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MoctaHoBneHwue lMpasutensctea PO ot 03.12.2020 N 2021
"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBINEHMUE
ot 3 aekabps 2020 r. N 2021

O BHECEHUU VI3!VIEHEHVII7I
B MPABUJNTA ®OPMUPOBAHUA NEPEYHEU NIEKAPCTBEHHbIX NMPEMAPATOB
anda MEOQULMHCKOIro NPUMEHEHUA U MUHUMATNIBHOIO ACCOPTUMEHTA
JNIEKAPCTBEHHbBIX NMPEMNAPATOB, HEOBXOAUMbIX ANA OKA3AHUA
MEAULIMHCKOM NMOMOLLU

IIpaBurensctBO Pocculickoit denepanuu noCTaHOBIISIET:

YTBepauTh mpuigaraeMble W3MEHEHUs, KOTOpble BHOCATCS B [IpaBuna (gopmupoBaHUs mepedHen
JIEKAPCTBEHHBIX TMPENapaTroB JUIsi MEAUIIMHCKOIO MPUMEHEHUS W MHHUMAJIbHOTO acCOPTUMEHTa
JIEKApCTBEHHBIX MPENapaToB, HEOOXOIUMBIX IJisi OKa3aHWs MEIUIIMHCKON TOMOIIHU, YTBEP)KICHHbBIC
noctaHoByieHreM IIpaButenbctBa Poccuiickoit ®enepammu ot 28 asrycra 2014 r. N 871 "O6
yTBepkaeHnn IIpaBuin (GopmMupoBaHus TEpeUHEH JIEKAPCTBEHHBIX MPEMApaToOB IS MEIUIIMHCKOTO
MPUMEHEHUS W MHHHMAIbHOTO AacCOPTUMEHTAa JIEKapCTBEHHBIX MPENapaToB, HEOOXOIWMBIX s
oka3anusi MeauiHckoii momomu" (CoOpanue 3akoHoatenscTBa Poccuiickoii denepanuu, 2014, N 36,
cT. 4855; 2017, N 25, c1. 3691; 2018, N 45, cT. 6943; N 48, ct. 7431; 2020, N 24, cT. 3795).

IIpencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
M.MUIITYCTUH

YTBepKICHBI

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanuun

ot 3 nexabpst 2020 r. N 2021

U3MEHEHUA, 5
KOTOPbIE BHOCATCA B NPABUITA ®OPMUPOBAHUA NEPEYHEN
NEKAPCTBEHHbIX MPEMAPATOB AJ1d MEAULUUHCKOIO NPUMEHEHUA
N MUHUMAJIbHOIO ACCOPTUMEHTA NEKAPCTBEHHbBIX MNMPEMNAPATOB,
HEOBXOAUMbIX ANA OKA3SAHUA MEOAULIMHCKOWU NMOMOLLU

1. HonnyskT "B" nyHKTa 1 IpU3HaTh yTPAaTUBIIUM CHITY.

2. B nynkre 2 cnosa "(IIPOTOKOJIOB JIeYeHHs )" UCKITFOUUTb.

3. AG3all nepBeIii MyHKTa 4 TOCE CI0B "XMMHUYECKUM HAaMMEHOBAHUSM)" JIONOJHUTH CIOBaMH "c
WCTOJIB30BAHUEM AarperHpOBAaHHBIX (MO Croco0y (MyTH) BBEACHHS W MPUMEHEHHS) JIEKAPCTBEHHBIX

dbopMm".
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MoctaHoBneHwue lMpasutensctea PO ot 03.12.2020 N 2021
"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

4. Hoanysukr "B" nyHkTa 5 mocie cioBa "BOCHPOU3BEACHHBIX"' JOIMOJHHUTH CJIOBaMHU WM
OroaHaNoroBhIxX (OMOMOI00HBIX)" .

5. B myHkTe 6:

nn n

a) B a0zanme mepBoM M HoanyHkre "e" cioBa ", mepedHs JIEKAPCTBEHHBIX MPENaparoB Jis
oOecrnievyeHus OT/IeIbHBIX KaTeroOpuil Tpak/iaH" UCKIIOYUTh;

0) moANYHKT "K" M3JI0KUTh B CISAYIOIICH peIaKIIiu:

") IpeAcTaBlIeHne HayYHO 0OOCHOBAaHHON PEKOMEHAALMHU IJIABHOTO BHELITATHOIO CHELUAINCTA
MunucrepcTBa 3apaBooxpanenus Poccuiickoit deneparyu (anee - riaBHbINA KCepT).".

6. B mynkre 6(2):

a) B a03alie MepBOM CJIOBa "KOMIUIEKCHOM OIEHKH" 3aMEHUTH CIOBaMH "OIEHKH KOHOMHYECKHX
HOCJ'IG)ICTBI/II\/'I nux IMIPUMCECHCHUA u HU3YyUYCHUA JOITIOJIHUTCIIbHBIX HOCHG}ICTBI/Iﬁ MMPUMCHCHUA
JICKapCTBEHHBIX MPEnapaToB (Jajee - KOMIUIEKCHAs OlleHKa)'";

0) ZOMOIHUTE ab3ameM CIeAyIOIero COACPKAHMS:

"Ecniu xoTst OBl OAMH KOMIIOHEHT KOMOMHHPOBAaHHOTO JIGKAPCTBEHHOTO TIperapara He
3aperucTPUPOBaH M HE oOpamaeTcs Ha Tepputopun Poccuiickoit deaepanuu Kak 0THOKOMIIOHEHTHBIN
JICKapCTBEHHBIN IIpenapar, MNpH BKJIOYEHHWH B NEPEYHU WU MHUHHUMAIbHBIA ACCOPTUMEHT TAKOTO
KOMOWHHMPOBAHHOTO JICKAPCTBEHHOTO TIpermapara HE TPUMEHSIOTCS TIOJIOKEHUs ab3ala MepBOTO
HACTOSIIIETO MyHKTa.".

