O BHeceHuMn usMmeHeHuu B Mpasuna popMupoBaHusa nepeyHen
JieKapCTBEHHbIX NpenapaTtoB AJI1 MeAULUHCKOro NPUMEHEeHUA n
MMHUMaJIbHOrO aCCOPTUMEHTA JIeKapCTBEHHbIX NpenapaTos,
HeobXxoouMMbIX ANA OKa3aHUA MeAULUHCKOW NOMOLLM

MocTtaHoBneHue MpasuTenbcTBa Poccuinckon Gepepauum - Ne 2021 - o1 03.12.2020 - MpaBuTebCTBO POCCMICKON
®epepaunm - fenctByeT 6€3 N3MeHeHN

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALIAN
MOCTAHOBJIEHME
OT 3 IEKABPS 2020 I'. Ne 2021
MOCKBA

O BHeceHUUn n3meHeHui B Mpasuna GoOpPMUPOBaHMSA NepevHen NeKapCTBEHHbIX NpenapaTos AN
MeAULMHCKOrO MPUMEHEHNS Y MUHUMAsIbHOTO aCCOPTUMEHTA JIeKapCTBEHHbIX MpenapaToB, He06X0ANMbIX
L1 OKa3aHUs MeNLNHCKON NOMOLLK

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

YTBEpAUTL NnpusiaraeMble N3MeHeHWs, KOTopble BHOCATCA B lNpaBuia HopMnpoBaHnsa nepeyHen
JleKapCTBEHHbIX NpenapaTosB A MeANLMHCKOr0 NPUMEHEHUS U MUHUMAJIbHOr0 aCCOPTUMEHTa
NleKapCTBEHHbIX MpenapaTos, HE0BX0AMMbIX 418 OKa3aHUA MeAULMHCKON NOMOLLK, YTBEPXKAEHHbIE
nocTaHoBneHueM MpasuTtenscTBa Poccunckon degepauun ot 28 asrycta 2014 r. Ne 871 "0O6 yTBEpXAEHUN
Mpasun hopMMpPOBaHUS NepeYHel NeKapCTBEHHbIX NpenapaTos AN MeAULVHCKOro NpUMeHeHNs 1
MWHMMAJIbHOrO aCCOPTUMEHTA IeKapCTBEHHbIX MPenapaToB, HEOOXOANMbIX A5 OKa3aHUA MEANLUHCKOW
nomowwn" (CobpaHune 3akoHodaTenbcTBa Poccuinckon ®egepaumm, 2014, Ne 36, cT. 4855; 2017, Ne 25, cT.
3691; 2018, Ne 45, cT. 6943; Ne 48, cT. 7431; 2020, Ne 24, cT. 3795).

Mpencenatens MNpaBuTenbCTBA
Poccuinckon ®epepaunyt M.MuwyctmH

YTBEP)XLEHbI

nocTaHoBseHVeM lNpaBUTeNbCTBA
Poccuinckon ®epepauun

oT 3 pnekabpsa 2020 r. Ne 2021

N3MEHEHWA,

KOTOpble BHOCATCA B [1paBusia (hOpMMpPOBaHUS NepeyHen

JIeKapCTBEHHbIX MpenapaToB 414 MeQULVHCKOr0o NpUMeHeHus

1 MWHUMaNbHOr0 aCCOPTMMEHTA NEKAPCTBEHHbLIX NPenapaTos, HEOOXOAMMBIX AN OKa3aHUS MeAULIMHCKON
NMoMoLLM

1. MoanyHKT "B" NyHKTa 1 npu3HaTb yTpaTUBLLUM CUY.

2. B nyHkTe 2 cnoBa "(NpPOTOKOI0B Ie4EHUSN)" NCKIYNTD.

3. (MyHKT yTpaTua cuny - NoctaHosneHme MpaButenscTBa Poccuinckon Pepepaunm ot 25.07.2024 Ne 1009)
4. MoanyHKT "B" NyHKTa 5 nocne cfoBa "BOCMPON3BEAEHHbIX" OOMNOAHUTL CI0BaMM "nnun GrnoaHanoroBbix
(6rionopo6HbIX)".

5. B nyHKTe 6:

a) B ab3aLle nepBoM 1 NOANYyHKTe "e" c/oBa ", NepeyHs NIeKapCTBEHHbIX NpenapaToB As1s obecneyeHuns
OTAENbHbIX KaTeropum rpaxaan" UCKIIYnTb;

6) NoANYHKT "X" N3N0XWTb B C/IefytoLLen pefakLnm:
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")) NpeAcTaB/ieHne Hay4Ho 060CHOBaHHOM PEKOMEHAALMMN MaBHOMO BHELWITATHOrO CNeunanncTa
MuHmnCcTepcTBa 34paBooxpaHeHns Poccminckon ®epepaumm (fanee - rnaBHbIN 3KCnepT).".

6. B nyHKTe 6%

a) B ab3alle nepBoM C/I0Ba "KOMMJIEKCHOWN OLLEHKKN" 3aMEHNTb C/I0BaMU "OLLEHKN SKOHOMUYECKUNX
NoCcNeacTBUN X MPUMEHEHNS N N3YYeHUS LONOSIHUTENbHbIX NOCNEACTBUA NPUMEHEHNS JIeKapCTBEHHbIX
npenapaToB (Oajee - KOMMJIEKCHas OLEeHKa)";

6) nononHUTL ab3aLem CneayloLero coaepXaHus:

"Ecnn xoTs 6bl 04MH KOMMOHEHT KOMBMHMPOBAHHOIO JIEKAPCTBEHHOO NpenapaTa He 3aperncTpupoBaH u
He obpaluaeTca Ha TeppuTopun Poccuinckon ®epepaumm Kak 0AHOKOMMOHEHTHbIA NEKAPCTBEHHbIN
npenapaT, Npu BKYEHUN B NEPEYHN U MUHUMANbHbIN aCCOPTUMEHT TaKoro KOMBUHMPOBAHHOIO
JIEKapPCTBEHHOr0 NpenapaTta He NPUMEHSIOTCSA NoNoXeHNa ab3aua NepBoro HacTOALLEro NyHKTa.".

