NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 29 okTsi6pst 2018 . N 1283

O BHECEHUU U3MEHEHUN
B ITIPABWJIA ®OPMWPOBAHN S MTEPEYHEN JIEKAPCTBEHHBIX
[TPEITAPATOB
AJI4 MEOVULIMHCKOI'O ITPUMEHEHNV A 1 MUHMMAJIBHOT'O
ACCOPTHMMEHTA
JIEKAPCTBEHHDBIX ITPEITAPATOB, HEOBXOJVMbBIX IJI1 OKA3AHNUA
MEJIMITMHCKOM [TOMOILM

IIpaBuTenbCcTBO Poccuiickoit ®epepaiiny MOCTaHOBIISIET:

VYTBepOauTh MpujiaraemMble M3MeHeHNsI, KOTOpble BHOCATCS B [IpaBuiia
dbopmupoBaHus MepeuHeii TeKapCTBEeHHbBIX ITpernapaToB 151 MeAUIIMHCKOTO
MpUMeHeHUsI U MMHUMAaJIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX
MpernapaToB, HEOOXOAMMBIX /IS OKa3aHMSI MeAUIIMHCKO TTOMOIIH,
yTBepXIeHHbIe TTocTaHoB/IeHMeM [IpaBuTenbcTBa Poccuiickoit @epgepanum
ot 28 aBrycTa 2014 1. N 871 "O6 yTBepkaeHun [IpaBui GopMupoBaHUS
repevHeit JieKapCTBEHHbIX MpenapaToB A1 MeAUIMHCKOTO IPUMEeHEeHMS U
MMHMMAaJIbHOTO aCCOPTMMEHTA JIEKapCTBEHHBIX ITpernapaToB, HeOOXOAMMbIX
IIJIT OKa3aHuUs MeguIMHcKoi momomu” (CodpaHue 3aKOHOIATEIbCTBA
Poccuiickoit ®epepaunn, 2014, N 36, cr. 4855; 2017, N 25, cT. 3691).

IIpencenarens [IpaBuTeibCcTBa
Poccuiickoit ®enepauynu
IO.MEJIBEIEB

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepaiin

oT 29 okTs6ps 2018 r. N 1283

N3MEHEHNA],

KOTOPBIE BHOCSTCS B [TIPABUJIA ®OPMVPOBAHUS ITEPEUHEN
JIEKAPCTBEHHBIX ITPEITAPATOB )11 MEJVUIMHCKOI'O ITIPUMEHEHUSA
1 MVUHMMAJIBHOT'O ACCOPTUMEHTA JIEKAPCTBEHHBIX ITPEITAPATOB,

HEOBXOJIMMBIX [1JI1 OKA3AHUS MEJIVLIMHCKOW ITOMOIIN



1. B nyHKTe 2:

a) ab3arr repBblIii MMOC/Ie CI0B "CTaHAAPTOB MEAMIIMHCKO TOMOIN"
IIOTIOTHUTH CJIOBaMU ", pe3yJIbTaTOB KIMHMUECKO arpobalyu MeToH0B
MpOobMIAKTUKM, TUATHOCTUKM, JI€UEHUST U peadbuanuTanmnu’;

0) B ToANyHKTe "6" cyioBa "3ab0ieBaHMit, CMHAPOMOB" 3aMEHUTh CJIOBAMM

"l'IpI/I OKa3aHum Me,ElMLlI/[HCKOVI moMomu B Cjiyuae 3aboieBaHMI 5

n_n

B) MOAMNYHKT "T" NPU3HATh YTPATUBIIUM CUJTY.
2. TIyHKT 6 IOTIOJIHUTB MOAITYHKTOM "X" C/IeAYIOUIEro CoAepKaHus:

"X) TIpeicTaBIeHe HAyYHO 000CHOBAHHOV peKOMeHAaIUy TTITaBHOTO
BHEIIITATHOTO CIenuaamucTa MMHUCTEPCTBA 3paBoOOXpaHeHus PoccuitcKom
@epnepauuu (nasnee - [IaBHbBIN IKCIIEPT) 10 pe3yabTaTaM IIPOBOAUMBIX B
paMKax aHaTOMO-TepareBTUUYECKO-XMMMUUYECKO IPYIIIbI aHaIn3a
mHbopMaIMu O CpaBHUTEbHOM KIMHMUECKO 9 (PeKTUBHOCTY U
6e30IMacHOCTY JIEKapCTBEHHOTO ITperapaTa, OLeHKM SKOHOMUYECKUX
MOC/IeICTBUI €r0 MPUMEHEHUS U U3y4eHUS TOTIOJTHUTEIbHbBIX MTOCIeICTBUIA
MIpMUMeHeHNs JIeKapCTBeHHOrO Ipenapara (gajiee - KOMIJIEKCHAs OLleHKa).".

3. JonmosmHUTb nyHKTaMu 6(1) 1 6(2) cnenymoiero cogepxaHus:

"6(1). JlekapcTBeHHbIE TIperapaThl MOAJeXXaT UCKIIOYEHUIO U3 TIepevHeil 1
MUHMMAaJAbHOI'O aCCOPTMMEHTA, eC/IV B TeUeHMe 6 MecCsLeB I10cje
BKJIIOUEHMS JIEKaPCTBEHHOIO IIperapara B llepeueHb BaKHeN X
JIeKapCTBEHHbIX MpernapaToB He 3aperMcTpUpoBaHa npeneabHast OTITYCKHas
LleHa IPOU3BOAUTES Ha JIeKapCTBEHHBbIN TIperapar.

6(2). B nepeuHu 1 MMHMMAJbHbI/ aCCOPTUMEHT BK/IIOUAIOTCS
OTHOKOMITOHEHTHbIe JiIeKapCTBeHHbIe MpernapaTbl. KoOMOMHMPOBaHHbIE
JIeKapCTBeHHbIE TperapaThl BKIKYAIOTCS B TIEPEYHU B CIydae, eciiu 1o
pe3yJ/ibTaTamM KOMIIJIEKCHOI OlLleHKM IOKa3aHO UX MPEUMYIIECTBO B
MIPUMEHEHUU U CTOMMOCTH 0 CPAaBHEHMIO C OJTHOKOMITOHEHTHBIMU
JIeKapCTBEHHBbIMU TIperapaTamMu.

[Tpu BKITIOYE€HMM KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX ITPEIapaToB B
repeyHy ¥ MUHUMA/IbHbIN aCCOPTMMEHT OJHOBPEMEHHO BKIIOUAIOTCS BCe
3aperucTpupoBaHHble B Poccuiickoit demepaiiiy OGHOKOMITOHEHTHbIE
JIeKapCTBEHHbIE TIpernapaThl, U3 KOTOPbIX COCTOUT TaKas KOMOMHAIMS. .



4. B nyukTe 11:
a) B ab3alie mepBoM:

cnoBa "Munucrepcrba duHaHcoB Poccuiickoit @emepaninm,” UCKIIOUNUTD;

o

cnoBa "denepasibHOTO areHTCTBA HAYYHBIX OpraHu3aluii’ 3aMeHUTD
cyioBaMy "MMHMCTEpPCTBA HAYKM U BbICIIEro o6pasoBanms Poccuitckoii
denepauun’;

6) ab3aI11 BTOPOI1 U3JIOXKUTD B CJIEAYIOIIEl peaaKIInm:

"Ha 3acegaHnyt KOMMUCCUY IPUCYTCTBYIOT IPY HAIMUMUM TIPEABAPUTEIbHOTO
obpaillleHMs B TMCbMEHHOI hopMe B aipec KOMUCCUM, TTIOCTYITMUBIIIETO He
no3JHee yeM 3a 5 paboumx JHeit 10 JHS COOTBETCTBYIOIIEro 3aceqaHus
KOMMCCUM, TIpeJICTaBUTENb CYyObeKTa oOpalleHNs JeKapCTBeHHbIX CPeCTB
" (M) 001IeCTBEHHOTO 00beMHEeH NS, OCYILeCTBIISIONEro AesiTeIbHOCTD B
cdepax 31paBooxpaHeH s, 00paleHs 1eKapCTBEHHbIX CPEJICTB U 3alUThI
MpaB rpaxaaH B 3TUX chepax (gajee - 3asiBUTEINb), a TAKXKe MPeICTaBUTEIN
MHBIX (pefepasbHbIX OPraHOB UCTIOTHUTENIbHON BIACTH.".

5. A63all mepBblii yHKTA 13 U3I0XUTH B CJIeAYIOIIEN pegaKIun:

"13. 3asiBUTeIb HAIIpaBJsieT He mo3aHee 10-To Yuc/a mepBoro Mmecsiia
KBapTajia B KOMMCCUIO CIeyIolye IPeJIOKeHNs B 3JIEKTPOHHOM BUIe
1ocpeicCTBOM MHGOPMAaLIMOHHO-KOMMYHUKAIMOHHBIX T€XHOJIOTUI C
MIPUI0XKEHMEeM B 3JIeKTPOHHOM BUie COOTBETCTBYIOIIMX JOKYMEHTOB U
cBeeHuin:".

6. [TyHKT 14 Ipu3HATDL YTPATUBLIUM CUITY.
7. AG3all mepBblii yHKTA 15 M30XNUTH B CJIeIYIOIIEN pegaKIun:

"15. Komuccus B TeueHue 7 paboumx JHEN CO THS MOCTYIIEHUS
NpeiokeHu, YKa3aHHbIX B ITyHKTe 13 HacTosimux [Tpasun (naiee -
MpejioXkeHne), OpraHu3yeT npoBefeHne Ux JOKYMEHTAIbHOMI
SKCIEepPTU3BbL.".

8. B myHkTe 16:

n_n

a) MOAMYHKT "a" JOMOJHUTb CJIOBAMM ", B TOM UMCJIe HEBO3MOXHOCTb UX
OTKPBITH";



0) MOAMYHKT "6" MPMU3HATh YTPATUBIIUM CUIY;

B) MOAMNYHKT "T" M3JIOKUTh B CJIeAYIOLIEN pelaKIim:

'T) TipeiCTaB/IEHME B TEUEHME OJHOTI0 KaJIEeHIapPHOTO TO/1a JJOKYMEHTOB U
CBeJIeHMI, II0 KOTOPBIM KOMMCCHME B TEKYIIEM I'Oy ObIJIO BBIHECEHO
penreHye 06 OTKa3e BO BKIIOUEHUN (MCKITIOUEHMN) JIeKapCTBEHHOTO
Iperiapara B IIepeYH, MMHUMAJIbHBII aCCOPTUMEHT UM B OTHOIIEHUNA
KOTOPBIX OCYIIECTBJISIETCS KOMIJIEKCHAS OLI€HKA, 3a UCK/IIOUEeHUEM CIyJdas,
rpenycMOTpeHHOro ImyHKToM 9(1) HacTtosuumx [TpaBui;”.

9. IIyHKT 17 U3JI0KUTb B CJIeAYIOLIEN pegaKuun:

"17. IIpy OTKIOHEHUM NpeA0KeHNs OT JaJbHeNIIero pacCMOTpeHUS
KOMMUCCHEeN 3aK/II0UeHNe 110 pe3yJibTaTaM JOKYMEeHTaIbHOM SKCIIePTU3bI
HaIMpasJIsIeTCs 3asBUTEII0 MOCPeICTBOM MH(POPMaILIOHHO-
KOMMYHMKALIMOHHBIX TEXHOJIOTHUI B CPOK, He MTpeBbIIaInit 3 pabounx
JIHel CO IHS ero BbIHECeHMUSI.

IopaboTaHHOe 3asIBUTEIEeM IIpeIJIOKeHMe C YCTPaHeHHbIMM 3aMevaHusIMMU,
YKa3aHHBIMM B 3aK/JII0UE€HUM T10 pe3yabTaTaM JOKYMeHTaIbHO
9KCIIePTU3bI, MOKET OBITh IIOBTOPHO HAIIPABI€HO B KOMMUCCUIO
1ocpecTBOM MHGOPMAalIMOHHO-KOMMYHMKAI[MOHHBIX TeXHOJIOT Ui He
no3aHee 10 pabounx mHe o AHS IMOTYyUeHMS 3aK/TI0UEeHNS 10 pe3yabTaTaM
JOKYMEHTAJIbHOM 3KCIIePTU3BLL.".

10. B mynkTe 19 cioBa "manipHeneMy pacCMOTPEHUI0O KoMuccuen”
3aMEeHUTh CJIOBAMMU "TIPOBEIEHNI0 KOMIIEKCHOM OIIeHKU".

11. TIyakT 20 U3JIOKUTH B CJIeAYIOIIei pegakiun:

"20. Komuccus B CpoK, He MpeBBIIIAIONIMI 2 paboumnx JHE CO THS
BbIHECEHMS TTOJIOKUTEIBHOTO 3aK/II0UEeHNS 10 pe3y/ibTaTaM
IOKYMEHTAJIbHOM 3KCIIePTU3bI B OTHOIIEHMM JIeKAPCTBEHHBIX MPerapaTos,
rpepjiaraemMbix 1 BKIOYEeHUS (UCKIIOUYEHMS) B TIepeUHM, HaIlpaBJisieT
rpeJjioXkeHus C IpeJoCTaBAeHeM AOCTYIIA K MX 37IeKTPOHHBIM BePCUSIM C
MpujaaraeMbIMyu JOKYMEHTaMU U CBeAEeHUSIMU MTOCPEeACTBOM
MHGOPMaIMOHHO-KOMMYHMKAIIMIOHHBIX TEXHOJIOTMIA:

a) B pemepanbHOe rocyapcTBeHHOE OI0sKeTHOE yupexkaeHue "LieHTp
SKCIEePTU3bI U KOHTPOJIS KaueCcTBa MeIUIIMHCKOM moMonin” MuHmucrepcTsa



3apaBooxpaHeHus Poccuiickoit @enepanium (ganee - LleHTp 9KCII€PTU3bI)
IS TIpOBEIeHMS aHaIM3a MeTOL0JIOTMYECKOTr0 KaueCTBa KIMHUKO-
9KOHOMMYECKUX UCCIeN0BaHMI TeKapCTBEHHbIX IperapaToB U
MCC/IefOBaHMI C UCTIOMb30BaHMEM aHA/INM3a BAUSHUS Ha OI0KeTbl
610MKeTHOI cucteMbl Poccuiickoit ®epepaiinm (manee - 610IKeT) B
COOTBETCTBUM C TPeOOBAHMSIMU K METO0JIOTMUECKOMY Ka4eCTBY KIMHUKO-
3KOHOMMYECKMX UCCIeN0BaHNI JIeKapCTBEHHOTO perapara u
MCC/IeJOBaHMI C UCTIOMb30BaHMEM aHA/IN3a BAUSHUS Ha OI0KeTbl
610/13KeTHOI cucTeMbl Poccuiickoit @enmepaliiny, KOTOpbie MPUBEIEHbI B
npunoskeHuu N 5(1), a Takke AJ1s1 M3ydeHUST JOTIOTHUTENbHBIX MTOC/IeICTBIUIA
MpUMeHeH s IeKapCTBEHHOTO TperapaTa Ha OCHOBAaHUM IIKaJIbl
KOJINYECTBEHHO OI[eHK! TOTIOTHUTEIbHBIX JaHHBIX O JIEKAPCTBEHHOM
rperiapare, peaIycCMOTPEHHOM MHTEerpaJbHbIMH IIKaJIaMM KOMITJIEKCHOM
OLIEHKM JIEKapCTBEHHOTO Ipernapara, KOTOpble IPUBeLEeHbI B IIPUIOKEHUN
N 6;

0) B mpodmabHYIO eepaabHYIO TOCYyIapCTBEHHYIO 00pa30BaTeIbHYIO
OpraHM3aLMIo BbICIIEro o6pasoBaHms (MeIUIIMHCKOTO U (VJIN)
dapmaleBTHMUeCKOT0) U (M) OOMOJHUTENIbHOTO IpodeCcCUOHaTbHOTO
06pa3oBaHMsl, OCYIIECTBJISIONIYIO B KAUeCTBE YCTABHOIO BI/Ia
IesITeIbHOCTY HayIHO-MCC/IeA0BATEIbCKYIO IeSITeTIbHOCTD, JINOO B
MeIUIIMHCKYIO U (M) dhapMalleBTUUeCKYI0 HayYHYI0 OpraHu3alinio,
MoABeIOMCTBEHHYI0O MUHUCTEPCTBY 34paBoOOxXxpaHeHus Poccuiickoi
denepanyy i MUHMCTEPCTBY HAYKM U BBICIIETO 06pa30BaHMs
Poccuiickoit ®enepaunu (majiee - SKCIepTHAS OpraHmu3aius), s
MpoBeAeHMS aHa/IM3a MHPOpMAaIMM O CPAaBHUTEIbHOM KIMHNYECKO

s dexTMBHOCTM U 6€30MIaCHOCTH JIEKAPCTBEHHOTIO IIpernapara, OlleHKI!
9KOHOMMYECKUX MOC/IeICTBUI €TI0 MpUMMeHeHMS Ha OCHOBE MHTerpaabHbIX
1IKaJI, KOTOpbIe IpyBeLeHbl B IpunoxkeHun N 6.".

