OpraHoB u
(nnn) TkaHen (panee - NepeyeHb OPOroCTOALLMX IeKapCTBEHHbIX NpenapaToB);

nepevyeHb JIeKapCTBEHHbLIX MpenapaToB AJ19 MeAULMHCKOro NMPUMEHEHNS, B TOM
4yucsaie NeKapCTBEHHbIX MpenapaToB A9 MEAULUHCKOrO MPUMEHEeHUs, Ha3Ha4YaeMbiX Mo
peweHnto BpavdebHbiX KOMUCCUN MeOUUWUHCKUX OpraHm3auun (Ooanee - nepevyeHb
JlIeKapCTBEHHbLIX NpernapaToB Ana obecnevyeHns oTAes/IbHbIX KaTEropun rpa>kaaH);

0) ONg WNCKAKYEHUSA NEeKapCTBEHHOro npenapaTa U3 nepevyHs XKU3HEHHO
HeobXoONMbIX U Ba>XHEMLLWX JIeKapCTBEHHbIX MpenapaToB, MepeyvyHs OOPOroCcToALWmnX
JNIeKapCTBEHHbIX NpernapaToB 1 NMepeYvyHs NeKapCTBEHHbIX NpenapaToB Ans obecneyeHms
OTOEe/IbHbIX KaTeropuin rpa>kgaH.



2. NHdpopmauma o6 ocyLecTBAAOWMX PacCMOTPEHME MaTepuasoB COTPYAHNKAX
denepasbHOro rocyaapcTBeHHOro 6a)XeTHOro y4dpexxageHus "LLleHTp sakcnepTusbl u
KOHTPONIA KayecTBa MeAUUMHCKOM nomowmn" MuHUCTepcTBa 34paBoOOXpaHeHUs
Poccuinckonm ®epepaunm (panee - LLeHTp akcnepTusbl) BKAOYaeT B cebs:

a) amMunnio, UMs, OTHECTBO COTPYAHWUKA, €ro AO/IXKHOCTb;

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

3. NHdpopmMmauma o nekapCTBEHHOM MpenapaTe BKJYaeT B cebs:

a) HauMeHoBaHWe, B TOM 4ucrne:

MeXXAyHapoaHoe HenaTeHTOBaHHOEe HauMeHOoBaHUe;

B CJlydae OTCYTCTBUSA MEeXAYHAapOOAHOro HenaTeHTOBaHHONro HaMMeHOBaHUA -
rpynnupoBOYHOE HaUMEHOBaHNeE;

B CJly4ae OTCYTCTBUA MeXAYHAapPOAHOr0o HernmaTeHTOBaHHOIMO UK rpyrnnmMpoOBOYHOI0O
HauMeHOBaHUN - XMMNYECKOe HaMeHOBaHWeE;

B C/ly4ae OTCYTCTBMSA YKa3aHHbIX HAUMEHOBAHUWN - TOProBoe HaMMeHOBaHWe;

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

B) npeanaraeMble K BKJIOYEHUIO WU UCKIKYEHUIO JNleKapCTBEHHble (OpMbl
3aperncTpmpoBaHHOro J1IeEKapCTBEHHOro NpenapaTa (HeobxoaAnMO NepevyncnnTb);

r) WnHgopMaunio O BOCMPOU3BELEHHbIX JIeKApPCTBEHHbIX MpenapaTtax (npwu
Haan4ynn);

A) WHGoOpMauUIo O JIeKAapCTBEHHbIX MNpernapaTax, BKJYEHHbIX B Mepe4YeHb
XN3HEHHO HeOobXoOAMMbIX N BaKHENLWWX JIeKAapCTBEHHbLIX MpenapaToB, B paMKax
COOTBETCTBYHOLWNX aHATOMO-TeparneBTUYeCKO-XUMNYECKUX TpPyrnn, a TakKXe o
JNleKapCTBEHHbIX NpernapaTax C aHaJIorMYHbIMN NOKa3aHUAMN K MPUMEHEHMIO.