7. (MyHKT yTpaTun cuny - MoctaHoBneHue MpasutenscTBa Poccuinckon depepauun ot 25.07.2024 Ne 1009)
8. B nyHKTE 7:

CJI0BO "e)erogHo" 3aMeHnTb C10BaMu "1 NepecMaTpUBaETCS He pexe 04HOro pasa B rog”;

CnoBa ", mepeyeHb NeKapCTBEHHbIX NpenapaToB Aas obecnevyeHns oTAeNbHbIX KaTeropum rpaxgan"
NUCKJTIOYNTb.

9. MyHKT 11 nocne coB "MHbIX hefepasibHbiX OpraHoB UCMOJHUTENLHOM BRAcTU" AONOAHUTL ClI0BaMu "1
NCMONHNTENbHbIX OPraHOB roCyAapCTBEHHOW BacTu cybbekToB Poccuiickon ®epepaumm B chepe 0xXpaHbl
340poBbA”.

10. B nyHKTe 16:

a) NOANYHKT "I N3N10XNTb B C/iefytoLwen pefakumnm:

"r) npefcTaBfeHye B Te4eHne 04HOM0 KasleHAapHOro rofa npeasoKeHns B paMkax MexxayHapoaHoro
HenaTeHTOBAHHOIO HAaVMEHOBAHWUSA 1IeKapCTBEHHOM0 nNpenapaTa (Npu OTCYyTCTBMW TaKoro HaMMeHoBaHWA -
B paMKax rpynnupoBOYHOIr0 MAN XUMUYECKOrO HaVMEHOBAHMS), N0 KOTOPOMY KOMUCCUEN B TEKYLLEM rofy
Ob1110 BbIHECEHO pelleHne 06 0TKa3e BO BKJIYEHUN (MCKNOYEHMMN) NEKAPCTBEHHOMO NpenapaTta B NepPeYHu,
MWUHUMasbHbIA aCCOPTUMEHT UM B OTHOLLEHWUW KOTOPOro OCYLLEeCTBAAITCA JOKYMEHTalbHas 3KCnepTunsa
NN aHann3 NHGOPMaLMK O CPAaBHUTENbHOW KANHNYECKON 3DHEKTMBHOCTH 1 6e30MnacHOCTH
JIeKapCTBEHHOr0 npenapaTa, KOMMJIeKCHasa OLLeHKa, 3a UCKJIIoYEeHMeM cily4vas, NpefyCMOTPEHHOr0 NYHKTOM
9! HacToAwmx Mpaswun;";

6) DONONHUTL MNOAMYHKTOM "e" cnedyloLLero cogep)XxaHus:

"e) npeacTasneHne gopaboTaHHOrO NPEeANOXKEHUS NOCSe MOBTOPHOr0 OTKAOHEHUS NO pe3ybTaTaM
JOKYMEeHTaIbHON 3KCMepTu3bl.".

11. B ab3aue nepsoM nyHkTa 20 c10BO "(MCKOYEHNA)" NCKOYNTD.

12. B nyHKTe 24:

a) B ab3aLie NepBoM C/1I0BO "(UCKJIIOYEHUNSA)" NCKIOUYUTD;

6) ab3aL, BTOpoON nocne cnoBa "BOCNPOM3BEAEHHbIE" AOMNOAHUTL C/I0OBaMn "nnn 6uoaHanorosbie
(bronopobHbIe)";

B) B ab3aue TpeTbeM C/10BO "(UCKYEHMA)" NCKIOYNTD;

r) ab3ay 4eTBepThLIN U3N0XKNTL B CeAYOWeNn pegakuum:

"B uenax nonyyeHms HeobxoAMMON AOMONHUTENLHON MHOPMALMN N YTOYHEHNS NPeACTaBNEHHbIX B
NpeanoXXeHU CBeeHU Npu NpoBeAeHNN KOMMIEKCHOW OLEHKM OCYLLeCTBAAETCS NOMCK MHpopMaLLMmM O
JIeKapCTBEHHbIX MpenapaTax B paMKax npenJsiaraeMoro K BKJOYEHUIO MeXAyHapoaHOrro
HernaTeHTOBaHHOrO HaMMeHOBaHUA (NPY OTCYTCTBMM Takoro HAMMeHOBaHMWA - B paMKax rpyrnnmpoBo4HOro
WAV XUMUYECKOro HaMMEHOBaHMWA), B TOM YC/IE O KJIMHNYECKUX U (MSIN) KJIMHUKO-3KOHOMMYECKUX
nccnefoBaHNAX leKapCTBEHHbIX NpernapaTtos. [py 3TOM K 3aKJI04YEHUAM, YKa3aHHbIM B NYHKTE 25
HacTosAwwmx Mpasun, NpunaralTcsa NOJHOTEKCTOBbIE NybAMKauum Taknx ncciegoBaHun.".

13. B nyHKTe 26 cnoBa "(06 NCKAOYEHNN, OTKA3€e BO BKJIOYEHNN)" UCKNOYNT.

14. TNyHKT 26 nocne /0B "MUHMMaNbHOr0 acCOPTUMEHTA" OOMOMHUTL CJI0BaMM ", a TakxKe npu
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NOCTYMNIEHNN MPenNoXeHNS 06 NCKIYEHUN NEKAPCTBEHHOMO NpenapaTa U3 nepeyHen n MUMHUMaAbLHOro
accopTuMMeHTa".

