HNPOTOKOJI

3acegaHuss KoMuccun MUHHUCTEPCTBA 3ApaBooxpaHenus Poccuiickou
Depepaunu 1o GopMHUPOBAHMIO NEPEYHEH JIeKAPCTBEHHbIX NPenapaTros
JMJI MEJULIMHCKOT0 IPUMEHEHUSI U MUHMMAJIbHOTO ACCOPTUMEHTA
JIEKAPCTBEHHBIX MPENnapaToB, HEOOXOAUMBIX JJIS OKA3ZAHMS
MeAUMIUHCKOM MOMOIIH

ot 7 aBrycra 2026 .

07.08.2026 53/25-1/392

[IpencenarenscTBOBAN
3amecTuTenb MUHHCTpA 3IpaBOOXPAHEHUS
Poccuiickon @enepamuu — C.B. ['marones

[IpucyrcTBOBaANM:
BPEMEHHO MCHOJHSONIAs 00513aHHOCTH AUPEKTOpa ['ynpmmuaa Banepus
JlenapTaMeHTa peryiupoBaHusi 00paIlieHus AJleKkcaHapOBHA

JIEKAPCTBEHHBIX CPEIACTB U MEAULMHCKUX U3CIIUN
MunucrepcTBa 3apaBooxpanenus Poccuiickon
denepanuu (3aMeCTUTENH TIpeiceaTeNs);

3amecTutenb qupekropa Jlenapramenra perynmupoanuss ~ CemeueBa CBetiiana
oOpaleHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKHUX BnagumupoBHa
u3aennii MunucrepceTsa 3apaBooxpanenus Poccniickon

denepanuu (CEKpeTaph);

3aMECTUTENb JUpeKTopa JlenapraMenTa opranu3anuu bannyes [lapxka
MEIUIMHCKOW MOMOIIU U CAHATOPHO-KYPOPTHOTO JIea DnyapaoBud
MununcrepcTBa 31paBooxpanenus Poceuiickon

denepannu;

3aBeayromui kadeapoi Tepanuu, KIMHUYECKON Beptkun Apkaauit
(hapMaKoJIOTHH U CKOPO METUITMHCKON TTOMOIIIH JIbBOBUY

deneparbHOro TOCYAaPCTBEHHOTO OFOIKETHOTO
00pa30BaTEIHLHOTO YUPEKICHUS BBICIIETO 00pa30BaHUs
«Poccuiickuil yHUBEPCUTET MEAULIMHBD MuHKHCTEPCTBA
3apaBooxpanenus: Poccuiickon denepaiuuy;

3aMECTUTENb HAYAIbHUKA Y IPABJICHUS CIIOPTUBHOM Brixonen HUropb
MeUIMHB 1 iudpoBuzarmu OeneparbHOT0 MEIUKO- Tpudanoruu
OMOJIOrMYECKOr0 areHTCTBA;



nupektop [lenapramenTa pa3Butus GpapManeBTUUECKON INankuu
Y MEJIUIUHCKOU ITPOMBIIIIEHHOCTH MUHHCTEPCTBA JAmutpuit
MIPOMBINJIEHHOCTH U TOproBiin Poccuiickont @enepaunn;  CepreeBud

3aMECTUTENb JUpeKTopa JlenapraMeHTa MOHUTOPHHTA, I'enunkoBa Muecca
aHaJIM3a U CTPATETUYECKOTO Pa3BUTHUSA 3IPpaBOOXpaHEHNss  BuTanbeBHA
MununcrepcTBa 3n1paBooxpanenus Poceuiickon

Oenepannuy;
HayaJbHUK OT/IeJIa KOOPJAUHALIUK IeSITETLHOCTH ['onuapoBa Haranbs
HAyYHBIX OpTaHu3aIuii B chepe MEAUITMHCKUX HAYK HuxonaeBHa

JlenaprameHTa KOOPAUHALIMY JAESITEIIBHOCTH HAyYHBIX
opraHnszanruidi MUHUCTEPCTBA HAYKH U BBICLIETO
oOpazoBanus Poccuiickoit denepanuu;

3aMECTHUTEIb HayalbHUKa Y IpaBiICHUS OpraHu3aluu ["openoB Kupuin
roCyapCTBEHHOTO KOHTPOJIS Ka4eCTBA MEAUIIMHCKOM BuranbeBuu
npoaykiuu denepanbHoi Ciry)0bl IO HaI30py B cepe

3JIpaBOOXPaHECHHS;

npodeccop kadenpsl KIMHUUECKOU (papMaKoIOTuu u Kypasnera Mapuna
MIPOTIE/IEBTUKU BHYTPEHHUX OOJIe3HeH (penepaabHOro BnagumupoBHa

roCyJ1apCTBEHHOI'O aBTOHOMHOT'0 00pa30BaTEIbHOIO
yapexaeHus Beiciiero oopaszoBanus [lepBorit
MOCKOBCKHI TOCYIapCTBEHHBINA MEIUIIMHCKHM
yHuBepcuteT uMeHn .M. CeuenoBa Munucrepcraa
3apaBooxpanenust Poccuiickoit @enepannu;

3aBeayrOIUN Kadeapoit oO1me u KITMHHISCKOM 3eipsinoB Ceprei
(dbapMakoI0TUU MEAUITUHCKOTO HHCTUTYTA KencapunoBuu
dbeneparbHOrO TOCYAapPCTBEHHOTO aBTOHOMHOTO

00pa3oBaTEILHOTO YUPEIKICHHS BBICIIIETO 00pa30BaHMS

«Poccuiickuii yHUBEPCHUTET IPYKObI HAPOJIOB UMEHU

[TaTpuca JlymymObI»;
3aMECTUTENb HAYAJIbHUKA Y IPABJICHUS HUronnna Enena
AMHUIEMUOJIOTMYECKOTO OJIaronoyduns: HaceJIeHUs [TaBnoBHa

denepanbHON CITy>kObI IO HAI30PY B cpepe 3amuTh
paB MOTPEOUTENCH U 0IaromoIydns 4eJIOBEKa;

HAYAJIbHUK Y IIPaBJICHUS KOHTPOJIS 3APABOOXPAHEHHUS Knocrep
denepaibHON AHTUMOHOIIOJIBHOM CITYKOBI; Enena
AJleKcaHIpOBHA



npodeccop kadenpsl peryasTOPHBIX OTHOIICHUHN B Maxkcumkuna Enena
o0nacTu oOpallleHust IEKAPCTBEHHBIX CPEJICTB U AHaTOJIbeBHA
MEUIMHCKUX U3JIeTni dheepanbHOro

rocyapCTBEHHOTO aBTOHOMHOT'O 00pa30BaTeIbHOTO

yupexaeHus Beiciiero oopaszoBanus [lepBorit

MOCKOBCKHI TOCY1aPCTBEHHBIN MEAULIMHCKUI

yHuBepcuteT uMeHu .M. CeuenoBa MuHucTEpPCTBA

3apaBooxpaneHus Poccuiickon @enepanuu

(CeueHoBCcKkHl YHUBEPCUTET);

3aBenyromas kadenpoit ¢apmakonorun ¢enepaibHoro Pemersko Omnbra
rOCyJIapCTBEHHOIO  OIOJDKETHOro  oOpas3oBarenbHOro BumopoBHa
yupexJeHusi Bblciiero obOpasoBaHus «CapaToBckuid
rOCYJapCTBEHHBI MEIULMHCKUM YHUBEPCUTET HMEHHU

B.1. PasymoBckoro» MuHHCTEPCTBA 34paBOOXPAHECHHUS

Pocculickon ®@enepanuu;

3aMEeCTUTENS PYKOBOJUTENS OenepanbHO  TecleHKO
AHTUMOHOIIOJILHOU CITYKOBI; AHTOH BukTopoBnu
pedepent JlemaprameHTa OpraHU3aluy SKCTPEHHOU ®enopos Bragumup
MEIULMHCKON ITOMOILY U YTIPABJICHUS PUCKAMMU Hukomaesnu

310pOBbI0 MUHHKCTEpPCTBA 3JpaBOOXPAHECHHUS
Poccuiickon ®@enepanuuy;

UCTIOJHSOMIAs OOSI3aHHOCTU 3aMEeCTUTeNss JupekTopa  Xomakosa Onbra
dbenepanbHOTO roCyJapCTBEHHOTO OtoxeTHoro  BragumupoBHa
YUYPEKICHUS «lleHTpanbHbIN HAay4HO-
UCCIIEIOBATENIbCKUA ~ WHCTUTYT  OpraHu3alud |

uHopMaTH3alUd  3pAaBOOXpaHEHUs» MUHUCTEpCTBA
3apaBooxpanenusi Poccuiickon denepanuuy;

3aMeCTHUTEIb pyKoBoauTens denepanbHOM ciTyKObI 1O [Temko Enena
HaA30py B c(hepe 3apaBOOXpaHEHHUS. JleonnnoBHa

O paccMoTpeHUM TpPeIJIOKEHHMH O BKJIIYEHUH JEKAPCTBEHHbIX
npenaparoB
B NepeYeHb KU3HEHHO He00XOAMMBbIX M BAa'KHEHIIUX JIEKAPCTBEHHBIX NMpenaparoB
JISE MeIMIUHCKOro npumMeHeHus (aajee — JKHBJIII) u B nepeveHb JieKapCTBEHHBIX
NpenaparoB, MPeAHA3HAYEHHBIX VISl o0ecle4YeHUsl JUL, 00JbHBLIX remoduinei,
MYKOBHCIIMI030M, runogpu3apHbIM HAHU3MOM, 00J1e3HBI0 I'omue,
3JI0KA4YeCTBEHHBIMHU HOBOOOPA30BAHUSIMH JUM(POUIHOM, KPOBETBOPHOH
U POACTBEHHBIX UM TKaHel, PACCeSIHHBIM CKJIEPO30M, IeMOJUTHKO-YPEMHUYECKUM
CHHPOMOM, IOHOLIECKUM apTpUTOM c CHCTEMHBIM HA4aJI0M,



mykonoJucaxapuaosom I, II u VI tunos, anuiactuyeckod aneMueil HeyTOYHEHHOM,
HacaeacTBeHHbIM aepunurom ¢axkropos II (¢pudbpunorena), VII (1aduiabHOro),
X (Crwapra - IIpayspa), Juil nmocje TPAHCIUIAHTAIIMU OPraHoOB W (MJIM) TKaHeH
(nastee — mepeyeHb JOPOTrOCTOSIIMX JIEKAPCTBEHHbBIX NPENaparos).

Komuccuen MunucrepcTBa 3ApaBOOXPAHEHUS Poccniickon ®enepanuun
no (HOpMHUPOBAHHMIO TE€PEUYHEH JIEKAPCTBEHHBIX MPENapaTtoB [JIsl METUIIMHCKOTO
NPUMEHEHUST W  MHHUMAJIbHOTO  aCCOPTUMEHTa JIEKAPCTBEHHBIX  IPENaparos,
HEOOXOJIMMBIX JUISl OKa3aHUs MEOUIMHCKON mnomomu (manee — Komwuccus), Obuin

pPACCMOTPCHBI CIACAYIOIUE ITPCIJIOKCHUS JICKAPCTBCHHBIX IIPCIIAPATOB:

Ne | Kox | MHH JlekapcTBeHHBIE ArperupoBaHHast IIpennoxenne | Pesyabrarhl
ATX dopmbI JIeKapCcTBEHHAsA r0JIOCOBAHUSA
dopma
1 L04 | PaBynmuzymab KOHIIEHTpAaT IS JIEKApCTBEHHBIE BKII. B
AJO2 MPUTOTOBJICHUS (hopMBI IS JKHBJIII 3a—7
pacTBopa Ui napeHTepaIbHOTO
HH Y3 MIPUMEHEHUS IIporus — 11
2 L04 | Nnorakonan KarcCyJbl TBEpJbIC B BOKHBIIIT | 5.
AJO8 JIEKapCTBEHHBIE
(hopMBI [T TIprieMa
BHYTPB C OOBIYHBIM Hporus — 19
BBICBOOOXKIIEHUEM
3 LO1E | Dukopadennd KarCyJbl TBEpbIE BkuI. B JKHBJIIT
Co3 JIEKApCTBEHHBIE 3a—19
(bopMBI [T ipruemMa
BHYTpPb C OOBIYHBIM Ipotus — 1
BBICBOOOXKIIEHUEM
4 LO1E | buanmeTrHNO TabNeTKH, TBEpAbIE BkJI. B JKHBJIIT
EO03 MOKPBITHIE JIEKApCTBEHHBIE 3a-19
TUIEHOYHOH (bopMBI [T ipruemMa
00otouKoi BHYTPB C OOBIYHBIM
BBICBOOOXKICHUEM Ilporus — 1
5 LO1F | JJatomoTama® THOGUIN3AT JUIs JIEKapCTBEHHBIE BkJI. B JKHBJIIT
X35 | mepykcTekaH MIPUTOTOBJICHUS (bopMBbI st 3a-0
KOHIIEHTpaTa 1Jist NapeHTepaIbHOTO
MPUTOTOBJICHUS MPUMEHEHUS
pacTBopa Juis Hporus — 19
UHQY3UH
6 LO1F | Tpacty3ymab TroUIIH3aT IS JIEKapCTBEHHBIE BKJI. B JKHBJIII
D04 | mepykcrekan IIPUTOTOBJICHUS (dopMbI IS 3a—18
KOHIICHTpaTa JJIst napeHTepaIbHOTO
MPUTOTOBJICHUS MPUMEHEHUS
pactBopa [uist [IpoTus — 2

UHQY3UH




7 L0l | Coropacub TabJeTKH, TBEpAbIE BKJI. B JKHBIJIII
XX7 TOKPBITHIE JIEKapCTBEHHbBIE 3a-0
3 TJIEHOYHOH ¢dbopMEbI U1 ipuema
0000uKOH BHYTPB C OOBIYHBIM
BBICBOOOXKICHHEM Tporus — 19
8 NO2 | Jlymekedamun pacTBop I JIEKapCTBEHHBIC BKJI. B JKHBJIII
BG MOJIKOKHOT'O (dopMbI ISt 3a—-6
BBE/ICHHS HapeHTepaIbHOTO
MPUMEHEHUS Tpotus — 13
9 JOSA | docTemcaBup TabJIETKH C TBEpAbIE BkJI. B JKHBJIII
X29 MPOJIOHTMPOBAaHHBI | JIEKAPCTBEHHBIE 3a—1
M (hopMBI 1T TIpreMa
BBICBOOOKIICHHEM, | BHYTPb C
HOKPBITHIE MOAH(UINPOBAHHBIM
TICHOYHOM BBICBOOOKICHHEM Ilpotus — 19
o0onoukoi
10 | JOSA | PaBumacBup TabJIeTKH, TBEpJbIC BKJ1. B JKHBJIII 34— 20
P13 MIOKPBITHIE JIEKAPCTBEHHBIE
TUICHOYHOMH (bopMEI [T ipruemMa
00oouKoi BHYTPB C
MOTU(PHUINPOBAHHBIM Hporus -0
BBICBOOOXKICHUEM
11 | A16 | Bepenadycn KOHLIEHTpAT sl JIEKApCTBEHHBIE BKJ1. B JKHBJIII
AB anbha MIPUTOTOBJICHUSA (bopMbI TSt 3a—-20
pacTBOpa JuIs HapeHTepaIbHOTO
UHQY3UH MIPUMEHEHUS Hpotus -0
BKJI. B IepeveHb
JOPOTOCTOSIIHX 3a-20
JIEKapCTBEHHBIX
MpenaparoB Hporus -0
12 | RO7 | UBakadrop+Te3a | Habop TabIETOK, TBEpAbIE BkJI. B JKHBJIIT
AX3 | xadropt+Dnekcak | MOKPBITHIX JIEKApCTBEHHBIE 3a-0
2 ajrop TUICHOYHON (bopMBI JuT IpHEMa
WBakadrop 00onouKon BHYTpPb C OOBIYHBIM
BBICBOOOXKICHUEM Tporus 19
II. IIpuHATHIEC pelIeHUs 110 UTOraM PACCMOTPEHUSA JIEKAPCTBEHHBIX MPENapaTos,

JISE BRJIOYeHus (MckiIrouYeHnst) B nepeuens ;KHBJIIL.