12. TIyHKT 22 U3J0XXUTb B CJIeAYIOLIEN pegaKkLn:

"22. KomnekcHas olleHKa IMpoBOANUTCS LleHTpOM 3KCepTU3bl U
9KCIIEPTHBIMM OpraHu3anuusiMu B TedeHue 30 pabounx gHeit co qHS
TOJIyUYeHUSI OT KOMUCCUU TIPeAJjIOKeHus . ".

13. B myHKTe 23 CJIOBO "3KCIEPTU3bI" 3aMEHUTD CJIOBAMM "KOMILJIEKCHOA
OLIeHKI".

14. TTyHKTBI 24 - 26 U3IOKUTD B C/IeAYIOUIEN pefaKkuu:



"24. IIpoBeieHMe KOMIIEKCHOV OI[eHKM ITPeICTaB/IeHHbIX 3aIBUTEIEM
KJIMHUKO-3KOHOMMUYECKMX MCCIeIOBaHM1 IeKapCTBEHHOTO Ipernapara u
000CHOBAHHOCTY TTOTYYEHHBIX TP UX MTPOBEIEHUY KIMHUKO-
9KOHOMMUECKUX XapaKTePUCTUK, 00YCIOBIMBAIOIINX 11€JIeCO00Pa3HOCTh
BK/IIOUEeH S (MCK/TIOUeHMsT) IeKapCTBEHHOTro IIperapara B [epeuHiu,
OCYILECTBJISIETCSI B TOM UMCJ/ie Ha OCHOBAaHMM pacueTa CTOMMOCTY TOA0BOTO
Kypca Tepamnuu mpejajaraeMbIM JJeKapCTBEHHBIM ITperapaToM o
CpPaBHEHMUIO C JIEKAPCTBEHHBIMM TIperapaTamMiu, BKIIOUEHHbIMHU B IIEPEUHN,
MICXOMS M3 PACUeTHOJ LIeHbl, PeACTaB/ISIONIel CTATUCTUUYECKYI0 MeaaHy
3aperucTPMpPOBAHHBIX B YCTAHOBJIEHHOM ITOPSIAKE II€H COOTBETCTBYIONMX
JIeKapCTBEHHBIX MperapaToB (IIpy HAJTUUNN).

[Tpy orcyTCcTBMM 3aperncTpMpPOBAHHBIX B YCTAHOBJIIEHHOM IOPsIAKe LIeH Ha
JIeKapCTBeHHbIe IIperapaThl CPaBHEHMe U OLleHKa OCYLIeCTBISIOTCS B
OTHOLIEHMM paCcYeTHDLIX LIeH Ha 3aKyIlaeMble JIeKapCTBeHHbIe IIpernaparhl B
COOTBETCTBUM C JAHHBIMMU 3JIeKTPOHHBIX IIJIOLIAI0K, HA KOTOPBIX
IIPOBOLSATCS 3/I€KTPOHHBIE ayKIMOHBI I10 3aKyIIKe JIeKapCTBEeHHbIX
IperiapaTosB [Jjis TOCYAapCTBEHHbIX M MYHULIUIIAJIbHBIX HYXA,. [Ipy aTOM
pacueTHas LieHa Ha JieKapCTBeHHbIe [IpeliapaThl [IpefCcTaBiseT
CTAaTUCTUYECKYIO MeJlMaHy lleH (hakTUueckux 3aKymoK Ha
BOCIIPOM3BeleHHbIe JIeKapCTBeHHbIe ITpernapaTsl (IpU HAIUUUN).

I[Ipu oLieHKe JOTOJHUTEIbHBIX ITOC/IEeICTBIUI IIPUMEHEeH s JIeKapCTBEHHOI0
mperiapaTa Takke OCyIIeCTBIISIeTCsS aHaau3 JaHHbIX O TOCYIapCTBEHHOI
permcTpalm, aHaans oopalieHus IeKapCTBeHHOrOo Mperapara,
IIpeIjiaraeMoro JJIsl BKIIoUeHus (MCKII0UeHMsT) B IIepeuHH, a TaKKe
JIeKapCTBEHHBIX IIPeapaToB, BKIIOUEHHbIX B IEPEUHI U MMEIOLIUX
aHaJIOTMYHbIe BHOCKMBIM JIEKaPCTBEHHBIM IIpernapaTaM IMoKa3aHus K
Ha3HAUYeHMIO B paMKax COOTBETCTBYIOIINX aHATOMO-TepareBTHYeCcKo-
XMMUYECKUX IPYIIIL.

B 1ensix mosryueHmss HEO6XOOMMOI TOTIOJTHUTEIbHOM MHPOpMALK U
YTOUHEHMS IIpeiCTaB/JIeHHbIX B IIPeJIOKeHM CBedeHUI IIpU IIPOBeJeHU M
KOMIIJIEKCHOJ OI[eHKM OCYIIeCTBIISIeTCS TOUCK MHPOopMalum o
JIeKapCTBEHHOM TIpernapare, B TOM YUC/e O KIMHUYECKUX U (MIIU) KITMHUKO-
SKOHOMMYECKUX UCCIeI0OBaHMSIX JeKapCTBEHHOTO nperapara. [Ipu 3Tom K
3aK/TI0YEHMSIM, YKa3aHHBIM B MYHKTe 25 HacTosmux [IpaBu, mpuiaraioTcs
MTOJTHOTEKCTOBBIE MYOIMKAIMM TAKUX UCC/IeIOBaHUIA.

25. To pe3ynbTaTaM KOMIIEKCHOV OI@HKM 3KCIIepTHast OpraHm3alus u



HeHTp 3KCIepTHU3bI COCTABJSIOT COOTBETCTBEHHO 3aK/IIUEHMeE 110
pesysibTaTaM aHa/n3a MHGOpMaIMK O CPaBHUTEJIbHOM KIMHUYECKO

3¢ PeKTUBHOCTY U 6€30MMaCHOCTY JIEKAPCTBEHHOTO Mpernapara, OLleHKU
9KOHOMMYECKMX ITOC/IeACTBIUIA €er0o IIpUMeHeHUs 110 hopMe COTIacHO
npunoxkeHuio N 7 1 3aK/JI04eHMe I10 pe3y/abTaTaM aHaan3a
MEeTO/I0JIOTMUECKOTO KaueCTBa KIAMHUKO-9KOHOMUYECKUX MUCCIed0BaHNIi
JIeKapCTBEHHOrO Mpenapara 1 Uccjieg0BaHMii C MCIOIb30BaHMEM aHa/IM3a
BJIMSIHMS Ha OI0/I3KeThI OI0IKeTHOI cucTeMbl Poccuiickoit ®emeparinm, a
Takke M3y4eHUs JOMOJTHUTEIbHBIX MOCAeACTBUI TIPUMEHEHUS
JIeKapCTBEHHOTIO Mperapara no ¢gopMe coriaacHo npmwiokeHuo N 8 (manee -
3aK/II0YEeHMS 10 pe3yibTaTaM KOMIUIEKCHOM OLIEHKN) U IIPeACTaBJISIOT UX B
KOMMCCHIO ITOCPeICTBOM MHGOPMaLIMOHHO-KOMMYHUKALIMOHHBIX
TEeXHOJIOTUIA.

26. IlpenyiokeHue, B TOM YKC/ie IIpuiaraeMble K Hemy TOKYMEeHTBI U
CBeleHMs, a TAK)Ke 3aK/II0UeHMS 110 pe3ybTaTaM KOMIUIEKCHOV OLIEHKM B
TeueHue 2 pabouMx JHEN CO THS UX ITOTyUYeHMs] HallpaBIsIIOTCS KOMMCCHe
MOCPeiCTBOM MHMDOPMAIIMOHHO-KOMMYHMKAI[MOHHBIX TeXHOJIOT Ui
IJIaBHOMY 9KCIIePTY € y4eToM Mpoduiis ero fesiTeJIbHOCTU /ISl IO TOTOBKU
10 3TOMY IIpeJIOKEeHMI0 IIPeJyCMOTPEHHO OAIIYHKTOM "K' IIYHKTA 6
HacTosinux IIpaBmI HAYyYHO 060CHOBAHHOM PEKOMEHIAI MY O BKIIOUEHUN
(06 McKTIOUeHMM, OTKa3e BO BKIIOUEeHMI) JIeKapCTBEHHOTO Mpernapara B
TiepeyH TeKapCTBEHHbIX MPenapaToB A1 MEAULIMHCKOTO IIPUMeHeHUsT U
MMWHUMAaJIbHBIV aCCOPTUMEHT JIeKapCTBEHHBIX IperapaToB, HEOOXOAMMbIX
LIS OKa3aHUsI MeIUIIMHCKOM TTOMOIIH, TT0 hopMe COTTIaCHO MPUI0oKeHuio N
9 (manee - HAyYHO 0OOCHOBAHHAsI peKOMeHAALMs)." .

15. IonosHuTh MyHKTOM 26(1) c/ieayoliero cogepskanusi:

"26(1). IIpu dopMUpoOBaHUM MUHUMATLHOTI'O aCCOPTUMEHTA KOMMUCCHS B
CPOK, He IIPeBbIMAIONINI1 2 paboUMX JHE CO THSI BBIHECEHUSI
MMOJIOKUTEJIbHOTO 3aKII0UYEHUS 10 pe3y/ibTaTaM qOKYMeHTalIbHOI
9KCIIEPTHU3bI, TOCPEACTBOM MH(POPMALMOHHO-KOMMYHMKAIIMOHHBIX
TeXHOJIOTHI1 HaIlpaBJjseT IpeaJioKeHMe He MeHee 4yeM 2 IJIaBHbIM
3KCIIepTaM C yueToM Mpodusis UX HesiTeJIbHOCTN." .

16. A63aI1 mepBblii ITyHKTA 27 U3JIOXKUTD B CJIeIYIOIIEi pegaKIun:

"27. 'maBHbIN 3KcrepT B TedeHne 10 paboumx JHEN CO THS MOTydeHUS
JOKYMEHTOB, YKa3aHHbBIX B MyHKTax 26 u 26(1) HacTosmux [IpaBui,



TIpeJiCTaBIsIeT B KOMMUCCUIO B 3JIEKTPOHHOM BHe HAyYHO 000CHOBAHHYIO
pekoMeHaanu.".

17. TIyHKT 28 M30KUTh B CIeAYIOIIe pegaKIn:

"28. IIpu Hecormacuy MOJHOCTBHIO MM YaCTUYHO C 3aKII0OUYeHUSIMU I10
pesysibTaTaM KOMIIJIEKCHO OLIeHKM [VIaBHBIM 3KCIIePT FTOTOBUT HAYYHO
060CHOBaHHYI0 PEKOMEeHAlMI0, B KOTOPOJi YKa3bIBaeT 3aMevyaHus C
JIeTaau3UMpOBaHHBIM 0O0CHOBAHMEM U CCbUIKAMM Ha ITy6IMKAIVM O AHHbBIX
KIIMHUYECKUX UCCIeJOBAHNUI J1IeKapCTBEHHOTO Ipernapara u (M/in) JaHHbIX
MOHUTOPMHTA ero 3QGeKTUBHOCTM U 6e30MaCHOCTM Ha TePPUTOPUN
Poccuiickoit @enepauyu u (Man) 3a py6exkoM, a Takke JaHHbIX KIMHUKO-
9KOHOMMYECKUX UCCIeN0BaHN U pacueToB, 000CHOBBIBAIOILIUX €0
BBIBO/IbI, C IIPUJIOKEHMEM ITUX MTYOJIUKALINIA".

18. ITynkTsl 29 1 30 npu3HATh YTPATUBIIUMU CUITY.
19. ITyHKTHI 31 - 33 U3T0KUTH B CJIeAYIONIe peJaKiym:

"31. 3acemaHusi KOMUCCUU TIPOBOAATCS A0 10-r0 Ymcia BTOPOTo Mmecsiia
KBapTasia, CJieAyIolero 3a KBapTaaoM, B KOTOPOM IIpeiCTaB/IeHO
npepnjoxkenue. [Ipy 3TomM Ha OTHOM 3acedaHUM KOMUCCUU
paccMaTpuBaeTcs He 6osiee 15 jieKapCcTBEHHBIX IIpeIapaToB.

Penrenust 1o npeajioskeHMSIM MPUHMMAIOTCST Ha 3aceJaHMUsIX KOMUCCUM B
COOTBETCTBUM C JIMCTAMM 'OJIOCOBAHMS UJIEHOB KOMUCCUM, COAEPKALIMMMU
pe3yabTaThl KOMILIEKCHO OIIEHKM, C yUeTOM HayYHO 060CHOBAHHOIA
peKOMeHAAINY TJIaBHOTO sKcIepTa. [Ipy 3ToM HaydHO 060CHOBaHHasI
peKOMeHIalMsI [JIABHOTO SKCIIepTa IMPeICTaB/IsSIeTCs WieHaMy KOMMCCUMN.

32. Ha 3acemaHye KOMUCCUM TIPUTIALIAIOTCS ITpencraBuTenu LieHtpa
SKCIEePTU3bI U B LIeJISIX HAYYHOTO ONIOHMPOBAHUS TPeACTaBUTEN
9KCIEPTHOV OPTaHU3aLUN.

33. Hbopmalus o Xofie ¥ pe3yabTaTax PacCMOTPEHMS ITPeaIoKeHMsI, a
TaKKe 0 MeCTe, jaTe ¥ BpeMeHM 3acefaHnsi KOMUCCUM pa3MelaeTcs 3a 7
pabounx gHel A0 COOTBETCTBYIOIIETO 3acegaHusl Ha 0GUIMaTbHOM caliTe B
cetu "VIHTepHeT".

ViHpopMaLyst 0 IPUHSITHIX Ha 3aceIaHMy KOMMCCUM PeLIeHUSIX
pasMeIliaeTcs Ha opuiIMaJIbHOM caiTe B ceTu "IHTepHeT" B TeueHue 5



pabounx gHel mocjie MpoBeaeHNs 3aceJaHus KOMUCCHUM. ",
20. B a63a1ie BTOpOM MyHKTa 34:

a) TocJie CJI0B "3KCIePTHOM OpraHmu3anun” OOMOJIHUTD c1oBaMu "u LleHTpa
3KCIIepTU3bI";

0) CJIOBO "9KCITepTHU3bI" 3aMEHUTD CJIOBAMM "KOMIIIEKCHOI OI[€HKM".
21. B myHkTe 35 cioBa "15 nHeit" 3aMeHUTH ciioBamu "10 paboumx qHeit".

22. B nyHKTe 36 cioBa "®enepanbHbIM areHTCTBOM HayYHBIX OpraHm3anmin”
3aMeHMTh CJI0BaMy "MMHUCTEPCTBOM HAYKU U BbICIIero 06pa30BaHMsI
Poccuiickoin ®epgepanyn’.