15. B ab3aue BTOpOM NyHKTa 27 CnoBa "NekapCTBEHHOro npenapaTta’ 3aMeHnTb CNoBaMu "NeKapCTBEHHbIX
npernapaToB B paMKax npeasaraeMoro K BKJKYEHNIO MeXAYHapO4HOr0 HeNaTEHTOBAaHHOMO HAaMMeHOBaHUS
(MpW OTCYTCTBUN TAKOr0 HAMMEHOBAHUSA - B paMKax FPYMNnMpPoOBOYHOIro AN XMMUYECKOr0 HauMeHOBaHUS)".
16. NyHKT 31 gonosHMTL ab3aueM Cneayowero Coaep XXaHns:

"B c/lydae paBeHCTBa roJioCoB peLlaloLnM SBASeTCA ronoc npeacenaTebCTBYIOWEro Ha 3acedaHnm
Komuccun.",

17. TyHKT 35 M310XKNTb B CefyioLllen pedakunm:

"35. Mo pe3ynbTaTtaM 3acefaH1in KOMUCCUUN FOTOBATCA NPOEKThI pacrnopsxxeHuin MpaBuTenbCTBa
Poccuinckon degepaun 0 BHECEHUN U3MEHEHUIN B MEPEYHN U MUHMMAJIbHbBIA aCCOPTUMEHT, KOTOpbIe
hOpPMMPYIOTCS NO MEXXAYHAPOAHLIM HEMATEHTOBAHHbLIM HAMMEHOBAHUSAM JIEKAapPCTBEHHbIX NPenapaTos (Mpu
OTCYTCTBUM TaKUX HAUMEHOBAHMWI - MO FPYNNNUPOBOYHBLIM UAN XUMUYECKMM HAUMEHOBAHUSAM) C YKa3aHueM
npu HeobXoAMMOCTU OCHOBHOIO S1EMEHTA MW AONONHUTENbHOIO 3/IEMEHTA JIEKAPCTBEHHbIX POPM,
KOTOpble pa3MeLLaloTCsa Ha ouunanbHOM canTe B ceTu "MIHTepHeT" Ha Cpok He MmeHee 10 paboynx gHen.".
18. B nyHKTe 36 cnoBa "lMpoekTbl NepeyHen” 3aMeHnTb cioBaMu "N3MeHeHNs B NPOeKThl nepeyHen".

19. B npunoxeHun Ne 1 K ykasaHHbIM [paBunam:

a) NnoanyHKT 1.3 NyHKTa 1 NCKMOYNTD;

6) B NyHKTe 3:

NOANYHKT 3.4 0ONONHUTbL ab3auem cnedyloLllero cogep)xaHus:

"pernctpaumns B kayecTee opaHHOro IeKapCTBEHHOro npenapaTa (aa/HeT);";

nognyHKT 3.7 nocne CNoB "3aperncTpupoBaHHOro eKapCTBEHHOr o npenapaTa,” 4ONOJHUTL cnoBammn "B
TOM YUMCJIE IKBUBAJIEHTHbIE,";

noanyHKT 3.8 mocne cioBa "BOCMPOU3BEAEHHbIX" OOMNONHNTL CI0BaMmM "nan BroaHanoroBbix
(bronogobHbIX)";

B) CHOCKY 4YeTBepTY LOMNOJHATL TEKCTOM C/leflyloLLero coaepxanus: "lMnaHnpyemas K rocyiapCcTBeHHON
perncTpaumm LeHa Ha NeKapCTBEHHbIN nNpenapaT No MHMUMATMBE 3a8BUTENS YKA3blBAaeTCSA MO KaX 40N
L03VPOBKE, @ TakXXe MOXeT ObITb yKa3aHa LieHa, KOTOPY NPON3BOAMTENb NNAHUPYET 3aperncTpmpoBaTh,
B C/ly4ae O4HOBPEMEHHOr 0 BK/IIOYEHNS B NepeyeHb LOPOoroCToAWMUX IeKapCTBEHHbIX npenapaTtos. Mpu
3TOM MpPU Pa3nNYHbIX YPOBHAX LieH NMpeAcTaB/eHHbIE NCCNEN0BAHNS BKIIKOYAKOT pacyeThl Ha 6a3e Bcex
NAaHUPyeMbIX K FOCYyAapCTBEHHON perncTpauum LeH.".

20. B npunoxeHun Ne 2 K yKa3aHHbIM [TpaBuiam;

a) B NyHKTe 2:

NOANYHKT 2.6 nocne CNoB "3aperncTpupoBaHHOro ekapCTBEHHOro npenapaTa,” 4ONOJHUTL cnoBammn "B
TOM YUMCJIE IKBUBAJIEHTHbIE,";

NoAnyHKT 2.7 nocae c/ioBa "BOCMPOU3BEAEHHbIX" OOMNONHNTL CI0BaMmM "nan BroaHanoroBbix
(bronogobHbIX)";

6) noanyHKT 3.3 NyHKTa 3 nocae cjoBa "BOCMPOU3BEAEHHbIX" OOMONHUTL CJI0BaMM "Uan BroaHanoroBbix
(bronogobHbIX)".

21. B npunoxeHun Ne 3 K ykasaHHbIM lNpasuiam:

a) NoAanyHKT 1.3 nyHKTa 1 NCKNOYMTb;

6) B NyHKTe 3:

NoANyHKT 3.5 nocne coB "nekapCTBeHHble (hopMbl" LOMOSHUTL C/IOBaMK ", B TOM YMCJie SKBUBAJIEHTHbIE,";
noanyHKT 3.6 nocne cioBa "BOCNPOM3BEAEHHbIX" OONOAHUTL C/I0BaMu "nan 6rnoaHanoroBbix
(6buononobHbIX)";

B) B MyHKTe 5:

NoANYyHKTbI 5.1 1 5.2 NCKNOYNTb;

B NoANyHKTe 5.3 cioBa "rod, NpefLwecTByOWMA" 3aMeHNTb C/IoBaMK "3 rofa, npeglecTsyowme”;
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CHOCKM NMEepBYIO 1 BTOPYIO NCKIOHNTD.

22. TIoANYHKT 2.6 NyHKTa 2 npuioxeHus Ne 4 K ykaszaHHbIM [TpaBunamM rnocne cyiosa "BocrnponsseeHHbIX"
JOMOJIHUTL C/IoBaMn "nnu brnoaHanorosbix (bronogobHbIx)".