1.

BxirouuTs

B IEPEUYCHb

JKHBJIIIT

JIEKApCTBEHHBIN

npernapar

10 MEXIYHApOJHOMY HEMMATEHTOBAHHOMY HauMeHoBaHuo (nainee — MHH):
o Ouxopadenno (1ieHa 3a ynakoBky 75 mr Ne 42 — 53 489,00 py0.)
o bunumernnu6 (ueHa 3a ynakoBky 15 mr Ne 84 —7 521,00 py6.)

o Tpacrysymab nepykcrekan (1mieHa 3a ymakoBky 100 wmr

55 000,00 py6.)
o PaBumacBup (11eHa 3a ynakoBky 200 mr Ne 28 — 16 000,00 py6.)

Nel —




2.

3.

o Bepenadycn ampda (mena 3a ymakoBky 5 wmr/mi, 3 mum Ne 1 —
67 000,00 py6.)
BxitounTts B MEpeYeHb JOPOrOCTOSIIMX JIEKAPCTBEHHBIX IPENapaToB
JIEKapCTBEHHbIN TTpenapat no MHH:
o Bepenadycn anbda (umena 3a ymakoBky 5 wmr/mi, 3 ma Ne 1 —
67 000,00 py6.)
He Bxitouats B nepeuens JKHBJIII nekapcTBennbie npenapatsl o MHH:
o PaBymm3yma0
HNnrakonan
Jlaronotamab nepykcTekaH
Cotopacu6
JIlymekedammn
docTemMcaBup

o Hsakadrop+Tezakapropt+Inexcakadrop u MBakadrop
4. IlpousBecTd KOPPEKTUPOBKY TO3WUIMI  JIEGKAPCTBEHHBIX IPEMAPATOB,
BKJIIOUEHHBIX B nepeueHb JKHBJIII, B nmepeyeHp TOpPOroCcTOsINMX JIEKAPCTBEHHBIX
IpenapaToB, B MHUHUMAJIbHBIM ACCOPTUMEHT JIEKAPCTBEHHBIX IIPENapaToB,
HEOOXOJMMBIX JUIsl OKa3aHUs MEIUIMHCKOM TOMOIIM (fajgee — MHUHUMAaTbHBINA
aCCOPTHMEHT), B COOTBETCTBUH ¢ [Ipunoxxenuem.

5. HckmounTh W3 MHUHHMAIbHOTO aCCOPTUMEHTA JIEKApCTBEHHBIA IMpernapar
no MHH /lokcuUMKIIMH B 1€KapCTBEHHOM (hOpMeE «TBEP/IbIE JIEKAPCTBEHHBIE (POPMBI
JUIsl TIpUeMa BHYTPh C OOBIYHBIM BBICBOOOXEHHEM» B pamKax MmyHkTa 6 IlpaBui
(bopMHpOBaHUs TEpeYHEHd JEKApCTBEHHBIX MpenapaToB i1 MEIULHUHCKOrO
IIPUMEHEHUS W MUHHUMAJIBHOIO AaCCOPTHUMEHTA JIEKAPCTBEHHBIX IIPENApaToB,
HEOOXOAMMBIX  JJIA  OKa3aHWsd  MEIMLUMHCKOM  TMOMOIIM, YTBEP>KIECHHBIX
noctaHoBieHneM lIpasurensctBa Poccuiickont @enepanuu ot 28 asrycra 2014 r.
Ne 871.

6. PekoMeH10BaTh:

o MuHucTepcTBY  3ApaBOOXPaHEHHUS Poccuiickon denepaunun
npopadoTaTh BOIPOC 00 UCKIIIOUEHUS CIIEeIYIOIINX JIEeKapCTBEHHBIX MPEnapaToB U3
nepeunst JKHBJIIL: Tledanexcun, Crpentomuiud, Kanbuurpuon, benzatuna
oemsuwnneHuIUIMH, Awmdotepunun B, WM3onwmasun +  Pudammnumum,
MutokcantpoH, [Ipokap6a3un, Bakiuna st edeHuss paka MOYEBOTO MY3bIPs
BIDK, Crponuus panenar, THONEHTA HATPUSL.

Cpox — 10 Hos6ps 2026 rona.

O O O O O

o MeuuackuM npodhecCuoHATFHBIM HEKOMMEPUYECKUM OPTaHU3aAIISIM
mpopaboTaTh BOMPOC O BKIIOUEHWM JIEKAapCTBEHHOro mnpemnapata no MHH
TpacTty3ymal AepyKCTeKaH B MPOSKT KIMHUYECKUX peKoMeHaaui «Pak MojgouHoOM
JKEJIe3bD» M0 MOKA3aHUI0 «JIJIs1 JICYSHHUS B3POCIHBIX MAllUEHTOB C HeomnepadeIbHbIM
unn  MetactatndeckuM HER2-M0I0XUTENbHBIM  pakOM MOJIOYHOW  YKEJIE3bl,
MOJYYUBIINX PaHEE PEXKUM JICKAPCTBEHHOM Tepamnuu, coaepskamui antu-HER?2
TApTETHBIC MPENAPATHL.».

Cpox — 15 centsi6ps 2026 rona.



o ®enepanbHoMy (GOHIY 00S3aTEIBHOTO METUIIMHCKOTO CTPAaXOBAHHUS
o0ecreyuTh MOHUTOPUHI Ha3HA4Y€HMs JIeKapCTBEHHOro Impenapara no MHH
Tpacty3ymad JNIEPYKCTEKaH 1o MOKa3aHUIO «HER2-1107105XKMTETBHBIN
HeomnepaOeabHBI MM~ METAaCTaTUYECKUHA  paKk  MOJIOYHOM  KeJe3bD»
C TPEACTABICHHEM €XEKBapTaJIbHOTO OT4YeTa B aapec MunzapaBa Poccum
O KOJMYECTBE CJIy4acB HA3HAYEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
npernapara.

o JlepKaTent0 pPETHCTPALIMOHHOTO  YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata no MHH Tpacty3zymad aepykcrekan (OOO «AcTtpa3eHekay) HalpaBUTh
B aapec MuHucrepcTBa 3apaBooxpaHeHus Poccuiickor denepanuu 3asBICHUE
O BHECEHUU M3MEHEHUM B PETMCTPALMOHHOE YAOCTOBEPEHUE B YACTU UCKIIOUECHUS
CIeAyIOIMX  TMoKazaHui Kk  npuMmeHeHuto: HER2-cnaGomnosioxuTenbHbIN
HeomnepaOeabHbIi  WJIM  METAaCTaTUYECKMH  pak  MOJIOYHOM  JKEJe3bl;
Hepe3eKTa0eNbHbI WM METAaCTaTUYECKUH HEMEJIKOKJIETOYHBIM pak JIETKOTO
(HMPJI) ¢ wmyramusmu B rene HER2; wmecTHopacnpocTpaHEHHBIN WU
METaCTaTUYECKUN paK >KeNy/IKa; IPYrue Hepe3eKTaOeIbHbIC UITU METaCTaTUYECKUE
COJIMIHBIE OITYXOJIH.

Cpok — 21 aBrycra 2026 roaa.

[Ipunoxenue: Ha 145 1.

[Ipencenarens Komuccuun
’

MHHHCTepCTBa BﬂpaBOOXpaHeHI/DI MOANMHHMK 3NIEKTPOHHOMO AOKYMEHTa, NoAnucaHHoro I,

XPaHUTCA B CUCTEME 3/IEKTPOHHOIO ﬂOKyMeHTOOGOpOTa

Poccuiickoit @enepanuu 1no GopMUPOBAHUIO MUHICTEpCTBa 3ApaBooXpaHeHIs

Poccuiickoin deaepaumu.

\

HEPCTHCH JICKAPCTBEHHBIX NPCENApaton ULt

MCIULUHCKOT'O MPUMCHCHUA U MUHUMAJIbHOT'O
Ceptudmkar: 22E5265BD825746508E5D1F8DE177EBB

aCCOPTI/IMCHTa HeKapCTBeHHBIX HpeHapaTOB, KoMy BblgaH: narones Cepreit BnagumMmposuy
o [OelictBuTeneH: ¢ 20.04.2026 ao 14.07.2027
HGO6XOI[HMI>IX AJIA OKa3aHusa MCOUIIMHCKOU .

IIOMOIIHn

C.B.I'marones



[Ipunoxenue

JlekapcTBeHHBIE
npenaparbl

JlexapcTBeHHbBIE (POPMBI

N3menenus

OcHoBaHusA

MNEPEYEHB )KU3HEHHO HEOBXOJUMBbIX U BA)KHEHIINX JEKAPCTBEHHBIX ITIPEITAPATOB JIJI1 MEIUIIMHCKOI'O

INPUMEHEHUA

OMeEIIPa3oJl JeKapCTBEHHbIE (DOPMBI ISt UCKJIIOUUTH JIEKaPCTBEHHYIO (hopMy JlexapcTBeHHasi popMa «TBEpAbIE JEKAPCTBECHHbIC
MapeHTepaIbHOI0 IPUMEHEHMS; «TBEpJIbI€ JIEKAPCTBEHHBIE (POPMBI, (opMBbl, IpeIHa3HAYEHHBIE JIs1 IPUTOTOBJICHUS
TBEp/IbIC JIEKAPCTBEHHBIC ()OPMBI /IS | TpeTHA3HAUCHHBIE JUTSI IPUTOTOBIICHUS | KUIKUX JIEKAPCTBEHHBIX (POPM ISl IpUeMa BHYTPH»
npremMa BHYTpPb C OOBIYHBIM HIIU KHJIKUX JICKApPCTBEHHBIX (OPM JUIS UCKJII0YaeTCs B COOTBETCTBUU C I1. 6 [IpaBuin B cBs3n
MOIU(PULIIPOBAHHBIM IIpueMa BHYTPb) c:
BBICBOOOXKICHHEM; ® OTMEHOU PErMCTPALIUOHHOTO
TBEp/IbIC JIEKAPCTBEHHBIE (POPMBI, YIAOCTOBEPEHHS,
OpeAHa3SHAYCHHBIC IJIA ® OTCYTCTBMCM OCTAaTKOB Ha TCPPUTOPUU
HNPUTOTOBIICHUS XKUJKUX Poccuiickoit @enepanuu.
JIeKapCTBEHHBIX (OpM JUIs TpreMa
BHYTPb

OHJIAHCETPOH JIEKapCTBEHHBIE (POPMBI JIs ® HCK/IIOYUTH JEKAPCTBEHHYIO 1. JlexapcTBeHHas (hopMa «KUJIKUE JIEKapCTBEHHbIE

MapeHTEPATLHOIO IPUMEHEHNS;
JKUJIKHE JIEKapCTBEHHBIE (DOPMBI JJIst
npuemMa BHYTpb;

MSATKHE JIEKapCTBEHHBIE (DOPMBI JIJIst
MECTHOT'O PEKTaJIbHOTO IPUMEHEHNUS;
TBEp/IbIC JIEKApCTBEHHBIE (POPMBI JIJIst
npreMa BHYTPb C OOBIYHBIM WITH
MOAUGPUITUPOBAHHBIM
BBICBOOOXKIEHUEM

(bopMy «KHJIKHE JIEKapCTBEHHbIE
(GopMBI 1715 IpHUEMa BHYTPbY,

® U3MEHUTh «MATKHE
JIeKapCTBEHHbIE (POPMBI JIJIsI MECTHOTO
PEKTaIbHOIO MIPUMEHEHUS» Ha
«TBEpAbIE JIEKapCTBEHHBIE (POPMBI 1151
MECTHOTO PEKTAIbHOIO IPUMEHEHUS;

® U3MEHUTh «TBEp/bIE
JIeKapCTBEHHbIE (POPMBI [Tl TpruemMa
BHYTPb C OOBIYHBIM HITU

(dopMbI 1715 TpHUeMa BHYTPb» UCKIIIOYAeTCs B
COOTBETCTBUH C I1. 6 [IpaBui1 B cBA3M c:
® OTMEHA PETHCTPALMOHHOIO YAOCTOBEPEHHE,
® OTCYTCTBHME OCTaTKOB Ha TEPPUTOPUU
Poccuiickoit denepanuu
2. B cootrBerctBum ¢ OPC.1.4.1.0013.15
CYIIIO3UTOPUN- TBEPJAs 103UPOBAHHAS
JeKapcTBeHHas (hopma.
3. TBepable nekapcTBEHHbIE (POPMBI I TpUeMa
BHYTPb ¢ MOJU(ULHPOBAHHBIM BBICBOOOXKICHUEM




MOAU(PUIIMPOBAHHBIM
BBICBOOOXKICHUEM» Ha «TBEPIbIC
JIeKapCTBeHHbIE (POPMBI JIJIsI TprueMa
BHYTPb C OOBIYHBIM BEICBOOOKICHUEM)

UCKJIIOYAeTCs B COOTBETCTBUH ¢ 1. 6 [IpaBui B cBs3M
c:

