MHHHUCTEPCTBO 3JIPABOOXPAHEHMUSI
POCCUHMCKOM ®EJIEPAIINN

(MUH3PAB POCCUH)
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NnepBoii NOMOIIH ¢ NPHMEHEHHEM MeJHIHHCKHX H3AeIHi H JIeKapCTBEeHHbIX
npenaparoB JJisi NIPOQUIAKTHKH NapeHTepabHbIX HHPEKU U Junam,
OKa3bIBAOIHM MEIHIHHCKYI0 OMOIIb

B coorsercTBuH ¢ HacThio 5 cTaThh 31 Denepanbroro 3akona ot 21 Hos6ps 2011 .
Ne 323-®3 «O6 ocHoBax OXpaHBl 3J0pOBbs IpaxiaH B Poccwmiickoii MDemepamum»
1 noanmyHkrom 5.2.12 nyHkra 5 IlonoxeHms o MuHHCTEpPCTBE 3ApPaBOOXPAHEHUS
Poccuiickoii ®enepanny, yTBepKISHHOTO MoctaHosieHneM IlpaButenscTsa Poccuiickoit
@enepaunn ot 19 urons 2012 r. Ne 608, npukassiBaro:

1. YTBepauTe npunaraeMsie TpeOOBaHHS K KOMIUIEKTALMM YKIAIKH I8 OKa3aHMs
TIePBOH MOMOILK C IPUMEHEHUEM MEAULMHCKUX H3/CIUH U JICKAPCTBEHHBIX TIPENApaToB
JUISL IPOQUIAKTUKY MapEeHTEPANbHBIX HHGEKLHH INLIaM, OKa3bIBAOMIMM MeIUIHHCKYIO
IIOMOILb.

2. [lpu3HaTh yTpaTMBIUMM CHJIy TIpUKa3 MHUHHCTEPCTBA  3APaBOOXPAHECHHS
Poccuiickoit ®enepaunn ot 9 sHBaps 2018 r. Ne 1u «O6 yrBepkaeHun TpeGOBaHHI
K KOMIIJIEKTALMH JICKAPCTBEHHBIMH ITpENapaTaMyd U MEIULMHCKUMH U3/ETUIMH YKIaIKH
OKCTPEHHON NPOQUIAKTHKH IapeHTepanbHBIX HHOEKUMI Uit OKa3aHHs IepBHYHOH
MEJMKO-CaHUTapHON MOMOIIH, CKOPOH METULUHCKOH NOMOIIM, CHEeNUaIM3UPOBAHHON
MEJHUIHHCKON MOMOIUM W TaJIMaTHBHOA MEIULUHCKON MOMOIIM» (3aperucTpUpOBaH
Munncrepctsom roctuiuu Poccuiickoit ®enepamnu 12 mapra 2018 1., perucTpaliioHHbIH
Ne 50291).

3. Hacrosiumnii mpukas BcTymaeT B cuiy ¢ | centsbps 2025 1. m aeiicTByer
1o 1 centsiops 2031 r.

M.A. Mypaiko
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NpUKa3oM MHUHHCTEpCTBA 31paBOOXPAHEHHMS

Poccuiickoit ®denepanun
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TpeGoBanus K KOMILIEKTAIINM YKIAXKH /IS OKA3aHHSI TIePBOii IIOMOLIH
¢ NPUMEHeHHeM MEMIMHCKHX M3/IeJIMi U JIEKAPCTBEHHBIX PEeNapaToB

AJISL IPO(PUIAKTHKH NaPEHTEPATbLHBIX HH(pEeKIUH THIaAM, 0Ka3LIBAIOIINM
MEIHIMHCKY 0 OMOIIb

1. VKna,uKa AJIsE OKa3aHus HCpBOﬁ NOMOINH ¢ NPHUMEHEHHEM MEAUIIMHCKUX U3HETNUN

M JICKApCTBEHHBIX MPENapaToB Juls NPOGHIAKTHKY MMapeHTEPAIbHBIX MHMEKLUH THIaM,
OKa3bIBAIOLMM MEAMIHHCKYIO TOMOIE (fanee — yKIaaKa), KOMIUIEKTYETCS CIIeyIOMUMH

MCIUITMHCKUMH U3NCITUSAMHU.

Ne n/nt Kon Buna HaumeHnoBanue Busa Hanmenosanue TpebGyemoe
MEIHULIUHCKOTO MEAMLHMHCKOTO U3AeIH MEIUIUHCKOTO H3/E/HS KOJIHYECTBO
H3JEeNUs B COOTBETCTBUH (He meHee)
B COOTBETCTBUH ¢ HOMEHKJIaTypHOH
C HOMEHKJIaTYpHOH KJIacCH(pHKaMeH
Kiaccudukanue MEIULMHCKHX HU3eIuit
MEIULUHCKHX
usaenuii!