4. Pe3ynbTaTbl OLEHKW METOAO0JIONMYEeCKOro Ka4ecTBa KJIMHUKO-3KOHOMNYECKUNX
nccnenoBaHMM M nccnenoBaHMM C MCNOJIb30BaHUEM aHanM3a BANAHUA Ha Boa)XeTbl
6ron)xeTHoM cnctemMsl Poccuinckonm ®eagepaynm (ganee - 6104)KeT) BKOYAOT:

a) pe3ysibTaTbl OLEHKN MeTOL0/I0rMY4eCcKOoro KayecTsa KJINHUKO-2KOHOMUYECKOrro
nccnenoBaHMsa, KOTOpble 3anoJIHAKTCA No ceayowen opMe Ha Kaxkaoe rnokasaHue K
MPUMEHEHMWIO:

Kpurepuii Omnenka cootBeTcTBUsT | O60CHOBaHME
TpeboBaHMUAM pe3yabTaToOB OLLEHKU
(COOTBETCTBYET UM HE | METOLOIOTUYECKOTO
COOTBETCTBYET) KauecTBa

1. |IIpencTaByieHbl pe3yabTaThl OT€UECTBEHHOTO
McCiefoBaHus (aBTOP, Ha3BaHMe, UCTOYHUK
my6MKaum, roj)

2. | PaccmaTrpyBaeMble IOKa3aHU K IPUMEHEHUIO

3. | Boibop mpenapaTa cpaBHEHUS

4. | MeTon KIMHMUKO-IKOHOMMUYECKOTO MCCIeI0BaHMS -
COOTHOIIIeHMS 3aTpaT 1 3PHEeKTUBHOCTH,
COOTHOIIIEHMSI 3aTPaT U MMOJIEe3HOCTH,
MMHUMM3AIMS 3aTPaT

5. | Beibop kputepues oLeHKM 3QPeKTUBHOCTU

6. |lleHa Ha JeKapCTBeHHBINM Npenapar

7. Pacuert MNpAMBIX MEOAUTTVMHCKUX 3aTpaT




8. | Ommcanme maTeMaTueckoy Mmogenu (Ipu
HaJINYNIA)

9. |IlpencraBieHye 3aTpaT Py ONIUCAHUN
pesynbTaToB

10. | IlpencrasiieHMe pe3yabTaTOB

11. | AHaIn3 YyBCTBUTEIBHOCTU

12. | CcbUIKM Ha MCIIO/JIb30BaHHbBIE ICTOUHUKU
MHbOpMaIUn

BriBog, (MeTO0/IOTMYeCKOe KaueCTBO KIMHUKO-
9KOHOMMYECKMX UCCIed0BaHNIi 1 aHaIM3a BAUSHUS Ha
O10/KeT yI0BIeTBOPUTEIbHOE UJIN
HEeyJ0BJIETBOPUTEbHOE)

6) pe3ynbTaTbl OLUEHKU METO[OSIONNYECKOro KayecTBa WUCCNenoBaHUn ¢
NCNONb30BaHNEM aHasn3a BAUSAHUSA Ha Ol0J)KeT, KOTOopble 3anoJIHATCS Mo cieaytoLlen
hopMe Ha KaxkJoe NokasaHue K NpUMEHeHUIo:

Kpurepuii O1eHKa COOTBETCTBUS O6ocHOBaHME
Tpe6OBaAHUSIM pe3yJ/IbTaTOB OIl€HKU
(COOTBETCTBYET WJIM He | METOL0JI0TMYeCKOro
COOTBETCTBYET) KayecTBa

1. |IIpencraBiieHbl pe3yJabTaThl OT€UECTBEHHOTO
uccaen0BaHus (aBTOP, Ha3BaHMe, UCTOYHUK
myGIMKaLNK, TOM)

PaCCManI/IBaEMI)Ie IMOKa3aHMI K IIpMMeHEeHIIO

ITeHa Ha JIeKapCTBEHHbIN Mperapar

Pacuet IIPSAMbIX MEeAMIITNMHCKUX 3aTpaT

(20 BNV "N BN I B )

OmnncaHne MaTeMaTMueCcKoil mozenu (IIpu
HaIV4YU )