® OTCYTCTBHE 3apPErMCTPUPOBAHHBIX JID

® OTCYTCTBHME OCTATKOB Ha TEPPUTOPUU
Poccuiickoit denepanuu

WHO3UH + METrITyMUH
+ METHOHHH +
HUKOTHHAMU] +
sSIHTapHast KUCJIoTa

JIEKapCTBEHHBIE (POPMBI JUIS
MapeHTEPATLHOTO TPUMEHEHUS

N3MCEHUTh HAUMEHOBAHUE Ha «MHO3UH
+ MEIrJIFOMUH + METHOHHUH +
HUKOTUHAMU/J + SHTapHAask KUCIIOTa»

[IpuBeneHne B COOTBETCTBHUE C PErMCTPALMOHHBIM
YIOCTOBEPEHHEM

oucakoauI MSTKHUE JIEKApCTBEHHBIE (DOPMBI 111 | U3MEHUTDH «MSITKHE JIEKAPCTBEHHbIE B cootBerctBun ¢ OPC.1.4.1.0013.15
MECTHOT'O PEKTaJIbHOTO NPUMEHEHHS; | POPMBI Ui MECTHOTO PEKTAIIEHOTO CYIITIO3UTOPUH- TBEpAAs 103MPOBAHHAS
TBEp/IbIC JIEKAPCTBEHHBIC ()OPMBI IS | IPUMEHEHUS» Ha «TBEP/IbIE JeKapcTBeHHas popma.
npruemMa BHYTpb C JIeKapCTBEHHbIE (POPMBI JII MECTHOTO
MOTU(PHUIIMPOBAHHBIM PEKTATLHOTO IPUMEHEHUS»;
BBICBOOOXKICHHEM
MaKporoi KHJIKHE JIEKapCTBEHHBIE (POPMBI /TSt ® UCKIIIOYMTBH JIEKAPCTBEHHYIO 1. JlekapcTBeHHas (popmMa <«OKHJIKHME JIEKAPCTBEHHBIE

IpUeMa BHYTpB;

TBEp/Ibl€ JIEKAPCTBEHHBIE (POPMBI,
npeHa3HaYeHHbIE IS
IIPUTOTOBIIEHUS JKUIKHUX
JIEKapCTBEHHBIX (hopMm ISl mpuema

BHYTpb

(bopMy <«OKHJKHE JTeKapCTBEHHBIE
(hopMBI 1715 TpUeMa BHYTPbY;

e 100aBUTh HAMMEHOBaHHE
«Maxkporon+Harpus xnopun+Kanus
xnopua+Harpus
ruapokapOonar+Harpus cynbdar
0€e3BOIHBIIN

(hopMbI 17151 TpUeMa BHYTPb» UCKITIOYAETCS B
COOTBETCTBUH C II. 6 [IpaBui1 B cBA3M c:

® OTCYTCTBME 3apeTUCTpUPOBaHHBIX JID
2. B pamkax npuBenenust PY B coorBeTcTBHE
Harpus xnopua+Kanusa xnopua+Harpus
ruapokapOooHat-+Harpus cynedar 6e3BoaHbBIN OBLTH
IIEPEBEICHBI U3 BCIIOMOTATEIIbHBIX BEIIECTB B
COCTaB JICMCTBYIOIINX BEIIECTB.




CMEKTHUT KHJIKHE JIEKApCTBEHHBIE (GOPMBI TSI ®  HCKJIIOYHUTH JIEKAPCTBCHHYIO 1. JIekapcTBeHHas (hopMa «KUIKUE JIeKapCTBEHHBIE
JUOKTA3IpUUYECKUN | [IpHEMa BHYTpb; (hopMy «KHUJIKHE JIEKapCTBCHHBIC (opMBI 1715 IpHeMa BHYTPb» UCKIIIOYAETCs B
TBEPABIC ICKAPCTBCHHBIC (bOprI, (bopMH JJIS IIpueMa BHYTPbBY; COOTBETCTBUHU C II. 6 HpaBI/IJI B CBA3H C:
JUCIIEPTUPYEMBIE B pACTBOPUTEIIE ® HCKIIOYHThH «TBEP/IbIC ® OTCYTCTBME 3apETUCTpUPOBAHHBIX JID
AL ipréMa BHYTPb; JIEKapCTBEHHBIE (JOPMBI, 2. JlekapcTBeHHas opMa «TBEpAbIC JIEKAPCTBEHHBIC
TBEp/IbIC JIEKAPCTBEHHBIE (POPMBI, JMCIIEPTUPYEMBIE B PACTBOpPUTENIE It | POPMBI, JUCIIEPTUPYEMBIE B PACTBOPHUTEIIE IS
IIpeIHA3HAYCHHBIC JJIS npreMa BHYTPbY» IIpYE€Ma BHYTPb)» HUCKIIFOYAETCSI B COOTBETCTBHH C II.
IPUTOTOBJICHUS JKUIKUX 6 [IpaBuu B cBs3M C:
JIEKapCTBEHHBIX (hOPM Ul IIpHEMa ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUU
BHYTDb; Poccuiickoit ®eneparuu
® OTCYTCTBME BBOJIa B IpakJaHCKUI 000pOT B
TE€YEeHHE roja
Mecaaa3uH JKUJKHE WM MATKHE JICKAPCTBEHHBIC | U3MEHUTH <OKUJKHUE WA MATKHE B cootBerctBum ¢ OPC.1.4.1.0013.15
(OpMBI 17151 MECTHOTO PEKTAIBHOTO | JIEKAPCTBEHHBIE ()OPMBI JIJIs1 MECTHOTO | CYNIIO3UTOPUHU- TBEPAAsk JO3UPOBAaHHAs
MPUMEHEHHUS, 32 UCKIIIOYEHHEM TIE€Hbl | PEKTaIbHOI'O MPUMEHEHHUS, 32 JeKapcTBeHHas (opma.
PEKTAJIbHOM; HCKJIFOUEHUEM TIEHBI PEKTaIbHOW» Ha
TBEP/bIE JIEKAPCTBEHHBIE (POPMBI JIIS | «OKHMJIKHE WU TBEP/IbIE JIEKApCTBEHHBIE
IIpreMa BHYTPb C (OpMBI 111 MECTHOT'O PEKTAJIBHOTO
MOIU(PUIIMPOBAHHBIM MIPUMEHEHHUS], 32 UCKIIOUYEHUEM TEHBI
BBICBOOOXKICHHEM pEKTaIbHOW»
oudunodbaxTepun MSTKHE JeKapCTBEHHbIE (hOPMBI 115 ® U3MEHUTH «MATKHE 1. B coorBercTBumn ¢ OPC.1.4.1.0013.15
ouduym MECTHOTO BaruHaJIbLHOTO M (MJIN) JIeKapCTBEHHBIE ()OPMBI JUIT MECTHOTO | CYIIIIO3UTOPHH- TBEPAAsl JO3UPOBAHHASL

PEKTAIILHOIO IPUMEHEHNS,
TBEP/bIE JIEKAPCTBEHHBIE (DOPMBI,
[IpeAHA3HAYEHHBIC NI

BarvHAJILHOTO U (WJIN) PEKTATBHOTO
MIPUMEHEHUS» Ha «TBEP/Ible
JIEKapCTBEHHBIC (DOPMBI IS MECTHOTO

JeKapcTBeHHas popma.
2. 106aBUTh arperupoBaHHYIO JEKapPCTBEHHYIO
(bopMmy «TBep/IbIe JIeKapCTBEHHbIE (HOPMBI ISt




MPUTOTOBIICHHS KHUJIKHX
JICKapCTBEHHBIX (hopM JuTst mpruema
BHYTPb ¥ (UJIN) MECTHOTO
IPUMCHCHUS;

BarMHAJIbHOTO U (WJIM) PEKTAIbHOTO
MIPUMCHECHHUSD,

e 100aBUTH JIEKAPCTBEHHYIO
bopMy «TBepJIbIC IEKapCTBEHHBIC
dbopMBI 17151 TpuemMa BHYTPb C
OOBIYHBIM BBICBOOOKICHUEM)

preMa BHYTPb C OOBIYHBIM BBHICBOOOXKICHUEMY IS
JIEKapCTBEHHBIX (POPM «KATICYJIBI» U «TAOJIETKI,
3aperucTpUPOBAHHBIX HA TeppuTOpUn Poccuiickoit
®depnepannu, BKIOYEHHBIX B pacniopspkenue 2406-p

POOHUOTHK U3

TBCPABIC JICKAPCTBCHHBIC (1)OpMI)I JIIA

e 100aBUTH HAUMEHOBAHUE

1. B pamkax npusenenusi PY B cooTBeTcTBHE

ondugodakTepuii preMa BHYTPb C OOBIYHBIM «pobuoTHk oudumodakrepuit HauMeHoBaHue Ob110 u3MeHeHo (JII1-Ne(012443)-
oudpugym BBICBOOOXKICHHUEM; OudUIYM OTHOKOMIIOHEHTHBIN (PT'-RU) no cocrosuuio Ha 04.08.2026 ne
OJIHOKOMITOHEHTHBII COpOMPOBAHHBII U3MEHEHO)
COp6HpOBaHHBII>'I ° I[O63.BI/ITI> JIEKapCTBEHHYIO 2. I[O68,BI/ITI) arperupoOBaHHYIO JICKAPCTBCHHYIO
(I)OpMy «TBEPJbIE JI€KapCTBEHHBIE (1)OpMy «TBCPABLIC JICKAPCTBCHHBIC (1)OpMBI JJIsA
(OPMBI JI IPUTOTOBIICHNS KUJAKHX | IPUTOTOBIICHHUS KUJIKUX JIEKAPCTBEHHBIX (POPM 115t
JIEKapCTBEHHBIX (1)opM JUId IpueMa IIpuemMa BHYTpPb» IJIA HeKapCTBeHHOfI (I)OpMLI
BHYTPB» «IIOPOIIOK JIA MprEMa BHYTPb)»,
3aperucTpUPOBAHHON Ha TeppUTOpuH Poccuiickon
®enepani U BKIIIOUEHHOM B pacniopsbkenue 2406-p
ITAOTJINTA30H TBEp/bIE JIeKapcTBeHHbIE (popMbl 1151 | 1ob6aButh MHH «@nornurazon» B cootBercTBuu ¢ ab3anem 2 nmyHkra 6(2) [IpaBun
npreMa BHYTPb C OOBIYHBIM
BBICBOOOXKICHUEM
acKopOuHOBast HKHUJIKME JIEKAPCTBEHHBIE (HPOPMBI JIst ® NCKITIOYUTE JIEKAPCTBEHHYIO JlexapcTBeHHas hopMa «KHJKHE JEKapCTBEHHbIE
KHCJIOTa npuemMa BHYTPb; (bopMy «KHJIKHE JIEKapCTBEHHbIE (opMbI 17151 TpUEeMa BHYTPb» U JIEKapCTBEHHAS

JIEKapCTBEHHbIE (POPMBI JUIS
NapEeHTEPAILHOTO IPUMEHEHMUS;
TBEp/IbIE JIEKAPCTBEHHBIE (DOPMBI JIJIs
npremMa BHYTPb C OOBIYHBIM HITU

(dopMBI 17151 IpHEMa BHYTPbY,

® U3MEHUTh «TBEp/bIE
JIeKapCTBEHHbIE (POPMBI [Tl TpruemMa
BHYTPb C OOBIYHBIM HJIU

(hopMa «TBepbIe JIeKapCTBEHHbIE (POPMBI ISt
npueMa BHYTpPb ¢ MOAU(DULIUPOBAHHBIM
BBICBOOOK/IEHUEM) UCKITIOYAETCS B COOTBETCTBUU C
1. 6 [IpaBui B cBA3M c:




MOIU(DHUIIMPOBAHHBIM
BBICBOOOXKIICHUEM;

TBEP/IbIC JIEKAPCTBEHHBIC (DOPMBEI,
npeIHa3HAYCHHBIC IS
HPUTOTOBJICHUS JKHUIKUX
JICKapCTBEHHBIX (hopM JuTst mpruema
BHYTPb, 33 UCKJIFOUCHHEM Ta0JIETOK
HIATTYYHX

MOAU(PUIIMPOBAHHBIM
BBICBOOOXKICHUEM» Ha «TBEPIbIC
JIeKapCTBeHHbIE (POPMBI JIJIsI TprueMa

BHYTPH C OOBIYHBIM BBICBOOOKICHUEM»

® OTCYTCTBHE 3apETHCTPUPOBAHHBIX Ha
teppuropuun Poccuiickoin @enepaunu
JIEKapCTBEHHBIX (hopwm;

HaATpUS
TUAPOKapOOHAT

JIEKapCTBEHHBIE (POPMBI JIS
MapeHTePabHOTO MPUMEHEHUS

koppekTupoBka kojma ATX «BO5SCBy
Ha «BO5BB»

IMPUBCACHHUEC B COOTBCTCTBUC C PCTUCTPALIHOHHBIM
YAOCTOBCPECHUCM

4-Hutpo-N-[(1RS)-1-
(4-dpropdennn)-2-(1-
STUIITHIIEPUTAH-4-

JIeKapCTBEHHbIE (DOPMBI ISt
NapeHTePAILHOTO IPUMEHEHUS

00aBUTH MEKITYHAPOTHOE
HEMAaTeHTOBAHHOE HAUMEHOBAHHE
«KaBytunuay

B pamxkax npucsoenust BO3 geiictByroiemy
BemectBy «4-Hutpo-N-[(1RS)-1-(4-propdennn)-2-
(1->TunnunepunuH-4-

WJ1)3THIT |OCH3aMu1ar WIT)9THIT | OEH3aMUIaTHAPOXIIOPHUI» MEKTYHAPOTHOE

UIPOXJIOPUI HEMAaTCHTOBAHHOC HAMMCHOBAHUEC «KaByTI/IJ-H/IH» u
npuBeneHueM PY B cooTBercTBUE
(PY JII1-002510 umeeT xuMU4eCcKOe HAMMEHOBAHUE
u neiictyer g0 02.01.2030)

HUTPOTIIUIEPHH KUJKHUE JIEKApCTBEHHBIC (DOPMBI 111 | HICKJIFOUUTH JIEKAPCTBEHHYIO (opMy JlexapcTBeHHas (hopMa «TBEp/IbIE JIEKAPCTBEHHbBIE

MECTHOT'O ITOIbI3BIYHOTO
MIPUMEHEHUS;

JIEKapCTBEHHBIE (POPMBI JUIS
MapeHTEPATLHOIO IPUMEHEHNS;
TBEp/IbIC JIEKAPCTBEHHBIE (POPMBI 11151
npreMa BHYTPb C OOBIYHBIM WITH
MOAU(PHUITUPOBAHHBIM

«TBEpAbIE JIEKapCTBEHHBIE (DOPMBI 1151
npueMa BHYTPb C OOBIYHBIM WIIN
MOAU(PUIIMPOBAHHBIM
BBICBOOOXKICHHEM»