1.1 |150140 Pynon mapnesslii bunTt Mapnessii 2 mrr.

TKAHBIH, CTEPHIIbHBINH MEIUIUHCKHH CTePUITLHBIN
(ne meHee
S5mx 10 cm)

1.2 (142270 JlelikomnacTeIph s JleikomracTeIphb 3 mr.
KOKHBIX [IOKPOBOB, OaxTepULHAHBIN pa3MepoM
aHTUOAKTEePHATIbHBIH HE MEHee

1,9x 7,2 cMm

1.3 |223580 Canderxa mapinesas Canderku MmequuuHCKHE 2 ynak.

TKaHas CTEPHIIBHBIE PA3MEPOM HE
menee 16 x 13 em Ne 10
302910 Canderka HeTkaHas

! Ilpuxas MuuncrepcTa 3apaBooxpaneHus Poccumiickoil Denepamun ot 6 mons 2012 r. Ne 4u «O6 yrBepxaeHHU
HOMEHKJIATYPHO! KJIaCCUPUKAINH METHUMHCKMX U3JEAMiA» (3aperMCTpUpoBaH MEHHCTEPCTBOM FOCTHUMH POCCHIiCKO
®epepannn 9 wmronst 2012 r., peructpauponnbii Ne 24852) ¢ H3MEHCHHSMH, BHECEHHHIMH NpHKa3aMH MumucrepcTsa
3jipaooxpanenus Poccuiickoii @enepaunn ot 25 centsbpsa 2014 r. Ne 557H (3apermcTpuposan MUHMCTEPCTBOM IOCTHIIMK
Poccutickoit Denepaumn 17 pexadps 2014 r., peructpannonssiit Ne 35201) 1 ot 7 mrons 2020 r. Ne 686H (3aperucrpupoan
Munuctepcteom roctiumu Poccuiickoii denepanun 10 asrycra 2020 r., perucrpanuonssiit Ne 59225).
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2. YKJIalIKa KOMIIICKTYETCA CICAYIOIIMMH JICKapCTBEHHLIMU  HperaparaMu
s MEIMITHHCKOT'O NIPUMCHCHUS .
Ne | Koxg ATX AHarTomo- ®apmako- | Mexaynapoa- | Jlekaper- | Hosuposka | TpebyeMoe
n/n TEpaneBTHYEC- | TEPANEeBTH- | HOE HEMATEHTO- | BEHHas KOJIN4eCT-
KO-XUMH1EC- qecKast BaHHOE Hau- dopma BO (HE
Kas knaccudu- | rpymnmna MEHOBAHHE MEHee)
Karus JIEKapCTBEHHO-
JIEKapCTBEHHO- TO Ipemnapara
ro mpemnapara
2.1 |DOSAGO3 |Mox Antucen- |Hox+[Kamus PacrtBop 5% 10 M
THKHU U Homua+3Ta- s
nesuHdu-  |HON| Hapy>XHOTO
LUPYIOIIHE TIpUMEHE-
CPEICTBa; HUs
[IperapaThl CIIMPTOBOH
Hozma
2.2 | DO8AXOS8 | Oranon AntHcen- |OtaHon PacTtBop 70% 100 ma
THYECKOE VIS
CPEICTBO HapyXHIo
IpUMEHe-
HUs
DO8ACO2 | Xnoprexcuaun |AHnTHcen- |XunoprekcuauH |PacrBop 0,5% 100 mn
TUKH U IS
ne3nHbu- Hapy>XHO-
LUpYIOIIME ro
CPEICTBA; IIpUMEHe-
Ouryanuisl HUS
Y aMHAJTHHEL CTIMPTOBOH

3. KonuyecTBO JEKapCTBEHHBIX NPENapaTtoB ANl MEAUIMHCKOIO IPUMEHEHHS,
KOTOPBIMHM KOMIUIEKTYETCS YKIA[Ka, yKa3aHHBIX B NYHKTE 2 HACTOSIIMX TpeOOBaHUiA,
JOJDKHO OBITH HE MEHEE OJHOM NEPBHYHON YIIAKOBKH HIIH BTOPUYHOH (MOTPEOUTENLCKOMH)
YIIAaKOBKHM JIEKAPCTBEHHOI'O Mpenapara s MEIUIMHCKOTO MNPUMEHEHHUS 0€3 H3bATHS
HHCTPYKIUH 110 MEIUIIUHCKOMY NIPUMEHEHUIO JIEKAPCTBEHHOT'O Ipemnapara.