7. J1onOIHUTE MYHKTOM 6(3) CIeIyIOIIero coiep KaHus:

"6(3). BrutoueHne SKBHBAJICHTHOM JIEKapCTBEHHOW (OPMBI JEKapCTBEHHOIO Mpernapara, paHee
BKJIIOYCHHOTO B  TIEPEYHM W  MHHUMAQIBHBIM  acCCOPTHMEHT, HE TpeOyeT  MNpOBEACHUS
KJIIMHUKO-3KOHOMHYECKOIO MCCIEI0BAaHUS W aHajdu3a BIMSAHUSA Ha OMOJKETHl OIOKETHON CHUCTEMBI
Poccuiickoit ®enepanuu, ecid KypcoBasi CTOMMOCTb TPUMEHEHMsI JIEKApCTBEHHOW (oOpMBI He
IIPEBBIIAET KYPCOBYK) CTOMMOCTh JIEKAPCTBEHHOrO Ipernapara, BKIIOYEHHONO B IIEPEYHU U
MHUHHUMAJIbHBI AaCCOPTUMEHT.".

8. B myHkre 7:

CJI0BO "eXeroaHo" 3aMEeHHUTH CJIOBaMHU "M TIEpecMaTpUBaETCs HE peKe OJTHOTO pa3a B roa'’;

cioBa ", TIEpeYeHb JICKAPCTBEHHBIX IMIpENapaTtoB Jyisi OOECTeUeHUs] OTAEIbHBIX KaTeropuid

rpakJaH" UCKIOYUTh.

9. llyukT 11 mocne cinoB "WHBIX (eaepaIbHBIX OPraHOB HCIIOJTHUTEIIBHOW BJIACTH" JOTOJHUTH
CJIOBaMU "M MCTIOJTHUTEIHHBIX OPraHOB FOCYAapCTBEHHOM BlacTu cyObekToB Poccuiickoit deneparuu B
cdepe oxpaHbl 310pOBBs".

10. B nyukre 16:

a) DOANYHKT "T" U3JIOXKHUTH B CJICIYIONIEH pelaKIuu:
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"I) mpeAcTaBlIeHHWE B TEUYEHHE OJHOIO KaJCHJApHOIO TojAa TPEeAJIOKEHHS B paMKax
MEXIyHapOAHOIO HENAaTEeHTOBAHHOIO HAaWMEHOBAaHMs JIEKapCTBEHHOTO IpemnapaTta (IpU OTCYTCTBUU
TAKOI'0 HaUMEHOBAaHUS - B paMKaxX I'PYNIHUPOBOYHOIO WM XUMUYECKOTO HAUMEHOBAHHUS), 10 KOTOPOMY
KOMHCCHEH B TEKyIIeM ToAy OBUIO BBIHECEHO pelleHHe 00 OTKa3e BO BKIIOYEHHH (MCKIIOUYEHUU)
JIEKapCTBEHHOI'0 IpernapaTa B MEPeYHH, MUHUMAIbHBIA aCCOPTUMEHT WM B OTHOIIEHUH KOTOPOIO
OCYILECTBIIIIOTCS  JOKYMEHTaJbHAas OSKCIEpPTH3a WIM aHalu3 HUHPOPMALUU O CPaBHUTEIBHOM
KIMHUYECKON 3((EKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO Ipernapara, KOMIUIEKCHasl OLEHKa, 3a
UCKJIIOUEHHEM Cllydasi, IpeaycMoTpeHHoro myHkToM 9(1) Hacrosmux [Tpasum;";

nn

0) ZONOJIHUTE MOJIYHKTOM "€" CIIEYIOIEro CoIepKaHus:

"e) mpencrtaBieHuE OpaOOTAHHOTO TMPEUIOKEHUS TOCIe TOBTOPHOTO OTKJIOHEHHS IO
pe3yapTaTaM JOKYMEHTAIBHON HKCIIEPTU3BL.".

11. B a63atie nepBom nyHkTa 20 coBo "(UCKIIIOUEHUS )" UCKITIOYHTD.

12. B nyHkre 24:

a) B a03aiie mepBoM CJIOBO "(MCKITIOUEHHUS)" UCKITIOUUTH;

©) a03a1l BTOpOW mociie ciIoBa "BOCIPOU3BEIACHHBIE" JOMOIHUTH CIOBaMHU "HIIM OMOAHAIOTOBBIE
(bnomno00HKIC)";

B) B a03alle TpeTheM CI0BO "(MCKITIOYEHHS)" UCKITIOUUTB;

') a03aIl YeTBEPTHIN M3JI0KUTh B CISAYIONICH peIaKIIiu:

"B wmemsx ToOMydYyeHUS HEOOXOAMMOHN  OTMOJMHHUTENbHOW UWHGOpPMAMU H  yTOYHEHUS
MPEACTABICHHBIX B MPEJI0KEHUN CBEACHUI NPHU MPOBEIECHUHM KOMIUIEKCHON OIIEHKU OCYIIECTBIISIETCS
MOWCK WH(OpPMAIMM O JIEKAPCTBEHHBIX WIperaparax B paMKaxX MPeajaraéMoro K BKIIOUYEHUIO
MEXIyHapOAHOTO HEMATEeHTOBAHHOTO HAWMEHOBAaHHS (IIPU OTCYTCTBUU TAaKOTO HAWMEHOBAaHUS - B
paMKax TPYIIHAPOBOYHOTO WJIM XHMHUYECKOTO HAaWMEHOBAHWS), B TOM YHCIE O KIWMHUYECKHX U (WJIN)
KIIMHUKO-KOHOMHUYECKHX HCCJIEAOBAHUAX JIEKAPCTBEHHBIX TMperapaToB. IIpw 3TOM K 3aKIIOUYCHUSIM,
yKa3aHHbIM B MyHKTe 25 Hactosimux I[IpaBui, mpumararoTcs MOJHOTEKCTOBBIE MYyOJIMKAIIMU TaKHX
HUccIenoBanui.".

13. B nynkre 26 cinoBa "(00 UCKIIOYEHUH, OTKA3€ BO BKJIIFOYEHUH)" UCKIIIOUUTb.

14. IlyskTt 26(1) nocne cioB "MUHUMAaJIbHOIO aCCOPTUMEHTA" JTOTIOJHUTD CJIOBAMHU ", a TaKkKe MpU
MOCTYIUICHUH TpEVIOKeHHs 00 HCKIIOYEHUH JIeKapCTBEHHOI'O TIpenapara W3 TMepeyHed u
MHUHHUMAJIBHOT'O aCCOPTUMEHTA".