(dhopmbI 115 preMa BHYTPb ¢ OOBIYHBIM UITH
MOJIU(UIIIPOBAHHBIM BEICBOOOKICHHEM)
HCKJIFOYAETCs] B COOTBETCTBUH C I1. 6 [IpaBun B cBsA3n
c:

® OTCYTCTBHME OCTaTKOB Ha TEPPUTOPUU
Poccniickoit ®enepanuun

® OTCYTCTBHE BBOJIa B TPaKIaHCKUN 000pOT B




BBICBOOOYKICHHEM;

TBEP/bIE JIEKAPCTBEHHBIC (DOPMBI JIJIS
MECTHOT'O M1 MECTHOT'O
MOIBSA3BIYHOTO TPUMEHEHUS

TE€YEeHHE rojJa
® OTCYTCTBHUE PETUCTPALIMOHHOTO
yIIOCTOBEPEHUS

MOMETa30H JKUJIKHE JIEKAPCTBEHHBIC (DOPMBI JIJIS1 | UCKITIOUUTD JIEKAPCTBEHHYIO (popMy JlexapcTBeHHas hopMa «KHUIKUE JIEKAPCTBEHHBIC
HapY>KHOTO IPUMEHEHUS; (OKUJIKUE JICKApCTBEHHBIC (DOPMEBI 711 | GOPMBI JIsl HAPYKHOTO MPUMEHEHHS UCKITIOYACTCS
MSITKHE JIEKApCTBEHHBIE (DOPMBI 111 | HAPYKHOTO IPUMEHEHUSDY B COOTBETCTBUH ¢ 11. 6 [IpaBuit B CBSI3U C:
HAPYKHOTO PUMEHEHUS ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUU
Poccuiickoit denepanun
® OTCYTCTBHE BBOJIa B TPaKJaHCKUN 000pOT B
TEUYEHHE rojia
XJIOPTeKCUIUH KUJKHUE JIEKApCTBEHHBIE (DOPMBI A1l | HICKJIFOUUTH JIEKAPCTBEHHYIO (OopMy JlexapcTBeHHast popMa «MATKHE JIEKAPCTBCHHBIC
MECTHOTO U (WJIM) HAPYKHOTO «MSATKHE JICKAPCTBEHHBIE POPMBI U1 | POPMBI ISl MECTHOTO BarMHAIBHOTO TPHUMECHEHUSDY
MIPUMEHEHUS; MECTHOI'0 BATMHAJILHOTO IPUMEHEHUS» | UCKJIIOYAETCsl B COOTBETCTBUU C 1. 6 [IpaBui B cBsA3M
MSATKHE JIEKapCTBEHHBIE (DOPMBI JIJIst c:
MECTHOI'0 BarMHAJIEHOTO ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUU
IIPUMEHEHNS; Poccuiickoii denepanuun
TBEPABIC JICKAPCTBCHHBIC (I)OpMH JULA ® OTCYTCTBHEC BBOJA B rpamnaHCKHﬁ 060p0T B
MECTHOTO BaruHaJbHOTO MIPUMEHEHUS TeUeHHe roja
® OTCYTCTBHUE PETUCTPALMOHHOTO
YIOCTOBEPEHUS
HaTaMHUIINH MSATKHE JIEKApCTBEHHBIC (DOPMBI 111 | ©BMEHHTH JIEKAPCTBEHHYIO (hOpMy B coorserctBun ¢ OPC.1.4.1.0013.15

MCCTHOI'O BaruHaAJIbHOT'O ITPUMCHCHU

«MSATKHUE JICKApCTBEHHBIE (POPMBI JUIS
MECTHOT'O BarMHAJILHOT'O IPUMEHEHUS»
Ha «TBepbIe JIEKapCTBEHHBIE (POPMBI
JUISL MECTHOTO BarHAJIbHOTO

CYIIIO3UTOPUN- TBEPJAs 103UPOBAHHAS
JeKapcTBeHHas (hopma.




IIPUMCHCHU S

MIPOTreCTEPOH TBEP/IbIE JIEKAPCTBEHHBIC (DOPMBI 111 | K3MEHUTH JIEKAPCTBEHHYIO (hopmy B COOTBETCTBHM C MHCTPYKLMEHN JJISI MEAULIMHCKOTO
preMa BHYTPb C OOBIYHBIM «TBEpAbIE JIEKApCTBEHHbIE (POPMBI M1l | IPUMEHEHUS JIEKapCTBEHHBIH MTpernapaT UMeeT ABa
BBICBOOOXKICHUEM MpreMa BHYTPb C OOBIYHBIM IIYyTU IPUMEHEHHUS: IEPOPAIBHO U BarMHAJIbHO
BBICBOOOXKIEHUEM) HA «TBEPAbIC
JICKapCTBEHHBIE (POPMBI IS IIpHeMa
BHYTPbH U (M) MECTHOTO
BAarvHaJIbHOTO IPUMEHEHUS
JOKCUIIUKIIMH JICKapPCTBEHHBIE (POPMBI JIS HCKJIIOYHTH JIEKAPCTBEHHBIE (DOPMBI JlexapcTBeHHBIE POPMBI «IEKAPCTBEHHBIC (HOPMBI
MapeHTEPATILHOIO TPUMEHEHNS; «JIeKapCTBEHHbIE (POPMBI [Tt JUTSl IAPEHTEPATIbHOTO IPUMEHEHUS», «TBEPAbIE
TBEP/IbIE JIEKAPCTBEHHBIC (DOPMBEI, MMAPEHTEPAITBHOTO IPUMEHEHUSY, JICKapCTBEHHBIE (POPMBI [T IPHUEMa BHYTPb C
JUCIIEPTUPYEMBIE B pACTBOPUTEIE «TBepAbIE JIeKapCTBEHHbIE (POPMBI 711 | OOBIYHBIM BHICBOOOXKIEHUEM» UCKITIOUAIOTCS B
ISl IprieMa BHYTPb; IpreMa BHYTPb C OOBIYHBIM cooTBeTCTBUHU C 1. 6 [IpaBui B CBsI3M C:
TBEP/bIE IEKAPCTBEHHBIC (DOPMBI 111 | BBICBOOOKICHUEM» ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUU
IpreMa BHYTPb C OOBIYHBIM Poccuiickoii ®enepanuu
BBICBOOOXKICHHEM ® OTCYTCTBHE BBOJIa B TPAXJTAHCKUNA 000POT B
TEUEHHE roJia
® OTCYTCTBHE PETMCTPALMOHHOIO
YIOCTOBEPECHUS
e ypokcum JIEKapCTBEHHBIE (POPMBI JIS UCKITIOYUTH JIEKAPCTBEHHYIO (hOopMy JlexapcTBeHHas (hopMa «TBEp/IbIE JIEKAPCTBEHHbBIE

MapeHTepaIbHOTO MPUMEHEHMUS;
TBEp/IbI€ JIEKAPCTBEHHBIE (POPMBI IS
IpreMa BHYTPb C OOBIYHBIM
BBICBOOOXKICHHEM;

TBEP/bIE JIEKAPCTBEHHBIE (DOPMBI,
IpeIHa3HAYEHHbIE IS

«TBEpAbIE JIEKApCTBEHHBIE (DOPMBI,
IIpeIHa3HAYEHHbIE AJI IPUTOTOBICHUS
KHUJKUX JIEKaPCTBEHHBIX (HOpM ISt
IIpyeMa BHYTPb»

(hopMbI, TpeTHa3HAuYEHHbBIE JJI TPUTOTOBICHUS
KHUJIKUX JIEKApPCTBEHHBIX (POPM JUISI TpHEMa BHYTPb»
HCKJIFOYAETCs] B COOTBETCTBUH C 1. 6 IIpaBun B cBsA3H
c:

® OTCYTCTBHME OCTAaTKOB Ha TEPPUTOPUU
Poccuiickoit deneparuu (0 COCTOSTHUIO HA




IIPUTOTOBJICHUS KUIKUX
JIEKapCTBEHHBIX (OpPM JUIsI TpreMa

BHYTPb

30.07.2026 1149 yn. ¢ UCTEKIIMM CPOKOM T'OJTHOCTH)
® OTCYTCTBHE BBOJIa B IPaXJTaHCKUN 000POT B
TE€YEeHHE rojJa

BaHKOMUIIUH JICKapPCTBEHHBIE (POPMBI JIS WCKITIOYUTH JIEKAPCTBEHHYIO (hopmy JlexapcTBeHHas hopma «ieKapCcTBEHHBIE (POPMBI AJIst
[MapEeHTEPAIILHOIO [IPUMEHEHHS, «JIeKapCTBeHHbIE (POPMBI JIJIst [IapEHTEPAIILHOIO IIPUMEHEHU» UCKITIOYAETCS B
TBEP/IbIE JIEKAPCTBEHHBIC (DOPMBEI, MapEeHTEPAIBLHOIO IPUMEHEHUD) coOoTBeTCTBUHU C 1. 6 [IpaBui B CBsI3M C:
[peaHa3HavYeHHbIEC NI ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUHU
[IPUTOTOBJICHUS JKUIKAX Poccutiickoit deneparuu (10 COCTOSHUIO Ha
JIEKapCTBEHHBIX (hOPM IS 30.07.2026 217 y1m. ¢ HICTEKITUM CPOKOM T'OJTHOCTH)
NapCHTCPATIbHOTO MPUMCHCHUA 1 ® OTCYTCTBHE BBOJa B IPaKJaHCKUN 000pOT B
rpueMa BHYTpb TE€YEHHUE rojaa

N30HHUA3U] JIEKapCTBEHHBIE (DOPMBI TSI KOPPEKTHUPOBKA JIEKapCTBEHHOMN (hopMmbl | JIekapcTBeHHBIE (DOPMBI JIJIs1 MHTAISIIHOHHOTO,

WHTAJSIITAOHHOTO, U (WJIH)
NapeHTepalIbHOTO, U (WJIN)
SHAO0TPaXealbHOTO IPUMEHEHHS;
TBEp/IbIC JIEKApCTBEHHBIE (POPMBI J1JIs1
npreMa BHYTPb C OOBIYHBIM
BBICBOOOXKJICHUEM

«JIeKapCTBEHHbIE (POPMBI IS
MHTAJIIMOHHOTO, U (WJIH)
NapeHTepaIbHOTO0, U (WIJIN)
SHAO0TpaxealbHOr0 NPUMEHEHU» Ha
«JIeKapCTBEHHbIE (POPMBI IS
MapeHTePaAIIbHOTO IPUMEHEHUS

SHJ0TPAXEAIbHOI0 IPUMEHEHNS UCKIIIOYAKOTCS B
COOTBETCTBUH c I1. 6 [IpaBui B cBA3M C:

®  OTCYTCTBHME OCTAaTKOB HAa TEPPUTOPUU
Poccuiickoit @enepannu 1ekapcTBEHHON (HOpMBI
«pacTBOp JJI1 BHYTPUBEHHOI' 0, BHYTPUMBIIIEYHOTO,
UHTISLMOHHOIO U SHOTPaXeaJIbHOTO BBEACHUS»

® OTCYTCTBHE BBOJIa B Ipa’kJaHCKUI 000OpOT B
TE€4YEHHE roja

® OTCYTCTBHUE PETUCTPALMOHHOIO
YIIOCTOBEPEHUS

aTa3aHaBup +
PUTOHABUP

TBEp/IbIE JIEKAPCTBEHHBIE (DOPMBI JIJIs
npremMa BHYTPb C OOBIYHBIM

koppekTupoBka koga ATX «JOSAE» Ha
«JOSAR»

IPUBCACHNUE B COOTBETCTBUE C PETUCTPALITMOHHBIM
YAOCTOBCPCHUCM




BBICBOOOXKIEHUEM

HapJaIpeBUp TBEp/IbIE JIeKapCcTBEHHBIC (hOpMEI i1 | KoppekTupoBka koga ATX «JOSAE» Ha | mpuBeieHHE B COOTBETCTBUE C PETUCTPAIIMOHHBIM
npueMa BHYTPb ¢ OOBIYHBIM «JOSAP YIOCTOBEPECHUEM
BBICBOOOXKICHUEM
panTerpaBup TBEP/bIE JIEKAPCTBEHHBIC (DOPMBI JIJIs | TOOABUTH JICKAPCTBEHHYIO (hOpMY Jl0GaBUTE arperupoBaHHYIO JICKAPCTBEHHYIO GopMy
preMa BHYTPb C OOBIYHBIM «TBEpAbIE JIEKApCTBEHHBIE (DOPMBI, «TBepAbIE JIeKapCTBEHHBIE (POPMBI, TpeOyIOLTHE
BBICBOOOXKICHUEM TpeOyIolIne pa3KEeBbIBAHUS TIEPET pa3KeBBIBAHUS TIEPE]] MPOTIaThIBAHUEM) JIJIS
MPOTJIaTEIBAHHEM) JIEKapCTBEHHOUN (OPMBI «TabJIETKHU KeBaTEIbHBIEY,
3apEeruCcTPUPOBAHHON HA TeppUTOpUH Poccuiickon
®denepaluy ¥ BKIKOYEHHOHM B pacniopsbkenue 2406-p
daBunupaBup JIEKapCTBEHHBIE (POPMBI IS UCKITIOYUTH JIEKAPCTBEHHYIO (hopmy JlexapcTBeHHas popma «iekapcTBeHHbIE (pOPMBI AJis
MapeHTEPATLHOTO IPUMEHEHNS; «JICKapCTBEHHBIC (POPMBI TSI NapeHTEPATLHOTO IPUMEHEHHUS UCKITI0YAETCA B
TBEP/bIE JIEKAPCTBEHHBIC (DOPMBI JIJIs1 | MTAPEHTEPATHHOTO TPUMEHEHUSD) COOTBETCTBUH c I1. 6 [IpaBui1 B cBA3M C:
npueMa BHYTPb C OOBIYHBIM ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPUU
BBICBOOOKICHUEM Poccuiickoit @enepanuu
® OTCYTCTBHE BBOJa B TPaKJAaHCKUN 000pOT B
TE€YEHUE roja
MMMYHOTJIOOYJTMH JIEKapCTBEHHBIE (HOPMBI TSI 100aBUTH JICKAPCTBEHHYIO (hOpMY J106aBUTH arperupoBaHHYIO JIEKAPCTBEHHYIO (OpMY
YeloBeKa MapeHTEPATLHOIO IPUMEHEHNS; «TBEpAbIE JIEKApCTBEHHBIE (DOPMBI TSl | «TBEP/bIE IEKapCTBEHHBIC (DOPMBI JIJIst
HOPMAaJIbHBIN TIPUTOTOBJICHUS KHUIKAX MIPUTOTOBJICHUS KUJIKUX JICKAPCTBEHHBIX (DOpM aJis

JIEKapCTBEHHBIX (HOPM JUIs TpreMa
BHYTPb»