23. B mpunoxkenuu N 1 K yKazaHHbIM [IpaBuiam:

a) MOAIYHKT 3.3 I0CJIe CJIOB "TI0 IPMMEHEeHUI0" N OIOJIHUTh CJIOBaMMU "C
yKka3aHueM Koja MexkIyHapoIHO CTaTUCTUUeCKOI Kaaccubukaumm
6onesHeit 1 MpobJieM, CBSI3aHHBIX CO 3J0POBbEM ";

0) MOAITYHKT 3.7 ITOC/Ie CJIOB "JIEKapCTBEHHOTO Ipenaparta” JOMOJTHUTD
C10BaMM ", TIpeAyCMOTpeHHbIe [lepeuHeM HaMMeHOBaHM JIeKapCTBEHHbBIX
(dbopm JiekapcTBEHHBIX MpenapaToB s MeIUIIMHCKOTO TpUMeHeHMs,
yTBepKIeHHbIM MMHMUCTepCTBOM 34paBoOXpaHeHys Poccuiickoin
denepauun’;

B) CHOCKY YeTBepTYI0 JOIIOJHUTbL CJIOBAMU "M IIPU FOCYIapCTBEHHOM
perucTpauum He MOXeT IIPeBbIIIaTh TAKYIO LIeHy".

24. B nipuioxkenuu N 2 K ykazaHHbIM [IpaBuiam:

a) MOAIMYHKT 2.3 IMOCJIe CJIOB "TI0 IPMMEHEHUI0" O OTIOJTHUTh CJIOBAaMMU "C
yKa3zaHyueM Koja MexXIyHapoaHOM CTaTUCTUYeCKoi Kiaccudukaumn
60s1e3Hei 1 Mpo6yieM, CBSI3aHHbBIX CO 3I0POBbEM ";

0) MOAMYHKT 2.6 MOCJIe CJIOB "JIeKapCTBEHHOTO MperapaTa” TOMOJHUTD
c0BamMu ", TipelyCMOTpeHHbIe [TlepeuHeM HaMMeEeHOBAaHU 1 JIEKAPCTBEHHbIX
(dhopm JiekapCTBEHHBIX MPEINapaToB s MeAUIIMHCKOTO IPUMEHEHMS,
yTBeP>XKIeHHbIM MMHUCTEPCTBOM 3paBOOXpaHeHus Poccuiickoin
Qenepauuu’”.

25. MoanyHkT 3.3 npwioskeHust N 3 K ykazaHHbIM [IpaBuiam mocsie CJioB



"TII0 IPMMEHeHUI0" NOMOJIHUTD CJIOBAMM "C YKa3aHMeM KoJa
MeskmyHapOoIHO CTaTUCTUUECKO Kinaccuduranuy 60e3Heit 1 mpobiiem,
CBSI3aHHBIX CO 3L0pPOBbEeM".

26. B npwioskenuu N 5 K ykazaHHbIM [IpaBuiam:

a) MOAITYHKT 5.1 TOMOJHUTH CJIOBaMM ", B TOM YMCJIE HEBO3MOKHOCTh UX
OTKPBITH";

6) MOAMYHKT 5.2 MPU3HATh YTPATUBLINM CUITY;
B) MOAITYHKT 5.4 M3JIOKUTD B CIeIyIONIEi pegaKIIi:

"5.4. ipencTaBieHe B TeUeHe OJHOT0 rojia JOKyYMeHTOB U CBeJleH, 110
KOTOPBIM KOMMCCHME B TEKYIIEM IOy ObIJIO BBIHECEHO pellieHIe 00 0TKase
BKJIIOUeHMS (MCK/IIOUEeHNs) B IepeyHy, MUHMMAaJIbHbIV aCCOPTUMEHT WUJIN B
OTHOIIIEHMM KOTOPBIX OCYIIeCTBJISIeTCSI KOMILJIEKCHasI OlleHKa, 3a
MCK/IIOUeHMeM CiTydasi, MpeaycMoTpeHHOoTo ImyHKToM 9(1) I[IpaBun
dbopMupoBaHus IepevHeit JeKapCTBEHHbIX IIperapaToB IJIs MeIUIIMHCKOTO
MIpUMeHeHUsI U MMHUMAaJIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX
MpernapaToB, HEOOXOAMMBIX /IS OKa3aHMSI MeAUIIMHCKO TTIOMOIIH,
YTBEPXKIEeHHbIX ITocTaHoB/IeHMeM [IpaBuTenbcTBa Poccuiickoii @epgepanum
ot 28 aBrycra 2014 r. N 871;";

I) B IOAIIYHKTE 6.1 CJIOBO "9KCIEPTU3Y" 3aMEHUTh CJIOBaMU "KOMIIJIEKCHYIO
OLIeHKY".

27. oo aHUTD NIpuioskeHueM 5(1) caemyionero comepskaHms:

"Tipunoskenne N 5(1)

K [IpaBuiiam hopMMUpOBaHUS TlepeuHeit
JIeKapCTBEHHBIX [IperapaTroB

IJ11 MeJULIMHCKOTO IIpUMeHeH T

Y MMHMMaJbHOT'O aCCOPTUMEHTA
JIeKapCTBEHHBIX IIperaparos,
HeOOXOOMMBIX JJIs1 OKa3aHUS
MeJULVMHCKO ITOMOILN

TPEBOBAHIA
KMETOIOOJIOTUYECKOMY KAYECTBY KJIIMHNKO-3KOHOMUWYECKHUX
VCCJIETOBAHN JIEKAPCTBEHHOTO IMPETTIAPATA W ICCJIENOBAHWIA



C UCITOJIb3OBAHMEM AHAJIM3A BJIMSHNS HA BIOJIJKETBI
BIOJIXXETHOI CYCTEMBI POCCUMCKOM ®EOEPAILTAN

1. MeTomoiornyeckoe KaueCTBO KJIMHMUKO-IKOHOMMUYECKMUX VCC/Ie0BaHMIA
JIEKapCTBEHHBIX IperapaToB M aHaIM3a BIMSHUS Ha OI0KeThI OI0IKEeTHO
cucrteMmbl Poccuiickoit ®enepanyu (manee - 6GI01KeT) MPU3HAETCS
yIIOBJIETBOPUTEbHBIM IIPU COOTIONEHUIM OTHOBPEMEHHO TpeGoBaHMIA:

a) YKa3aHHBIX B ITyHKTE 2, - /IS KIMHUKO-3KOHOMMUYECKUX UCC/IeIOBAHUIT U
aHa/IM3a BAUSHMS Ha OI0IKeT;

6) YKa3aHHbIX B ITYHKTE 3, - IJId KIIMHMKO-3KOHOMMYECKUX I/ICCJIEILOBaHI/Iﬁ;
B) VYKa3aHHbIX B ITYHKTE 4, - 0JId aHa/I3a BJIMSAHMA Ha 6}0}1)I(€T.

2. B 1ies1s1x ocyiiecTBieHMsI Tpe60BaHM K KIMHMKO-9KOHOMUYECKUM
MCCeOBAaHMSIM U aHAIM3Y BAMSHMS Ha OI0/IKeT He0OX0aMMO COOJII0IeHe
CJIeIYIOIIVX YCIIOBMIA:

a) TpeiCTaBJIeHe Pe3yIbTAaTOB OTEUECTBEHHBIX MCCIeI0BaAHMIA;

0) COOTBETCTBME MOKAa3aHMI1 K TPMMEHEHMIO TIpe/IjIaraeMoro
JIeKapCTBEHHOTO Iperapara, Mo KOTOPbIM MPOBOAMIACH KIMHUKO-
9KOHOMMYECKas OLIeHKa ¥ aHaJIi3 BAUSHUS Ha OI0KeT, TOKa3aHUsIM,
coep>KalMMCs B UHCTPYKIMY 110 MeAUIIMHCKOMY ITPUMeHEeHUI0
JIeKapCTBEHHOTO Iperapara, a Takke B ciydyae HaJauuus HeCKOIbKUX
TOKa3aHMii K IPMMEHEHUIO - IIpe/iCTaB/ieHN e Pe3yabTaTOB KIMHUKO-
9KOHOMMYECKMX MCCIeJOBaHMI 1 aHa/lIM3a BAUSHUS Ha OI0IKeT 110 BCeM
MOKa3aHMSIM JIMOO I10 ITOKa3aHMUSIM IIpu 3a001eBaHMUSX,
XapaKTepU3YIIIMXCS HauboJIblIei 3a60/1eBaeMOCTbI0, CMEPTHOCTBIO U
VHBaIUIU3aLen;

B) MpeICTaB/IeHMe pacyeTa 3aTpaT Ha OCHOBAHMM LI€HbI He HIKe I[eHBbI,
IJITAHMPYEMOI1 K TOCYAapCTBEHHOI perucTpauum, a B cryyae ecju IieHa Ha
npeJjiaraeMblii IeKapCTBeHHbIN ITpernapar yke 3aperucTpupoBaHa - Ha
OCHOBaHMM TIPeIeTbHO OTITYyCKHO LIEHbI TPOM3BOAUTEJISI C YYETOM
HaJ0aBOK, YCTaHOBJIEHHBIX 3aKOHOAATeIbCTBOM Poccuiickoit ®emepartinmu;

T') OCYIIeCTB/IeHMe pacyeTa MPSIMbIX MeAULIIMHCKUX 3aTpaT UCXO/IS U3
CpeIHMX HOPMATUBOB (DMHAHCOBBIX 3aTpaT Ha eIMHUILY 0ObeMa
MeAULIMHCKO ITOMOIIY, YCTAaHOBJIEHHBIX ITPOTPAaMMOI1 rOCYAapCTBEHHbBIX



rapaHTui1 6eCIIaTHOTO OKa3aHMs rpakagaHaM MeIUIIMHCKOM ITOMOIIM Ha
ouepeaHO Tof, U IIJIAaHOBBIN IEPUO/T;

Il) yKa3aHue B oTueTe (CTaThe), MpefCcTaBIeHHOM B COOTBETCTBUM C
noAmyHKTOM 5.2 npuiokeHust N 1 k [IpaBuiam ¢popmMupoBaHust IiepeuHeii
JIeKapCTBEHHbIX MpPernapaToB 1151 MeAUIIMHCKOTO MIPUMeHEeHUS U
MMUHMMAaJIbHOTO aCCOPTMMEHTA JIeKapCTBEHHBIX ITpernapaToB, He0OXOAMMbIX
IS OKa3aHMsI MeAUIIMHCKOM TOMOILM, YTBEPXKAeHHbIM ITOCTAHOBIEHMEM
[TpaButenbcTBa Poccniickoit @epepaunm ot 28 aBrycra 2014 r. N 871

(manee - ITpaBuiia), CChIJIOK HA MCIIOJIb30BaHHbIE MCTOYHMKYM MHGOpMALI UM
JIJIST KaXKA0ro 3HaUeHus IoKa3saTesieit, a Takxke IpuBeJieHue MeTOA UK
pacuera;

€) IIpe/icTaBjIeHM e MIPU MTPOBeAEHUM KIMHUKO-9KOHOMUYUECKIUX
MCC/IeOBAHNI M aHAIM3a BAUSHMUS Ha OI0[IKEeT C MCII0/b30BaHEM METO 0B
MaTeMaTU4eckoTo MOJeIMpPOBaHMS B COCTaBe OTyeTa (CTaTbhy),
MIpeiCTaBIeHHOTO B COOTBETCTBMM ¢ mpuiokeHuem N 1 k [IpaBunam, wimu B
MIPUWIOXKEHUM K HEMY MaTeMaTUueCKoi MOZe/IN, afalTMPOBaHHO K
CUCTEeMe OTeUYeCTBEHHOTO 3/IpaBOOXPAaHEHMS, C OTIMCAHMEM METOAMKI

MO eI POBaHMsl, BKITIOUAIOIEii OTIMCAaHMe CTPYKTYPbl MOAEIN, OCHOBHBIX
JIOMYIIeHMIT MOJeu ¢ MX 060CHOBaHMEeM, KJII0UeBbIX TapaMeTPOB JJIsi
pacyeToB, UCTOUHMKOB MHGPOPMAIMM O 3HAUEHUSIX KIIIOUeBbIX TapaMeTpOB
VIV TIpUBeJeHIe METOIVKM pacueTa.

3. B 11e1X OoCyIlecTB/IeHMsT TPeO6OBaHMIA K KIMHMKO-9KOHOMUYECKAM
MCCIIeTOBAHMSIM HEOOXOIMMO COOTIOIeHNe CJIeIYIOMX YCIOBMIA:

a) Py HaJIMYMU TI0 Pe3y/bTaTaM KIMHUYECKUX UCCIe0BaHu
CTATUCTUYECKM 3HAUMMBIX pa3inunii 1o 3pheKTMBHOCTY U (MUIN)
6e30MacHOCTY MeX/Iy TpeJiaraeMbIM JJeKapCTBEHHBIM IMTPerapaToM U
IpernapaToM CpaBHEHMS UCIIOJIb3YIOTCS METOIbl COOTHOILIEHMS 3aTpaT U
3bdeKTUBHOCTY WM COOTHOIIEHMS 3aTpaT U M0e3HOCTH (TIPU OTCYTCTBUM
0 pe3yJbTaTaM KIMHUYECKUX UCCIeL0BaHUI CTATUCTUYECKN 3HAUMMbIX
pasnnunii mo apdekTUBHOCTY U (M) 6€30TTaCHOCTY MEXTY
IpejjiaraeMbIM JIeKapCTBEHHBIM ITpernapaToM U IIpernapaToM CpaBHEHMSI
MCTI0JIb3YeTCSI MeTOJl MMHMMU3aLuM 3aTpar);

0) B KaueCTBe IperapaTa CpaBHEHMSI VICII0/Ib3YeTCs JIeKapCTBEHHbIA
rperiapar (mpemnaparbl), BKIIIOUEHHbIN B IIepedyeHb XU3HEHHO
HEOOXOAMMbIX U BasKHEIINX JIeKapCTBEHHBIX MTPeIapaToB s



MeAULIVHCKOTO IIpMMeHeHus (fajlee - lepevyeHb) ¥ IPUMeHS IO UIACS B
TeKyll el IIPaKTUKe JieYeH)s MMallVieHTOB I10 TeM JKe [TI0Ka3aHUsIM U B TaKOM
JKe KIIVHUYEeCKO CUTyaliy, UYTO U IIpefJjiaraeMblii ieKapCTBEHHbIN
rperiapar (CpaBHeHMe C JIeKapCTBEHHbIMM [IperapaTaMy, He BKIIOUeHHbIMU
B [IepeyeHb, JOIYCKAETCS [IPU OTCYTCTBUY B [IepeyHe aJIbTePHATUB [IJIs
cpaBHeHMs ). ONITUMAabHOM albTePHATUBOM [JI51 CPaBHEHUS SIBJISIETCS
Hambosee 3 PeKTUBHBIN U3 TeKapCTBEHHbIX ITPENapaToB, BKIOUYEHHbIX B
riepeyeHb U VUCIOIb3YIOIIUXCS 10 TEM Ke [TIOKa3aHUAM U B TaKOM Xe
KIMHUYECKONM CUTYallMK, YTO U MpeJjiaraeMblii JIeKapCTBEHHbIN ITpernapar.
[Tpy HaIMUMM HECKOJIBKUX JIeKapCTBEHHBIX IIPeIapaToB C OAVHAaKOBOIA
3bPeKTUBHOCTHI0 ONTUMAJIBHON a/IbTEPHATUBO JJ151 CDAaBHEHMUSI SIBJISIETCS
TOT U3 HUX, KOTOPBII XapakTepu3yeTcs HaMMeHbllleil CTOMMOCTBIO 3a
Iepuoz JieueHus;