6. HpeJlCTaBIIEHI/Ie MMpAMBIX MEAMIITVMHCKUX 3aTpaT
Ipn OIIMCaHUM pe3yJIbTATOB

7. | BpeMeHHOI rOpU30OHT

8. | XapaKkTepuCTUKM U YUCA€HHOCTbH 11eIeBOoii
TIOITYJISII[ MY TTAllIEHTOB

9. |IlpencraBiieHye pe3yJibTaTOB

10. | AHanmM3 YyBCTBUTEIBHOCTU

11. | CcbUIKM Ha UCIIOIb30BaHHbIE MCTOUHUKU
MHbopMaIUn




BeiBog, (MeTOA0JIOTMYECKOEe KaueCTBO KIMHUKO-
9KOHOMMYECKUX UCCIed0BaHMI M aHaIM3a BAUSHMAS Ha
O10[IKeT YI0BAeTBOPUTEIbHOE MU
HEY0BJIETBOPUTEILHOE)

5. Pe3ynbTaThl

nekKapCTBEHHOI O nperapaTta BK/OYaloT B cebs:

a)

n3yvyeHma AOOonoJIHNTENIbHbIX nocnencTemn npnMMeHeHnA

cBeoeHUs O rocygapcTBeHHoOW perucTtpauun, obpaweHun, obbemax

rocyagapcCTtBeHHbIX 3aKyrnoK rnpegjiaraeéMoro jekKapCTtBeHHOro riperapata, a TakxXxe
NeKapCTBeHHbIX MpenapaTtoB, BKJIIOYEHHbLIX B MepevyeHb XW3HEHHO HeobXxoonMbIX U

Ba)KHENLWnxX

NneKapCTBEHHbIX

npenapaTos, B

paMKax

COOTBETCTBYIOLWNX

aHATOMO-TEPaANEBTUYECKO-XUMUYECKNX TPYMM, UMEKLWMNX aHANOr MY HbIE MOKa3aHus, no
cnepywouwen gpopme:

MexnyHaponHoe |JlekapctBeHHas | Homep Cpoxk geiicTBus Obpaienne O6mbe
HelnaTeHTOBaHHOe | popMa PEerucTpaluMOHHOrO | perMCTPalMOHHOrO | (YIIaKOBKM) 3a rocyj
HaMeHOBaHMe YO OCTOBEPEHMS YAOCTOBEPEHMS 1epuos, He MeHee | 3aKyl
(OIS BKIIFOYaeMOTro OJJHOTO npep
U KaJIeHJIapHOTO Kase
UCKJII04aeMOro roaa,
7IeKapCTBEHHOTO npenecTsyomero | YK
rpenapara) uimn rnogaue
KOJIMYECTBO npeaJIoKeHus
permcTpaloOHHbIX
YI,0CTOBEepeHuit
IS
JIeKapCTBEHHbBIX
rpenaparos,
BK/IIOUEHHBIX B
repeyeHb
>KM3HEHHO
HE0O6XOOUMBIX U
BasKHEMIIUX
JIeKapCTBEHHbBIX
rpenapaToB
0) pe3ynbTaTbl 3KCNEPTU3bl MPOYNX AAaHHbIX MO JIEKAPCTBEHHOMY nMpenapaTy no
cnepywouwen dpopme:
Kpurtepun onieHKu O1ieHKa
(6a10B)

HabIoneHns

Heob6xoauMoCTh IpMMeHeHMs TeKapCTBEHHOTO MpenapaTa sl MarHoCTUKU, ITPOGUIaKTUKH,
JIeYeHUsT MU peabuInTaIMy Py OKa3aHUM MeIUIIMHCKO TOMOIIM B cTy4yae 3a60/ieBaHNi U
COCTOSTHMIA, TTpe06Iafalonux B CTPYKType 3a60/1eBaeMOCTHM M CMEPTHOCTH TpaskaaH
Poccuiickoit @enepaniin, Ha OCHOBAHMM TAHHBIX TOCYJAPCTBEHHOTO CTATUCTUUYECKOTO




Hanuune 3apeructpupoBaHHbIX B Poccuiickoi @enepaliiyt BOCIIPOU3BEIeHHBIX
JIeKapCTBEHHbIX MIpernapaTos