23. B npunoxeHun Ne 5 K ykasaHHbIM lNpasuiam:

a) noanyHkTbl 1.1.3 1 1.2.3 nyHKTa 1 UCKIIOYUTD;

6) B NyHKTe 5:

NOANYHKT 5.4 N3n10XNTb B Ceaytowen peaakunnm:

"5.4. NnpeAcTaBiieHNEe B Te4EeHMEe OHOr0 KaJsleHgapHOoro rofa nNpeasioxXeHna B pamkax MexxayHapoaHoro
HenaTeHTOBAaHHOr0 HAaUMEHOBAHMA JIEKApPCTBEHHOr0 NpenapaTa (Npu oTCYTCTBMM TakKOro HaMMeHOBaHNS -
B paMKax rpynmnmpoBOYHOr0 UM XMMUYECKOr0 HaMEHOBaHKA), MO KOTOPOMY KOMUCCUEN B TEKYLLEM roLy
61110 BbIHECEHO pelleHne 06 0TKa3e BO BKIIYEHUN (MCKNOYEHMMN) NEKAPCTBEHHOMO NpenapaTta B NepeyHu,
MUHNMaJIbHbIA aCCOPTUMEHT UM B OTHOLLEHWW KOTOPOr0 OCYLLECTBASETCA AOKYMEHTalbHasA 3KCNepTunsa
WA KOMMJIEKCHaA OLLeHKa, 3a UCKJIIYEeHNeM Cly4vas, NpeayCMOTPEHHOro NyHKTOM 91 Mpasun
(hopMMpOBaHNS NepeyHeln NeKapCTBEHHbIX NPenapaToB A MeANLMHCKOrO NPUMEHEHUS N MUHUMAJIbHOIO
aCCOpPTMMEHTa NeKapCTBEHHbIX MpenapaToB, HE0bXoANMbIX 419 OKa3aHUsA MeANLIMHCKON MOMOLLK,
yTBEPXAEHHbIX NocTaHoBNeHueM MpaBuTenbcTBa Poccunckon ®epepaumm ot 28 asrycta 2014 r. Ne 871;";
NOANYHKT 5.6 N310XNTb B Ceaytowen peaakunnm:

"5.6. npeacTaBneHne oopaboTaHHOro NPeasioXeHNs Nocsie NOBTOPHOIO OTKJIOHEHNS MO pe3yJibTaTaM
LOKYMEHTaIbHOM 3KCnepTum3bl.";

B) nocne cnoBa "Mpeacenatens” QONOAHUTL CloBaMu "(3amMecTMTeNb Npeacenatens)".

24. B npunoxeHun Ne 5! K yKaszaHHbIM [TpaBmnam:

a) NYHKT 1 M310XNTb B CledylOLEeNn peaakumm:

"1. MeTO40/I0rNYECKOE Ka4YeCTBO KINHNKO-3KOHOMUYECKNX NCCe0BaHUIN NEKapCTBEHHbIX MPenapaToB 1
aHasm3a BAnsAHMA Ha biogxxeTbl 6104)KeTHON cuctembl Poccuinckon Pepepaunn (ganee - 6104KeT)
npusHaeTcs:

a) BbICOKUM:

4719 KJIMHNKO-3KOHOMMYECKUX NCCIe[0BaHNIA - NPy 04HOBPEMeHHOM cobtogeHun TpeboBaHUN, yKa3aHHbIX
B NMyHKTax 2 U 3 HacToAwmx TpeboBaHun;

AN19 aHann3a BANAHUA Ha BlogXxeT - Npu ogHOBpeMeHHOM cobnogeHmnmn TpeboBaHMIM, YKa3aHHbIX B MyHKTaX
2 1 4 HacTosAWwmX TpeboBaHWiA;

6) cpegHuM:

ANS KIIMHUKO-9KOHOMUNYECKNX NCCIe0BaHUN - MPY 0AHOBpPEMEHHOM cobnoaeHnn TpeboBaHUN, YyKa3aHHbIX

B NoANyHKTax "a" - "r'" n "e" nyHkTa 2, nognyHkTax "a", "6" n "a" nyHkTa 3 HacTosALWMX TpeboBaHMi;

AN9 aHanM3a BAMAHUA Ha Blog)xeT - Npu ogHOBpeMeHHOM cobnogeHnm TpeboBaHMIN, YKa3aHHbIX B
nognyHkTax "a" - "r"
B) HU3KUM:

AN9 KIMHNKO-3KOHOMMWYECKNX NCCNENOBAHNA - MPU HecobntoAeHMn 04HOr0 U3 TpeboBaHNA, YKa3aHHbIX B
noanyHkTax "a" - "r'" n "e" nyHkTa 2, nognyHkTax "a", "6" n "a" nyHkTa 3 HacTosAwMmx TpeboBaHwmiA;

AN19 aHann3a BAMAHUA Ha BrogxeT - npu HecobntogeHnn ogHOro 13 TpeboBaHUN, yKa3aHHbIX B MOANYHKTax

1 "e" nyHKTa 2, noanyHkTax "a", "B" n "r" nyHkTa 4 HacTosawwmx TpeboBaHui;

"a" - "r" n "e" nyHkTa 2, nognyHkTax "a", "B" n "r" nyHkTa 4 HacTosWmxX TpeboBaHNA.";

6) B NyHKTe 2:

B NoAnyHKTe "6" cnoBa "CMepPTHOCTbIO 1 MHBaNMAN3aLMEN" 3aMEHUTb C/I0BaMK "CMEPTHOCTbIO 1
MHBaNMAm3aLmen. ECnn nekapCTBeHHbIN NpenapaT NpeanaraeTcsa K BKAKYEHNIO B NePeYeHb XXN3HEHHO
HeobX04MMbIX N BaXXKHENLLMX IeKaPCTBEHHbIX MpenapaTos 418 MeQULUHCKOro NpuMeHeHns (fanee -
nepeyvyeHb BaXXHeNLWNX NeKaPCTBEHHbIX MPenapaToB) 1 (MK) B NepeveHb JiekapCTBEHHbIX NpenapaTos,
npefHasHayveHHbIX 4as obecnevyeHns nuu, 60nbHbIX reModuanein, MyKoBUCLIMA030M, TMNor3apHbIM
HaHn3MoM, 6one3Hblo [owe, 3/10Kka4eCcTBEHHbIMU HOBOOBPa30BaHNAMMN NMMEMONAHOW, KPOBETBOPHOW U
POACTBEHHbIX UM TKaHel, paCCeAHHbIM CKepPO30M, FeEMOINTUKO-YPEMUYECKUM CUHAPOMOM, KOHOLLECKNM
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apTPMTOM C CUCTEMHBIM Ha4vasioM, Mykonoancaxapuaosom I, Il n VI Tunos, annacTn4eckon aHeMmen
HeyTOYHEHHOW, HacNeACTBeHHbIM AedununtoM dakTopos Il (bubpuHorena), VIl (nabunbHoro), X (CTioapTa -
Mpayapa), a TakXXe ML, Mocne TpaHCMJaHTauumn opraHoB v (Mnun) TKaHen (ganee - nepeyeHb
LOPOroCTOSAWMX NEKAPCTBEHHbIX MPenapaToB), U HE UMEET aHasIOrMYHOro NpenapaTa B COOTBETCTBYIOLLEM
nepeyHe (NpeactaenseT cobol HOBLIN NOAXOA K JIEYEHWIO) - MOKa3aHue, Mo KOTOPOMY NMPOBOAUNTCS aHan3
BMSAHNSA Ha BIO)KET, COOTBETCTBYET 3ab0/1eBaHUSAM (COCTOSAHUSM) U3 TOW »Ke TPEX3HAYHON pybpuKm
Me)xayHapoOHOW CTaTUCTMYECKON Knaccudurkaunm bonesHen n npobnem, cBA3aHHbIX CO 340POBLEM, YTO U
nokasaHue, cogepxxalleecs B MUHCTPYKLMM N0 MEANLIMHCKOMY NPUMEHEHUNIO NPealaraemoro
JIeKapCTBEHHOro npenapaTta“;

B NoanyHkKTe "B" cnoBa "HafnbaBoK, yCTaHOBAEHHbIX 3aKOHO4ATEeNbCTBOM Poccuinckon ®enepauun”
3aMeHMUTb C/IoBaMuK "Hanora Ha AobaBneHHY0 CTOMMOCTb";

B) B NyHKTe 3:

B NognyHkKTe "a" cnosa "MUHMMKU3ALMK 3aTpaT" 3aMEHUTb CJIOBaMU "MUHUMKU3ALUN 3aTpaT.
XapaKTepUCTMKKN NauneHToB (NnoJ, BO3pacT, TeyeHune 3aboneBaHus, popma 3abonesaHus, cTagus
3aboneBaHna, MMHWA Tepanuu, NpeawecTByowWas Tepanms) 1 CpaBHUBAEMbIX NpPenapaToB (JlekapCcTBeHHas
opMa, pexxnM [03MpoBaHKs, CNocob BBeAeHNS) B KIIMHUYECKUX UCCIEN0BaHNAX, Pe3ybTaTbl KOTOPbIX
MCNosib3oBaHbl Ans 06ocHoBaHMS Bbibopa METOAA KJIMHMKO-3KOHOMMUYECKOr0 UCCnenoBaHums,
COOTBETCTBYIOT XapakTepuCTUKaM NaLMEHTOB M CPaBHMBAEMbIX MpenapaToB, OLLEHNBAEMbIM B KJNHUKO-
3KOHOMUYECKOM nccnefosaHum";

NoanyHKT "6" N3N0XXUTb B C/leaylOLEeN pedakuum:

"6) ecnmn nekapCTBEHHLIN NpenapaT NPeAflaraeTCsa K BKIKOYEHUIO B NMEPEYEHb BaXKHENLINX NEKAPCTBEHHbIX
npenapaToB, B Ka4eCTBe NpenapaTa CpaBHEHNA UCMOIb3yeTCA IeKapCTBEHHbIN NpenapaT (npenapaTbl),
BKJIIOYEHHbIV B YKa3aHHbIN NepeyeHb, eC/in NeKapCTBEHHbIN NpenapaT npeaiaraeTcs K BKJKYEHNIO B
nepeyeHb LOPOroCcTOAWMX JIeKapCTBEHHLIX MpenapaToB, B Ka4yecTBe npenapaTta CPaBHEHUS UCMNOJIb3yeTCs
JIeKapCTBEHHbIV MpenapaT, BKAOYEHHbIN B NepeyeHb OPOroCTOALLNX NEKAPCTBEHHbIX MpenapaTos.
MpenapaT CpaBHEHUSA JO/DKEH MPUMEHATLCA B TEKYLLEN MPaKTUKe JlIe4eHUs NaLneHTOB N0 TEM Xe
MOKa3aHMAM 1 B TAKOW »Xe KINHNUYECKON CUTyaunn, 4TO 1 NpeaJsiaraemblil 1eKapCTBEHHbIN npenapar.
ONTMManbHOW anbTEPHATMBON ANS CPaBHEHNS SBAAETCA Hanbonee ahMEKTUBHLIN U3 TEKAPCTBEHHbIX
npenapaToB, BKJIIOYEHHbIX B NepeYeHb 1 NCMOb3YIOWMXCA N0 TEM )Ke NOKa3aHNAM 1 B TaKON Xe
KJIMHNYECKOM CUTyauun, 4To 1 npeanaraemMblii IeKapCTBEHHbIM npenapaT. Mpu HaaM4Ynm HEeCKOIbKINX
JIEKapCTBEHHbIX NPenapaToB C 0ANHAKOBON 3PMEKTUBHOCTbIO ONTUMAJIbHON aflbTEPHATUBHOWN AN
CPaBHEHWS ABASETCA TOT U3 HUX, KOTOPbLIN XapaKTepU3yeTCs HavMeHbLIen CTOMMOCTbIO 3a KYpC JieqeHus;";
NOAMYHKT "XX" M3/10XKNTb B CNeayoLlLen peaakumm:

")K) NPOBOANTCS aHaNN3 YyBCTBUTEIbHOCTW PE3Y/IbTAaTOB PACYETOB K MU3MEHEHMNAM C/IeAYOLLMX
napamMeTpoB MOLENU:

AN aHaNM3a MMHMMU3aLUMK 3aTpaT: LleHa Ha npeasaraeMmblil IeKapCTBEHHLIN NpenapaT v LeHa Ha
npenapaT CpaBHEHUS;

45 aHaM3a COOTHOLLEHUA 3aTpaT U 3PPEKTUBHOCTI: LieHa Ha npeafiaraeMelil 1eKapCTBEHHLIN npenapaT
1 LUeHa Ha nNpenapaT CpaBHEHUSA, MoKa3aTenn KANHNYECKON 3DeKTMBHOCTY NpeasiaraemMmoro
JIeKApCTBEHHOr 0 npenapaTa ¥ npenapaTta cCpaBHeHUs.";

) B NyHKTe 4:

B noanyHkTe "6" cnoBa "onTuManbHbIA" 1 "NPUMEHEHUS TeKAapPCTBEHHOM0 npenapaTa" UCKJIIOYNTb;

B NOANYHKTE "r" cnoBa "BpeMeHHOW Neproa" 3aMeHNTh C1I0BaMu "BpeMeHHoW neprog. Mpu 3ToM ecu
JIeKapCTBEHHbIV MpenapaT npeasaraeTcs K BKAIOYEHNIO B MepeYeHb BaXKHENLINX JIeKapCTBEHHbIX
npenapaToB U (1K) B NnepeyveHb AOPOroCTOALLNX IeKapCTBEHHbIX NpenapaToB, TeKyLWas NpakTuka u
OXWaaemas NpakTUKa Tepanuu BKI0YaloT B cebs TONbKO IeKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B
COOTBETCTBYIOLLNIA NepeyeHb U NPUMEHALWMECS B MPaKTUKe NeYeHNs NauneHTOoB N0 TOMY XXe MoKa3aHuio
N B TaKOWN XK€ KJIMHMYECKOW CUTyauun, 4TO 1 npeasiaraemMblii IEKapCTBEHHbIM nNpenapaT";
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NOAMYHKT "A" M3/10XKNTb B CNeayoLLlen peaakumm:

"[l) BbIMNOMIHEH aHaNN3 YYBCTBUTEbHOCTW Pe3ynbTaTOB PacyeToOB K U3MEHEHUAM NapaMeTpoB Mo4enun:
LieHbl Ha JIeKapCTBEHHbIe NMpenapaThbl, YACAEHHOCTM LeneBor Nonyasauumn nauneHToB 1 YUCAeHHOCTH (80oan)
NnauMeHTOoB, NoJyvaloLWwmx npeaiaraeMblil IeKapCTBEHHbIA NpenaparT.”.

25. B npunoxeHun Ne 6 K yka3saHHbIM lNpasusiam:

a) B ab3aLie BTOpoM B rpadge "XapakTepucTuka nokasatena" pasaena "LLkana oueHKN ypoBHEN
ybeanTenbHOCTN AOKa3aTeNbCTB KANHUYECKMNX NCCIef0BaHMIN NeKAPCTBEHHbIX NpenapaToB" C/10BO
"(MCKNOYEHNA)" NCKNIYNTD;

6) NyHKT 4 pasgena "LLUKana KNMHUKO-3KOHOMMNYECKON OLEHKMW NNEKApPCTBEHHOMO NpenapaTa” n3noXnTb B
cnefyowen pefakuuu:

"4 . KnnHnyeckas 3ahheKTUBHOCTb NpefJsiaraeMoro IeKapCcTBEHHOrO npenapaTa CTaTUCTUYECKM 3HAYUMO
BbILLE® KIMHMYEeCKOoM 3h(PEKTNBHOCTU NpenapaTa CPaBHEHUS, NPU 3TOM NPUMEHEHWE IEKapCTBEHHOM O
npenapaTa xapakTepu3yeTcs 60NbLIMMMN 3aTpaTaMu, YeM NPYMEHEHNE NMpenapaTa CPaBHEHNA?

4.1.MHKPEeMEHTHbIN NoKasaTeslb COOTHOLWEHNS 3aTpaT 1 3 PEKTUBHOCTM 418 NpefsiaraeMoro
NEeKapCTBEHHOro NpenapaTta HUXe, YeM MHKPEMEHTHbI NOKa3aTeslb COOTHOLEHNS 3aTpaT U
3hheKTUBHOCTK NMpenapaTa CPpaBHEHMUS

6onee 60

(6onee 40)*+9

oT 40 o 60

(0T 20 no 40)*°+8

oT 20 no 40

(o1 10 po 20)5+7

o1 10 po 20

(oT 5 po 10)*>+6

4.2 .MHKPEMEHTHbIN NOKa3aTesb COOTHOLWEHNSA 3aTpaT U 3PPEKTUBHOCTM NpeasaraeMoro eKapCcTBEHHOMO
npenaparta CoONoCTaBUM C UHKPEMEHTHbLIM NoKa3aTeneM COOTHOLEeHNUS 3aTpaT 1 3hheKTUBHOCTM
npenapaTta CpaBHeHus

no 10

(0o 5)¥5+5

4.3.MHKPEMEHTHbIN NOKa3aTe b COOTHOLLEHNS 3aTpaT U 3PPEKTMBHOCTM NPeasaraemMoro JIeKapCTBEHHOI0
npernapara Bbllle UHKPEMEHTHOI0 NoKasaTens COOTHOLEeHNS 3aTpaT U 3P PeKTUBHOCTN npenapaTta
CpaBHeHWs