B) IPOM3BOAMUTCS BBIOOP KPUTEPUEB OIeHKY 3P (PEKTUBHOCTI
JleKapCTBEHHOTO Tpernapara, UCIoAb30BaHHbIX MTPU NMPOBeNeHUN KIUMHUKO-
SKOHOMMYECKOTO MCCAeJOBaHMsI HA OCHOBAHUY Pe3yJIbTATOB KIMHUYECKUX
Mccaeq0BaHUIA, MPeACTaBIeHHbIX B COOTBETCTBYIOIEM MpeIJ0KeHUN,
YKa3aHHOM B IyHKTe 13 IIpaBui;

I‘) IMIpH OIIMCaHUU PE3YJIbTATOB UCCIIEAOBAHNA OTAECJIbHO YKA3bIBAKOTCA:

3aTpaThl Ha IpeJiylaraeMblii JieKapCTBEHHBIN Ipenapar u rpenapar
(ipenapaThl) CPAaBHEHMS ;

Opyrue npsambie MeOIUIIMHCKME 3aTPaThl (€C/IiM PaCCUUTHIBAJINCD);
MpsiMble HeMeOUILIMHCKME 3aTPAThI (€C/IM PACCUUTHIBAJINCE);
HerpsiMble (KOCBEHHbIE) 3aTPaThl (€C/I PAaCCUUTHIBAIUCH);

IL) pe3yjabTaT aHa/iM3a MMHUMMM3allMM 3aTPaT IIpeacTaB/IsaeTCd B BUae
Pa3HUIIbI B 3aTpaTax, O6YCJ'IOBJIEHHBIX IIpMMEeHeHMeM IIpeajiaraeMoro
JIEKapCTBEHHOTO IIpeliapaTa U IIpernapaTa CpaBHEHMI,

e) pe3yJIbTaT aHaaM3a COOTHOIIEHNS 3aTPaThl 1 3(PhEeKTUBHOCTU
TIpeICTaB/ISIeTCS B Cy4asix:

eC/Iu TIpeijIarae Mblii JIeKapCTBEHHBIN ITperapaT XxapakTepus3yeTcs: O0JIbIIei
3¢ GeKTMBHOCTDIO U OOJTBIIEI CTOMMOCTbBIO, UeM IIperapaT cpaBHeHMS (B
BUIe COOTHOIIeHMT "3aTpaThl Min 3¢ PeKTUBHOCTD" AJ1s TpejiaraeMoro



JIeKapCTBEHHOTO Mperapara | rpernapaTa CpaBHeHMsI U IToKa3aTest
npupaieHus 3pdeKTUBHOCTY 3aTpaT (MHKPEMEHTHOTO ITOKa3aTes
"3aTpaThl Win 3QGHEeKTUBHOCTD");

eCJI MpepjiaraeMblii JIeKapCTBEHHBIN ITperapaT XapaKTepusyeTcst 00JIbIei
3¢beKTUBHOCTBIO ¥ MeHbIIIel CTOMMOCTbIO, UeM IperapaT cpaBHeHus (B
BUJIe PA3HUIIBI B 3aTpaTax ¥ pasHUIIbI B 3HEKTUBHOCTY TaKUX
JleKapCTBEeHHBIX MperaparTos);

K) IPOBOAMTCSI aHAIM3 YYBCTBUTEIbHOCTU Pe3yIbTaTOB PacueToB K
M3MEHEHMSIM OCHOBHBIX MICXOIHBIX TTApaMEeTPOB MO/, TAKUM KakK I[eHbI
Ha JIeKapCTBeHHbIe TIperapaThl U Moka3aTeayn KIMHUIeCKoi
3(pHeKTUBHOCTH.

4. B mensx ocyIecTBIeHMs TPeOOBaHMIA K aHAIM3Y BIMSHMS Ha OI0IKeT
He0o0X0AMMO COOJTI0IeHe CJIeIYIOIX YCIOBMIA:

a) pacyeThbl He YUYUTHIBAIOT IIPSIMble HEMeOUIIMHCKIME U HelIpsIMble
(KOCBeHHbI€) 3aTpaThl (TIPY OMMCAHUY PE3YTbTATOB OTHENbHO YKAa3bIBAKOTCS
3aTpaThl HA JIEKAPCTBEHHYIO Teparmio);

0) OoNTMMaIbHbIV BpeMeHHOJ ITepuo/i aHa/IM3a BAMSIHUS Ha Ol KeT
CoCTaBJIsIeT He Oosiee 5 JieT, IIpU 3TOM OTHENbHO YKa3bIBAIOTCSI PE3Y/IbTaThl
pacueToB 3a 1-ii rog mpuMeHeHMs IeKapCTBEeHHOTO Mperapara;

B) XapaKTePUCTUKM U YMCIEHHOCTbD 1IeJIeBOJ TOIY/ISLMA [TallieHTOB,
KOTOPBIM IIpeIioaraeTcs npMMeHeHye mpearaeMoro JIeKapCTBEHHOI0
nperiapaTa orpe/eseHsl,;

T) pe3y/ibTaT aHaIM3a BIAUSHUS Ha OI0/IKeT IPeICTaB/ISIeTCS B BUIE
Pa3HULBI B IIPSIMBIX MeAUIIMHCKNUX 3aTpaTax MeXAy TeKylei MpakKTUKOn
JIleKapCTBeHHOI Tepanyyu (6e3 yueTa BKIIOUEHMS B IlepevueHb
Ipe[JiaraeMoro JiekapCTBeHHOTO ITperapaTa) ¥ OKu1aeMoM IPaKkTUKOM (C
Y4eTOM BKJ/IIOUEHMS B [IepeyeHb IIpejiaraeMoro JeKapCTBeHHOIo
rperiapara) 3a yKa3aHHbI BpeMeHHOI1 [1epuoL;

II) aHaJIU3 4YyBCTBUTEIbHOCTY PE3Y/IbTAaTOB PACUETOB K MU3MEHEHUSIM
OCHOBHBIX MICXOJHBIX ITapaMeTPOB MOIe/IM, TAKMM Kak I[eHbl Ha
JIeKapCTBEHHbBIE TIperapaThl U YUCAEHHOCTD 1eJ1eBO MOy IUN
ManyueHTOB, IPOBeIeH." .



28. Ilpunokenme N 6 K ykazaHHbIM [IpaBuiam U3JI0KUTh B ClIeAyIOLIein
penaxkiuum:

"TIpunoxxenue N 6

K [TpaBuiaam popmupoBaHus riepevHen
JIeKapCTBEHHbBIX MpernapaToB

IJISI MeAUILIMHCKOTO TIpUMeHeHUsI

Y MMHMMAaJIbHOT'O aCCOPTUMEHTA
JIeKapCTBEHHbIX MpernapaTos,
HEeOOXOAMMBIX [IJIST OKa3aHUS
MeOUIIMHCKOM IOMOIIN

(B pemakuuu IMOCTAHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoit ®enepanum
oT 29 okTa6ps 2018 r. N 1283)

WMHTET'PAJIBHBIE HIKAJIbI
KOMIIJIEKCHOW OLIEHKU JIEKAPCTBEHHOTO ITPEITAPATA

[lIkasa OLIeHKY YPOBHEI JOKA3aTeIbHOCTH PEe3yIbTAaTOB
KJIMHUYECKUX UCC/IeJOBaHUi IeKapCTBEHHbIX MTperaparos <1>

XapaKTepucTUKa Uccaea0BaHNI YpoBeHb [Ixkana
IOKa3aTeJIbHOCTU | OLL€EHKU
pes3y/iIbTaToB (6as10B)

CucremaTuueckye 0630pbl M MeTa- I 10

aHaIMU3bl

PangomusupoBaHHbIE ClIenble II 9

KIIMHNYeCKMe NCCjaea0BaHnsa

Pangomu3upoBaHHbIE OTKPBIThIE II 8
KJIMHMUYEeCKYe UCCIelOBaHus

CeTteBoi1 MeTa-aHanu3 (B TOM YMCIe III 7
HeIpsiMble CPaBHEHMS U CMelllaHHbIe
CpaBHEHMS)

KoropTtHbie uccienoBaHus v 6




WccnepoBanus "ciydari-KOHTPOJIb" \Y 5
OmnucaHue CydaeB U CepUM CIydaeB VI 4
MHeHMe 3KCIIepToB VII 3

[[Ikasa OIleHKM YPOBHEJ YO IUTeTbHOCTY A0KA3aTeIbCTB
KJIVMHUYEeCKUX UCC/IeJOBAHMI JIeKapCTBEHHBIX ITpenapaToB <2>

YpoBeHb
yoeauTe IbHOCTI
II0OKa3aTeIbCTB

XapaKkTepucTuKa rmoxkasaressi

[MIkana
OILIEHKU
(6a10B)

A

JOKa3aTe/JIbCTBa y6eI[I/ITeIIbeIZ
MMEIOTCA BECKMeE NOKa3aTe/JlbCTBa
rnpenjiaraemMoro yTBep>KaoeHusd

3

OTHOCUTeJIbHAsI yoeauTeIbHOCTh
lOKa3aTebCTB:

MMeIOTCSI JOCTAaTOUHbIe I0Ka3aTeabCTBA B
T0JIb3y TOTO, YTOOBI PEKOMEHIOBATD
MMpeJIOKeHHbIN JIeKapCTBEHHBIN IIpenapar
IJISL BKITIOUEHUS (MCKIIOUYEeHMS) B
COOTBETCTBYIOIIUI IIepeuyeHb
JIeKapCTBEHHDIX IIperapaTos (13 IepevyHs)

JOCTATOYHBIX JOKA3aTe/lbCTB HET:
MMEIOIIVXCS OKAa3aTe/IbCTB HEeJOCTaTOUHO
IJIS1 BIHECeHMsI peKOMeHIalu, HO
peKoMeHIaIMMU MOTYT OBbITh TaHbI C Y4€TOM
MHBIX 00CTOSITEILCTB

I/IHTerpaanaﬁ KOoJ/Im4yeCTBeHHas OlleHKa KauyeCTBa KIMHMYEeCKOTro
ncciaenoBaHMs JIEKapCTBEHHOTO IIperiapaTa

XapakTepucTuka
MCCIIeIOBaHUS

YpoBeHb YpoBeHb
JIOKa3aTeJbHOCTU | yOeauTeIbHOCTHU
IaHHbBIX JIOKa3aTeabCTB

O611as olieH
MccaeL0BaHy
(6am1oB)




Cucrematmudeckui
0630p
PaHIOMU3UPOBAHHBIX
KIMHUYIEeCKUX
ucciegoBaHUit U
MeTa-aHan3 C
HU3KOM <3> uan
cpenHei <4>
BEpPOSITHOCTHIO
OIIMO0K

PangomusupoBaHHbIE
KIMHNUYecKue
UCC/IeOBAHMS C
HU3KOI <5> mnn
cpenHei <4>
BEpPOSITHOCTBIO
[0)1117(10)°4

II

CeTeBoi1 MeTa-
a”anau3 (B TOM 4Yucjie
HeIpsiMbie
CpaBHEHMS U
CcMellaHHbIe
CpaBHEHMSI) C HU3KOIA
<6> unu cpegHein <4>
BEpPOSITHOCTHIO
OIMO0K

II1

KoroprtHbie
MCc/ieq0BaHMs C
HU3KOM <7> unn
cpenHei <4>
BEPOSITHOCTBIO
[0)1117(s10) ¢

I\Y

oTIpefenseTc
KakK
MIPOU3BeeH]
OLIeHKMU
MCCIeOBaHY
(6am10B) ypo
IOKa3aTesIbH
IOAHHbIX U
OLIEHKU
UCCIeOBaHY
(6am10B) ypo
yOeIuTe IbHC
IOKa3aTeJbC



HccnepoBaHus \'% B
"cJyuaii-KOHTPOJIb" €
HU3KOM <8> unu
cpenHei <4>
BEPOSITHOCTBIO
OIIMO0K

Omnucanne ciyyaes, VI C
cepuii ciydaeB

MHeHIe 3KCIIepTOB VII C
NccnemoBaHms I C
Job6oro ayu3saiiHa ¢
BBICOKOI I C
BE€POATHOCTBIO 111 C
OImMO0K <9> (HU3KOTO
MeTOONYECKOTO IV C
KauecTBa)
\Y C
VI C
VII C

Nrorosas MHTETrpa/ibHas KOJINMYECTBEHHAS OLI€EHKa KaueCTBa KIMHNMYECKOTO
ncciaesoBaHMa JIEKapCTBEHHOTO ITperapaTa:

He MeHee 18 - /i1 peKOMeHAalUM K BKITIOUEHUIO JIeKapCTBEHHOTO
rperapara,

He MeHee 12 - Aj1s1 peKOMeHIaluM K BKIIOUEHNIO 17151 OphaHHOTO
JIEKapCTBEHHOIO Ipernapara.

KonmuectBeHHas oiieHKa 3¢pHeKTMBHOCTY MPUMeHEeHMS
JIeKapCTBEHHOTO MperapaTa B paMKax KIMHUYECKUX UCCTIe0BaH Ui




HaumenoBaume | OlieHKa cTeneHU HocTiKkeHue [Ikasna
KpUTepus IOCTUKEHMS 1IeJIeBOTrO | 11eJIeBOTO OLIeHKU
OLIeHKU pe3yJibTaTa C yYeTOM | pe3yJsbTara C (6a10B)
3 GeKTUBHOCTM | IIpeMMYIIeCcTBa 1Mo y4eToM
CpaBHEHUIO C rpeumyiiecTsa
Tepanuen repeq Tepanmuein
nperapaTammu rperapaTammu
CpaBHEHUS CpaBHEHUS
(TIpOLIEHTOB)
Hanpumep, TIOJIHOCTBIO AOCTUTHYT | 100 10
KpUTEepUIi: LieJIeBOM pe3yabTaT
CHIUKEeHMe (BbICOKAY
YPOBHS 9(pdHeKTUBHOCTD)
apTepuabHOIO -
ABTIeHIS 110 qaCTI/I‘l}UIO IOCTUTHYT =90 9
11e/IeBOTO LieJIeBOJ pe3ybTaT >80 g
3HaYeHUs (cpenHst _
3(pdeKTUBHOCTD) >70 7
=60 6
=250 5
240 4
=230 3
=220 2
210 1
He TOCTUTHYT 0 0

LieJIeBOM pe3yabTaT
(Hu3Kasg

3O GEKTUBHOCTD UJIA
OTCYTCTBUE
3(pdbeKTUBHOCTN)




HWtoro cpenHsst oieHKa 3 GeKTUBHOCTY (OTHOILIEHME CYMMBbI

0aJIJIOB 110 KaXkAOMY KpuTepuio 3GGHeKTUBHOCTH K
KOJINYeCTBY KPUTEPUEB)

KonnuecTBeHHas olleHKa 6€30IacHOCTY IPYMeH eHus
JIeKapCTBEHHOTO Tperapara B paMKax KIMHUYECKUX UCCIe0BaHMi

O1ieHKa ypOBHS Uwucro ciryyaeB Ouenka |BecoBoit
6e30macHOCTH ITOGOYHBIX (6amn0B) | KO3 GUIMEHT
JIEKapCTBEHHOT'O IeincTBUit
mnperiapara (TIpO11eHTOB)
ITo6ouHbIe NEeICTBUI 0 0 0
OTCYTCTBYIOT
[To6ouHbIe JeiicTBUS 210 -1 0,25
JIETKOI CTerneHu

=20 -1

=30 -1

240 -2

=250 -2

260 -3

270 -3

= 80 -3

290 -4

100 -4
[To60uHbIE IEiCTBUS 210 -2 0,5
CpefHei cTereHun

=20 -2

=30 -3




=40 -3
=50 -4
=60 -4
=70 -5
=80 -5
=90 -6
100 -6

[To6ouHble meicTBUI > 10 -4 1

TSDKeJI0M CTeIlleHu -

COCTOSIHMSI, 220 -4

MpoIe BaroIye > 20 5

Haxo)KIeHye MMaleHTa B _

CTalMOHape UIn > 40 -5

TpeCTaBIISIoNIe YTPO3Y

IUISI SKU3HU =50 -6
=60 -6
=70 -7
=80 -8
=90 -9
100 -10

Htoro

OlleHKa YPOBHS 6€30MacHOCTM (CyMmMa
MIPOM3BeAeHNI CpeIHUX OAJIOB I10
KaskIOMY YPOBHIO 6€30IacHOCTH
JIeKapCTBEHHOTO Tpernapara u
COOTBETCTBYIOIIETO BECOBOTO
Ko3hduImeHTa)