MpreMa BHYTPb» /IS JIEKapCTBEHHOUN (POPMBI
«mmoduIn3at 11 MpUroTOBIEHUS pacTBOpa AJis
IpremMa BHYTPb», 3apErUCTPUPOBAHHON Ha
tepputopuu Poccuiickoin denepannn u




BKJIIOUCHHOU B pacniopsibkenue 2406-p

BaKIIMHBI B KUJKHUE JIGKAPCTBEHHBIC (DOPMBI 111 | K3MEHUTH JIEKAPCTBEHHYIO (hopmy Jl06aBUTE arperupoBaHHYIO JICKAPCTBEHHYIO GOopMy
COOTBETCTBHUH C rprueMa BHYTpb; «J1eKapCTBeHHBIC (DOPMBI JIJIst JUTSL TIpEeMa BHYTPb IS JIEKAPCTBEHHBIX (hOPM
KaJIeHAapeM JICKapPCTBEHHBIE (POPMBI JIS WHTASIIUOHHOTO, U (MJIM) MECTHOTO «mmoduIM3ar 1 IPUTrOTOBICHUS PacTBOPA IS
NPOPUIAKTUYECKUX | MHTASIIIMOHHOTO, U (MJIM) MECTHOTO | HA3aJbHOTO, U (MJIM) HApYKHOTO, U nprueMa BHYTPb»
MIPUBUBOK 10 Ha3aJIbHOTO, U (WJIM) HApY>KHOTO, U (Wn) mapeHTepaIbHOTO MPUMEHEHHS» | «TAOJIETKU, TOKPHITHIE KUIIICYHOPACTBOPUMOI
SMUJIEMUYCCKUM (W) mapeHTEPATILHOTO IPUMEHEHHS;, | Ha «JIEKapCTBEHHBIC (POPMBI IS 000J109KOI», BKJIIOUEHHBIX B KaJeHAaph
MMOKa3aHHUSM TBEP/bIE JIEKAPCTBEHHBIC (DOPMBI JIJISl | HHTAISIIIMOHHOTO, U (FJIN) MECTHOTO POQUIAKTUICCKIX TTPUBUBOK 10 ATHICMUYCCKUM
paccacbiBaHUs B IOJIOCTH pTa Ha3aJbHOTO, U (WJIN) HAPYKHOTO, U MTOKa3aHUSIM
(W1K) mapeHTepPaIbHOTO MPUMEHEHHSI,
U (WIn) 178 npueMa BHYyTPb»
ukIodochamur JICKapPCTBEHHBIE (POPMBI JIS HCKJIFOYHTH JIEKAPCTBEHHYIO (OpMY JlexapcTBeHHast popMa «TBEpAbIC JIEKAPCTBEHHbBIE
MapEHTEPAIILHOIO IPUMEHEHU S, «TBepAbIe JIeKapCcTBeHHbIE (POpMBI st | HGOPMBI [Tl TpHUeMa BHYTPh C OOBIYHBIM
TBEp/JIbI€ JIEKAPCTBEHHBIC (DOPMBI JIJIs1 | IprieMa BHYTPb C OOBIYHBIM BBICBOOOXKJICHHEMY UCKIIIOUAETCS B COOTBETCTBUH C
npreMa BHYTPb C OOBIYHBIM BBICBOOOKICHHEM) n. 6 [IpaBun B cBsI3u C:
BBICBOOOXKJICHUEM ® OTCYTCTBHE OCTAaTKOB Ha TEPPUTOPHUU
Poccuiickoit @eneparuu (1o COCTOSIHUIO HA
30.07.2026 786 y1m. ¢ UCTEKIIUM CPOKOM T'OTHOCTH)
® OTCYTCTBHE BBOJIa B TPAXJTaHCKUN 000POT B
TEUYSHHE roja
dbTopyparun JIEKapCTBEHHBIE (POPMBI JIS KOppeKTUpOBKa JiekapcTBeHHOU hopmbl | CornacHo 3akmouenuto @PI'BY «HIIDCMID»

MAPEHTEPATTBHOTO TPUMEHEHUS

«JIeKapCTBEHHbIE (OPMBI JIIIS
MapeHTEPAIbHOTO IPUMEHEHU» Ha
«JIeKapCTBEHHbIE (GOPMBI JIIsSt

Mun3apasa Poccun, BHYTPUITOIOCTHOE BBEJICHUE
KJaccu(UIuUpyeTcss Kak CaMOCTOSTeNIbHBIN
(OTHmenbHBIN) MyTh BBEICHHS JICKAPCTBEHHBIX




MapeHTEPAITBHOTO U (HJIH)
BHYTPHITIOJIOCTHOT'O TPUMEHEHUS»

IpernapaToB

MaKJIUTAKCEN JIEKapCTBEHHBIC (DOPMBI TS KOpPPEKTUPOBKA JiekapcTBeHHOU (hopmbl | CornacHo 3akmoueHnio OI'BY «HIIDCMI»
NapeHTEPATLHOTO IPUMEHEHHUS «JIEKapCTBEHHBIC ()OPMBI TSI Mumnsznpasa Poccun, nekapcrBernast popma
MapeHTEPAIBHOIO IPUMEHEHHUS» Ha «mmoduinsara Ui MIPUrOTOBIEHUS CYCIIEH3UU IS
«JIeKapCTBEHHBIE (POPMBI IS uHY3Hi» 10 PapMaKOKHHETUIECKUM
MapeHTEPAIbHOTO IPUMEHEHHS, 32 XapaKTepUCTHKaAM, (PapMaKOIOTHUEeCKOMY JIEHCTBUIO
WCKITIOUCHUEM JTHO(HIIN3aTa s ¥ C1Ioco0y MPUMEHEHHIO HE COTIOCTaBUM
MIPUTOTOBJIEHUS CYCIIEH3UHU 11 JIEKapCTBEHHOUN (hopMe «KOHLIEHTPAT JJIs
uHpy3Ui» MPUTOTOBJICHHSI pacTBOpa AJist HHPY3UIl»
nexapcTBeHHoro npenapara no MHH I[Taknurakcen
¥ HE MOXKET OBbITh OTHECeH K nepeunto JKHBJIIT
JIOKCOPYOUITNH JICKapPCTBEHHBIE (POPMBI JIS KOppeKTHpOBKa JiekapcTBeHHOU (popmbl | CornacHo 3akmoueHuto OI'BY «HIIDCMII»
MapeHTEPATLHOIO TPUMEHEHUS «JIeKapCTBEHHBIE (POPMBI TSt Munsapasa Poccun, BHyTpUITY3bIpHOE BBEACHUE
MapeHTEPATILHOTO MPUMEHEHHUS» Ha KJIACCUPUITUPYETCS KaK CaMOCTOSITEIbHBIN
«JIeKapCTBEHHBIE (POPMBI JIJIsSI (OTHenbHBIN) MyTh BBEICHUS JIEKAPCTBEHHBIX
MapeHTEePAIILHOTO U (UJI) MECTHOTO IpenaparoB
BHYTPHUIY3bIPHOT'O IPUMEHEHHU S
AMUPYOULIUH JIEKapCTBEHHBIE (POPMBI JIS KOppeKTUpoBKa sekapcTBeHHOU popmbl | CornacHo 3akmouenuto OPI'BY «HIIDCMID»
MapeHTEPATLHOTO MPUMEHEHUS «J1eKapCTBEHHBIC (DOPMBI JIJIsT Munzapasa Poccun, BHyTpUITY3bIPDHOE BBEICHHE
MapeHTEPATILHOTO IPUMEHEHHUS» Ha KJIaCCUPUIIUPYETCS KAaK CAMOCTOSITEIIbHBII
«JIeKapCTBEHHbIE (HOPMBI JIIISt (OTHenbHBIN) MyTh BBE/IEHUS JIEKapPCTBEHHBIX
MapeHTePAIILHOTO U (UJIH) MECTHOTO npenaparoB
BHYTPHUITY3bIPHOTO IPUMEHEHHSI»
MHUTOMUIIH JIEKapCTBEHHBIC (DOPMBI ISt KOpPPEKTUPOBKA JiekapcTBeHHOU (hopmbl | CornacHo 3akimoueHnio OI'BY «HIIDCMIT»




MMapCHTCPAIBHOI'O IPUMEHCHUSA

«JIeKapCTBEHHbIE (POPMBI 15
MapEHTEPAIbHOTO IPUMEHEHUS» Ha
«JIeKapCTBEHHbIE (POPMBI 15
MapEeHTEPAIILHOTO U (UJIM) MECTHOTO
BHYTPUITY3bIPHOI'O IPUMEHEHUS»

Mumnsznapasa Poccun, BHYTpHUITY3bIPHOE BBEACHHE
KJIACCUPUIIUPYETCS KaK CAMOCTOSITEIIbHBIN
(OTHenbHBI) MyTh BBE/ICHUS JIEKApPCTBEHHBIX
IIpenapaToB

uHTephEepoH anbdha

KUJKUE JIEKAPCTBEHHBIC (DOPMBI IS
MECTHOT'O Ha3aJIbHOTO, U (WJIH)
MECTHOT'O O(TATEMOJIOTHYECKOTO, U
(v1n) mapeHTEePaATLHOTO, U (HJIN)
MapeHTepaibHOTO
CyOKOHBIOHKTHBAJILHOTO
MIPUMEHEHUS;

JIeKapCTBEHHbIE (DOPMBI ISt
MapeHTePabHOTO MPUMEHEHHUS;
MSTKHE JICKAPCTBEHHBIC (DOPMBI JIIIst
MECTHOTO U Hapy>KHOTO IPUMEHEHUS;
MSTKHE JICKAPCTBEHHBIC (DOPMBI JIIIst
MECTHOT'O PEKTaIIbHOTO IPUMEHEHUS;
TBEP/IbIE JIEKAPCTBEHHBIC (DOPMBEI,
npeIHa3HauYeHHbIS s
MPUTOTOBIICHUS JKHATKAX
JIEKapCTBEHHBIX (hopM ISt
WHTQJSIITAOHHOTO, U (MJIH) MECTHOTO
Ha3aJIbHOTO, U (WJIM) MECTHOTO

0 TaTIbMOJIOTUYECKOTO, U (MIIN)
MapeHTepaTbHOTO, U (WIIN)
napeHTepabHOTO
CyOKOHBIOHKTUBAILHOTO

1. ©3MEHUTD JEKapCTBEHHYIO (popmy
«MSTKHE JICKAPCTBEHHbBIE (POPMBI JISI
MECTHOTO PEKTaJIbHOI'O IPUMEHEHUS»
Ha «TBEp/bIE JIEKAPCTBEHHBIE (DOPMBI
JUISL MECTHOT'O PEKTaIbHOTO
MIPUMEHEHUS

1. B coorBerctBuu ¢ ODC.1.4.1.0013.15
CYIIIO3UTOPUH- TBEPJIas IO3UPOBAHHAS
JIEKapCTBEHHAs (hopMma.




MpUMEHEHUs, U (WIH) IpueMa BHYTPb

uHTEpPEpOH raMmMa

JeKapCTBEHHbIE (YOPMBI ISt
[apeHTEPAILHOTO IPUMEHEHUS;

N00aBHUTH JIEKAPCTBEHHYIO (hopMy
«TBEpAbIC JIEKaPCTBEHHBIE (POPMBI,
npeaAHa3HAYCHHBIC JJI ITPUTOTOBJICHUS
KHUJKUX JIEKAPCTBEHHBIX (OPM ISt
MECTHOTO Ha3aJIbHOTO IPUMEHEHUS

Jl06aBUTE arperupoBaHHYIO JICKAPCTBEHHYIO GOopMy
«TBEpAbIE JIEKapCTBEHHbIE (POPMBI,
MpeAHa3HAYEHHBIE JIs1 TPUTOTOBICHUS KUIKUX
JIEKapCTBEHHBIX (DOPM JJIsI MECTHOTO Ha3aJIbHOTO
MIPUMEHECHHUSI» JIJIS JISKAPCTBEHHOU (POpPMBI
««TBEpJible IeKapCTBEHHBIE ()OPMBI,
NpeHa3HAYEHHBIC JIJIS1 TPUTOTOBICHUS KUIKUX
JIEKapCTBEHHBIX (DOPM TSI MECTHOTO Ha3aJIbHOTO
PUMEHEHUD», KOTOpask 3apEerucTpUpOBaHa Ha
tepputopuu Poccuiickoit denepannu, Obu1a
BKJIIOYeHa B pacniopsukeHue Ne 2406-p u, coriacHo
nanubiM OI'BY «HIIDCMID» Munzapasa Poccun, B
nepuon ¢ 2024 no 2026 r. nponuia npoueaypy
MIPUBEICHUS PETUCTPAIIMOHHOTO JJOChE B
cooTBeTcTBHE ¢ TpeboBaHusiMU Coro3a.

a3oKcuMepa OpoMmu

JIEKapCTBEHHbIE (POPMBI JUIsI MECTHOTO
U (MJIM) TapeHTEPaIbHOTO
PUMEHEHUS;

MSTKHE JeKapCTBeHHbIE (hOPMBI 1151
MECTHOI'O BarMHAJILHOTO U (WJIH)
PEKTAIBHOIO IPUMEHEHUS;

TBEp/IbIE JIEKAPCTBEHHBIE (DOPMBI JIJIs
npremMa BHYTPb C OOBIYHBIM
BBICBOOOKIEHUEM

M3MEHUTH JIEKApCTBEHHYIO (POpMy
«MSATKHUE JIEKapCTBEHHBIE (POPMBI JUIS
MECTHOT'O BArMHAJIIBHOTO U (WJIH)
PEKTAIbHOTO IPUMEHEHHUA» Ha
«TBEpJIbIC JIEKAPCTBEHHBIE (DOPMBI IJIsI
MECTHOTO BarHHAJIBHOTO U (MJIH)
PEKTATLHOTO TTPUMEHEHHS»

B cootBercTBrm ¢ ODC.1.4.1.0013.15
CYIIIO3UTOPUNU- TBEPJAs TO3UPOBAHHAS
JeKapcTBeHHas (opma.