15. B a6G3aue BTOpoM myHKTa 27 ciioBa '"JEKapCTBEHHOro IpemnapaTa’ 3aMeHHTb CJIOBaMHU
"JIeKapCTBEHHBIX IIPENapaToB B paMKaxX IPEeUlaraéMoro K BKIIOUEHUIO MEXKIYHapOJHOrO
HENAaTEHTOBAHHOIO HAUMEHOBAaHMs (IpU  OTCYTCTBMM TAaKOrO HAaWMEHOBaHUS - B paMKax
IPYNIMPOBOYHOTO UM XUMUYECKOTO HAUMEHOBaHMs)".

16. [IyskT 31 1OMOTHUTE ab3a1eM CIEAYIOIIETO COIePKaHUS:

"B cjlyda€ paBCHCTBa TI'0OJIOCOB pCHIAIOMIUM ABJIACTCA TOJOC MNpEACCAATCIIBCTBYIOIICIO Ha
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3aceJaHuyd KOMUCCHM.".
17. IIyHKT 35 M370KUTH B CIEAYIOIIEN PEJaKLINN:

"35. Ilo pe3ynpraTam 3aceJaHUIl KOMUCCUHM T'OTOBSITCS IPOEKTHI pacnopsbkeHuid IIpaBurenbcTBa
Poccniickoit denepanuy 0 BHECEHHH U3MEHEHUH B NIEPEYHN U MUHUMAJIbHBIA aCCOPTUMEHT, KOTOPBIE
(hopMHUPYIOTCST IO MEXTyHAPOJHBIM HEMAaTEHTOBAHHBIM HAaUMEHOBAHMSM JIEKAPCTBEHHBIX MpEnapaTroB
(Ipu OTCYTCTBMM TaKMX HAaMMEHOBAHUH - MO I'PYNIUPOBOYHBIM MIM XUMHUYECKUM HAUMEHOBAHUSM) C
yKa3zaHHEeM IpU HEOoOXOAMMOCTH OCHOBHOIO 3JIEMEHTAa WJIM JONOJHUTENBHOTO  3JEMEHTa
JIEKapCTBEHHBIX (POPM, KOTOpBIE pa3MelatoTcs Ha o(puIaabHOM caiite B ceT "MHTepHeT" Ha CpoK He
MmeHee 10 pabounx mHE.".

18. B mynkre 36 cnoBa "IIpoekTbl mepeuneil" 3aMeHUTH cioBamu "l3MeHeHUS B MPOEKTHI
nepevHen”.

19. B opunoxenunu N 1 k ykazanasiM [IpaBunam:

a) DOANYHKT 1.3 myHKTa | MCKIIIOYMTB;

0) B myHKTe 3:

HOOJAMYHKT 3.4 MOTOTHATH a03a1ieM CIISAYIOMIErO COIePKaHUS:
"perucTpanus B KauecTBe OphaHHOTO JIEKAaPCTBEHHOTO Npernapara (1a/aer);";

OOANYHKT 3.7 mocjie CcJIOB '3aperuCTpUpPOBAHHOrO JIEKAPCTBEHHOTO Mpemnapara,” JOMOJHUTH
cJIoBaMH "B TOM YHCJIE SKBHBaJICHTHEIE,";

noAnyHKT 3.8 mocie cioBa "BOCHPOM3BENEHHBIX" MOMOTHUTH CIOBAaMHU "WIM OHMOAHAIOTOBBIX
(6uomo00HBIX)";

B) CHOCKY YETBEPTYIO JONOJHUTh TEKCTOM cienyromero coaepxkanus: '"[lnanupyemas k
FOC}’I[ElpCTBGHHOfI peructpaiu LCHa Ha J'IGK&pCTBCHHI:IfI npernapar Mo HWHUIHUATHBE 3adBUTCIIA
YKa3bIBaeTCs MO KaKJIOW TO3UPOBKE, a TaKkKe MOXET ObITh yKa3aHa LieHa, KOTOPYIO MPOU3BOJIUTEIND
IUTAHUPYET 3aperucTpUpoBaTh, B CIydyae OJHOBPEMEHHOIO BKJIKOYEHHUS B IEpPEUYEHb JOPOrOCTOSIIMX
JIeKapCTBEHHBIX MpenapaToB. [Ipy 3TOM MpH pa3IUyuHBIX YPOBHSX LIEH MPEICTaBIEHHbIE UCCIIEOBAHUS
BKJIIOYAIOT pacyeThbl Ha 06a3e BCeX IUIAHUPYEMbIX K TOCYIapCTBEHHOM perucTpanuu eH.".

20. B npunoxxenuu N 2 k ykazaHHbIM [IpaBunam:

a) B IyHKTE 2:

OOANYHKT 2.6 mocie ciaoB '3aperucTpUpOBAHHOIO JIEKAPCTBEHHOrO Ipenapara,”’ JIONOJHHUTH
cJIoBaMH "B TOM 4YHCJIE SKBHBaJICHTHEIE,";

OOJAMYHKT 2.7 mocje ciioBa "BOCHPOM3BENEHHBIX" TOMOTHUTH CIOBaMHU "WIM OHMOaHAIOTOBBIX
(6uomom00HBIX)";

0) moanmyHkr 3.3 myHKTa 3 mocie cioBa "BOCIPOU3BEACHHBIX'" JOINOJIHUTH CIOBAMM "HIIU
OroaHaIOroBEIX (OMOTOT00HBIX)" .
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"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

21. B npunoxenun N 3 k yka3anHbeiM [IpaBunam:

a) DoANYHKT 1.3 MyHKTa | MCKIIIOUNTH;

0) B IyHKTE 3:

n

OOANYHKT 3.5 mocie cioB "JlekapcTBeHHbIC (GOpMBI" JMOMOJHUTH CIIOBaMH ", B TOM 4YHCIIe
SKBUBAJICHTHEIE,";

OOAMYHKT 3.6 mocie ciioBa '"BOCHPOM3BEIEHHBIX" IOMOJHUTH CIOBaMH "WIM OHOAHAJIOTOBBIX
(6bnormono0HBIX)";

B) B [IYHKTE 5:

HOJNYHKTHEI 5.1 ¥ 5.2 UCKIIIOYHTE;

B poianmyHkTe 5.3 cnoBa 'roj, TpeAlIeCTBYIOIIMA" 3aMEHUTh clioBaMH '3 roja,
npeamecTpyronme';

CHOCKH IEPBYIO U BTOPYIO UCKIIOYHUTD.