KonnuecTBeHHas OlieHKA JOIIOJHUTEIbHOM TepaHEBTM‘IECKOVI
IIEeHHOCTH JIEKapCTBEHHOI'O IIperiapara




HanmeHoBaHme kputepus PesynbraT onenkn | llIkana

JIOTIOJTHUTEJIbHO TepareBTUYeCKOi OLIEHKM

IIeHHOCTU (6am)

1. KpaTHOCTB TIpMeMa CcoKpalleHue +2
KPaTHOCTU IIpyema
COXpaHeHue 0
KPaTHOCTU IIpyema
yBeJIM4yeHue -2
KPaTHOCTU IIpyema

2. HoBbIit MexaHM3M JeliCTBUS MMeeT +2
KIMHUYECKue
NpeumyniecTsa
He uMeeT 0
KJIMHUYEeCKUX
MPenuMyIecTB

[Ixkana oLeHK CTOMMOCTHU Kypca (roga) 1eyeHust
JIeKapCTBEHHBIM IIpernapaTom
PesynbTaT OLIeHKM IIpoueHT [IIkasa
OTKJIOHEHUS | OLleHKU
(6amn)
1. | CToMmOCTb Kypca Uiy rOA0BOrO JIeUeHUsI 6onee 20 +2

CpaBHEeHUs

rpeJjiaraeMbIM JieKapCTBEHHBIM ITpernapaTomM
HI3Ke, YeM CTOMMOCTD JieUeHMsI TipernapaTom

or 10 1o 20 |+1

rpernapaToM CpaBHEHMUS

CTOMMOCTb KypCa WIN FOJJOBOTO JIEUEH NS
rpeJjiaraeMbIM JieKapCTBEHHBIM ITperapaTom
COTIOCTaBMMAa CO CTOMMOCTBIO JIeUeHUS

no 10

CTOMMOCTbD KypcCa UM rogoBOro JieueHus
rnmpegsjaraeMbIM JIEKapCTBE€HHBIM IIpeIiapaToM

or 10 1o 20 |-1




BbIllIe, YeM CTOMMOCTD JIeUEeHM IIpernapaTomM
CpaBHEHNA

6oitee 20 -2

[lIkasa KAMHUKO-3KOHOMUYECKOI OLI€HKM JIEKapCTBEHHOTO

npenapara <14>

PEBYJIbTaT OLI€HKU

IIpoueHT
OTKJIOHEHUS

[MIkana
OLIeHKU
(6asmm)

Knuunyeckast 30 ¢heKTUBHOCTD
Trpe/jiaraeMoro JieKapCcTBEHHOTO TpernaparTa
CTaTUCTUYECKM 3HAUMMO BbIle <10>
KIMHMYecKoi abdeKTMBHOCTH IpernaparTa
CpaBHeHMSI, IIPU 3TOM IIpUMeHeHNe
JleKapCTBEHHOTrO Mperapara
XapaKkTepu3yeTcs MEeHbIIMMHU 3aTpaTaMu,
yeM IIpUMeHeH e Impernapara CpaBHeHU S

6omee 60

+10

ot 40 no 60

+9

ot 20 mo 40

+8

ot 10 mo 20

+7

Knuunueckas a¢pdeKTMBHOCTD
MpeajiaraeMoro JieKapCTBeHHOTO Ipernapara
CTaTUCTUYECKM 3HAUMMO Bblle <10>
KJIMHNYecKoi 3pbeKTMBHOCTY MperapaTta
CpaBHEHMSI, IIPU ITOM IIpUMeHeHN e
JIeKapCTBEHHOTrO Mperapara
XapaKkTepu3yeTcs HeCylleCTBeHHbIMU
pasaMUMSIMM C 3aTpaTaMy Ha IIpUMeHeHNe
rpernapara CpaBHEHMSI

0o 10

+6

Knuunueckas a¢pdeKTMBHOCTD
IpejjlaraeMoro JiekapCTBeHHOTO IipernaparTa
COTOCTaBUMa KIMHNYECKOi 3pdekTuBHOCTHU
rperiapaTta CpaBHeHUs (CTaTUCTUUECKU
3HAUMMble pa3anuys OTCYTCTBYIOT <11>)

3.1.

NpMMeHeHMe 1eKapCTBEHHOrO Mpenapara
XapakTepu3yeTcsi MEHbUIMMU 3aTpaTaMu,
yeM MpuMeHeHMe MpernapaTta CpaBHeHUSI

6oitee 60

+8

ot 40 no 60

+6




or200040 |+4
or 10 mo 20 | +2
3.2. | npuMeHeHMe JIeKapCTBeHHOTO IIpernapara o 10 0
XapaKkTepu3yeTcs HeCyleCTBeHHbIMU
pasaMUMSIMMU C 3aTpaTaMy Ha IIpUMeHeHNe
npenapara CpaBHeHMUSI
3.3. | npyMeHeHMe JIeKapCTBEHHOTrO Ipenapara or 10 mo 20 |-2
XapaKTepu3yeTcst O0IbIIMMY 3aTpaTaMu,
YyeM NpMMeHeHMe ITperaparta cpaBHeHUs or 20 B0 40 | -4
or40 1o 60 | -6
6omee 60 -8
4. | Knuanueckas 3¢ @eKTMBHOCTD MpeAjiaraeMoro JieKapcTBeHHOTO
npernapara CTaTUCTUYeCKM 3HaYMMO BbIlIe <10> KIMHUYeCKoit
3 beKTUBHOCTM MperapaTa CpaBHeHUSI, IPU 3TOM IIpMMeHeHMe
JIeKapCTBEHHOTO IpernapaTa xapakTepusyeTcsi 60IbIIMMMU
3aTpaTamu, yeM I[IpMMeHeHMe Ipernaparta cpaBHeHus <12>
4.1. | M“HKpeMeHTHBbIN 0KasaTesb "3aTpaThl UIU 6o5ee 60 +9
3¢ beKTUBHOCTD" 1151 ITpejiaraeMoro
JIeKapCTBEHHOTO TIperapaTa HioKe, 4eM or 40 10 60 | +8
MHKDEMEHTHDIN I0KasaTeNb "3aTpaTbl MM | o120 19 40 | +7
3¢bPeKTMBHOCTD" TpernapaTa CpaBHEHU ST
or 10 1o 20 | +6
4.2. | MHKpeMeHTHbIN MoKa3aTesb "3aTpaThl UIN no 10 +5
3bPeKTUBHOCTD" TTpeiaraeMoro
JIeKapCTBEHHOTrO Mperapara COmoCTaBUM C
MHKPEMEHTHBIM ITOKa3aTejaeM "3aTpaThl WIn
3¢ PekTMBHOCTD" TIperapaTa CpaBHEHUS
4.3. | "HKpeMeHTHbI} MoKa3aTeJsib "3aTpaThl WIN 601tee 60 +1
9 GEeKTUBHOCTD" MpeajIaraeMoro
+
JleKapCTBeHHOTO TpenapaTa Bblllie or 40 10 60 | +2
MHKPEMEHTHOTO MOKa3aTess "3aTPaThl UMM | 5190 10 40 | +3

3 GeKTMBHOCTD" IperapaTa CpaBHEHUS




ot 10 go 20

+4

Knuunueckas a¢dpdeKTMBHOCTD
TMpejjiaraeMoro JieKapCTBeHHOTO Ipernapara
CTAaTUCTUYECKM 3HAUMMO HIKe <10>
KIMHNYeCKo 3(pheKTUBHOCTY MperapaTa
CpaBHEHUSI, TIPU ITOM IIpUMeEHEeHNe
JleKapCTBEHHOTrO Mmpernapara
XapaKkTepu3yeTcs MeHbIIMMM 3aTpaTaMMu,
yeM IIpUMeHeH e pernapara CpaBHeHU S

6oitee 60

+1

oT 40 mo 60

ot 20 go 40

ot 10 mo 20

Knuunueckas apdeKTMBHOCTD
rpejjaraemMoro JjeKapCTBEeHHOTO Mpenapara
CTaTUCTUIECKM 3HAUMMO HIKe <10>
KIMHUYeCKo 3(pheKTMBHOCTY IperapaTa
CpaBHeHMS, IPM 3TOM 3aTpPaThl HA
MpMMeHeHMe JIeKapCTBeHHOTo mpernapara
XapaKTepU3yITCsl HeCyIeCTBeHHbIMU
pasIMuMUSIMM 10 CPaBHEHUIO C 3aTpaTaMy Ha
rperapaT CpaBHeHUS

0o 10

Knuunueckast 3heKTUBHOCTD
TpeJijlaraeMoro JekKapCcTBeHHOro Mpernapara
CTAaTUCTUYECKU 3HAUMMO HIKe <10>
KJIMHMYecKoit 3¢ dekTMBHOCTY Ipernapara
CpaBHEHMSI, IPU 3TOM IIpUMeHeHNe
JIeKapCTBEHHOTO Iperapara
XapaKTepu3yeTcs: 60IbIIMMY 3aTpaTaMu 10
CpaBHEHMIO C 3aTpaTaMy Ha Mpemnapar
CpaBHeHMUSI

ot 10 go 20

ot 20 mo 40

ot 40 go 60

6oitee 60

[IIkasia OIeHKM BJIMSIHUSI JIEKAPCTBEHHOTO IperapaTa Ha O10/1KeThl
610MKeTHO cucteMbl Poccuiickoir ®emeparinm <14>

PesynbTaT OL1eHKM [IpoueHT [IIkasna
OTKJIOHEHMS | OLIeHKU
(6amn)
[TpuMmeHeHMe npeaiaraeMoro 6os1ee 60 +8




JIEKapCTBEHHOTO IIperiapaTa IIpMBOAUT K oT 40 o 60 |+6

CHVDKEHUIO TIPSIMbIX MeAUIIMHCKMUX 3aTpaT
<13%> oTr20m040 |+4

or 10 ;o 20 | +2

2. | [IpumeHeHMe MTpeajiaraeMoro no 10 +1
JIeKapCTBEHHOTO IperaparTa MpuBOIUT K
HeCyllleCTBeHHOMY M3MeHEHMIO MPSIMbIX
MeOUIIMHCKNUX 3aTpar <13>

3. |IIpmeHeHNe nIpeiaraemMmoro or 1010 20 |0
JNleKapCTBEHHOTO ITperapara IPUBOINT K
YBeMUeHIMIO PSIMbIX MeauImHCcKux satpar | ©T 202040 | -1
<13> 0T 40 70 60 |-2
60mee 60 -4

[IIkajs1a KOMM4YeCcTBeHHOM OLeHKM TOIIOJTHUTEIbHBIX JaHHBIX
0 JIeKapCTBEHHOM ITpernapare

Kputepun ouieHku PesynbTaT OlleHKMU [Ixana
OLIEHKU
(6amn)

Heo6xoaumMocCThb IpMeHeHusT | na +2

JIeKapCTBEHHOTIO Mperapara
JJIS1 IMATHOCTUKM,
NMPpOOUIAKTYKA, IEUEHUS UTU
peabmIMTaIMy IIpU OKa3aHUM
MeIVIIMHCKOJ TTOMOIIM B
ciryyae 3a60sieBaHMIt U
COCTOSIHMIA, TTpeo61afaonux B
CTPYKTYype 3a060/IeBa€MOCTH U
CMEPTHOCTY TPaskIaH
Poccuiickoit ®epgepauyu, Ha
OCHOBaHMM JAHHBIX
roCyJIapCTBEHHOTO
CTaTUCTUYECKOTO HAOIIONeHMS

HeT 0




Hanuune
3aperucTpMpoOBaHHbBIX B
Poccuiickoit @enepatyin
BOCITPOV3BeI€HHBIX
JIeKapCTBEHHBIX IIperapaToB

ga

+1

HeT

Hanuumne jiekapCcTBEHHOTO
rpenapara B [lepeuHe
CTpaTermyecky 3HAUMMbIX
JIeKapCTBEHHbIX CPEJICTB,
MMPOM3BOJCTBO KOTOPBIX
JIOJDKHO OBITh 00eCIeyeHo Ha
Tepputopuu Poccuiickoin
denepaiyiu, yrBepxkaeHHOM
pacnopsikeHreM
[TpaBuTenbcTBa Poccniickoii
®enepanyu oT 6 uwoas 2010 1.
N 1141-p

HeT

Ia

+1

Hannune iekapCTBEHHOTO
rperiapaTa B MepevyHsIx
JIeKapCTBEHHbIX ITperapaTos,
dbuHaHCUpPYyeMbIX 3a CUeT
cpencTB OI0/IKETOB CYOhEeKTOB
Poccuiickoit ®enepanynu

HeT

Ia

+1

Hanuune nponsBocTBa
(Jtokanmm3anus)
JIeKapCTBEHHOTrO Iperapara Ha
TeppuTopun Poccuiickoi
Qenepann

HeT

BTOPUYHAs YIIAaKOBKA U (UJIK)
BBIITYCKAOIIVII KOHTPOJIb
KauecTBa - 1a

+1




BTOPUYHAs YIIAKOBKa U (UJIN)
BBIITYCKAOIII1 KOHTPOJIb
KauecTBa P HAIUUUU
3aKJII0UEHHOTr0 CIelaabHOro
MHBECTULIMOHHOTO KOHTPAKTa,
Mpexnoaramlnero Co3gaHue B
Poccuiickoi ®engepanu
IIPOU3BOJCTBA TOTOBOM
JIeKapCTBEHHO (OPMBI,
BKJIIOYasi IIpOU3BOACTBO
(apmareBTMUeCKOI
cyocTaHLuu, - Aa

+2

TepBUYHAS Y BTOPUYHAS
YIIaKOBKA, BBIITYCKAOMIUI
KOHTPOJIb KayeCTBa - [ja

+2

TepBUYHAs M BTOpUYHAS
YIIaKOBKA, BBIITYCKAOIUI
KOHTpPOJIb KauecTBa Ipu
HaJIN4YMUU 3aKII0UYEHHOTO
crenuaJbHOTO
MHBECTUIMOHHOTO KOHTPAKTa,
MpeIioaaramilero co3gaHme B
Poccuiickoi ®enepann
MMPOM3BOACTBA TOTOBOM
JeKapcTBeHHO opMbl,
BKJIIOUAs ITPOM3BOICTBO
dbapmalieBTIUECKOI
cyocTaHLIuu, - Aa

+3

BCe CTag My IMPOU3BOACTBA,
BKJTIOYASI IIPOM3BOJICTBO
TOTOBO JIeKapCTBEHHOM
dhopmbl (6e3 Tpou3BOACTBA
(dapmalieBTMYE CKOIA
cyocTaHLumn), - na

+4




BCe CTaJuy IPOU3BOJICTBA, +5
BKJIIOYasl IIPOU3BOACTBO
TOTOBO JIeKapCTBEHHOM
dhopmbl (6e3 Tpou3BOACTBA
dbapmarieBTHUECKOI
cyoCcTaHLIIN), TPY HATUYUUA
3aKJIIOUEHHOI'0 CIIelaabHOr0
MHBECTUIIMOHHOT'O KOHTPAKTA,
Mpeaojaraminero co3gaHue B
Poccuiickoit @egepaunn
IIPOM3BOJCTBA TOTOBOIA
JeKapCTBeHHOI opMbl,
BKJIIOYAsI IIPOM3BOACTBO
dbapmarieBTIUECKOI
cyocTaHIuu, - aa

BCe CTaguu NpOMU3BOLCTBA, +7
BKJIIOYasi IIpOU3BOACTBO
TOTOBOI JIEKAPCTBEHHOM
(dhopMbl 1 TPOU3BOJICTBO
dbapmarieBTIUECKOI
cybcTaHLVH, - 1A

HToroBsas oljeHKa MPOYMX JAaHHBIX 110 TIpeaIokeHI0 (He MeHee +2 MJist
peKoMeHAaI UM K BKIIOUeHMIO 1151 oppaHHOTO JIeKapCTBEHHOTO
rperniapara; He MeHee +4 [IJis1 peKOMeHAAIMM K BKIIOUEHNI0 OCTaIbHbIX
JIEKapCTBEHHBIX MTPENapaToB ¢ yYeTOM Oa/IJIOB, BbICTAB/IEHHBIX TJTABHBIM
BHENITAaTHBIM CHelaiMcToM MMUHMUCTEPCTBA 34PaBOOXPaHEeHNS
Poccuiickoit @emepanyy B myHKTe 10 HAyYHO 000CHOBAHHBIX
pekoMeHJauuit, puBeAeHHbIX B mpuaoxkennu N 9 k [IpaBuiam
dbopmupoBaHus epeuHeii 1eKapCTBEeHHbBIX ITpernapaToB AJ1sl
MeJIUIIMHCKOTO MPUMeHEeHUsI U MUHMMAaJIbHOTO aCCOPTMMEHTaA
JIeKapCTBEHHBIX MTperapaToB, HeOOXOAMMBIX JIJISI OKa3aHUS MeIUIIMHCKO
MOMOII M, YTBEPKIEeHHBIM ITIOCTaHOBIeHMeM [IpaBuTtenbcTBa Poccuiickoii
®epepauyn ot 28 aBrycra 2014 r. N 871).