6onee 60

(6onee 40)*>+1

o1 40 po 60

(o1 20 po 40)¥+2

o1 20 no 40

(o1 10 go 20)*+3

ot 10 go 20

(oT 5 po 10)¥+4",

B) B pa3gene "LLIkana oueHKU BANAHNS eKapCTBEHHOro npenapaTa Ha 6ioaxeTbl 6104)KEeTHOW CUCTEMBI
Poccuinckon ®epepaunn':

NYHKTbl 1 1 2 JOMNOJIHUTL C/I0BaMM MO CPaBHEHUIO C TEKYLLEN NPpakTUKon Tepanun®;

NYHKT 3 U310XXUTb B C/iefyoLLein pegakuum:

"3.MpnumeHeHNe NpefsiaraeMoro IeKapCTBEHHOrO npenapaTa NPUBOLUT K YBENYEHUIO MPSMbIX
MeLMLMHCKMX 3aTpaT!® N0 CpaBHEHNUIO C TEKYLLEN NPaKTUKON Tepanuu

ot 10 go 200

oT 20 no 40-1
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o1 40 po 60-2

6onee 60-3";

r) B rpace "Kputepun oueHkn" pasgena "LLkana KonM4ecTBeHHON OLLEHKN AOMOJIHNTESbHbLIX faHHbIX O
JIeKapCTBEHHOM npenapaTte’;

ab3aL, BTOpOW M3M10XKNTb B CIeAyoLWen pefakLmm:

"Hannyune 3aperncTprupoBaHHbIX B Poccuinckon ®epepalmm BoCnponsseneHHbIX Man GrnoaHaoroBbix
(6Monofo0bHbIX) NEKAPCTBEHHbLIX MPenapaTos

ha

HEeT

+1

0"

B ab3aue TpeTbeM cnoBa ", yTBEPXKAEHHOM pacrnopsikeHneMm MpaBuTenbcTBa Poccuinckon depgepaunmn oT 6
nons 2010 r. Ne 1141-p" UCKNIOYNTD;

[l) CHOCKY 12 M310XNTb B CIeAyIOLWEN pefakumnu:

"12 B cnyvae ec/v NeKapCTBEHHLIN NpenapaTt NpeasaraeTcs K BKJKYEHUIO B NepeyeHb BaXKHenLWmnx
JIeKapCTBEHHbIX MpenapaToB Y He NMeeT aHaJIOrMYHbIX JIEKAaPCTBEHHbLIX NpenapaToB B NepeyHe
Ba)XHEMNLLMX NEKAPCTBEHHbLIX NpenapaToB (nNpeacTaBnseT cobon HOBLIM NOAXOA K JIe4EHUI0),
WHKPEMEHTHBIN NoKa3aTesb COOTHOLWEHNS 3aTpaT N 3 PEKTUBHOCTM 4J19 HEro0 CpaBHMBAETCS C
WHKPEMEHTHbIM MoKa3aTesieM COOTHOLLEHUS 3aTpaT 1 3 (EKTUBHOCTY 415 IEKaPCTBEHHbIX NPenapaTos,
BKJIOYEHHbIX B NepeyeHb BaXKHENLLNX JleKapCTBEHHbIX NPenapaToB Y MPUMEHSIOLWLMXCA Npu 3aboneBaHnax
N3 TOro Xe Knacca MexayHapoLHOW CTaTUCTMYECKON Knaccndukaumnym bonesHen n npobnem, CBA3aHHbIX CO
300p0BbEM. B criydae ecnu nekapCTBEHHbIM NpenapaT NpeAfiaraeTca K BKOYEHUIO B NepeYeHb
LOPOroCTOALLNX NNeKapCTBEHHBIX MPenapaToB U He UMEET aHaNoroB B NepeyHe LopOoroCcToALNX
JleKapCTBEHHbIX NpernapaToB, UHKPEMEHTHbIN NOKa3aTeslb COOTHOLEHMWS 3aTpaT U 3PMEKTUBHOCTN ANs
Hero CpaBHUBAETCS C MHKPEMEHTHbIM NnokKa3aTesieM COOTHOLIEHUSA 3aTpaT U 3 eKTUBHOCTN 4Nd
JleKapCTBEHHbIX NPenapaToB, BKJKYEHHbIX B NepedyeHb JOPOroCTOAWNX NeKapCTBEHHbIX NpenapaTos.
CpaBHMBAIOTCA UHKPEMEHTHbIE MOoKa3aTe I COOTHOLLEHUS 3aTpaT 1 3P(MEKTUBHOCTM, pacCHUTaHHbIE Ha
OAVNHAKOBbIV KJIMHNYECKNA 3PDEKT (AOCTMIKEHNE BbI3AOPOBAEHNS, PEMUCCUN, FOL COXPAHEHHON XN3HW,
roll COXpaHEeHHON Ka4yeCTBEHHOW XWU3HN 1 Ap.).";

e) B cHocke 14 cnoBa "(He MmeHee 6 6anioB x0Ta Hbl MO OAHOMY N3 3asiBIEHHbIX MOKa3aHU)" 3aMeHNTb
cnoBamu "(He MeHee 2 6annoB ANa opaHHbIX NEKAPCTBEHHbLIX MPenapaTos, He MeHee 6 6annoB ANS UHbIX
NeKapCTBEHHbIX NpenapaTos)”;

)K) OOMOMHUTbL CHOCKOM 15 crefytowero cogep>xaHus:

"15 NIna opaHHbIX 1IeKapCTBEHHbIX NpenapaTos.”.