IUBO3MINMAa0

JIEKapCTBEHHBIE (POPMBI JUIS

koppekTrpoBka koja ATX «LO4AA»

IPUBCACHNUE B COOTBETCTBUE C PETUCTPALITMOHHBIM




MMapCHTCPAIBHOI'O IPUMEHCHUSA

Ha «LO4AG»

yIIOCTOBEPEHUEM

nbynpoden

KHJIKHE JIEKAPCTBEHHBIE (POPMBI /IS
npremMa BHYTpb;

JeKapCTBEHHbIE (HOPMBI ISt
HapeHTepabHOTO IPUMEHEHHUS;
MSTKHE JeKapCTBEHHbIE (HOPMBI JIst
MECTHOT'O PEKTAJIbHOI'O IPUMEHEHHUS;
MSITKHE JIeKapCTBEHHbIE (HOPMBI IJIs1
Hapy>KHOT'O IPUMEHEHHUS;

TBEp/Ibl€ JIEKAPCTBEHHBIE (POPMBI IS
npremMa BHYTPb C OOBIYHBIM WIIH
MOJIU(PHUIMPOBAHHBIM
BBICBOOOXKIICHUEM,

TBEp/Ibl€ JIEKAPCTBEHHBIE (POPMBI,
npeIHa3HAYeHHbIE IS
HPUTOTOBIICHUS HKUIKUX
JIEKapCTBEHHBIX (OPM TSI TpHeMa

BHYTPb

M3MEHUTH JIEKApCTBEHHYIO (POpMy
«MSATKHE JI€KapCTBEHHbIE (POPMBI IS
MECTHOTO PEKTAIbHOI'O IPUMEHEHUS
Ha «TBEp/ble JIEKapCTBEHHBIE (POPMBI
JUISL MECTHOT'O PEKTaIbHOIO
MIPUMEHEHUS»

B cootBercTBun ¢ ODC.1.4.1.0013.15
CYNIIO3UTOPUH- TBEpAAs 103MPOBAHHAS
JeKapcTBeHHas popma.

keronpodeH

JIEKapCTBEHHBIE (POPMBI JIs
MapeHTEPATLHOIO TPUMEHEHNS;
MSATKHE JIEKapCTBEHHBIE (DOPMBI JIJIst
MECTHOT'O PEKTaJIbHOTO IPUMEHEHNS;
TBEp/IbIC JIEKApCTBEHHBIE (POPMBI JIJIst
npreMa BHYTPb C OOBIYHBIM WIIH
MOAUGPUITUPOBAHHBIM
BBICBOOOXKICHHUEM, 33 UCKIIOUCHUEM
rpaHyI

® U3MEHUTh JIEKAPCTBEHHYIO
(hopMy «MSATKHE JIEKApCTBEHHBIE
(OpMBI 1711 MECTHOT'O PEKTAJIBLHOTO
MIPUMEHEHUS» Ha «TBEpPJIbIE
JIeKapCTBEHHbIE (POPMBI JIsI MECTHOTO
PEKTaIbHOTO IPUMEHEHUS»

® U3MEHUTH JIEKAPCTBEHHYIO
(dopMy «TBep/Ible JIEKAPCTBEHHBIE
(hopMbI 17151 TprueMa BHYTPb C

e B coorsercteuu ¢ OPC.1.4.1.0013.15
CYMIMO3UTOPUHU- TBEPAAs T03UPOBAHHAS
JeKapcTBeHHas (hopma.

e Cornacno 3akmouenuto I'bY «HIIDCMIT»
MunzapaBa Poccun, crmoco® mpuMeHeHus
JIEKapCTBEHHON (hOPMBI «TPaHyIbD) Mpeoiaraet
BBICBITIAHUE COCPKUMOTO MTaKeTHKa
HETMOCPEICTBEHHO HA A3BIK C MOCIETYIOIINM
PacTBOPEHHEM B CIIFOHE, YTO MTO3BOJISIET




OOBIYHBIM HJTU MOTU(PUITIPOBAHHBIM
BBICBOOOKICHUEM) HA «TBEPIBIC
JIEKapCTBCHHBIC (POPMBI JUIS prUeMa
BHYTPb C OOBIUHBIM WUJIU
MOIU(DHUIIMPOBAHHBIM
BBICBOOOXKIEHUEM, 33 UCKIIIOUEHUEM
IpaHyJ»

HCIIONIB30BATh MpernapaT 0e3 3aruBaHus BOJOM.
JanHas nekapcTBeHHast popMa MOXKET OBITh
carperupoBaHa, OIHaKO HE BXOJMT B IIEpEUCHb
JKHBJIIT

TU3aHUINH TBEp/bIE JIEKAPCTBEHHBIC (DOPMBI 711 | K3MEHUTH JIEKAPCTBEHHYIO (hopmy JlexapcTBeHHBIC (HOPMBI ¢ MOAUPUIIUPOBAHHBIM
preMa BHYTPb C OOBIYHBIM WJIH «TBEPJIbIC JICKAPCTBEHHBIC (JOPMBI U | BBICBOOOKICHUEM MCKITFOYACTCS B COOTBETCTBUU C
MOAUGPUIIPOBAHHBIM MpreMa BHYTPb C OOBIYHBIM HJTU . 6 [IpaBui B cBs3U C:
BBICBOOOXKICHUEM MOAUGUIIMPOBAHHBIM ® OTCYTCTBHME OCTAaTKOB Ha TEPPUTOPUU
BBICBOOOKIEHUEM) Ha «TBEPIbIE Poccuiickoit denepanun
JIEKapCTBEHHbIE (HOPMBI s IpreMa ® OTCYTCTBHE BBOJIa B TPaKJaHCKUN 000pOT B
BHYTPB C OOBIYHBIM BBICBOOOKIECHHEM» | TeyeHe T0/1a
® OTCYTCTBHE PETHCTPALMOHHOIO
YAOCTOBEPEHUS
JIAJTIOKanuH JKUJIKHE JIEKApCTBEHHBIC (DOPMBI [IJIST | KOPPEKTUPOBKA JIeKapcTBEeHHOM dopmbl | KoppekTupoBka gekapcTBeHHOM (HOpMBI TPOBEACHA
MECTHOT'O O(TAIbEMOJIOTHYECKOTO U COKUJKHUE JIeKapCTBEHHBIE (DOPMBI A1 | HA OCHOBAHHMH 3aperHCTPUPOBAHHBIX TTOKa3aHUM U
() HApY)KHOTO TPUMEHEHNS, MECTHOTO O0()TaTbMOJIOTHIECKOTO 1 croco0oB MpUMeHeHus npenapara Jlugokans Ha
JIEKapCTBEHHBIE (POPMBI JIS (unn) HapyY>KHOTO MPUMEHEHUS» Ha tepputopuu Poccuiickoit @eaepannu
MapeHTEPATLHOTO TPUMEHEHHUS (OKUJIKHE JIEKapCTBEHHBIE (POPMBI JI7IsT
MECTHOTO Y (WJIN) HAPY>KHOTO U (WIJIH)
MECTHOTO 0()TaTbMOJIOTHIECKOTO
MIPUMEHEHUS»
alleTWICAIMIINIIOBAs | TBEp/bIE JIEKapCTBEHHBIE (POPMBI ISl | KOPPEKTHPOBKa JiekapcTBeHHOH Gopmsl | CornacHo 3akmouenuto PI'BY «HIIDCMII»




KHCJIOTa npueMa BHYTPb C OOBIYHBIM HIIH «TBEpJIbIE JIeKapCcTBEeHHBIE GopMbl 11 | Mun3apasa Poccun, nekapcrBenHas ¢popma
MOIU(UITMPOBAHHBIM MpreMa BHYTPb C OOBIYHBIM WU «Ta0JICTKY IMUTyYre» HE BXOTUT B arpeTUPOBAHHYIO
BBICBOOOK/ICHUEM, 33 UCKITFOYCHUEM | MO (DHUITMPOBAHHBIM JIEKapCTBEHHYIO (JOPMY, B CBS3H C YEM
Ta0JIETOK IMIUITYYHX BBICBOOOXKIEHUEM, 33 UCKIIIOUEHUEM KOPPEKTHPOBKA HE TpeOyeTcsl.
Ta0JICTOK IIUITYYHX)» Ha «TBEPIIbIC
JICKapCTBEHHBIE (POPMBI IS IIpHeMa
BHYTPb C OOBIYHBIM HJIH
MOIU(DHIIMPOBAHHBIM
BBICBOOOIKIEHHEM, 32 HCKJIFOUEHUEM
Ta0JIETOK IIUITYYUX»
napareTamolt JKUJIKUE JIGKAPCTBEHHBIC (DOPMBI 11T | K3MEHUTH JIEKAPCTBEHHYIO (hopmy B coorBerctBun ¢ OPC.1.4.1.0013.15
preMa BHYTPb; «MATKHE JICKaPCTBEHHBIE (OPMBI UL | CYNITIO3UTOPUU- TBEpAAsl T03UPOBAHHAS
JICKapPCTBEHHBIE (POPMBI JIS MECTHOT'O PEKTAJIBLHOTO MIPUMEHEHHUS» | JIeKapCcTBeHHas hopma.
MapeHTEPATLHOTO IPUMEHEHNS, Ha «TBEPJIbIE JICKAPCTBEHHBIE (POPMBI
MSATKHE JIEKApCTBEHHBIC (DOPMBI 711 | 1711 MECTHOTO PEKTAIBLHOTO
MECTHOT'O PEKTAIIbHOTO IPUMEHEHUS; | IPUMEHEHHUS
TBEP/IbIC JIEKAPCTBEHHBIC (DOPMBI JIJIs
npreMa BHYTPb C OOBIYHBIM
BBLICBOOOKIEHUEM
JIeBogoIIa + TBEp/bIE IEKAPCTBEHHBIEC (DOPMBI 1711 | K3MEHUTH JIEKAaPCTBEHHYIO (hopmy JlexapcTBeHHBIE POPMBI ¢ MOIU(DUIIUPOBAHHBIM
[Gencepaszun] npueMa BHYTPb C OOBIYHBIM WIIH «TBEPJIbIE JIEKAPCTBEHHBIE (JOPMBI U | BBICBOOOKIEHUEM UCKITIOYAETCS B COOTBETCTBUU C

MOIU(UITMPOBAHHBIM
BBICBOOOKIEHUEM

npueMa BHYTPb C OOBIYHBIM HIIN
MOAU(PUIIMPOBAHHBIM
BBICBOOOXK/IEHHEM» Ha «TBEpJIbIe
JIeKapCTBeHHbIE (OPMBI [Tl TpruemMa
BHYTPb C OOBIYHBIM BBICBOOOKICHUEM

1. 6 [IpaBui B cBA3M c:

® OTCYTCTBHME OCTaTKOB Ha TEPPUTOPUHU
Poccniickoit ®enepanuun

® OTCYTCTBHE BBOJIa B TPaKIaHCKUI 000pOT B
TE€YEHHE roja

® OTCYTCTBHE PETUCTPALIMOHHOTO




yIOCTOBEPECHHUSI

JIEBOMEIIPOMAa3HH JeKapCTBEHHbIE (YOPMBI ISt UCKJIIOUUTH JIEKaPCTBEHHYIO (hOopMy JlexapcTBeHHast popMa «IeKapcTBEHHBIE (POPMBI IS
[apeHTEPAILHOIO IPUMEHEHNS; «JIeKapCTBEHHbIE (POPMBI IS [apEHTEPAIBHOIO IPUMEHEHHUD UCKIIIOYAETCA B
TBEp/IbIC JIEKAPCTBEHHBIC ()OPMBI IS | TAPEHTEPAITBHOTO MTPUMEHEHHSD) COOTBETCTBUH C I1. 6 [IpaBui1 B cBA3M c:
premMa BHYTpPb C OObIYHBIM ® OTCYTCTBHME OCTATKOB HA TEPPUTOPUU
BBICBOOOXKICHUEM Poccuiickoit ®denepanun
® OTCYTCTBME BBOJIa B IpakJaHCKUI 000pOT B
TEYCHUE roJa
OTCYTCTBHE PErMCTPALIMOHHOIO YIOCTOBEPCHUS
pUCIIEPUIOH KHJIKHE JIEKapCTBEHHBIE ()OPMBI 11 | UCKIIFOUUTh JIEKAPCTBEHHYIO GopMy JlexapcTBeHHas popMa «TBEpAbIC JIEKapCTBEHHbIE
IIpUEMa BHYTpb; «TBEpJIbIC JIEKAPCTBEHHBIE (POPMBI 11 | OPMBI ISl paccachIBaHUS B MTOJIOCTH
JeKapCTBeHHbIE (YOPMBI IS paccacbIBaHUs B II0JIOCTH PTa» PTa»UCKIII0YAeTCA B COOTBETCTBUU C 11. 6 [IpaBun B
IIaPEHTEPAILHOIO IPUMEHEHNS; CBSI3H C:
TBEP/IBIE JIEKAPCTBEHHBIE (HOPMBI, ® OTCYTCTBHE OCTAaTKOB Ha TCPPUTOPUU
JUCIIEPTUPYyEMBIE B ITIOJIOCTH PTa Poccuiickoii denepanun
nepen nporjiaTbIBAHUEM, ® OTCYTCTBHE BBOJIa B TPaXJTaHCKUN 000POT B
TBEp/bIE JIEKAPCTBEHHBIE (POPMBI JIJIsI TEeYeHUE ToIa
TpreMa BHYTPb C OOBITHBIM ® OTCYTCTBHUE PETUCTPALMOHHOIO
BBICBOOOKIEHUEM; YI0CTOBEPEHHS
TBEp/IbI€ JIEKAPCTBEHHBIE (POPMBI IS
paccacbIBaHus B IMOJIOCTH pTa
MTapOKCETUH KUJKUE JIEKapCTBEHHbIE (POPMBI ISl | UCKJIFOUUTB JIEKAPCTBEHHYIO (POopMy JlexapcTBeHHas opMa «KHJKHE JEKapCTBEHHbIE

npueMa BHYTpb;

TBEp/IbIC JIEKApCTBEHHBIE (POPMBI JIJIst
npreMa BHYTPb C OOBIYHBIM
BBICBOOOKIEHUEM

COKUJIKUE JIEKApCTBEHHBIE (DOPMBI st
nprueMa BHYTPb»

(opMBI 1715 IpUeMa BHYTPb» UCKIIIOYAeTCs B
COOTBETCTBUM C 1. 6 [IpaBuin B CBA3M C:

® OTCYTCTBHME OCTAaTKOB Ha TEPPUTOPUU
Poccuiickoit denepanuu




® OTCYTCTBHC BBOJA B I‘pa)K,Z[aHCKI/Iﬁ 060pOT B
TCUCHUC roga
OTCYTCTBHUEC PETUCTPALIMOHHOI'0 YAOCTOBCPECHUA

WHO3UH +
HUKOTUHAMUJI +
pubodnaBuH +
STHTapHas KUCJIOTa

JIEKapCTBEHHBIE (POPMBI JIS
[apEHTEPAILHOTO IPUMEHEHMUS;
TBEp/bIE JIEKAPCTBEHHBIE (DOPMBI JIJ1sT
npueMa BHYTPb C OOBIYHBIM
BBICBOOOKICHUEM