22. Hopnynkr 2.6 mnyHkra 2 npwiokeHns N 4 Kk ykasaHHbeiM IIpaBuiaMm mnocne cioBa
"BOCIIPOM3BEIEHHBIX" TOTIOTHUTD CJIOBaMHU "HIIM OMOAHAIOTOBBIX (0MOMOT00HBIX)".

23. B npunoxxenuu N S k ykazaHHbeIM [IpaBunam:

a) moanyHKThI 1.1.3 u 1.2.3 myHKTa | UCKIIIOUHTB;

0) B IyHKTE 5:

HOJNYHKT 5.4 U3JI0KUTh B CJICAYIOIIEH peAaKINu:

"5.4. mnpencrtaBlieHWe B TEUYEHHWE OJHOTO KaJICHJAPHOTO ToAa TMPEANIOKEHUS B paMKax
MEXIYHApOAHOTO HEMAaTeHTOBAHHOI'O HAMMEHOBAHHUS JICKAPCTBEHHOTO Mpemnaparta (Ipu OTCYTCTBUHU
TaKOro HAaMMEHOBAHMSI - B paMKaX I'PyNIUPOBOYHOTO UM XUMHUUYECKOTO HAUMEHOBAHMS), IO KOTOPOMY
KOMHCCHEN B TEKyIIeM ToAy OBUIO BBIHECEHO pelleHHe 00 OTKa3e BO BKIIOYEHHH (MCKIIOUYEHUU)
JIEKApCTBEHHOTO TIperapara B TMEPEYHU, MUHUMAJIBHBI aCCOPTUMEHT WM B OTHOIICHHH KOTOPOTO
OCYIIECTBIISIETCS JOKYMEHTAJIbHAs SKCIEPTU3a WU KOMIUIEKCHAsl OILIEHKa, 3a UCKJIIOYCHHEM Cllydas,
npexycMoTpeHHoro myHkToM 9(1) IpaBun dhopmupoBanus nepedHeil JIeKapCTBEHHBIX MpenapaToB A
MEJIMILMHCKOTO TMPUMEHEHHS] M MHHMMAJIbHOTO aCCOPTHUMEHTA JIEKApPCTBEHHBIX IMIPEMNaparos,
HEOOXOUMBIX IS OKa3aHMsI MEIUIIMHCKON TTOMOIIH, YTBEPKICHHBIX TTocTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 28 asrycra 2014 r. N 871;";

OOMNYHKT 5.6 U3JIOKHUTH B CICAYIONIEH peAaKIINu:

"5.6. mpencraBieHHE JOpPa0OTAaHHOIO NPEJIOKEHHsI I0CiIe IOBTOPHOIO OTKJIOHEHHs 10
pe3yibTaTaM 10KyMEHTaJIbHOU SKCIEepTHU3bL.";

B) mocJe cnoBa "l[Ipencenarens” 10MOMHUTE C10BaMH "(3aMeCTUTENb MpeaceaaTens)".
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24. B npunoxenuu N 5(1) k ykazanHbiM [IpaBunam:

a) IYHKT | W3II0KUTH B CIEIYIOMICH PeIaKIIiH:

"1. MeToI0NOrHYecKoe KaueCTBO KIMHHKO-3KOHOMHUUYECKHX MCCICOBAHUN JIEKAPCTBEHHBIX
IIpernapaToB M aHajlu3a BIUSHUS Ha OrOKeThl Oro/pkeTHOM cuctembl Poccuiickoit denepauuu (nanee -
Or0/KeT) MpU3HAETCS:

a) BBICOKHM:

JUI KIIMHUKO-3KOHOMHUYECKUX HCCIIEIOBaHUN - MPU OJAHOBPEMEHHOM COOJIIOIEHUM TpeOOBaHUiA,
yKa3aHHbBIX B YHKTaX 2 U 3 HACTOSIIUX TpeOOBaHUIl;

JUISL aHAJIW3a BIUSHUS HA OIOKET - IPH OJHOBPEMEHHOM COOIIOIEHIH TpeOOBaHUM, yKa3aHHBIX B
MyHKTaX 2 U 4 HACTOSIINUX TPEOOBAHUIA;

0) cpeaHUM:

I KIIMHUKO-D9KOHOMUYECKUX I/ICCJ'IG,Z[OBaHI/Iﬁ - IIpx OOJHOBPEMCHHOM CO6J'IIOI[CHI/II/I Tpe6OBaHI/II>'I,
nn n._mn nn

yKa3aHHBIX B moAmyHKTax "a" - """ u "e" myHkra 2, moamynkTax "a", "0" u "a" myHkTa 3 HacTOSIIMX
TpeOoBaHUii;

JUISL aHAJIM3a BIUSHUS HA OIOKET - IPH OJHOBPEMEHHOM COOIIOIEHIH TpeOOBaHUM, yKa3aHHBIX B

nan n.n nayn nn

noanyHkrax "a" - "r'" u "e" nynkra 2, nognysnkrax "a", "B" u "r" myHkrta 4 HacTOSIIIMX TPeOOBaHUIL;
B) HU3KHUM:

JJIA  KIIMHHUKO-DKOHOMHYCCKHUX I/ICCJ'IC,I[OBaHI/Iﬁ - IpHu HGCO6J’IIOI[€HI/II/I OJHOI'0 H3 Tpe6OBaHI/II>'I,
nn n._mn nn

yKa3aHHBIX B moAmyHKTax "a" - """ u "e" myHkra 2, moanmynkTax "a", "0" u "a" myHkTa 3 HacTOsIIMX
TpeOoBaHUii;

JUIS aHajM3a BIMSHHUA Ha OIO/KET - MPU HECOOIIOJACHUH OJHOTO M3 TpeOOBaHMIA, YKa3aHHBIX B

nan n.n nayn nn

noanyHkrax "a" - "r'" u "e" nynkra 2, nognyskrax "a", "B" u "r" myHkra 4 HacTosiux TpedoBaHui.";

0) B MyHKTE 2:

B moAnyHkTe "0" cioBa "CMEPTHOCTHIO M MHBATUAN3ANUCH" 3aMEHHUTH CIIOBAaMHU "'CMEPTHOCTHIO H
vHBanuu3anueil. Eciau nekapcTBeHHBIM Mpenapar MpeasiaraeTcsl K BKIIOUEHHIO B MEPEeUeHb )KU3HEHHO
HEOOXOMUMBIX M BXKHEHIINX JIEKAPCTBEHHBIX IMPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUs (1anee -
MepevyeHb BAXHEHIINX JIEKAPCTBEHHBIX MPENapaToB) U (UJK) B NEPEUCHb JIEKAPCTBEHHBIX MPENapaToB,
MpeTHA3HAYCHHBIX ISl 00ECIIeUeHUs JIUI], OOJBHBIX TeMOPWIHeH, MyKOBHCIIUI030M, THITOPU3APHBIM
HaHU3MOM, OoJie3Hbi0 ['ollle, 3110KaYecTBEHHBIMU HOBOOOPa30BaHUAMH JTUM(POUIHOM, KPOBETBOPHOU U
POACTBEHHBIX MM TKaHEW, pPACCESHHBIM CKJIEPO30M, TIE€MOJUTHKO-YPEMUUYECKUM CHHAPOMOM,
FOHOIIIECKMM apTPUTOM C CHCTEMHBIM HadajioM, Mykonoaucaxapupozom I, II m VI Ttunos,
aruIacTUYeCcKol aHeMHeW HEeyTOYHEHHOH, HacieICTBEHHBIM AedurutoM dakropoB Il (ubpuHorena),
VII (nabunpHoro), X (Crroapra - [Ipayspa), a Takke JUI] MOCIE TPAHCIUIAHTAIIMA OPTraHOB W (WJIH)
TKaHeH (Jajnee - mepedeHb JOPOTOCTOSIINX JIGKAPCTBEHHBIX MPEMApaToB), U HE MMEET aHAJIOTUYHOTO
mpenapara B COOTBETCTBYIOIIEM TiepedHe (MPEACTaBIsIeT COOOM HOBBIM MOAXOJ K JICUCHHUIO) -
MOKa3aHue, MO0 KOTOPOMY IPOBOJUTCS aHAIW3 BIMSHHUS Ha OFOKET, COOTBETCTBYET 3a00JIEBAHMSIM
(cocTOSIHMSIM) U3 TOW ke TpeX3HAYHON pyOpuku MeXIyHapOoJHOW CTAaTUCTHUECKON KIacCH(PHUKAIUU
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Oone3Hell U poOseM, CBA3aHHBIX CO 3/I0POBBEM, UTO M IOKa3aHUE, COAEprKalleecss B MHCTPYKLUHU MO
MEJULMHCKOMY ITPUMEHEHHIO MpejIaraeMoro JIeKapcTBEHHOr o npenapara';

B poanyHkre "B" cnoBa "Han0aBOK, YCTAHOBJIEHHBIX 3aKOHOJATENBCTBOM Poccuiickoit
®deneparun’ 3aMEHUTH CIIOBaMHU "HAJIOTa Ha TOOABJIEHHYIO CTOUMOCTS";

B) B IIYHKTE 3:

nyn

B noanyHkTe "a" cnoBa "MUHHMMM3aIMHM 3aTpar’’ 3aMEHUTh CIOBaMHM "'MHUHUMM3ALMM 3aTpart.
XapakTepucCTUKHA TMalKeHTOB (MOJd, BO3pacT, TeueHue 3abosieBaHusa, (opma 3abojeBaHUs, CTaaus
3a0oneBaHus, JIMHHUS TEpamuu, MPEIIeCTBYIONIasl Tepanusi) W CPaBHUBAGMBIX IpPENapaTroB
(lekapcTBeHHas (opMa, PEKUM JO3UPOBAHUS, CHOCOO BBEICHHS) B KIMHHUYECKHX HCCIICIOBAHMSIX,
pe3yabTaThl KOTOPBIX HCIOJIB30BaHbI 1T OOOCHOBaHMS BbIOOpa METOAA KIMHUKO-DKOHOMHYECKOTO
WCCTIEOBaHUS, COOTBETCTBYIOT XapakTEPUCTHKAM TMAIIMEHTOB W CPaBHUBAEMBIX TIPEMapaToB,
OLIEHHMBAEMBIM B KIIMHHKO-KOHOMHYECKOM HCCIIEAOBAHUN";

OOAMYHKT "0" M3MOKUTH B CIIEAYIOIIEH peIaKIInu:

"0) ecnu NEKapCTBEHHBIM Mpemapar MpeasiaraeTcs K BKIIOYCHHIO B TEPEYCHb BaXKHEUIIUX
JICKapCTBEHHBIX MpernapaToB, B KAuyeCTBE Mpenapara CpPaBHEHUS MCIIOIb3YETCS JIEKApPCTBEHHbBIN
npenapatr (Tpemaparbl), BKIIOYEHHBIA B YKa3aHHBIM MepedYeHb, €CIM JICKApCTBEHHBIM Iperapar
MpeyIaraeTcsd K BKIIOYEHUIO B MEPEUYECHb JOPOTOCTOAIIMX JEKAPCTBEHHBIX MpenapaToB, B KaueCTBE
rpenapara CpaBHEHHMS MCIOJIb3yeTCsl JIGKapCTBEHHBIM IpernapaT, BKIIOUEHHBIH B IE€PEUYCHb
JIOPOTOCTOSIIINX JIEKAPCTBEHHBIX IpenaparoB. [IpenapaT cpaBHEHUs! JOJIKEH MPUMEHATHCS B TEKyLIEH
MPAKTUKE JICYEHUs MALMEHTOB MO TEM K€ IMOKA3aHUsM M B TAKOM K€ KIMHUYECKOW CUTyalHUH, YTO U
MpeJiaraeMblil JIeKapCTBEHHBIN mnpenapar. ONTUMaJbHOW albTEpHATUBON [UIsl CpPAaBHEHUS SBIISICTCS
HamOosnee A(PQPEKTUBHBIA W3  JIEKAPCTBEHHBIX MPEMapaToB, BKIIOYCHHBIX B TMEpPeYeHb U
HCTOJIb3YIOMIUXCS IO TEM K€ MOKa3aHUsIM M B TAKOM K€ KIMHUYECKOW CUTYalllH, YTO U Mpe/jiaracMbii
JIeKapCTBeHHbIM mpenapar. [Ipy HalIMuMKM HECKOJNBKUX JIEKAPCTBEHHBIX IPENapaTroB C OJUHAKOBOU
3¢ (HEeKTUBHOCTHIO ONTUMAIBHON albTEPHATUBHOW M7 CpaBHEHHS SBISETCS TOT M3 HUX, KOTOPBIH
XapaKTEePU3yEeTCsl HAMMEHBIIIEH CTOMMOCTBIO 33 KypC JIeUeHHUs ;" ;