4. 11pu KOMIIJIEKTALUH YKIAAKH JOMYyCKAeTCA KOMITICKTAIHs OJHOTO MEAHIIMHCKOIO
U3JICIIUA M3 YHCIa BKIIOYEHHBIX B NOANYHKT 1.3 myHkta 1 Hactosmmx TpeGoBaHMiA
M OJHOr0O JIEKAPCTBEHHOIO Ipenapara JJis MEIULUUHCKOTO TNPUMEHEHHs M3 YHCia
BKJIFOYEHHBIX B IMOAIYHKT 2.2 IIyHKTA 2 HACTOAMUX TPEOOBAHMI.

B ciayyae kOMIIEKTalMU yKJIQJKHU JIEKAPCTBEHHBIM MIPEapaToM JIJIs MEAMIIMHCKOTO
NPUMEHEHHA ¢ MEXIyHapOJHBIM HENAaTeHTOBAHHBIM HAaHMEHOBaHUEM «XJIOPreKCHIHH)
COJEP)KaHUE OTHWIOBOTO CHHMpPTa B YKa3aHHOM JICKQpPCTBEHHOM TIpernapare JOJIKHO
coctaBnsath 70 %.

5. Yknaaka HOJJICKUT KOMIJIEKTAITHH MEIUITHHCKIMU W3/IeNUAMH,
3apErucTpUpPOBAaHHBIMH B COOTBETCTBHM C [lpaBunmamu perucTpauud W DKCIIEPTHU3bI
Oe3onacHOCTH, KadecTBa M 3(PPEKTUBHOCTM METUIIMHCKUX H3ICIUH, YTBEPXKICHHBIMU
Pemennem Coera EBpasuiickoil sxoHOMU4Yeckoi koMmuccuu ot 12 despans 2016 r. Ne 46



(opuumaneubiii calit EBpasuiickoro 3koHOMHYECKOro corosa http://www.eaeunion.org/,
12 mona 2016 r.)°, wim IlpaBunamu rocyIapCTBEHHOH DPErMCTPALMM MEJULHMHCKHX
U3CJIMH, YTBEPKICHHBIMU TOCTaHOBIeHHeM IlpaBurensctBa Poccuiickont ®enepauum
or 30 Hoabpa 2024 r. Ne 1684, xoropsie neiictyior 10 31 mexabps 2026 r., wm
OCOOEHHOCTAMM OOpAINEHHs] MEIUIMHCKHX H3/ICIHHA, B TOM YHCIE TOCYAAPCTBEHHON
PErucTpalnuy cepuu (apTHH) MEAUIMHCKOTO M3IENHs, YTBEPKACHHBIMHU T0OCTAHOBICHNEM
lIpaButenscrea Poccuiickon ®enepanuu ot 3 anpens 2020 r. Ne 430, koTopeie AeHCTBYIOT
no 1 samBaps 2028 r., wiaM ocoOeHHOCTAMH OOpalleHus, BKIIOYAas OCOOSHHOCTH
roCyJIapCTBEHHOH PErvuCTpallu, MEIHLUHMHCKUX H3JEIHH B ciydae MX Ae(eKTypsl WM
pPHCKa BO3HHMKHOBEHHUS IeQeKTypsl B CBA3M C BBEACHHEM B OTHOLIEHHMH Poccuiickoit
®enepaliud  OrPaHHYUTENBHBIX MeP 3KOHOMHYECKOTO XapakTepa, YTBEP KIAECHHBLIMH
nocraHoenexneM llpasutenscrBa Poccniickoit @enepamyu ot 1 anpens 2022 r. Ne 552,
KOTOpBIE NeHCTBYIOT A0 1 stHBapst 2028 r.