<1> YpoBeHb 0KA3aTeJbHOCTH PE3Y/IbTATOB KIMHUUECKMX MCC/IeJOBAHMIK
npyMeHsieTcs 151 GopMaabHO OLIEHKM KaueCTBa OTHEeIbHOIO
KJIMHMYECKOTO0 MCCAeN0BaHMs JeKapCTBEeHHOro npenapara. KinmHmuueckmux
MCC/IeOBaHMIT OJHOIO JIeKAaPCTBEHHOIO IMperapaTa MOXKeT ObITh
HEeCKOJIbKO, ¥ YPOBHM MX JOKa3aTeJbHOCTH B 3aBMCUMOCTM OT Ay3aiiHa
KJIMHUYECKOTO MCCIeIOBaHMS MOTYT ObITh pPa3/IMYHbI.

<2> YpoBeHb yOegUTeTbHOCTY A0KA3aTeIbCTB 3G PEeKTUBHOCTHA
JIeKapCTBEHHBIX ITPENapaToB IMIPUMEHSIETCS IIPY OII€HKE COBOKYITHOCTU
MCC/IeOBaHMIT OJTHOTO M TOT'O Ke JIEKapCTBEHHOIO IIperapara.
OcyiecTsisieTcst 06001eHe JaHHBIX 00 YPOBHSIX T0Ka3aTeIbHOCTHU
OT[eJIbHbIX MCCIeA0BaHMIi Pa3IMYHOIO KaueCcTBa M IIPUCBaMBaeTCs OOVH U3
3 ypoBHeI y6e U TeIbHOCTH.

<3> Huskast BepOSITHOCTH OMIMOOK MPUCBAMBAETCS CUCTEMATUYECKAM
0030paM MM MeTa-aHa/JIM3aM Py COOTIOAeHMUM OJHOBPEMEHHO
CJIeIYIOMIX YCIOBUIA:

TIOMICK ¥ OTOOP paboT BBITIOJTHEH ABYMSI MM O60JIee nccieqoBaTe s IMMu;

JIJIST TIOMCKA JIUTEPATYPhI UCITOIb30BAIMUCh KAK MMHUMYM 2 3JIEKTPOHHbBIE
6ubmorpadudeckme 6aspl JAHHBIX;

npencTaBieHa MHGOPMALNS O KOJMUECTBE BKIIOUEHHBIX U MCKITIOUEHHbBIX
paboT ¢ yKa3aHMeM IMPUIMH UCKITIOUEeHNS;

MpeiCTaB/IieHa XapaKTePUCTHKA BKIIOUEHHbIX MCC/IeJOBAaHMIA.

<4> CpenHss BePOSITHOCTD OIIMOOK ITPYCBAMBAETCS UCCIeTOBAHMUSIM
JII000T0 MM3aiiHa B CIy4ae OTCYTCTBUSI MHGOPMAIIUM MIM HEIOCTATOYHOCTY
MHbOpMaILMK 0 OJHOMY WK 60Jjiee YCIOBUSIM OLIEHKM BEPOSITHOCTU
BO3HMKHOBEHMNS OIIMOOK.

<5> Huskast BepOSITHOCTb OMIMO0K PAaHAOMU3UPOBAHHBIM KIMHUUECKUM
MCC/IeJOBAaHUSIM IIPUCBAMBAETCs MPU COOJTI0IeHN M OTHOBPEMEHHO
CJIeIyIOIMIVX YCIOBUIA:

paHIOMM3aLMs MTPOBOAMIACH HA OCHOBE CJIyYaifHOI ITOC/IeI0BaTe/IbHOCTYU
yyces, reHepupyemMoit KOMIIbIOTEPOM;

"ocserieHye" ObIJI0 3asIBJIEHO MJIY OTCYTCTBME "OCJ/IeTJIEHNS" He MOTJIO
NOBAMSITh Ha 3G (eKT BMelIaTeNbCTBa (€C/IM M3yUaeMblii B MCC/IeJOBaHUN



MIePBUYHBIN KpUTepuit 3PGheKTUBHOCTM MUY 6€30TIaCHOCTH SIBJISIICS
00BbEKTUBHBIM);

IIOJIS TIALIIeHTOB, BBIOBIBIIMX U3 MCCIeN0BaHMsI, cCOCTaBuaa meHee 20
MIPOIIEHTOB WJIM M3YyYaJjICsl aHa/IM3 BpeMeH! 10 COObITUS (HaIpumMep, ooIas
BBDKMBAEMOCTb, BBIKMBAEMOCTh 6€3 IIPOTpeccMpoBaHms U 1p.);

TpeICTaBIeHbl Pe3y/JbTaThl 110 BCEM 3aTJIAHMPOBAHHBIM [IJIST U3YUEHUS
KpuTepusM 3 HEeKTUBHOCTU U 6€30MaCHOCTH.

<6> Hu3kast BepOSTHOCTD OIIMOOK CeTEBBIX MeTa-aHaaM30B (B TOM Yuciie
HEMpSIMbIX CPaBHEHMIT ¥ CMeIlaHHbIX CPaBHEHMI) MPUCBaUBAETCS IIPU
COOTIOIEeHNY OJJHOBPEMEHHO CJIeIYIOMIVX YCIIOBUIA:

B CETEeBOJI MeTa-aHa/Iu3 (B TOM UlC/ie HeIIpSIMOe CpaBHeHMe U CMelllaHHOe
CpaBHEHMeE) BK/IIOUEHBI TOJIbKO PAaHAOMM3UPOBAHHbIE KIMHUYECKIE
MCC/IefOBAaHMS UM MeTa-aHa/IM3bl PaHAOMU3MPOBAHHBIX KIMHUYECKIUX
MCCIedOBaHMIA;

XapaKTePUCTUKM TOMYIIALINAIA, BMEIIATeIbCTB 1 0OIIEr0 KOHTPOJIS
COITOCTaBVMMBI;

Mpe/icTaBjIeHO rpadmyeckoe win TabIMUHOe OMCaHMe CEeTU
JIOKa3aTeJIbCTB;

MIPUBEAEHbI PE3Y/IbTAaThl OTAEIbHBIX UCCIeA0BAHNUI, BKIIIOUEHHBIX B
ceTeBOI MeTa-aHaau3 (B TOM UMCjie HelIpsIMOe CpaBHeHMe U CMelllaHHOe
CpaBHEHMeE).

<7> Huskast BepOSITHOCTb OIIMO0K KOTOPTHBIM MUCC/IeIOBAHUSIM
MIpUCBaNBaETCs NP COOJII0eHUY OTHOBPEMEHHO CeAyIOINX YCIOBUIA:

KOTOpPTa SIBJISIETCSI perpe3eHTaTVBHOI IO OTHOIIEHUIO K M3yJ4aeMoii
TTOTYJISIIIAN;

M3yJyaeMble KOTOPTbI OTOOPAHBI M3 OJHOJ U TOV JKe MOMYJISILINA;

MOATBEPXKAEHO OTCYTCTBME MHTEPECYIOIIETr0o KPUTEPUS S(b(beKTI/IBHOCTI/I
1M 6e30I1acHOCTY B Havase nccjaeg0oBaHNA;

Kpurepmumn 3(1)(1)EKTI/IBHOCTI/I iy 6e30MacHOCTH OLl€eHMBAJIMCh C TIOMOIIIbIO
He3aBUCMMONM OLIeHKU (B TOM Umciie C OCJ'Iel'IJ'IeHI/IeM) WJIN UCITI0/JIb30Ba/INCh



CBeJleHMs O maleHTax 13 6a3 JaHHbIX (PETUCTPOB).

<8> HusKast BepoSITHOCTb OIMIMOOK MCCeIOBAHMUSIM "Cydaii-KOHTPOJIb"
TIpMCBAMBAETCS MIPU COOJIIOIeHMY OTHOBPEMEHHO C/IeYIOIIUX YCIOBUIA:

rpyIina "ciiyyaeB” SBJISIETCS pelipe3eHTaTUBHOM;

TpymIa "KOHTPOJIei" 0TOMpaaach U3 TO ke MOMY/ISIMMA, YTO U IPYIIa
"ciyyaeB”;

MOoATBEPXKOEHO OTCYTCTBME MHTEPECYIOIIETr0O KPUTEPUSI S(D(bEKTI/IBHOCTI/I
1M 6e30I1acHOCTH B Havase nccjaeg0BaHNA;

Kputepun 3PpOEKTUBHOCTY UM O€30ITaCHOCTH OLIEHUBAJIMCh C TIOMOILBIO
HEe3aBUCUMOI1 OLleHKM (B TOM UMCIe C OCJIeTIEHMEM) U UCTIOIb30BAJINCh
CBeJleHMs O TalMeHTax 13 6a3 TaHHbIX (PETUCTPOB).

<9> BpIcOKast BepOSITHOCTD OIIMOOK MCCIeIOBAaHUIM JII000T0 Au3aiiHa
MIPMCBAMBAETCS B CIy4ae HeCOOJI0IeHMSI OJTHOTO MM OoJjiee YCI0BUit
OII€eHKV BEPOSITHOCTY BO3SHMKHOBEHMS OLINOOK.

<10> Ilpu o1leHKe CTATUCTUYECKON 3HAUMMOCTHM Pasinumii B

3 beKTUBHOCTY TOBEPUTEIbHBIN MHTEPBAJ He BKIOUaeT 1 (aJ1st
OTHOCUTEBHOI'O PUCKA, OTHOLIEHMS IIAHCOB, OTHOLUEHUS YyTPO3) U (MUJIN)
IIoKa3aTejb CTaTUCTUUYecKol 3HauumocTy P < 0,05.

<11>IIpu olleHKe CTAaTUCTUYECKON 3HAUMMOCTHM Pasjinumii B
3bGeKTMBHOCTY JOBEPUTEIbHBIV MHTEPBAJI BKIOUaeT 1 (st
OTHOCUTEIbHOTO PUCKa, OTHOIIEHMS IIIaHCOB, OTHOILIEHUS YyTPO3) U (MUJTN)
IOKa3aTejIb CTaTUCTUYeCKOi 3HauumocT P = 0,05.

<12> B ciyuae eciu rpejiaraemMblii JeKapCTBEHHbIN MIperapaT He MMeeT
AQHAJIOTUYHBIX JIEKaPCTBEHHBIX ITPerapaToB B IepeyHsX (MpeacTaBisieT
co607t HOBBIV TTOIXO], K JIEUeHI0), MHKPEMEHTHbIN TToKa3aTesb "3aTPaThl
mau 3pPeKTUBHOCTD" [IJIs1 HETO CPAaBHMBAETCSI C MHKPEMEHTHBIM
rokasarejem "3aTpaThbl Win 3OGHEeKTUBHOCTD" /IS TeKapCTBEHHBIX
MpernapaToB, BKIIOUEHHbBIX B IIEPEUYHN U TIPUMEHSIOMINXCS TP
3a00J1eBaHMSIX M3 TOTO Ke Kiacca MexkayHapoaHO CTaTUCTUUeCKOM
Kinaccudumrauyum 60e3He u mpobaeM, CBSI3aHHBIX CO 3[I0POBbEM.

CpaBHMBAIOTCSI MHKPEMEHTHbBIE TIOKa3aTesu "3aTpaThl U



9(pheKTUBHOCTB ", pacCUMTAHHbIE HA OJMHAKOBBIN KIMHMYECKUI 3D PeKT
(mocTvKeHMe BbI3IOPOBJIEHNS, PEMUCCUM, TOJ] COXPaHEHHO XXU3HU, TOT,
COXpaHEHHOJ KaueCTBeHHOM XVU3HU U [IP.).

<13> 3arpaTsl, CBSI3aHHbBIE C ITPOI[ECCOM OKa3aHMSI MeIUIIMHCKOM ITOMOIIA
(3aTpaThl Ha IeKapCTBEeHHbIE MpernapaTbl, MeAULIMHCKIE U3HeNS,
MeAULVHCKIME YCIYTH, 1ab0opaTOpHbIe ¥ MHCTPYMEHTA/IbHbIE METOTbI
MCC/IefOBaHMSI, pacXOAHbIe MaTepuaibl, cCofepykaHue MmalyeHTa B
MeIUIIMHCKOV OpraHu3aiu Uau MeaULIHCKIEe YCIYTH Ha IOMY,
TPaHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM U AP.).

<14> VTorosas olleHKa I10 pe3yJIbTaTaM OLleHKM SKOHOMMUYECKUX
MOC/IeACTBUI IpUMeHeHM JIeKapCTBEHHOTO IIpenaparta (He MeHee 6 6a/1JIoB
XOTSI GBI TI0 OAHOMY M3 3asIBJIEHHBIX ITOKa3aHMi1) /11 pEKOMEHIaIlUM K
BKJIIOUEHUIO, TP 3TOM OaJIJTbl 110 IIKaJIe KIMHUKO-9KOHOMMUYECKO OLIeHKI
JIEKapCTBEHHOTO TIperapara ¥ 1Kaje OLleHKM BIMSIHUS TeKapCTBEHHOTO
rpenapara Ha GI0[IKeThI OI0/IKeTHOI cucTeMbl Poccuiickoit @emepanym
(manee - 61013KeT) CYMMUPYIOTCS. OlleHKa CTOMMOCTH Kypca (rofa) JeueHus
JIEKapCTBEHHBIM ITPErapaToOM He BJIMSIET Ha UTOTOBYIO OIl€HKY.

B crydae mpencTaBiieHUs 3asIBUTEIEM Pe3yJIbTaTOB HECKOIbKMUX KIMHUKO-
9KOHOMMYECKUX UCCAeq0BaHMIi B paMKaX OJHOTO MOKa3aHMUs JJIsT
ompezeaeHNsI UTOIOBOI OLIEHKM BbIOMpaeTCs Ucc/ieJoBaHue, Habpasiiee
HaMOOJIbIINMIA OaI.

B ciiyuae mpecTaBieHus 3asABUTE/IEM Pe3YIbTaTOB HECKOIbKUX
MICC/IeOBAaHMI BIMSHMSA Ha GI0OKeT B paMKaxX OJHOI0O IIOKa3aHuUs /ISl
oIpee/IeHNsI UTOTOBOI OLIEHKM BbhIOMPAETCS MCCIefoBaHNe, Habpasiiee
HaMOOJIbIINII 6aI.