OOAMYHKT """ M3J0KUTH B CIAEAYIOIIEH peaKkiIvu:

") MPOBOJUTCSI aHAJIU3 YYBCTBUTEIBHOCTH PE3YJIbTATOB PACUETOB K M3MEHEHMSIM CIEAYIOLIUX
[IapaMeTpOB MOJECIIN:

JUId aHaJIM3a MUHMMU3ALUY 3aTPaT: LI€Ha Ha IIpe/ylaraeMblii JIEKapCTBEHHBIN Mpenapar U IieHa Ha
npernapar CpaBHEHHUS;

JUIS aHajM3a COOTHOUICHHUsS 3aTpaT U 3(PQPEKTUBHOCTU: IIeHa Ha MpelaraeMblil JIeKapCTBEHHBIN
npernapar M [eHa Ha Mpernapar CpaBHEHHS, MOKA3aTell KIMHUYECKONW 3((PEKTUBHOCTH MPEIaraeMoro
JIEKapCTBEHHOI'0 IIpernapaTa U Ipenapara cpaBHeHHS.";

T) B [IyHKTE 4:

B noianyHkte "0" cnoBa "onTuMmanbHbI" W "MpUMEHEHHsS JIEKapCTBEHHOro Ipernapara”
HCKITIOYUTH;

n_n

B oAnyHKTe "I cioBa "BPEMEHHOH NEpHOA" 3aMEHUTH CI0BaMU '"BpeMeHHOM nepuol. IIpu atom
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€CJIN JIEKapCTBEHHBIN Npenapar NpeularacTcs K BKIYEHHUIO B IEPEUYEHb BAKHEHIINX JIEKAPCTBEHHBIX
IIpenapaToB U (WiIM) B MEPEUYEHb JOPOTOCTOSIIMX JIEKAPCTBEHHBIX INPENApaTOB, TEKyIllas MpPaKTHKa U
oKujaemasl MpakTUKa Tepaluy BKIKOYAIOT B Ce0s TOJIBKO JIEKAPCTBEHHBIE IPENaparhbl, BKIOYEHHbBIE B
COOTBETCTBYIOIIMI II€PEYECHb W IPUMEHSIOLIMECS B IPAKTUKE JIEYCHHs NALUEHTOB II0 TOMY XKeE
ITOKA3aHUIO U B TAKOW K€ KIIMHUYECKOW CUTYallH, 4TO U MpeyiaraeéMblil JJ€KapCTBEHHBIN Npenapar';

OOANYHKT "1 M3JI0KUTh B CICAYIONICH peIaKIUU:

") BBIIOJIHEH aHalIW3 YYBCTBUTEIHHOCTH pPE3yJIbTAaTOB PAacYeTOB K W3MEHEHHUSM MapaMeTpoB
MOJIEJIM: 1E€Hbl Ha JIEKAPCTBEHHBIC MPENapaThl, YMCICHHOCTH LIE€JIEBOM TMOMYJSIUN MalUeHTOB M
YUCJICHHOCTH (J0JIM) MAI[MEHTOB, MOJYYalOIINX MpeiaracMblil JIeKapCTBEHHBIN Mpenapar.”.

25. B npunoxxenuu N 6 k ykazanHbIM [IpaBunam:

a) B a0zamie BTopoM B Tpade "Xapakrepuctuka nokazarens’ pasnena "lllkama orneHkn ypoBHEH
yOeIUTEeNIbHOCTH JI0OKA3aTeNbCTB KIMHUYECKUX HCCIEAOBAHUN JIEKApCTBEHHBIX IpenapaToB” CIOBO
"(MCKITFOUeHHMS )" UCKITIOUNTD;

0) myHkT 4 pazzgena "lllkama KIMHUKO-3KOHOMHYECKOH OLIEHKH JIEKapCTBEHHOro mpemnapata”
U3JI0KUTH B CICAYIOUICH PEJAKIUH:

"4. Knuauueckas 3¢ (eKTUBHOCTH MPeIaraeMoro JIeKapcTBEHHOI o IpenapaTa
CTaTUCTHYECKHU 3HAUYUMO BbIIe <10> KIuHIUUECKON 3(PPEKTUBHOCTH IIpernapara
CPaBHEHMSI, IIPU TOM IIPUMEHEHHE JIEKAPCTBEHHOT'O Tperapara XxapakTepu3yeTcs
OOJBIIMMU 3aTpaTaMy, 4YeM IPUMEHEHHE IIpenapaTa cpaBHeHUs <12>

4.1. WHKpPEMEHTHBIN OKa3aTelb COOTHOLIEHUS 3aTpaT U 6onee 60 (6onee +9
3¢ (HEKTUBHOCTH JIJIS PEJIaraeMoro JIeKapCTBEHHOTO 40) <15>
npernapara HUXKe, 4eM HHKPEMEHTHBIH MoKa3aTelb
COOTHOILIEHUS 3aTpaT U 3PPEKTUBHOCTHU IIpenapaTa ot 40 10 60 (ot +8
CpaBHEHHS 20 no 40) <15>

ot 20 o 40 (ot +7
10 no 20) <15>

ot 10 o 20 (ot +6
5 no 10) <15>

4.2. WHKPEMEHTHBIN MOKa3aTeIb COOTHOIICHHUS 3aTpaT U 10 10 (mo 5) +5
3¢ (PEKTUBHOCTH TIPeAIaracMoro JICKapCTBEHHOTO <15>
mperapara cOoCTaBUM C HHKPEMEHTHBIM ITOKa3aTeaeM
COOTHOIIIECHUS 3aTpaT U 3PPEKTUBHOCTH IpernapaTa