Hanuume iekapCTBEHHOTO Ipernapara B [iepeyHe CTpaTernyecky 3HauMMbIX JIeKapCTBEHHBIX
CPeJCTB, TPOU3BOJCTBO KOTOPBIX AOIKHO ObITH 0OecrieueHO Ha TeppuTopun Poccuiickoit

®epnepauyiy, yTBepKIeHHOM pacrnopspkeHueM [IpasurtenscrBa Poccuiickoii @enepanym oT 6
uwonist 2010r. N 1141-p

Hannune siekapCcTBEHHOTO MperapaTa B IepeyHsIX JTIeKapCTBeHHBIX ITpernapaTos,
buHaAHCHPYEMBIX 32 CYET CPeICTB O10/15KeTOB Cy6BbeKTOB Poccuiickoit @emeparinm

Hannune nipousBoacTBa (JIOKa/IM3alMu) JeKapCTBEHHOrO IperapaTa Ha TeEppUTOPUM
Poccuiickoit ®enepauyu

MToroBas oleHKa MPOYMX JaHHbIX I10 MPeIJI0KEHNIO

B) CBeEeHWS 0 PEKOMEHOaLUMAX MHOCTPAHHbIX areHTCTB MO OLeHKe MeAUNLMHCKNX
TEXHOJIOMUIA 0 LUenecoobpasHOCTN roCyiapCTBEHHOr0 PUHAHCUPOBAHNS B MIHOCTPAHHOM
rocygapcTBe nNpeaJsiaraeMoro JieKapCcTBEHHOro NpenapaTa no c/eayoulein dopme:

[TokazaHue K
MIpUMeHEeHUI0

PekomeHaanmm MHOCTPAHHBIX areHTCTB I10 OLleHKEe MeIUIIMHCKUX
TeXHOJIOTUN

6. CBegeHnsa Ons noAroToBKU MNpensioKeHUM Mo UCKIKYEHUIO JIeKapCTBEHHbIX
npenapaToB W3 YKa3aHHbIX B MoAnyHKTe "6" nyHKTa 1 HacTosAWEro 3akal4YeHuns
rnepevyHenm B paMKax COOTBETCTBYIOLWNX aHAaTOMO-TEPANEBTUYECKO-XUMNUYECKMX Fpynn n
JleKapCTBEHHbIX MnpenapaTos,
npennoXeHnsa Mo KOppekuunm HauMeHOBAHUW JleKapCTBEHHbIX rpernapaTtoB U
HaVMeHOBaHMNIN NeKapCTBEHHbIX (POPM NIEeKAaPCTBEHHbIX NMpenapaToB B COOTBETCTBUN C
rocyfapCTBEHHbIM peecTpOM JIeKapCTBEHHbIX CPeACTB Mo caepytouwen gpopme:

nMerwLwnx aHaJormyHble TMOKa3aHWd, a TaKXe

MexxnyHapogHoe
HeIlaTeHTOBaHHOe
HaMeHOBaHUe

JlekapcTBeHHas
dbopma

OTeueCcTBEHHbBII
WU
MHOCTpPaHHBbIN
MIPOU3BOAUTENb

CBeneHust 0J1s1 TIOATOTOBKU TIPEIJIOKEHUI 10
VICK/TIOUEHUIO JIEKapCTBEHHbBIX ITpeIapaToB, a
TaKke IMpeajaokeHns Mo KOppeKLIUn
HaMMeHOBaHMI JIeKapCTBEHHbIX IIpernapaToB U
HaMMeHOBaHMUI1 JieKapCTBEeHHBIX (opm
JIEKapCTBEHHBIX ITperapaToB

7. NMoaonucm n pacwugpoBka nognucen CoTpynoHMKoB LleHTpa 3kcnepTusbl,
OCYLLUECTB/AKLWNX OLEHKY MeTOoA0JIOrM4eCKoro KadecTBa KJIMHUKO-IKOHOMUYECKUX
nccnenoBaHMmM N UCCNefoBaHUN C NCNOJIb30BaHUEM aHaNn3a BAUSAHUSA Ha DloaKeT:

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




(pykoBoauTens LleHTpa akcnepTu3sbl, .1.0., MOAMNUCH)