B Cjiydae 1peacTtaB/JI€eHUs 3adBUTE/IEM Pe3Y/IbTATOB HECKOJIbKUX KIIMHUKO-
3KOHOMMYECKMX MUCCIed0BaHMI 110 Pa3HbIM ITIOKa3aHMAM UTOTOBA4A OLI€HKa
OCYIIECTBJISAETCS ITI0 KaXKOOMY 3a4BJIEHHOMY ITIOKa3aHUIO.

B C/iydae IpeacTaB/JI€HU 3adBUTE/IEM PE3Y/IbTATOB HECKOJIbKUX
UCCIeqOBaHMUI BIAUSIHUS Ha 6IO/1)K€T I1I0 pa3HbIM IIOKa3aHUAM UTOTOBad
OI€HKa OCYyHIeCTBJIAETCA 110 KaKIOMY 3a4BJIEHHOMY MMOKa3aHMIo.".

29. B npuioxkenuu N 7 K ykazaHHbIM [IpaBuiam:

a) B HAMMMEHOBaHMM CJIOBa "HpOBe,ZleHI/IH SKCIIEpTU3bI IIpEeaJIOKEeHU O



BKJIIOUEHMM (MCKIIOUEeHM M) IeKapCTBEHHOTO Mperapara B IlepeuHu
JleKapCTBEHHbIX MpernapaToB” 3aMeHUTb CJI0BaMM "aHanu3a MHGopMaium o
CPaBHUTEIbHOM KIMHUYECKOM 3(PPeKTUBHOCTY 1 6€30MMaCHOCTH
JleKapCTBEHHOTO Tpernapara, OlleHKM 9KOHOMUYEeCKUX TIOC/Ie/ICTBUI ero
IIpUMeHeHus";

0) IYHKT 6 MU3JIOKUTH B CJI€IYIONIEi pelaKIun:

"6. PeBYJIbTaTbI OLIEHKM SKOHOMMYECKUX ITOCIedCTBUM IIpMMEeHeHNA
JIEKAPCTBEHHOTIO ITperapara:

6.1. pacueTr cToMMOCTM Kypca (rojia) JieueHusl rmpejaraeMbiM
JIeKapCTBEHHBIM ITperapaToM M0 CPABHEHMIO C JIeKapCTBEHHbIMU
nperapaTamMy, BKIIOUEHHBIMY B ITIepPEeUHM, YKa3aHHbIe B ITyHKTe 1.1
HACTOSIIEro JOKYMEeHTa, ¥ MPUMEeHSIOIMMMCS 110 TeM Ke IMoKa3aHUsIM, UTO
M TIpefjiaraeMblii IeKapCTBeHHbI Mpernapar:

MexnyHaponHoe |JlekapcTtBeHHas | [lokazanue (kon | CTOMMOCTD Cr

HermaTeHTOBaHHOe | dopMa MeskayHapoaHO | Tog0BOrO rC

HauMeHOBaHUe CTaTUCTUYECKO |Kypca, Ky
Kiaccupukauum |ykasaHHasi B | pe
6oJie3Hei u TIPeIJIOSKEHUN | 9
npobsem, 3asgBUTENIEM o1
CBSI3aHHBIX CO (pybueit) (p
3[0pPOBbEM,
pacii@poBKa)

6.2. pe3yabTaThl KIMHUKO-IKOHOMMUUYECKO OLI€HKY U OLIeHKU BJIUSHUS Ha
610MKeThI OI0IKETHOI cucTeMbl Poccuiickoit ®engepanium (manee - 6104KeT)
JIeKapCTBEHHOTO Iperapara o KaKIoMy ITIOKa3aHUIo C yKa3aHMeM KoJa
MeskmyHapOoaHO CTaTUCTHUUECKO Kinaccudurayuy 60se3Heit 1 mpooiem,
CBSI3aHHBIX CO 3[I0POBbeM, paciindpoBKa:

KnuHuKo-3kKoHOMMUuUeckoe 1uccjaenoBaHue
(aHanmM3 BAMSHUS Ha OI0IKeT)

PesynbTat
OLIeHKU

O1eHKa
(6am0B)

KnuHuko-skoHOMMUueckoe 1uccjaenoBaHue




AHanu3 BAMSHMUS Ha 6}O,E[)KET

UTorosas olieHKa I10 pe3yJabTaTaM OLeHKY SKOHOMUYECKUX
MOC/IeICTBMI ITpUMeHeHMs JIeKapCTBEHHOTO IIpernapara no
MMOKa3aHUI0";

B) ITYHKTHI 7, 9 1 10 MCKITIOUNTb.
30. JononHuTth npwioxkenusasMu N 8 u 9 ciienyroiero cogepsxaHus:

"TIpunoxenue N 8

K [IpaBusiam popmupoBaHus repeyHeii
JIeKapCTBEHHBIX MpernapaToB

IJ1S1 MeJULMHCKOTO TIpUMEeHEeHU T

Y MMHMMAaJIbHOTO aCCOPTUMEHTAa
JIeKapCTBEHHBIX MIpernaparos,
HeOOXOMMBIX JJIs1 OKa3aHUS
MeIULMHCKOI ITOMOILN

(bopma)

B Komuccuio MmHuUCTepcTBa 34paBooOXpaHeH
Poccunnckon ®epepayunm

3AKJTKOMEHUE
Mo pesysibTaTaM aHasiM3a MeTOL0JI0OMMYEeCKOro KayecTBa
KJIMHNKO-9KOHOMUNYECKMNX NCCNEeNO0BaHNN NIEKApPCTBEHHOM O Mpe
N nccnenoBaHUM C UCMNOJIb30BaHMEM aHasIM3a BAUSHUS Ha 610/
bog)xeTHoM cnctembl Poccninckonm degepaunm, a Takxxe n3lyv
OOMNONHUTENIbHbLIX NOCNeACTBUA NPUMEHEHUS
JleKapCTBEHHOr o npenapaTa

1. HacToslwee 3aKN04eHNe KacaeTcsa MaTepunasioB, npencrasriet

a) 4NA BKJIIOYEHMA NeKapCTBEHHOr 0 npenapaTa B csiegytouime ne

nepeyYyeHb >XM3HEHHO HEOOXOAUMbLIX N Ba>KHENLLNX IEKAPCTBEHF
MeAVNLMHCKOro npuMeHeHns (aanee - nepevyeHb XU3HEHHO HeobX(
JlIeKapCTBEHHbIX NMpernapaTos);

rnepeYyeHb JIeKapCTBEHHbLIX NpenapaToBs, NpeaHa3Ha4YeHHbIX 414
60/bHbIX remocdunanen, MyKoBMCUMAO30M, TMMNOPU3APHLIM HAHU3M



3/10Ka4YeCTBEHHbIMWU HOBOOOpPa3oBaHUAMU NUMEPONLHON, KPOBETBC
UM TKaHen, pacCesHHbIM CKJIePO30M, a TakxXe UL, nocse TpaHCnie
(nnn) TKaHen (panee - nepevyeHb AOPOroCTOAWMNX NEKAPCTBEHHbIX

nepeyeHb JIeKapCTBEHHbIX MpenapaTtoB A9 MeOUUMHCKOro np
yucse NeKapCTBEHHbIX NpenapaToB A9 MegULUHCKOro NpuMeHeH
peweHnto BpavyebHbIX KOMUCCUA MegULUUNHCKUX OpraHm3aunn (A4
NeKapCTBEHHbIX NpenapaToB Ansa obecneyvyeHns oTAEe/bHbIX KaTero

6) ONS WUCKAKYEHUSA NIeKapCTBEHHOro npenapaTa M3 nepeyr
HeobXoOMMbIX N Ba>KHEWLWKX JieKapCTBEHHbIX rpenapaTos, nepe
JleKapCTBEHHbIX NpernapaToB U NepeYHs NeKapCTBEHHbIX rnpenapat
OTOEesIbHbIX KaTeropun rpa>kaaH.

2. NHdopmauma o6 ocylecTBAAOWMX PaCcCCMOTPEHME MaTEPWU
hbenepanbHOro rocygapCTBeHHOro 6la)XeTHOro y4dpexaeHus "L
KOHTPONIA KayecTBa MeAUUWMHCKOM nomowmn" MuHucTepcTBa 3
Poccninckon ®epgepaunmn (ganee - LLeHTp aKCNepTu3bl) BKOYaAET B

a) PaMnUInIo, UMS, OTHECTBO COTPYAHWUKA, €ro AOJIKHOCTb;

6) agpec LleHTpa akcnepTusbl, TenedoH (hakc), INEKTPOHHYIO N

3. NHdopmauma o nekapCcTBEHHOM MpenapaTe BKJYaeT B cebs:

a) HauMeHoBaHWe, B TOM 4ucne:

MeXXOyHapoaHoe HenaTeHTOBaHHOe HanMeHOBaHUe;

B CJZlydae OTCYTCTBUSA MeXAYHapOoLHOro HernaTeHTOBAHHOIo F
rpPynnmMpoBOYHOE HaUMEHOBaHME;

B CJly4ae OTCYTCTBUA MEXAYHapOO4HOr0 HENAaTEHTOBAHHOI 0O UK
HaMMeHOBaHUN - XNMUYECKOEe HaMeHOBaHUe;

B CJly4ae OTCYTCTBUA YKa3aHHbIX HAaMMEeHOBaHUN - TOProBoe Hau

6) KoO aHaTOMO-TepaneBTUYECKO-XMMUNYECKOWN KnacCupumkaumm
rnpenaparTa;

B) npeanaraemMble K BKJIIOYEHUIO WU UCKIKOYEHUI0 NeKapcT
3aperncTpmpoBaHHOro JIeKapCTBEHHOro npenapaTa (HeobxoANMO |

r) wHpopMauuo O BOCMPOU3BEOEHHbIX JIEKAPCTBEHHbIX Mpe
Han4nn);

0) VHGpopMauuMo O JIeKapCTBEHHbIX MnpernapaTax, BK/KYEHHbI
XN3HEHHO HeobXoOAMMbIX N BaKHEWLWWUX JIeKapCTBEHHbIX MNpen:e
COOTBETCTBYIOLLMX aHAaTOMO-TEPANEBTUYECKO-XUMUYECKUX Fpyni
NleKapCTBEHHbIX NMpernapaTtax ¢ aHaJorM4YHbIMN NOKA3aHUAMU K MpK

4. Pe3ynbTaTbl OUEHKW MeTOLO0JIONMYEeCKOro Ka4yecTBa KJIMHUKO
nccnenoBaHMM M NccnefoBaHMM C UCMNOJIb30BaHWEM aHann3a BV
brooxeTHoOM cuctemol Poccunckon ®epepaunn (ganee - 610aXXeT) E



a) pe3ynbTaTbl OLEHKN METOL0JIOrMYECKOro KayecTBa KJINHNKO-
NCCNefoBaHMs, KOTOPbIE 3aMOJIHAOTCS MO CrieayoLlen hopme Ha |
NPUMEHEHNIO:

Kpurepwnit OmeHka O6ocHOBaHME
COOTBETCTBUSI | pe3y/lbTaTOB
TpeOOBaHMSIM | OLIEHKMU
(COOTBETCTBYET | METOOJIOTUYECKOTO
WIN He KauecTBa
COOTBETCTBYET)

1. |IIpencTaBieHbl pe3yabTaThl
OTeueCTBEHHOTO
uccienoBaHus (aBTop,
Ha3BaHMe, UICTOYHUK
my6IMKaNm, TO/)

2. |PaccmarpuBaembie
MOKa3aHMs K MPUMeHEeHUIO

3. |Beibop mpemaparta
CpaBHEHUS

4. |MeTon KIMHUKO-
9KOHOMMYECKOTO
MCCIeS0BaHUSI -
COOTHOIIIEHMS 3aTpaT U
3(pdeKTUBHOCTH,
COOTHOIIIeHMS 3aTpaT U
IT0JIE3HOCTU, MUHUMM3 AL
3arpar

5. | Beibop KpuTepueB OIeHKNU
spdexTUBHOCTI

6. |lleHa Ha ieKapCTBEHHBIN
npernapar

7. |Pacuer npsiMbIxX
MeIVLVHCKUX 3aTpaT




8. | OmucaHue maTeMaTUueCcKomn
Mozenu (IIpu HTUUUN)

9. |IlpencraBneHue 3aTpaT npu
OTMCaHUU Pe3yIbTaTOB

10. |IIpencTaBieHue
pe3yJibTaToB

11. | AHa/MM3 YyBCTBUTEIbHOCTU

12. | CcbUIKM Ha UCIIOJIb30BAaHHbBIE
MCTOUYHMKM MHDOpMAI U

BeiBog, (MeTOmOJIOTHMYECKOE
KauyecTBO KJAMHUKO-
SKOHOMMYECKUX UCC/IeN0BaHUIN U
aHa/IM3a BIAMSHUS Ha OI0IKeT

YO 0BJIETBOPUTEILHOE UIN
HEeyI0BJIETBOPUTEBHOE)

6) pe3ysbTaTbl OLEHKNU METOAO0JIOrMYECKOro KavyecTBa WCC
NCMNONb30BaHMEM aHann3a BAUSHUSA Ha Bl04)KeT, KOTopble 3aroJiHs
opMe Ha Kaxx[ioe NnokKasaHune K NPUMeHeHNIO:

Kpurepuii O1ieHka O6ocHOBaHMeE
COOTBETCTBUSI | pe3y/IbTaTOB
TpeOOBaHUSIM | OLI€HKM
(COOTBETCTBYET | METOHOJOTNYECKOTO
WU He KayecTBa
COOTBETCTBYET)

1. |IIpencTaBieHbl pe3yabTaTh
OTEYeCTBEHHOTO
uccienoBaHus (aBTop,
Ha3BaHMe, UICTOYHUK
my6MKaum, roj)




PaCCManMBaEMbIe
IMOKa3aHM4 K IIpMMEHEHNUIO

3. |lleHa Ha JjeKapCTBEHHbIN
rpernapar

4. |PacueT npsIMbIX
MeIUUMHCKUX 3aTpaT

5. | Omnucanme MmaTeMaTUUeCcKoi
Moaeu (IIpy HaJIMUUN)

6. |IIpencraBiieHMEe MPSIMBIX
MeIVUMHCKUX 3aTpaT IIpu
OIMCaHUU Pe3yabTaTOB

7. |BpeMeHHOV TOPU30OHT

8. | XapaKkTepuUCTUKA U
YJCJIEHHOCTD 11e/1eBoi
TONYJISIUMN AL IEHTOB

9. |IIpencraBiieHue
pe3ynbTaToB

10. | AHamM3 4yBCTBUTEIBHOCTU

11. | Ccpiky Ha
MCTIOIb30BaHHbIE

MCTOYHUKM MHPOpMAI UK

BeiBog (MeTOmoO/IOTMYECKOE
KauecTBO KIMHUKO-
9KOHOMMYECKUX UCCIed0BaHM U
aHa/IM3a BAUSHUS Ha OI0IKeT
YI,0BJIETBOPUTEILHOE UIN
HEYJIOBJIETBOPUTEILHOE)

5.