CpaBHEHUS
4.3. WHKPEMEHTHBIN MMOKa3aTeIh COOTHOIICHHS 3aTpaT U 6onee 60 (6omee +1
3P PEKTUBHOCTH MPEIaraeMoro JICKapCTBEHHOTO 40) <15>
npernapara BbIllle HHKPEMEHTHOTO [TOKa3aTess
COOTHOILIEHUS 3aTpaT U 3PPEeKTUBHOCTH IpenapaTa ot 40 10 60 (ot +2
CpaBHEHHsI 20 no 40) <15>

or20 1040 (o1 43
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MoctaHoBneHwue lMpasutensctea PO ot 03.12.2020 N 2021
"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

10 oo 20) <15>

ot 10 o 20 (ot +4";
5 mo 10) <15>

B) B paznene "lllkanma OIEHKHM BIHMSHHS JIGKAPCTBEHHOTO IMpernapara Ha OOKEThl OFOJHKETHOU
cucteMbl Poccuiickoit @enepanun':

IYHKTBI | ¥ 2 JOMOJHUTH CJIOBaMU ''TIO CPAaBHEHUIO C TEKYIIEH MPAKTUKOW Tepanuu';

IOYHKT 3 W3JI0KUTH B CIEAYIOIICH peIaKIIiu:

"3. IlpumeHeHue MpeasiaraeMoro JeKapCTBEHHOTO ot 10 o 20 0
nperapara MPUBOJINT K YBEIIMICHHIO PSMBIX
MEIUIIMHCKHUX 3aTpat <13> 1o cpaBHEHUIO C TEKYIICH ot 20 110 40 -1
NPaKTUKOM Tepanuu
P P ot 40 110 60 2
ooitee 60 -3"

r) B rpade "Kputepuu ouenku" pasgena "lllkama KoIWYEeCTBEHHOW OIEHKU JOMOTHUTEIBHBIX
JAHHBIX O JIEKApCTBEHHOM Mpernapate':

a03a11 BTOPOW M3JI0KUTH B CIEIYIOIIEH PelaKIIUU:

"Hanuuue 3apeructpupoBaHHbiX B Poccuiickoit Ja +1
deneparv BOCIIPOU3BEICHHBIX MIIM OMOaHAJIOTOBBIX

"n.
(6mo10100HBIX) JTEKAPCTBEHHBIX MPEnapaToB HET 0";

B a03alle TpeTrhkeM cioBa ", YTBEpKIEHHOM pacropsbkeHueMm [IpaButenbctBa Poccuiickoit
®enepaunn ot 6 urosst 2010 r. N 1141-p" UCKIIOUNTS;

1) CHOCKY 12 M3JI0KUTH B CIEAYIONICH peJaKIiu:

"<12> B cinydae eciM JEKapCTBEHHBIM IpenaparT NpepIaraeTcss K BKIOYEHHIO B IEpEYEHb
BAKHEHMIINX JIEKAaPCTBEHHBIX IPENapaTOB W HE HMMEET AHAJOTHMYHBIX JIEKApPCTBEHHBIX NpErnapaTroB B
MepeyHe BaKHEHIINX JeKapCTBEHHBIX MpenaparoB (MpeacTaBiseT coOON HOBBIM MOAXOA K JICYEHHUIO),
WHKPEMEHTHBIN TOKa3aTelb COOTHOLICHHs 3arpaT U A(G(EKTUBHOCTH [UIsi HETO CpPaBHHUBAETCS C
MHKPEMEHTHBIM II0Ka3aTeJieM COOTHOIIEHHUs 3aTpaT M 3((EKTUBHOCTH JJs  JIEKAPCTBEHHBIX
IIPENapaToB, BKIIOUEHHBIX B MEPEUYEHb BAKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB U NPUMEHSIOIINXCS
mpu 3a00JICBAHUSAX M3 TOTO K€ Kiacca MexayHapoaHONW CTaTHCTUYCCKON KIIacCU(pUKAIMU O0JIe3HEH 1
mpo0OsieM, CBA3aHHBIX CO 3/I0pOBbeM. B ciywyae ecnu JieKapCTBEHHBIM Ipemnapar mpejaraercs K
BKJIIOUEHUIO B MIEPEUYEHb JOPOTOCTOSIINX JIEKAPCTBEHHBIX MPENapaToB U HE UMEET aHaJOroB B IEpeUHe
JIOPOTOCTOSIIIMX JIEKAPCTBEHHBIX MPENapaToB, WHKPEMEHTHBIA IMOKa3aTellb COOTHOIICHHs 3aTpaT u
3G (GEKTUBHOCTH Ul HEro CPaBHUBACTCS C MHKPEMEHTHBIM IIOKa3aTeleM COOTHOILEHHs 3arpar u
3GGEKTUBHOCTH Ui JIGKAPCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B MEPEYEHb JOPOTOCTOSIINX
JIEKapCTBEHHBIX MIPENAapaTOB.

CpaBHUBAIOTCSd HMHKPEMEHTHBIE IIOKa3aTelIM COOTHOIIEHHS 3arpaT U 3(pPexTuBHOCTH,
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MoctaHoBneHwue lMpasutensctea PO ot 03.12.2020 N 2021
"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

paccuMTaHHble Ha OJUHAKOBBIM KIMHUYECKHH 3PQPEKT (TOCTHNKEHHE BBI3JOPOBICHHS, PEMHUCCHUHU, TOJ
COXPAHEHHOM JKU3HHU, T'OJ] COXPAaHEHHOW KaueCTBEHHOM KHU3HU U 1Ip.).";

e) B cHocke 14 cioBa "(He MeHee 6 OayUIOB XOTA OBl 1O OJHOMY M3 3asBJICHHBIX IOKa3aHUM)"
3aMeHHUTh ciioBaMu "(He MeHee 2 OayuioB it Op(aHHBIX JIEKAPCTBEHHBIX ITIpernapaToB, HE MeHee 6
0aJI0B JUIS MHBIX JIEKApPCTBEHHBIX IpernaparoB)";

K) JIONIOJIHUTE CHOCKOM 15 CIIeayroIero coaepkaHus:

"<15> JIns opdaHHBIX TeKapCTBEHHBIX NMPEnapaTos.".