26. B npunoxeHun Ne 7 K yka3aHHbIM [TpaBuiam;

a) noanyHkTbl 1.1.3 1 1.2.3 nyHKTa 1 UCKIOYNTb;

6) B NyHKTe 3:

B NOANYHKTE 3.3 C/I0Ba "N UCKJTIOYEHUNIO SIeKapCTBEHHble (hOPMbI" 3aMEeHNTb C/I0BaMu "fieKapCTBEHHbIe
(bopMbl, B TOM YUC/e 3KBUBAJIEHTHbIE,";

noanyHKT 3.4 nocne caoBa "BOCNPOU3BEAEHHbIX" OOMNONHUTL CJI0BaMM "nan BroaHaNoroBbix
(6buononobHbIX)";

B) B ab3aue nepBoOM NMyHKTa 8 c10BO "(MCKAOYEHUSA)" NCKOYUTD.

27. B npunoxeHun Ne 8 K ykasaHHbIM lNpasuiam:

a) ab3aL YeTBepThbIN NOAMNYHKTa "a" M NOANYHKT "6" nyHKTa 1 NCKAYUTB;

6) B NyHKTe 3:

B NognyHKTe "B" C/I0Ba NN UCKJTIOYEHUIO" UCKJTOYUNTD;

NoANyHKT "r'" nocsne cfioBa "BOCNPOMN3BeAEHHbIX" NOMOAHUTL C/IOBaMK "unn 6noaHanoroBbix
(6buononobHbIX)";
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B) B noAnyHkTax "a" n "6" nyHkTa 4 cnoBa "BbiBOA (METOA0NOMNMYECKOE KAaYe€CTBO KINMHNKO-3KOHOMUYECKUX
NCCNenoBaHW U aHasM3a BAUSHUA Ha BI00)KET yO0BNETBOPUTENILHOE MU HEYA0BIETBOPUTENLHOE)"
3aMeHUTb c/ioBaMm "BbiBOA, (METOLOIOMNYECKOE Ka4eCTBO KMHUKO-9KOHOMUYECKMX NCCef0BaHWNA:
BbICOKOE, CpefHee Unmn Hm3Koe)";

r) B NyHKTe 5:

B MOANYHKTe "a" HanMeHoBaHMe rpadbl "Homep perncTpaunoHHOro yaoCcToBepeHns (4159 BKIOYaEMOro
WA NCKNOYAEMOro JIEKapCTBEHHOMO NMpenapaTa) Wan KOAMYeCcTBO PErncTPaunoHHbIX YA0CTOBEPEHUA AN
JIeKapCTBEHHbIX NPEenapaToB, BKKYEHHbIX B NepeyeHb XXU3HEHHO HEOOXOAMMbIX 1 BaXXHENLLNX
JIeKapCTBEHHLIX NpenapaToB” U3N0XNTb B CledyoWeNn pegakumm:

"Homep permcTpaumMoHHOro yaooCTOBEPEHNS (B CayyYae HaAMyYns 0gHOM0 perncTpaLoHHOro
YOO0CTOBEPEHMNA) NN KONNYECTBO PEerncTpPaLmnoHHbIX YOOCTOBEPEHU (B C/lyvae Hanu4yma HeCKOJIbKUX
perncTpaumoHHbIX YA0CTOBEPEHMIN)",

B rpache "Kputepum oLeHkn" nognyHkTa "6":

ab3au BTOpOW nocsie cnoBa "BOCNPOM3BEAEHHbIX" AONOJIHUTL CloBaMu "nnm BruoaHanorosbix
(bronogobHbIX)";

B ab3aLe TpeTbeM CnoBa ", yTBEPXKAEHHOM pacrnopsikeHneMm MpaBuTenbcTBa Poccuinckon deagepaunn oT 6
nona 2010 r. Ne 1141-p" UCKIIOYUTD;

[) B NyHKTe 6:

B ab3aue nepBoM CoBa "MNO UCK/OYEHNIO NEKAPCTBEHHbIX NPEnapaToB N3 YKa3aHHbIX B MOAMYHKTe "6"
NyHKTa 1 HaCTOALWEro 3aKJ/II04YEHUSA NepeYHe B paMKax COOTBETCTBYIOWMX aHaTOMO-TepaneBTNYecKo-
XUMUNYECKUX FPYnn 1 eKapCTBEHHbIX NPenapaToB, UMEIOLWNX aHaoOrMYHbIe MOKa3aHns, a TakxXe
npesaoXeHna" NCKNIYNTb;

B HaMMeHOoBaHuK rpadbl "CBegeHunsa oaa nogroToBKM NPeasoXKeHNin Mo NCKYEHNIO JIEKAPCTBEHHbIX
npenapaToB, a TakXXe NPeasoXeHNS No KOPPEKLNN HaMMEHOBaHWI IEKAapCTBEHHbIX NPenapaToB 1
HaMMEHOBAHUN NEeKapCTBEHHbIX (POPM NEKAPCTBEHHbIX NMpenapaToB” C/I0Ba "N0 UCKOYEHUIO
JIeKapCTBEHHLIX MpenapaToB, a TakKXXe NpeaoXeHnsa" NCKIYNTb.

28. B npunoxxeHun Ne 9 K yKasaHHbIM [TpaBunam:

a) ab3aL YeTBepThIN NOANYHKTa "a" 1 ab3aL YeTBepTbI NOANYHKTA "6" MyHKTa 3 NCKIIIOYUTD;

6) NYHKT 4 LONOAHWNTL C/IOBOM "(MepeyncanTb)";

B) NOAMYHKT "B" MyHKTa 5 U NyHKT 6 nocie ciioBa "BOCMPOM3BEAEHHbIX" AOMNOJIHATL CZI0BaMK "Unn
6rnoaHanorosbix (bronogobHbIX)";

r) B NyHKTe 9 nocsie /0B "KOMMIEKCHOM OUEHKN" A0MOMHNTL C/IoBaMu "(BbICOKOE, CPelIHEE NN HN3KOE), a
TakK)Xe pe3y/ibTaTbl OLEHKWN LOMONHNTESNIbHbIX NOCNEeACTBUIA N0 IEKapPCTBEHHOMY npenapaTy”.
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