Pe3yn bTaTbl WN3y4YeHUA

JOMOJIHUTENbHbIX NOCNeACcTBUN




JleKapCTBEHHOr 0 NpenapaTa BKJ/KYaloT B cebs:

a) CBeAeHuss O rocyaapCTBEHHOM pernctpaunn, obpalieHun
roCyfapCTBEHHbIX 3aKyMNOK MpefjlaraeMoro JIeKapCTBEHHOro np
NIeKapCTBEHHbIX MpenapaToB, BKJ/IOYEHHbIX B MeEPeYeHb >XU3HEH
BaXKHeNWMnX JNeKapCTBEHHbIX MpenapaTtoB, B paMKax CooT
aHAaTOMO-TepaneBTUYECKO-XUMUYECKNX TPYnMn, UMeKLWNX aHanorm
cnepytouwen popme:

MexnyHaponHoe |JlekapcTBeHHas | Homep Cpoxk geiicTBus
HelaTeHTOBaHHOe | popma PETUCTPAIIMOHHOTO | pETUCTPAIIMOHH
HauMeHOBaHMe YI0CTOBEPEHUS YIOCTOBEPEHUS
(011 BKJIIIOYAeMOTO
WIn
UCKITIOYaeMOoro
JIEKapCTBEHHOTO
rpenapara) uiu
KOJINYECTBO
perucTpanMOHHbIX
YIOCTOBEpeHU
LIS
JIeKapCTBEHHbIX
rperaparos,
BKJ/IIOUEHHBIX B
rnepeyeHb
SKM3HEHHO
HE0OXOOUMBIX U
Ba)KHEMIIUX
JIEKapCTBEHHBIX
ImpenapaTosB

6) pe3ynbTaTbl 3KCNEPTU3bl MPOYMUX OAHHbIX MO IEKAPCTBEHHON
cnenywowen gpopme:




Kpurtepuu oleHKu OrneHka
(6am1oB)

Heo6xoauMocCThb IpMMeHEeHMS JIEKapCTBEHHOTO ITperapaTa JIjis
IVATrHOCTUKY, TPODMIAKTUKN, TeUEHUS] UIU peaduanTaun
MIpY OKa3aHMM MeOUIIMHCKOM ITOMOIIY B c/yuae 3a601eBaHMii
M COCTOSTHUIA, TIpe06Iaialoninx B CTPYKType 3a60/IeBaeMOCTH U
CMEepPTHOCTU rpaxkaaH Poccuiickoi @epepaiii, Ha OCHOBaAaHUU
JaHHBIX TOCYIAapCTBEHHOTO CTATUCTUYECKOTO HAOII0IeH S

Hanuumne 3apeructpupoBaHHbix B Poccuiickoit @enepanum
BOCITPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPEnapaToB

Hanuume iekapCTBEHHOTO IIpernapara B IiepeyHe
CTpaTern4ecky 3HaUMMBbIX JIEKaPCTBEHHBIX CPEICTB,
MPOM3BOJICTBO KOTOPBIX IO/KHO OBITh 06ecreyeHo Ha
Tepputopum Poccurickoit @enepauym, yrBep>KIeHHOM
pacnopsikeHueM [IpaBurtenbctBa Poccuiickoit @enepauym ot 6
utosisg 2010 1. N 1141-p

Hanunumne iekapcTBEeHHOTO IIperapara B IepeuHsx
JleKapCTBEeHHbIX MpenapaToB, GMHAHCUPYEMbIX 3a CYEeT
CpencTB 010IKeTOB CyObeKTOB Poccuitckoii demeparinm

Hannuue npomsBoacTsa (JIoKaim3alumn) 1eKapCcTBeHHOro
npemnapara Ha Tepputopumn Poccuiickoii @enepanym

WTtoroas oieHKa IMpOYMX NAaHHBIX I10 ITpeaIOKEHNIO

B) CBelEeHUS 0 PeKOMEeHAaUnNsiX MHOCTPaAHHbIX areHTCTB Mo ouet
TexHoorni o uenecoobpasHoOCTY rocyaapCTBEHHOro (YUHAHCUPOB
rocyaapcTBe npeasiaraeMoro JIeKapCcTBEHHOMO npenapaTa no cnet

IToka3aHMe K PexomeHpganum MHOCTPAHHBIX areHTCTB I10 OLIEHKE
MIPUMEeHEeHUI0 MeIVIVHCKUX TeXHOJIOT UM




6. CBepeHus pns noAroToBKU MNpensioKeHUn Mo NCKIKYEHUK
nMpenapaToB W3 YyKa3aHHbIX B MoAnyHkTe "6" nyHKTa 1 HacTosly
rnepevyHem B paMkKax COOTBETCTBYOLMX aHAaTOMO-TepaneBTNYecKo-
JIeKapCTBEHHbIX nNpenapaTtoB, WUMEKWWUX aHaNorn4Hble TrokKase
npeanoXeHns Mo Koppekuunm HaMMEeHOBaHUN NeKapCTBEHHbIX
HaUMeHOBaHMN NeKapCTBEeHHbIX (QOPM JIeKapCTBEHHbIX NpenapaT!
rocyfiapCTBeHHbIM peeCTpPOM JIeKapCTBEHHbIX CPeaAcCTB Mo c/enytoL

MexxnyHapoaHoe |JlekapcTBeHHas | OTeuecTBeHHbIN | CBegeHMS AJ1s
HemaTeHTOBaHHOe | popma WIn MOATOTOBKMU
HaMeHOBaHUe MHOCTPaHHBIN TpenJokKeHui 1o
MPOU3BOANUTEIb | UCKITIOUEHUIO
JIeKapCTBEeHHbIX
penaparos, a
TaKxKe
npenJjoxkKeHus 1o
KOppeKIumn
HauMeHOBaHMI1
JIeKapCTBEHHbIX
TperapaTos U
HauMeHOBaHUI1
JIeKapCTBEeHHbIX
dbopm
JIeKapCTBEHHbIX
rperapaTroB

7. Mognucm n pacwungpoBka noannucen COTpyagHMKoOB LleHTp:
OCYLLECTBAAIWMNX OLEHKY MeTOoA0JIOrMYeCKOro KadecTBa KJIMHL
nccnegoBaHUM M NCCNegoBaHUN C NCNOJIb30BAHMEM aHan3a BANUSEH

(h.n.o. coTpygHunka LleHTpa akcnepTmn3bl, NOANUCH)



(pykoBoaouTens LleHTpa skcnepTu3bl, §.1.0., NOAMNUCH)

HaTa

[Tpunoxennue N 9

K [TpaBuiam hopMupoBaHus IepeuHein
JIeKapCTBEHHbBIX MpernapaToB

IS MeAUILIMHCKOTO TIpUMeHeHUsI

Y MMHMMAaJIbHOTO aCCOPTUMEHTa
JIeKapCTBEHHbIX IIperapaTos,
HEeOoOXOOMMBIX IS OKa3aHUS
MeOUIIMHCKOM IIOMOIIIN

(bopma)

Hay4yHo oboCcHOBaHHaA peKkoMeHOaumns 0 BKAYEHUN
(06 nckNYeHNN, OTKa3e BO BKJIOYEHUWN) IEKAPCTBEHHOI O Npe
B NepeyHn feKapCTBEHHbIX NpernapaToB A9 MeAUNLNHCKON(
MPUMEHEHNA N MUHUMaJIbHbIN QCCOPTUMEHT JIEKAaPCTBEHHbI
npenapaTos, HEOOXOONMBbIX O/ OKa3aHUSA
MeOgNLMNHCKON NMOMOLLN <*>

1. HawmmeHoBaHMe NeKapCTBEHHOro npenapata (Mexna
HenaTeHTOBaHHOe, rPynnMPOBOYHOE NN XUMUYECKOE)

2. JlekapcTBeHHas hopMa NeKapCTBEHHOro npenapaTa

3. HacTosawmnn JOKYMEHT KacaeTCa MaTepunanos, NpeacTaBieHHI

a) 4NA BKJKOYEHNS NeKapCTBEHHOro npenapaTa:

B Nnepe4vyeHb >XM3HEHHO HeOobXOAMMbIX N BaXXHENLLNX JIEKAPCTB!
0N MeOuUMHCKOro npuMmeHeHus (panee - nepeyvyeHb BaXKHENLLU|
rnpenapaTos);

B Nnepe4vyeHb JIeKapCTBEHHbIX MpernapaTos, NpefHa3HaYeHHbIX [
nny, 60nbHbIX remouanen, MyKoBMCLMOO30M, FTMNOPU3apPHbIM H
fowe, 3/10Ka4YeCTBEHHbIMWU HOBOOOpPa3oBaHUAMU NUMGONJHON,
POLCTBEHHbIX WM TKaHen, pacCesiHHbIM CKJIepo30M, a TakXe
TpaHCnNaHTauum opraHoB U (Mnu) TKaHen (Oanee - nepeyeHsb [
NleKapCTBEHHbIX NMpernapaToB);

B rnepevyeHb JiIeKapCTBEHHbIX NpenapaToB 419 MeAUNLMNHCKOro My
4yncsie sieKapCTBEHHbIX NpernapaToB 4S9 MeANLUHCKOr 0 NpUMeHeH



peweHnto BpavyebHbIX KOMUCCUA MeOgULUUNHCKUX OpraHm3aunn (A4
NleKapCTBEHHbIX NpenapaToB Assa obecnevyeHns oTAEebHbIX KaTero

B MWHMMaJIbHbIA aCCOPTUMEHT JlIeKapCTBEHHbIX MpenapaTos, t
OKa3aHWsg MeguUMHCKOM noMoLmn (fanee - MUHUMaslbHbIA acCopTul

6) oA NCKIYEeHUA IeKapCTBEHHOr 0 npenapaTa:

N3 NepevyHs XXU3HEHHO HeoOXOAUMbIX N BaKHENLLNX NeKapCcTBer

N3 NepevyHs AOPOroCTOALWMX JIEKAPCTBEHHbIX NpenapaToB.;

N3 NepeYvyHs JIeKapCTBEHHbIX NpPenapaToB ANs obecrneyeHns oTa¢
rpa><naH;

N3 MUHMMaIbHOI0 aCCOPTUMEHTA.

4. 3aaB/ieHHble NMOKa3aHUa 4N1a NPUMEHEHUS TeKapCTBEHHOI O Mf

5. ObpauweHne neKkapCTBEHHOrO NpenapaTa Ha PbIHKE N Hanul
(nokanmsaunm) nekapcTBeHHOro npenapaTta B Poccuimnckonm depepa

a) BpeMs BbIBOJA JIeKapCTBEHHOr0 rnpernapaTta Ha PblIHOK B MuUpe

6) rocynapCcTBEHHYO pernctpaunto B Poccunckon depepaumny;

B) Ha/IM4Me NpPon3BOACTBA BOCMPOUN3BELAEHHbIX JIEKAPCTBEHHbIX |

6. AHanorn4Hole JleKapCTBEHHbIe rnpenapaThbl B  p:
aHaTOMO-TepaneBTUYECKO-XMMNYECKNX TPYMMn, a TakXe Ha OCHOB:
NPUMEHEeHUo, CTaHZApPTOB MeAULMHCKOM MOMOLUU U KJIMHUYeCk
(NPOTOKONOB NEeYEeHNS) N HaNn4Ymne BOCNPOM3BEOEHHbIX JIeKapCTBer
TOM Yucne POCCUNCKUX).

7. KpaTkaa cpaBHUTEeNbHaA XapakKTepucTuka 3p(peKTUBHOCTU
NleKapCTBEHHOro rnpenapaTta, a TakXe 0COOeHHOCTU KIMHUYECK:
NIeKapCTBEHHOro rnpenapaTta B CpaBHEHUM C aHanoramMu (KAnHW
naumneHToB, BKJOYasa BO3pacTHble ocobeHHOCTN n npocunb 6esor
yKa3aHWeM UTOroBOM OLLEHKN MO pe3yJibTaTaM KOMMJIEKCHOW OLEeHI

8. KpaTkoe KJINHNKO-3KOHOMUYEeCKoe CpaBHeHue npegaraemMort
npenapaTta C aHanoramu (CTOMMOCTb JIEKAapCTBEHHOr O NpenapaTa
Nno 3asB/I€HHbIM MOKa3aHUAM, CpaBHEHME 3aTpaT CUCTEMbI 34PaBOC
yKa3aHneM UTOroBoM OLLEHKN MO pe3ysibTaTaM KOMIMJIEKCHOW OLEeHI

9. Pe3ynbTaTbl METOLOJIONMYECKOr0 KavecTBa KIMHUKO-3KC
nccnenoBaHMM M NccnefoBaHUM C UCMNOJIb30BaHWEM aHanu3a Bv
brooxeTHoOM cuctembl Poccmnckon depepaunnm C ykKasaHUeEM UT
pe3ysbTaTaM KOMMJIEKCHOW oueHKKn (bannos.).

10. Uenecoobpa3HOCTb BKJ/IIOYEHUS B YKa3aHHble B MyHKTe 3
OOKYMeHTa nepevyHn JieKapCTBEHHOro npenapaTta (B CBA3M C
KJIMHNYECKNX peKoMeHJauusax (npoTokonax siedyeHus) n cTaHaaf
MOMOLLM MO COOTBETCTBYIOLLUMM MOKa3aHUAM) C y4eTOM peKoMme|



npenocTaBsieHNs Mo cieaytollen opme:

Kpurepun ouenku Pesysnbrar | lkana

OLIEHKM OLIEHKM
(6am1oB)

Llenecoobpa3HOCTh BKIIOUYEHMS (HaIMUMe 0,8u +3

JIeKapCTBEHHOTO IperaparTa B CTaHAapTax BbIIlIE

MeaUIIMHCKOM MTOMOIIN) C YYETOM

pEeKOMEeHIyeMOI YaCTOTHI ITPeIOCTaBIeHS 0,6-0,8 2
0,4-0,6 +1
0,2-0,4 |+0,5

Hmke 0,2 | +0,2

Llenecoobpa3HOCTh BKIIOYEHMS (HAIMUMe Ia +2
JIEeKapCTBEHHOTO TperapaTa B KIMHUYEeCKUX
pekoMeHIanuaX (IIPOTOKOJIaX TeueHNs)

HeT 0

11. 3ameydaHumsa TrnaBHOro BHeELWTATHOro cneunanucta Mwu
3QpaBooxpaHeHns Poccmnckon depepaunm K pesyibTataM KoM
Han4mn).

12. NToroBble 6annbl C y4eTOM pe3ynNbTaTOB KOMMJIEKCHON C
cooTBeTCTBUU C NnyHKTamn 10 n 11 HacToALero AOKyMeHTa.

13. KpaTkunm BbIBOA O ULenecoobpa3HOCTU BKIKOYEHUA (KC
JleKapCTBEHHOro rnpenapaTta B NepeyHn U MUHUMAJIbHbIA acCopTHr
NMyHKTe 3 HacToAWero JOKyMeHTa.

14. NpennoxxeHus no uenecoobpasHOCTN UCKIOYEHNA NEKAPCTE
U3 nepevyHem M MUHUMAJIBHOIO aCCOPTUMEHTA, YKa3aHHbIX B MYyHt
OOKYMeHTa, B paMKaxXx COOTBETCTBYHWLLMX aHaTOMO-TepaneBTuY
rpynn, B TOM YUCJie NIeKapCTBEHHbIX NpenapaToBs, MMEIOLLUX aHa
K NMPUMEHEHMUIO.

NoAMNNCb 1 pacngpoBKa NOAMNCK naTa



<*> PekoMeHganu GOpMIUPYIOTCS C y4€TOM 3aK/I0UeHIIt 1o pesyibTaTam
aHa/IM3a MeTO0JOTMYeCKOT0 KaueCTBa KIMHUKO-3KOHOMUYECKMUX
McCIeoBaHMi U aHaMM3a MHGOPMAIUY O CPABHUTENIbHOM KIMHUYECKO
abderTUBHOCTY 1 6€30MACHOCTM JIEKAPCTBEHHOTO Tperapara, Ol[eHK!
SKOHOMMYECKMX MOCIeACTBUI ero IpUMeHeHUsI, U3yYeHU S
JOTIOJIHUTEIbHBIX MOC/IeACTBUI MPUMeHeHMs IeKapCTBeHHOTO Ipernapara,
TpMBedeHHbIX B IpuaoskeHusx N 7 u 8 k [IpaBuiam ¢hopMupoBaHust
repevHeli JieKapCTBEHHBIX ITperapaToB AJ1s1 MeJUIMHCKOTO IPMMeHeHUs U
MWHUMAaJIbHOTO aCCOPTMMEHTA JIEKAaPCTBEHHBIX IMPerapaToB, HEOOXOAVMbIX
IS OKa3aHMsI MeAUIIMHCKOM TOMOILM, YTBEPXKAeHHbIM ITOCTaHOBIEHMEM
[TpaButenncTBa Poccniickoit @epepaunm ot 28 aBrycra 2014 r. N 871.".