HaTa

[Tpunoxenne N 9

K [IpaBuiiam hopMUpPOBaHUS TTepeuHeit
JIeKapCTBEHHBIX [IperapaTroB

IJ1S1 MeAULIMHCKOTO IIPYUMEeHeHUs

Y MMHMMaJbHOT'O aCCOPTUMEHTA
JIeKapCTBEeHHBIX IIpernaparos,
HeOOXOMMBIX JJIs1 OKa3aHUS
MeIULMHCKO ITOMOILN

(bopma)

Hay4yHo o6ocHOBaHHaa pekoMeHaaumsa 0 BKJYEHUN
(06 ncknoYeHUKN, 0TKase BO BKJIKOYEHNM) NEKAPCTBEHHOr 0 NpenapaTa
B MepeYHN IeKapCTBEHHbIX NpenapaToB A1 MeAUNLNHCKOro
NPUMEHEHNSA 1 MUHUMAbHbIA aCCOPTUMEHT JIEKAPCTBEHHbIX
npenapaToB, HEOBX0ANMbIX ON1S OKa3aHUsA
MeONLNHCKOWN noMoLwmn <*>

1. HawumeHoOBaHMe JieKapCTBEHHOro npenapaTta (MexAayHapogHoe
HenaTeHTOBaHHOE, rPyNMNMUPOBOYHOE UIIN XUMNYECKOEe)

2. JlekapcTBeHHasa hopMa NeKapCTBEHHOro rnpenapaTa

3. HacToawmn oOKYMEHT KacaeTCcsa MaTepunasioB, NpencTaB/ieHHbIX:

a) AN BKJOYEHUSA NNIeKapCTBEHHOr O npenapaTa:

B MepevyeHb XXU3HEHHO HeobXOAUMbIX N BaXXHENLLNX NEeKapCTBEHHbIX MpenapaTos
ONs MeOMUMHCKOro npuMmeHeHus (panee - nepevyeHb BaXKHEWLWMX NIeKapCTBEHHbIX
npenapaTos);

B NepeyvyeHb NIEKAPCTBEHHbIX MpenapaToB, MpeaHa3HavYeHHbIX ansa obecneyvyeHns
nny, 60nbHBIX reMouanen, MyKoBMUCLNOO030M, rMNoun3apHbIM HAaHN3MOM, 60/1e3HbIO
[owe, 3/10Ka4eCTBEHHbIMW HOBOODOpa3oBaHUAMN JIMMGPONOHOWN, KPOBETBOPHON U
POACTBEHHbIX WM TKaHen, pacCesiHHbIM CKJepo30M, a TakKXe vy nocne
TpaHCNaHTauunm opraHos u (Mn) TKaHen (pasee - nepeyeHb OOPOroCTOALLMX
JleKapCTBEHHbIX NpenapaTos);

B NnepeYyeHb JIeKapCTBEHHbIX NpenapaToB 419 MeANUVNHCKOro MPUMEHEHNS, B TOM
4yucae JsieKapCTBEHHbIX NpenapaToB A/19 MeANLNHCKOr 0 NpUMEeHeHNs, Ha3HavyaeMblX No
peleHnto BpavyebHbIX KOMUCCUA MeOULUUNHCKUX OpraHm3auun (Ooanee - nepevyeHb
JNleKapCTBEHHbIX NpenapaToB Ana obecnevyeHns OTAEbHbIX KAaTEropumn rpa>kaaH);

B MWHMMaJIbHbIN aCCOPTUMEHT JIeKapPCTBEHHbIX MpenapaTos, Heo6XxoanMbIX ANSA
OKa3aHUsa MeguuUMHCKOM noMoLm (ganee - MUHMMasbHbIA aCCOPTUMEHT);

6) ANA NCKNYEeHNSA NeKapCTBEHHOro npenapaTa:

N3 NEPeYHS XXN3HEHHO HEOBXOANMbIX N BaXKHENLLNX JIEKAPCTBEHHbIX MPEnapaTos;

N3 NepeyHs 4OPOroCToAWMX NeKAaPCTBEHHbIX NpenapaTos;

N3 NepeyHs JIeKapCTBEHHbIX NMpernapaToB An9 obecrnevyeHns oThesibHbIX KaTeropumn
rpa>kaaH;

N3 MUHNMAJIbHOIO0 aCCOPTUMEHTA.