26. B npunoxxenuun N 7 x ykazaHHbeIM [IpaBunam:

a) noanyHKThI 1.1.3 u 1.2.3 nyHKTa | UCKIIIOUUTD;

0) B IyHKTE 3:

B poianyHkTe 3.3 crioBa "WIM MCKIIOUEHHIO JIEKapCTBEHHBIE (OPMBI" 3aMEHUTH CIIOBAMH
"nekapcTBeHHBIC (DOPMBI, B TOM YHCJIC SKBUBAJICHTHBIC, " ;

OOANYHKT 3.4 mocie cioBa "BOCHPOW3BENEHHBIX" MOMOTHUTH CIOBaMHU "WIM OHMOAHAIOTOBBIX
(6uomo00HBIX)";

B) B a03alie MepBOM MyHKTa § cJI0BO "(MCKIIIOUEHHMS )" UCKITFOUUTb.
27. B npunoxxenuu N 8 k ykazaHHbIM [IpaBunam:

a) a03all YeTBepThIi MoAnyHKTa "a" ¥ HoAnyHKT "0" MyHKTa | MCKIIOUHTS;

0) B myHKTE 3:

n_n

B noAnyHkTe "B" cj0Ba "UIIM UCKITIOUEHUIO" UCKITIOUHTD;

OOANYHKT "I mocie cioBa "BOCHPOM3BEACHHBIX" JOMOJHUTH CIOBaMHM "HJIM OHMOAaHAJIOTOBBIX
(OuormonoOHBIX)";

nan

B) B mpoamyHkrax "a" u "0" mnyHkra 4 cioBa "BbiBog (METOAOJOTMYECKOE KadeCTBO
KJIIMHUKO-3KOHOMHYECKHX HCCIIeIOBaHUI M aHalM3a BIMSHHUS Ha OIO/KET yIOBJIETBOPUTEIBLHOE HIIN
HEYJO0BJICTBOPUTEIHHOE)" 3aMEHHUTh CJIOBaMHU "BriBog (MeTomoornyeckoe Ka4yeCTBO
KIIMHUKO-3KOHOMHYECKHUX MCCIIEIOBAHUIA: BEICOKOE, CpeIHee UITH HU3KOoE)'";

T) B IYHKTE 5:

B moamyHkre "a" HammeHoBanue rpadsl "Homep peructpalmoHHOTO yAOCTOBEpEHHs (IUis
BKJIFOUAEMOI'0 WJIM HCKJIIOYaeMOI'o JIEKAPCTBEHHOI'O Ipernapara) WM KOJWYECTBO PErucTpPalMOHHBIX
YAOCTOBEPEHUH AJIsl JIeKaPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B IEPEYCHb )KU3HEHHO HEOOXOAUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX MIPENapaToB" U3JI0XKUTh B CIEAYIOIIEH peaKIuu:

"HoMep perucTpalmoHHOrO YAOCTOBEpPEHHUs (B Cilydyae HaJIW4YMs OIHOTO PErHCTPALMOHHOTO
yIIOCTOBEPEHHsI) UM KOJMUYECTBO PETUCTPAILIMOHHBIX YAOCTOBEPEHUH (B Cllyyae HaTU4Ms HECKOJIBKUX
pEruCTpallMOHHBIX YIOCTOBEPEHUN)"
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MoctaHoBneHwue lMpasutensctea PO ot 03.12.2020 N 2021
"O BHeceHWnM nsMeHeHui B MpasBuna GopMmMpoBaHus
nepeyHen NeKkapCTBEHHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 13.12.2021

B rpade "Kpurepun onenku" noamyHkra "0":

ab3a1l_BTOpOi mocje ciaoBa "BOCHPOM3BEACHHBIX" IOMOJHHUTH CIOBaMHM "WJIM OHMOaHAJIOTOBBIX
(Omormono0OHBIX)";

"

B alzalle TpeTheM cioBa ", YTBEpXKACHHOM pacnopsbkeHueM IlpaBurtenscrBa Poccuiickoit
®enepanun ot 6 uroist 2010 r. N 1141-p" uckirounTs;

1) B IYHKTE 6:

B a03alle MmepBOM clioBa '"MO HCKIIOYEHHUIO JIGKAPCTBEHHBIX TMpENaparoB M3 yKa3aHHBIX B
noanyHkTe "O" myHkTa 1 HACTOSIIEr0 3aKIIOUEHHUs TMEpedYHel B paMKax COOTBETCTBYIOIINX
AHATOMO-TEPANEBTUYECKO-XUMUYECKUX TPYII U JICKAPCTBEHHBIX MPENapaToB, UMEIOIIUX aHATIOTUYHbIE
MOKa3aHusl, a TAKKE TPEITI0KEHU" UCKITIOUHTD;

B HaumMmeHoBaHuu Tpadel "CBeAeHHS I TMOATOTOBKH TMPEMIOKEHUH 10 HMCKIIOYCHUIO
JICKAPCTBEHHBIX MPENapaToB, a TAKKE MPEIJIOKEHUS MO KOPPEKUMH HAMMEHOBAHUH JIEKAPCTBEHHBIX
n

IpernapaToB MW HAUMEHOBAHUHM JIEKapCTBEHHBIX (OPM JIEKapCTBEHHBIX HpenapaToB” cioBa "o
HCKJIIOYEHMIO JIEKAPCTBEHHBIX MPENApaTOB, a TAKKE NPEIOKEHHS" UCKITOUUTD.

28. B npunoxenuu N 9 k ykazanHbeiM [IpaBumnam:

nan

a) ab3a11 yeTBepThId moAmyHKTa "a" 1 ad3all 4eTBepThIi NoAMyHKTa "0" MyHKTa 3 UCKITIOYHUTH;

0) OYHKT 4 TONOJHUTH CIOBOM "(TI€pEUnCInTh)";

B) DOAMYHKT "B" MyHKTa 5 W OYHKT 6 TOCJe CjoBa "BOCIPOM3BEICHHBIX" JOMOIHUTH CIIOBAMH
"ui OMOAHAIOTOBBIX (OMOTOT00HBIX)";

r) B IyHKTe 9 mocie cioB "KOMIUIEKCHOW OLEHKHU" JAOMOIHUTH ClIOBaMHU "(BBICOKOE, CpeIHEe WIIH
HHU3KOE), a TAKXKE Pe3yJIbTaThl OLEHKH JIOMOJHUTEIBHBIX MOCIEICTBUH MO JEKapCTBEHHOMY Mpenapary’.
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