6. VKIaZka MOMIEKHT KOMIUIEKTAlUM JIEKaPCTBEHHBIMHM IpENapaTraMu Ul
MEJUIIMHCKOrO TMPHMCHEHHs, 3aperMCTPUPOBAaHHBIMH B COOTBETCTBHH ¢ IlpaBuiiamu
PETHCTPAlMU U IKCIICPTU3BI JIEKAPCTBEHHBIX CPEJCTB A MEIUIMHCKOTO NPHMEHEHHS,
yrBepkaeHHbIMU Pemmennem CoseTa EBpasuiickoii 5KOHOMHYECKOH KOMUCCHH OT 3 HOSAOps
2016 r. Ne 78 «O IlpaBunax perucTpallid ¥ SKCIIEPTH3bl JEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOI O NPUMEHEHU» (O(UIMATIBHBINA calT EBpa3sniickoro 5KOHOMHYECKOr0 COI03a
http://www.eaeunion.org/, 21 Host6ps 2016 r.)’ wiu Oepepanbubiv 3akoHOM OT 12 anpers
2010 r. Ne 61-d3 «OO6 obpamieHHH JEKapCTBEHHBIX CPEACTBY», WIM OCOOCHHOCTIMH
o0palleHHsl JIEKapCTBEHHBIX IIPENApaToB Uil MEAMIMHCKOIO NPHMEHEHHS, KOTODPBIE
OpeJHA3HAYECHEI JJI1 IPUMEHCHHUS B YCIOBUSAX YIPO3bl BOSHUKHOBCHUS, BO3SHUKHOBEHHS U
JUKBUJANMHM YPE3BBIUAHHON CUTyaUUMH M JUIS OPTaHW3AlMM OKa3aHWsA MEIMLHUHCKON
NOMOIIM  JIMIAaM, IOCTPAJaBIIMM B DPEe3ylNbTaTe  UPE3BBIYAHHBIX  CHTYalui,
MPEAYNPEKICHNUA YPE3BBIYAWHBIX CHUTYallMid, MPOPHIAKTHKH H JiedeHus 3a00JIeBaHUM,
MPEACTABIIAIONINX ONIACHOCTS /IS OKPY>KAIOIUX, 3a00I€BaHMIA U MOPAXKECHHUH, TOTYYEHHBIX
B pe3yiabTaTe  BO3JCHCTBHA  HEONAronpUATHBIX  XHMHYECKHX, OHOJIOTHYECKHUX,
pPamualMOHHBIX  (DAKTOPOB,  YTBEPHKAECHHBIMH  [OCTaHOBJCHHEM  IIpaBHTENBCTBA
Poccuiickoit ®enepanuu ot 3 anpens 2020 r. Ne 441, xoropsie aedcTByOT 10 1 siHBaps
2028 r., naM 0COOEHHOCTAMH OOpAIEHUS JIEKAPCTBEHHBIX CPENCTB IS MEIULUHCKOIO
NpUMEHEHH B Cilydae Je(EeKTypbl X PUCKA BOSHUKHOBEHUSA IeDEKTYPHI JIEKAPCTBEHHBIX
npernaparoB B CBiI3W C BBeACHHEM B OTHOomeHMM Poccuiickoit  ®enepauum
OTrPaHMYHUTEILHBIX MEP SKOHOMHYECKOTO XapakTepa, YTBEPHIECHHBIMH IOCTAHOBJICHHEM
IIpaButenscTBa Poccniickoit @enepanuu ot 5 anpestst 2022 r. Ne 593, koTopbie AeicTBYIOT
10 31 nexabps 2027 r.

2 C u3MeHeHHAMH, BHeceHHsIMM Pemenusmu Cosera Eppasuiickoii 5xoHOMudgecKkoi komuccuu oT 24 aexabps 2021 r. Ne 144,
ot 19 mas 2022 r. Ne 84, ot 30 mapta 2023 r. Ne 50. Berynuio B cuny s Pocceuiickoii ®enepatuu 6 mas 2017 1. Ssasercs
obs3arensHbiM 11 Poccuiickoit denepatiu B cooreercTBun ¢ Joropopom o EBpasuiickoM S5KOHOMUHYECKOM COIO3€ OT 29 Mas
2014 r., parudnuuposadaeiM PeaepanbHeiv 3akoHoM oT 3 okrsibpst 2014 1. Ne 279-03 «O patudukauuu Jorosopa o
EBpazuiickoM 3x0HOMUUECKOM coto3e». Berynui B cuity ans Poccuiickoii @enepanuu ¢ 1 suBaps 2015 r.

3 C usMmeHeHwnsaMH, BreceHubiMA Pemenusvu Cosera Eppasuiickoil sxoHOMMHeckol xomuceny of 14 mous 2018 1. Ne 55,
ot 30 ausaps 2020 r. Ne 9, ot 23 nekabpsa 2020 r. Ne 128, ot 5 mapta 2021 r. Ne 14, ot 23 anpens 2021 r. Ne 34, ot 17 mapra
2022 r. Ne 36, ot 23 centabps 2022 r. Ne 141, ot 22 masn 2023 r. Ne 60, ot 20 oxra6ps 2023 r. Ne 114, ot 29 mas 2024 r. Ne 43.
Berynuno B cwny ans Poccuiickoit ®enepaunn 6 mas 2017 r. Ssasercs obssatenvHbiM mis Poccwuiickoit ®enepanyu
B COOTBETCTBHH ¢ JloroBopom o Epasuiickom 3k0HOMHHECKOM coro3e ot 29 Mas 2014 r., parudunuposanssiM OenepanbHbiM
3akoHOM OT 3 okTa6ps 2014 r. Ne 279-03 «O patuduxauun Jorosopa o EBpasHiickoM IKOHOMUYECKOM co03e». Berynun B
cuny nas Poccuiickolt ®enepanuu ¢ 1 sHBaps 2015 1.