4. 3asBNeHHble NoKa3aHua 0asa NnpuMeHeHus NeKapCTBEeHHOro npenapara.

5. ObpauwieHne neKapCTBEHHOIrO NpenapaTa Ha pPblHKE 1 Han4ne Npom3BOACTBa
(nokanmsauwnn) nekapCTBeHHOro npenapaTa B Poccunckon ®epepaunmn, BKAOYaNA:

a) BpeM4 BblBOA JIEKAPCTBEHHOIO NpenapaTta Ha PbIHOK B MUpPE;

6) rocyoapcTBeHHYO perncrtpauuvto B Poccnnckon depgepaumnu;




B) Ha/M4Me NMpoun3BOACTBa BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaTos.

6. AHanorun4vHole JleKapCTBEHHbIe npenapartsbl B

aHaTOMO-TEPaNeEBTUYHECKO-XMNYECKUX TPYMnmn, a TakKXe Ha OCHOBaHWMA MoKasaHum K
CTaHOapPTOB MeAVNUVMHCKON MOMOLWMN N KIAWHUYECKUX peKOMeH,EI,aLl,I/II7I

npnMeHeHuio,

paMKax

(NMPOTOKONOB NIe4YEeHNS) N HANNYNE BOCNPOMN3BEAEHHbIX JIEKAPCTBEHHbIX NMpenapaTos (B

TOM YUcae POCCUNCKUX).

7. KpaTkasa cpaBHUTeNbHas XapakTepucTuka apdpeKkTnBHoOCTM 1 6e3onacHoOCTH

NeKapCTBeEHHOrNo rnpenapaTta, a TaKXe 0CO6EHHOCTN KANHUYECKOro npnMmeHeHn4d

JIeKapCTBEHHOro npernapaTta B CPaBHEHUW C aHanoramMu (KJAMHWYeCKue rpynnb

NnauneHToB, BKJIl0Yas BO3pacTHble 0ocobeHHOCTU 1 npodusab 6e3onacHoCcTn 1 ap.) €

YKa3aHUeEM NTOrOBON OLLEHKN MO pe3ynbTaTaM KOMMJIEKCHOW oueHKKn (6bannos).

8. KpaTkoe KJIMHUKO-3KOHOMMYECKOe CpaBHeHMe npeasiaraeMoro JIEKapCTBEHHOMO
npenapaTta C aHajloramu (CTOMMOCTb JIEKAapCTBEHHOIr O NnpenapaTa U Kypca evyeHuns

No 3asBJIEHHbIM MOKa3aHWAM, CpPaBHEHME 3aTpaT CUCTEMbI 34PaBOOXPaHEHNS N Ap.) C
yKa3aHneM UTOroBOW OLLEHKW MO pe3ysibTaTaM KOMMJIEKCHON oueHKn (bannos.).

9. Pe3ynbTaThl

MeToa0JIorM4eCcKoro Ka4dectBa KINHUNKO-23KOHOMUYECKNX

nccnegoBaHUM U NCCNefoBaHUM C WUCMNOJIb30BaHWEM aHaIM3a BAUAHUA Ha BloaXKeThl
bog)xeTHoOM cuctembl Poccmnckon ®depepaumm C yKadaHUMEM UTOrOBOW OLIEHKW MO

pe3ysbTaTaM KOMMJEKCHOW oueHKN (6annos).