KOPPEKTUPOBKA JIEKAPCTBEHHOU (POpMBI
«TBEpJIbIE JIEKAPCTBEHHBIE (HOPMBI 1151
IpreMa BHYTPb ¢ OOBIYHBIM
BBICBOOOK/IEHUEM) HA «TBEPAbIE
JeKapCTBeHHbIE (POPMBI [Tl TpUeMa
BHYTPb C MOJU(UIIUPOBAHHBIM

JexapcTBeHHas (opma «TabJaeTKu, MOKPHITHIE
KHIIIEYHOPACTBOPUMOM 000JI0YKOI» B COOTBETCTBUU
¢ ODC «JlekapcTBeHHBIE (OPMBI» OTHOCUTCS K

MO (PHUIIMPOBAHHOMY BBEICBOOOKICHUIO

BBICBOOOXKICHHEM»

OynecoHu] KHJIKHE JIEKapCTBEHHBIE ()OPMBI 11 | UCKIIFOUUTh JIEKAPCTBEHHYIO HopMy JlekapcTBeHHas popMa «KHUIKUE JIEKapCTBEHHbIE
MECTHOTO Ha3aJbHOTO MPUMEHEHUS; | <OKUJIKHE JEKapCTBEHHbIE (YOPMBI It | POPMBI TSI MECTHOTO Ha3aJIbHOTO
JeKapCTBeHHbIe (HOPMBI IS MECTHOTI'O HAa3aJIbHOI'O IIPUMEHEHUS IIPUMEHEHUA»UCKIIYAETCA B COOTBETCTBUMU C II. 6
HHTAJISIIIHOHHOI O IIPUMEHECHUS; [IpaBui B cBA3M C:
TBEP/IBIE JIEKAPCTBEHHBIE POPMBI 115t ® OTCYTCTBHE OCTAaTKOB Ha TCPPUTOPUU
IpueMa BHYTPb C Poccuiickoii denepanuun
MOIlI/I(l)I/IHI/IPOBaHHBIM ® OTCYTCTBHE BBOJIa B TPAXITAHCKUN 000pPOT B
BI)ICBO60)KI[€HI/I€M, 34 UCKJIFOYCHHUEM TEUYCHHE roga
IrpaHyJ KUIIEYHOPACTBOPUMBIX U
TabJIETOK KUIIEYHOPACTBOPUMBIX C
MPOJIOHTUPOBAHHBIM
BBICBOOOKIEHUEM, TOKPBITHIX
TUIEHOYHON 000JI04YKON

ambpoKco KUJIKHE JIEKAPCTBEHHBIE (POPMBI JUIS ® KOPPEKTUPOBKA JIEKAPCTBEHHOU e JIeKapCTBEHHas hopMa «KaTCyIbl ¢

npreMa BHYTPb U (UJIN)
MHTAIIIMOHHOTO IPUMEHEHUS;

(opMBI «TBEp/IbIE JIEKAPCTBEHHBIE
(hopMbI 17151 TprueMa BHYTPb C

IPOJIOHTUPOBAHHBIM BBHICBOOOXKIEHUEM) B
cootBeTcTBUU ¢ ODC «JlekapcTBEeHHBIE




JIEKapCTBEHHBIE (POPMBI JIS
napeHTepasIbHOTO MPUMEHEHHUS;
TBEP/bIE JIEKAPCTBEHHBIE (DOPMBI,
JCTIEPTUPYEMBIE B PACTBOPUTEIIS
JUISL IpUEMa BHYTPb;

TBEP/IbIC JIEKAPCTBEHHBIE (DOPMBI IS
npueMa BHYTPb ¢ OOBIYHBIM H (KJIH)
MOIU(PULIIPOBAHHBIM
BBICBOOOK/ICHUEM;

TBEP/IbIC JIEKAPCTBEHHBIC (POPMBI JIIIS
paccacbIBaHUS B TIOJIOCTH PTa

OOBIYHBIM BBICBOOOKICHUEM) Ha
«TBEpbIE JIEKAPCTBEHHBIC (DOPMBI st
nprueMa BHYTPb C OOBIYHBIM U (HJIN)
MOIU(DHUIIMPOBAHHBIM
BBICBOOOKICHHEM)»

® JWCKJIIOYHTH JICKAPCTBCHHYIO
(bopMy «TBepIIbIe JIEKAPCTBCHHBIC
(hOpMBI IS paccachIBaHUS B MOJIOCTH
pTa»

(GbopMBbI» OTHOCUTCS K MOAUGPUITUPOBAHHOMY
BBICBOOOKICHHIO
B cootBeTrcTBUM ¢ 11.6 [IpaBuin «TBepabie
JICKapCTBEHHBIE (JOPMBI JUIS pACCACHIBAHUS B
MOJIOCTU PTa» UCKIIIOYAIOTCS B CBSI3U C:
® OTCYTCTBHUEM OCTaTKOB HAa TEPPUTOPUU
Poccuiickoit @enepanuu
® OTCYTCTBHEM BBOJIa B TPaXIaHCKUN 000pOT
B T€UCHUE TOjIa
® OTCYTCTBHEM PETUCTPALMOHHOTO
yIIOCTOBEPEHUS

Al CTHIINMCTCHUH

KHJIKME JIEKapCTBEHHBIE (OPMBI /TSI
IIpUEMa BHYTpb;

JeKapCTBeHHbIE (HOPMBI IS
MHTAJISIIUOHHOTO ¥ MapeHTePaIbHOr0
IIPUMEHEHUS;

TBEp/bIE JIEKAPCTBEHHBIE (DOPMBI,
JUCIIEPrUPYEMBIE WIIH PAaCTBOPSIEMbBIE
B PAcCTBOpUTENIE JIJIsl IPUEMa BHYTPb;
TBEp/Ibl€ JIEKAPCTBEHHBIE (POPMBI,
npeHa3HaYeHHbIE IS
IIPUTOTOBIIEHUS JKUJIKHUX
JIEKapCTBEHHBIX (hopM ISl mpuema

BHYTpb

HUCKIIIOYUTH JICKAPCTBCHHYHO (I)OpMy
(GKHUAKHUC JICKAPCTBCHHBIC (bOpMI)I JUIA
IprueMa BHYTPb»

JlekapcTBeHHas popMa «KUIKUE JIEKapCTBEHHbIE
(hopMBI 1715 TpHeMa BHYTPh HUCKIIFOYAETCs B
cOOTBETCTBUH ¢ 1. 6 [IpaBui B cBsI3M c:

® OTCYTCTBHME OCTaTKOB Ha TEPPUTOPUU
Poccuiickoit @enepanuu (1o COCTOSHUIO HA
30.07.2026 6 y11. ¢ UCTEKIIUM CPOKOM T'OJHOCTH)

® OTCYTCTBME BBOJa B Ipa’kJJaHCKUN 000OpOT B
TE4EHHUE roja

ajiepreH O6aktepuii
(TyOepkyne3HbIi
PEKOMOMHAHTHBIN)

JIEKapCTBEHHBIE (POPMBI JIS
MAPEHTEPATTBHOTO TPUMEHEHUS

KOPPEKTHPOBKAa HAMMEHOBAHUS
«ajiepreH oakrepuii (TyOepKyIe3HbIH
PEKOMOMHAHTHBIN )» Ha «aJulepreH

NpUBCACHNUC HAUMCHOBAHHA B COOTBETCTBUU C
PErUCTPpaiuOHHBIM YIOCTOBCPECHUEM




TyOepKYJIEe3HBIH IJIs1 AMATHOCTUKID)

AMHWHOKHCIIOTBI OJId
MMapCHTCPAJIbHOI'O
IIUTaHUA

JeKapCTBEHHbIE (YOPMBI IS
HapeHTEPAILHOTO IPUMEHEHUS

KoppektupoBka kojga ATX «V06DD»
Ha «BOSBA»

npuseneHue koga ATX B COOTBETCTBUH C
PETUCTPALMOHHBIM YIOCTOBEPEHUEM

AMHUHOKHUCJIOTHI U UX
cMeEcHu

JeKapCTBEHHbIE (DOPMBI ISt
[apeHTEPAILHOIO IPUMEHEHHUS

HUCKIKOYUTh HAUMCHOBAHHUC
«aMHUHOKHUCIIOTBI U UX CMECH»

HanmeHoBaHne «aMUHOKHCIIOTBI U KX CMECH)
SBJISICTCSI TyOJIUPYIOITUM 110 oTHOIeHno kK MHH
«AMUHOKHCIIOTHI JJIs1 TAPEHTEPATHLHOTO TUTAHUS,
MOCKOJIBbKY JIEKAPCTBEHHBIE TIPETIapaThl C
ykazanaeiM MHH nipescraBisror coboii cmecu
AMUHOKHCIIOT.

aAMMHOKHCIIOTHI JUISI
[apeHTEePaIbHOTO
IUTAHUsA + Ipoune
npenapaTsl

JIEKapCTBEHHBIE (POPMBI IS
MapeHTEPATLHOTO TPUMEHEHUS

KoppektupoBka kojga ATX «V06DD»
Ha «BOSBA»

npuBeaeHue kojaa ATX B COOTBETCTBUU C
PEruCTPalIMOHHBIM yIOCTOBEPEHHEM

MEPEYEHD JJEKAPCTBEHHBIX ITIPEITAPATOB, TIPEJHA3HAUYEHHBIX 1)1 OBECIIEYEHUS JIUIL, BOJbHBIX TEMO®UJINEN,
MYKOBUCIIMTO30M, 'NIIOPU3APHBIM HAHNU3MOM, BOJIE3HbIO I'OLIE, 3JIOKAYECTBEHHBIMA HOBOOBPA3OBAHUAMU
JUM®OUTHOMN, KPOBETBOPHOM U POJACTBEHHBIX UM TKAHEH, PACCESAHHBIM CKJIEPO30M, TEMOJIUTHKO-
YPEMUYECKUM CUHAPOMOM, IOHOIIECKUM APTPUTOM C CUCTEMHBIM HAYAJIOM, MYKOIIOJIMCAXAPUJTO30M I, I1 1 VI
THUIIOB, AINIACTUYECKON AHEMMEN HEYTOUYHEHHOM, HACJIEJICTBEHHBIM JIE®HUIIUTOM ®AKTOPOB I (PUEPUHOT'EHA),
VII (JIABUJIBHOTI'0), X (CTIOAPTA - IIPAYJPA), JIUII IOCJIE TPAHCIIIAHTAIIMA OPTAHOB U (MJIN) TKAHEHA

TABO3UINMA0

koppektupoBka koga ATX «LO4AA»
Ha «LO4AG»

MIPUBEECHNUE B COOTBETCTBUE C PETUCTPALIMOHHBIM
YIOCTOBEpEHHEM




MUHHUMAJBHBIA ACCOPTUMEHT JEKAPCTBEHHBIX IIPEITAPATOB, HEOBXOJUMBIX JIJIS1 OKA3AHUS MEJIUIIMHCKON

MOMOILH

Jast anTek (roTOBBIX JIEKAPCTBEHHBIX GOPM, NPOU3BOACTBEHHBIX € IPABOM U3rOTOBJIEHUS JIEKAPCTBEHHBIX MPENapaToB, IPOM3BOICTBEHHBIX C
NMPaBOM U3rOTOBJIEHUS] ACENTHYECKHNX JIEKAPCTBEHHBIX MPENapaToB, NPOU3BOICTBEHHBIX C IPABOM H3TrOTOBJIEHHUS PaanodapManeBTHYECKHX

JIEKAPCTBEHHBIX MPeNnaparoB)

OMcaKoIuIT MSTKHE JIEKApCTBEHHBIE (DOPMBI 111 | U3MEHHUTDH «MSITKHE JIEKaPCTBEHHbBIE B cootBerctBun ¢ OPC.1.4.1.0013.15
MECTHOT'O PEKTAIBHOTO IPUMEHEHUS; | (HOPMBI T MECTHOTO PEKTAILHOTO CYIITIO3UTOPUH- TBEPJIAs TO3UPOBAHHAS
TBEp/bIE JIEKAPCTBEHHBIC (DOPMBI JIJIs1 | IPUMEHEHUS» HA «TBEP/bIE JeKapcTBeHHas (hopma.
npreMa BHYTPb C JeKapCTBEHHbIE (DOPMBI JII MECTHOTO
MOIU(PUIIMPOBAHHBIM PEKTATbHOTO TPUMEHEHUS;
BBICBOOOKICHUEM
oudumodakTepun TBEP/IbIE JIEKAPCTBEHHBIC (DOPMEI JIJIs | 10OaBUTHh HaMMEHOBaHHE «poOUOTHK | 1. B pamkax npuBenenus PY B coorBeTcTBHE
ouduaym npreMa BHYTPb C OOBIYHBIM oudunodakTepuit oudumym HanMeHoBaHue Ob110 u3MeHeHo (JITT-Ne(012443)-
MPOOUOTHK U3 BBICBOOOK/IEHUEM WJTU TBEP/bIC OJTHOKOMIIOHEHTHBIH copoupoBanubiii» | (PI'-RU) mo cocrosauio Ha 04.08.2026 e
oudunodbaxTepuii JeKapCTBeHHbIE (HOPMBI, U3MEHEHO)
onduym MpeIHa3HAYEHHbIC IS
OJTHOKOMIIOHEHTHBIN | IPUTOTOBICHUS KUIKUX
copOMpOoBaHHBII JICKapCTBEHHBIX (hopM TSl Mpruema
BHYTPb
MaHKpEaTHH TBEp/IbIE IEKAPCTBEHHBIC (DOPMBI 111 | KBMEHUTH «TBepIbie TeKkapcTBeHHble | [lo manHbIM ['ocymapcTBeHHOTO peecTpa

IpreMa BHYTPb C OOBIYHBIM
BBICBOOOXKICHHEM

(hopMbI 17151 MprueMa BHYTPb C
OOBIYHBIM BBICBOOOXKICHHUEM) Ha
«TBEpAbIE JIEKapCTBEHHBIE (DOPMBI A5
npueMa BHYTPb C OOBIYHBIM HIIN
MOAU(PUIIMPOBAHHBIM

nexapcTBeHHbIX cpenacts it MHH Ilankpeatnn
3aperucTpupoBaHa 0JiHa JIeKapcTBEHHast popma C
OOBIYHBIM (HEMEJIEHHBIM) BEICBOOOXKIEHUEM —
TabJIETKH, HOKPBITHIE TUIEHOYHON 000JI0YKON

(ToproBoe HanMmeHoBaHue «Me3umM® Qopter). B




BI)ICBO60)KI[€HI/ICM

nensax OecriepeOoMHOro oOeceYeH s IpernapaTaMu
aNTeYHBIMH OPraHU3alUSIMA B MUHUMAJIbHBIN
ACCOPTUMEHT TOJUICKAT BKIFOYCHUIO TAKXKE
JICKapCTBEHHBIE POPMBI ¢ MOTU(DUIIUPOBAHHBIM
BBICBOOOKIIEHUEM.