10. Lenecoobpa3HoCTb BKJIIOYEHMS B YKa3aHHble B MyHKTe 3 HacTOALWLEro
NOKYMEHTa TrepeyHn nNekKapCcTBEHHOro npenapaTta (B CBA3WM C Ha/lN4YUEM B
KJIMHUYECKNX peKoMeHOauusax (MpoToKosiax JsievyeHus) U cCTaHdapTax MeauLUuHCKOMN
MOMOLLM MO COOTBETCTBYIOLLIUM MOKA3aHUAM) C YY4ETOM PEKOMEHIYEMOW 4acTOThbl

npenocTaBfieHUs No cnepyoLen gopme:

Kputepun oneHku Pesynbrart | [Ikana

OLIeHKN OLIEHKM

(6am10B)

Ilesiecoo6pa3sHOCTD BKIIOUEHMS (Ha/IM4UMe JIEKapCTBEHHOIO Ipernapara B 0,8u +3
CTaHZapTax MeaULMHCKOM [IOMOIIM) C YYeTOM PeKOMEHAyeMOi1 4aCTOThI BbIILIE
TpefoCTaBIeHNs

0,6 -0,8 +2

0,4-0,6 +1

0,2-0,4 |+0,5

ke 0,2 | +0,2
[leslecoo6pa3HOCTb BKIIOUEHMS (HAIMUMe JIeKapCTBEHHOTO Mperapara B na +2
KIVHUYECKMX peKOMeHIaMsIX (IIPOTOKOJIaX JIeUeHMs) 0

HeT

11. 3amMeyaHud

rNaBHOro BHeWTAaTHOro cneunaancta MwuHuUcTepcTBa

34paBooxpaHeHns Poccunnckon depepaunm K pesybTaTaM KOMMJIEKCHOW OUeHKN (npu

Haan4ymm).

12. WToroBble BGannbl C y4eTOM pe3ysibTaTOB KOMMJIEKCHOW OLUEHKU U B

COOTBETCTBUMN C NYHKTaMn 10 n 11 HacTosILLEro AOKYMEHTa.
13. KpaTkuii BbIBOA O LENecoobpasHOCTU BKIIOYEHUS

(ncknoyeHns)

NeKapCcTBeHHOro npenapaTta B NepevyHn mn MUHWUMaJIbHbIN aCCOPTUMEHT, YKa3aHHblIE B

NMYHKTEe 3 HAaCTOSALWEro AOKyMeHTa.

14. Mpenno)xeHns no uenecoobpasHOCTN UCKITIOYEHUSA IEKAPCTBEHHOIO NpenapaTa




N3 nepeyHem M MMUHMMabHOIMO aCCOPTUMEHTA, YKa3aHHbIX B MYHKTE 3 HAaCTOSLLEro
NIOKyMeHTa, B paMKaxX COOTBETCTBYHLIMX aHATOMO-TepParneBTUYECKO-XUMNYECKUNX
rpynmn, B TOM YUCJIE NIeKAPCTBEHHbIX MPenapaToB, UMEKLINX aHANOrNYHbIE MOKA3aHMUS
K MPUMEHEHNIO.

NoAMNUCb M paclngpoBKa NOAMUCK naTta

<*> PexoMmeHgan 1y GoOpMUPYIOTCS C YUETOM 3aK/II0UeHNI TI0 pe3y/ibTaTaM aHaa3a MeTOH0/IOTMYeCKOoro
KauecTBa KIMHMKO-3KOHOMMYECKUX UCCAeIOBaHMIA 1 aHaMM3a MHQOpMAaLK O CPaBHUTEIbHOM
KJIMHUYECKOi 3¢ deKTMBHOCTH ¥ 6€30I1aCHOCTH JIEKapCTBEHHOIO Mpernapara, OIeHKY 9KOHOMUYE CKUX
TOC/IeICTBUI ero IpuMeHeHMsI, U3yUeHMsT JOTOJTHUTEIbHBIX MTOC/TAeACTBII IPMMeHEeHUS JIeKapCTBEHHOTO
rpenapara, puBegeHHbIX B IpuiokeHusx N 7 u 8 k IIpaBuiaMm ¢hopMMUpOBaHMS IIEPEUHEN TeKapCTBEHHbBIX
IpenapaToB /151 MeIUIMHCKOTO MpUMeHeHMs ¥ MMHMMAaJbHOTO aCCOPTMMEHTA JIEKapCTBEHHBIX
MpernaparoB, HEOOXOAMMBbIX JIJIsI OKa3aHUS MeAUIIMHCKO TTOMOIIM, YTBEPKIEeHHBIM ITOCTaHOBIEHEM
[TpaButenbcTBa Poccniickoit @epepanyu ot 28 asrycra 2014 1. N 871.".