HUTPOTIIULIEPUH KHJIKHE JIEKAPCTBEHHBIC (POPMBI 11 | KOPPEKTHUPOBKA JIEKAPCTBEHHOH (OPMBI | B COOTBETCTBHM C MHCTPYKIHEH AJIST METUIITHCKOTO
MECTHOT'O MOIBA3BIYHOTO «TBepbIE JIEKapCTBEHHBIE (DOPMBI Ml | IPUMEHEHUS TBEpP/IbIe JIeKapPCTBEHHbIE (POPMBI
NPUMEHECHHUS; npreMa BHYTPb C OOBIYHBIM «KJTQIYT TOJ SI3BIK M IEPXKAT A0 TOJTHOTO
TBEP/bIE JIEKAPCTBEHHBIE (DOPMBI JIJIs1 | BBICBOOOXKICHUEM» HA JIEKAPCTBEHHYIO | PACTBOPEHHS», YTO COOTBETCTBYET MECTHOMY WJIU
npreMa BHYTPb C OOBIYHBIM (bopMy «TBep/ible IeKapCTBEHHbBIE MECTHOMY MObS3bIYHOMY TPUMEHEHUIO
BBICBOOOXKICHHEM (OpMBI 17151 MECTHOT'O MJIM MECTHOTO
MOABSA3BIYHOTO TPUMEHEHUS»
TUKIO(pEHAK KHJIKHE JIEKAPCTBEHHBIEC ()OPMBI TSI | U3BMEHUTH «TBep/ble JekapcTBeHHble | Ilo manHbiM ['ocymapcTBeHHOTO peecTpa
MECTHOT'O O(TaTIBLMOJIOIMYECKOTO (opMBbI 17151 TpUEeMa BHYTPb C nexkapcTBeHHbIX cpeacTB anst MHH Jluknodenak
PUMEHEHHUS; OOBIYHBIM BBICBOOOKICHHUEM) HA 3aperucTpupoBaHa OJIHA JIeKapcTBEHHas popma C
TBEp/IbI€ JIEKAPCTBEHHBIE ()OPMBI AJIS1 | KTBEp/Ible JeKapCTBEHHbIE (POPMBI /U | OOBIYHBIM BBHICBOOOXKIEHUEM — KaIlCyJIbl (TOProBOe
preMa BHYTPb ¢ OOBIYHBIM MpreMa BHYTPb ¢ OOBIUHBIM WU HauMeHoBaHue «Judenaym»). B nemsax
BBICBOOOXKICHHEM MOJIU(UIIMPOBAHHBIM 6ecriepeboitHOro o0ecreyeHns mpenaparamu
BBICBOOOKICHHEM aNTEYHBIMHU OPTaHU3AINSIMU B MUHUMAIIbHBIN
ACCOPTUMEHT MOJyIekAT BKIIOYSHUIO TaKXKe
JIeKapCTBEHHBIE (HOPMBI ¢ MOAUPUIIUPOBAHHBIM
BBICBOOOXK/ICHHEM.
rapaneTaMoll KHJIKHE JIEKApCTBEHHBIE (DOPMBI U1l | U3MEHUTH «MSTKHE JIEKAPCTBEHHBIE B cootBerctBum ¢ OPC.1.4.1.0013.15

IIpueMa BHYTpb;
MSTKHE JeKapCTBEHHbIE (hOPMBI 115t
MECTHOT'O PEKTaJIbHOTO IPUMEHEHNS;

(hOpMBI 17151 MECTHOTO PEKTAJILHOTO
IIPUMEHEHHUS» Ha «TBEPIbIE
JIeKapCTBEHHbIE ()OPMBI JIJIsI MECTHOTO

CYIIIO3UTOPUU- TBEpJasi 103UPOBAHHAS
JeKapcTBeHHas popma.




TBEP/IbIC JIEKAPCTBEHHBIC (DOPMBI JIJISt
npreMa BHYTPb C OOBIYHBIM
BBICBOOOXKIEHUEM

PEKTAJIBHOI'O IPUMCHCHHUS ),

Ans anTe4YHbIX NYHKTOB, B TOM YUCIie SABMSAIOWUNXCA CTPYKTYPHbLIM nogpasaeneHnemM MeauLMHCKOW opraHusaumm, anTevyHbIiX KNOCKOB
M MHOMBUAYaNbHbIX NpeAnpUHMMaTenei, MMeLWMX NULEH3UI0 Ha (hapMaueBTUYECKYHO AeATeNbHOCTb

oucakoanI MSITKHE JIEeKapCTBEHHbIE (DOPMBI U1 | N3BMEHUTH «MATKHUE JIEKAPCTBEHHBIE B cootBerctBun ¢ OPC.1.4.1.0013.15
MECTHOT'0 PEKTaJIbHOI'O IPUMEHEHHUS; | (HOPMBI AJIi MECTHOTO PEKTAJIBHOIO CYIIIO3UTOPUU- TBEPJIasi 103UPOBaHHAS
TBEp/IbIC JIEKAPCTBEHHBIC (DOPMBI IS | IPUMEHEHUS» Ha «TBEP/IbIE JeKapcTBeHHas (hopma.
npremMa BHYTPb C JIeKapCTBEHHbIE (DOPMBI JI MECTHOTO
MOIU(PULIIPOBAHHBIM PEKTaIbHOIO MPUMEHEHUS;
BBICBOOOXKICHHEM
oudunodbaxTepun TBEp/IbI€ JIEKAPCTBEHHBIE ()OPMBI AJIs1 | 10OaBUTh HAUMEHOBaHUE «1poOoHoTHK | 1. B pamkax npusenenus PY B cootBeTcTBHE
oupuaym uim preMa BHYTPb ¢ OOBIYHBIM oudunodbaxTepuit ouduIym HauMeHoBaHMe O0b110 n3MeHeHo (JII1-Ne(012443)-
pOOUOTHK U3 BBICBOOOXKICHHEM HJIU TBEPbIE OJIHOKOMITOHEHTHBII copoupoBanHblit» | (PT'-RU) no coctostanio Ha 04.08.2026 He
oudunodbaxTepuit JIEKapCTBEHHBIE (POPMBI, W3MEHEHO)
ouduaym npeAHa3HauYeHHbIE N5
OJIHOKOMITIOHEHTHBIN | IPUTOTOBJIEHUS KUIKUX
copOMpOBaHHBII JIeKapCTBEHHBIX (OpM JUIs TpreMa
BHYTPb
MaHKpeaTHH TBEp/IbIE JIEKAPCTBEHHBIE (DOPMBI 111 | MI3MEHUTH «TBepible JekapcTBeHHble | [lo manubM ['ocymapcTBeHHOrO peectpa

npreMa BHYTPb C OOBIYHBIM
BBICBOOOKIEHUEM

(hopMBI 17151 TpreMa BHYTPB C
OOBIYHBIM BBEICBOOOKIEHHEM) HA
«TBEpbIE JIEKApCTBEHHBIE (DOPMBI st
nprueMa BHYTPb C OOBIYHBIM HIIH

nexapcTBeHHbIX cpencts it MHH Ilankpearnn
3aperucTpUpoOBaHa OJIHA JIEKapCTBEHHast (popma ¢
OOBIYHBIM (HEMEJIICHHBIM) BBICBOOOXKICHUEM —
TabJIETKU, TOKPBIThIE TNIEHOYHOM 00070YKO0it




MOIU(DHUIIMPOBAHHBIM
BBICBOOOXK ICHUEM

(ToproBoe HanMmeHoBaHKe «Me3umM® dopter). B
nensax OecriepeboitHOro obecrieueHus npenapaTamMmu
anTeYHBIMHU OPTraHU3AINSIMU B MUHUMAIIbHBIN
ACCOPTUMEHT IOJUIekKAT BKIIOYCHUIO TAKXKE
JIeKapCTBEHHBIC (DOPMBI ¢ MOAM(PHUIIMPOBAHHBIM
BBICBOOOXKIEHUEM.

nukiIodenak KUJKHUE JIEKapCTBEHHBIC (DOPMBI 111 | MKBMEHUTH «TBepible TekapcTBeHHble | [lo manubiM ['ocymapcTBeHHOTO peecTpa
MECTHOTO O(TaIBMOJIOTHYECKOTO (dhopMBI 1715 TpUEeMa BHYTPb C nexapcTBeHHbIX cpeacts aist MHH Jluknodenak
MIPUMEHEHUS; OOBIUYHBIM BBICBOOOXKIEHUEM» Ha 3aperucTpupoBaHa OJHa JIeKapcTBEHHas ¢opMa C
TBEP/bIE JIEKAPCTBEHHBIC (DOPMBI JIJIS1 | «TBEP/IbIE IEKAPCTBEHHBIE (POPMBI ISl | OOBIYHBIM BBICBOOOXKACHHEM — KaIlCyJibl (TOProBoe
npueMa BHYTPb ¢ OOBIYHBIM MpreMa BHYTPb C OOBIYHBIM HJTU HanMmeHoBaHue «Judenaym»). B memsx
BBICBOOOKICHUEM MOAUGUIIMPOBAHHBIM OecniepeboitHoro obecrieueHus npenapaTaMmu
BBICBOOOKIEHUEM anTEeYHBIMHU OPTAaHU3ALUAMH B MUHUMAJIbHBII
ACCOPTHMEHT IMOJJIEKAT BKIIFOUCHUIO TAKKE
JIeKapCTBEHHBIE (HOPMBI ¢ MOAUPUIIUPOBAHHBIM
BBICBOOOK/ICHHEM.
rapareTamol JKUJIKHUE JIEKAPCTBEHHBIC (DOPMBI [IJIST | UBMEHUTH «MATKHE JICKAPCTBEHHBIC B cootBercTBrm ¢ ODC.1.4.1.0013.15

npuemMa BHYTpb;
MSATKHE JIEKapCTBEHHBIE (POPMBI JIJIst
MECTHOT'O PEKTaJIbHOTO IPUMEHEHNS;
TBEp/IbIC JIEKApCTBEHHBIE (POPMBI J1JIs1
npreMa BHYTPb C OOBIYHBIM
BBICBOOOKIEHUEM

(OpMBI 111 MECTHOT'O PEKTAJIBHOTO
IIPUMEHEHHUS» Ha «TBEPJIbIE
JIeKapCTBEHHbIE (POPMBI JIsI MECTHOTO
PEKTAIBHOTO IPUMEHEHHUS»;

CYIIIO3UTOPUNU- TBEPJAs TO3UPOBAHHAS
JeKapcTBeHHas (opma.
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TlpRy#pa), Ny ROCNE TRAkCrNAHTaLY™ OPraHoB o (HAW) Traxe:




[pencenatento KoMuoccuy
MHUHHCTEPCTRA 3APABOOXPAHEHHAL
Poccuiickofi Pepeparium

10 GOPMEPOBAHHIO NEepeyHeH
JeKapCTREHBBIX OpPENapaTosn

14 MEAHITHACKOIO NMPHMEHEHHS
I MUHMMAILHOIO ACCOPTUMEHTR
NEKAPCTBEHHBIX MPENApaTos,
HeoDXOANMEIX GIIA OKA3aH!A
MeUHHHCKOH ITOMOIIIH

C. B. I'naroxnesy

Yeaxaemsiii Cepreii BiaagamMuposad!

$1, KoBaxosa Qnera CepreesHa, IUPeKTOp fieIepansHOTO Irocy/1apCTBEHHOTO
610,pKeTHOTC yupexnerks «LIeHTpansHEl Hay4HO-MCCIEA0BATETBCKIHN HHCTHTY T
opraMuMzanAd ¥ AH$oOpMATH3AOMH  3IPaBOOXPAHEHHS» Munnctepersa
smpaBooxparenus Poccuiickoft (Pefiepanun, B COOTBETCTBHMH C  TIPHKA3OM
Mumznpasa Poccun or 15 mapra 2019 r. Nel28m «O BHeceHHH H3MCHCHAN B
[Tonoxenwme o KoMmuccHH, yYTBEpXIOEHHOe  OpHKasoM  MUHHCTEpCTBa
3nparooxpanseHia Poccuiickoit Meepanuy ot 9 cerraGpa 2014 r. Ne498n», npaso
Y4aCcTHA U TOJOCOBAHNA B 3aceianid KOMHCCHH, KOTOPOe COCTOMTC Su7arrycra
2026 ropa, Aenermpyviy HavalLHWKY OTACTA HayYHBIX OCHOB OpTaHU3allMH
3APABOOXPAHEHHA (EACPAEHOI0 TOCYAPCTBEHHOIO GHOMKETHOTO YHPEKICHHA
«JeHTpatbHbli  HAYHHO-HCCAGHOBATSIRCKHE — MHCTATYT — Opranusalnd W
uaQoOpMATH3ALME  3/pABOOXpaHeHMA»  MuHHCTEpeTBa  3APABOOXPAHCHAA
Poccuiickoit Mepepamuy XogaxoBoH Oncre BraguMEpoBHE

0. C. Kobsxosa

26.07.2026 r.






IIpeacenaremo Komuccus
MunvicrepcTRa 2npaBooxparerms
Poceuiickoit epreparan
o hopMHpORaHIIO TIepeTHeit

D.OF 404 s N’O&?Mﬁ B TEKAPCTBEHHEIX TPEIIapaTon

Ha N ot f Y AT MeIHLMHCKOTO IS AMEHCHIS

- H MHHEMAJIEHOTO ACCOPTUMEHTA

NEKAPCTBEHHEIX PEIAPATOR, HE0OX0MHMEIX
ANA OKa3aHUs MEJRIMHCKOH NOMOIIH

C.B. I'maronesy

YBaykae MBI Cepreii Bragnvuaposmny!

A, Kapaxymuna Exarepuna BanepresHa, B cOOTBeTCTBHH npukazoM Munagpasa
Pocorm ot 15 mMapra 2019 - Ne 1288 «O  BHecemum  m3Meuenwmit
B Ilonoxenne o Komuceun, YTBEPXIOCHNOE NpHKasoM MuHRCTEpCTRA 34paBooXpaneHuy
Poccuiicioit denepaunn ot 9 CeHTAOPS 2014 . Ne 4981y, mpaso YHACTHA H rolocoBanus
B 3acefannn Komuccna, xkotopoe coctomTes 7 asrycta 2026 roga, genervpyro bannyery
Jlapxe  Onyaprosmuy — samectmTelmo Adgpekropa  lienapraMeRTa  OpraHuMzar@u

MEAMITHHCKOH TOMOITH U CaHATOPHO-KYPOPTHOO fea.

Hupexrop JlenapraMenra d o ,
OpTatH3alMy MeTHIMHCKOH IoMOoIIH &
H CAHATOPHO-KYROPTHOIO IeTa E.B. Kapaxynuua



