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MHUHHUCTEPCTBO 3/IPABOOXPAHEHUSA
POCCHUUNCKON ®EAEPALIUU
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PerucrpaunoHHoe YI0CTOBEpEHHE

~JACKAPCTBEHHOIO Hpenapara [{)Jlﬂ MECIHHUMHCKOTO NIPUMEHCHUS
, , TI-N:(002946)-(PT-RU) ,

~ (HOMEp PErHCTPALUOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO TIpenapaTa)
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B cootsercTauy ¢ [IpaBunamMy perucTpanyy H SKCIEPTH3bI ICKAPCTBEHHBIX CPEACTB IS Menmuncxorgﬁ

- TIPUMEHEHH, HACTOAMICE PETUCTPALIOHHOE YIOCTOBEPEHHE BEIIAHO: o2

Sous Ry

HaumeHoBaHHe AepKaTesi AxuuonepHoe o6mmecTBo "P-@apm” (AO "P-Dap
- PErUCTPAHOHHOIO YAOCTOBEPEHHSI: Poccuiickas @enepanus %

Azipec IepxkaTenisi perucTPaNHOHHOIO 123154, . Mockea, yi1. Bepsapuna, 1. 19, .1 -
YAOCTOBEpEHHSI:

-

Jata perucrpanun: 04.08.2023

Jlata HcTedeHHsi CpoKa AelicTBHS 04.08.2028
PerHCTPAaHOHHOrO YAOCTOBEPEHHUS:

JlaTa noaTBepKAeHHsI perHCTPAaLHH
(nmepeperucTpanun):

R4 ) LARIIAA

Jata BHecenMsl M3MEHEH U 05.02.2025
(epeoopMiIeHHsT) B PErHCTPALIHOHHOE
yAOCTOBepeHHe:

e
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JaTa perucrpanuu B pepepeHTHOM 04.08.2023
| rocynaperse:
- H NOATBEPX/IAET, YTO JIEKAPCTBEHHbII NPeNapaT 3aperucTPUPOBaH U Pa3pelleH K MeAMLMHCKOMY PHMEHE:
*  Ha TepPUTOPHIL: S
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Poccuiickoii ®enepannu

(rocymapctBo — wiieH EBpasuiickoro 5KOHOMHYECKOTO CO03a)
Hndopmanus o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM MpenapaTe

Toprosoe HANMEHOBAaHHE JIEKAPCTBEHHOTO COPA®EHUB
npenapara:

MesayHapoaHOe HeNaTeHTOBAHHOE Copaderut

HaumenoBanune (MHH), nim o01enpuusitoe
(rpynnupoBOYHOE) HAUMEHOBAHHE, HIH

XHMHYECKOe HAaUMEHOBAHNE AKTHBHOI

¢apmaneBTHYECKOH cyOCTaHIINH

(npu oTeyrereun MHH):

JlexapcTBennasi popma: TabJIeTKH, TIOKPHITHIE IIEHOYHOM 060109K0H =

Jlo3upoBKa(-H): 200 mr

@opma(-bl) BEIIYCKa: TaOJIeTKH, NTOKPHITHIE TIEHOYHOM 0601040, 200
(6anka) 28/56/112 x 1 (mauka kapTOHHas) -
ynaxoBka "6aik": TabNeTKH, HOKPBITHIE MIIEHOYHOMH -
obomnoykoif, 200 mr (6anka) 28/56/112 x 1 — 500
CocTaB JIeKapCTBEHHOrO Npenapara: copadeHuda toszunar 274,0 Mr (B nepecuere Ha
copagennd 200,0 Mr), BCIoMOraTe/IbHbIe BEIECTRA =
(uemumono3a MUKpOKpACTaIUTHYecKas Tar 101,
KPOCKapMeJuio3a HaTpusi, THIPOMEJLIO3a, MarHus =
cTeapaT, HaTpHs Jaypwicyibdar, G fdu e
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TajlbK, KDACUTEIb MKeJle3a OKCHIL KENThIH, KpacuTe b
XKEJIe3a OKCHI KpacHbIH])

14 | Cpox roanocrn:

3 roma

HMudopmMauys 0 NpOM3BOAUTENE JIEKaPCTBEHHOTO NpenapaTa (Ha3BaHus M aipeca NPOM3BO/CTBEHHBIX MIOMAIOK,
YHacTBYIOIIMX B NPOLIECCE MPOU3BOACTBA JICKAPCTBEHHOTO TIpenapara)

Ne | Cragust npon3BoAcTBa
(BCe yYaCTHHKH
HPOH3BOACTBEHHOIQ
npouecca)

Ha3zBanue Oprasu3aunuu

A.upec NPOHU3BOACTBEHHON MJIOIIAAKH

1| TIpoH3BOACTBO FOTOBO#
JIEKapCTBEHHOM (POPMEI

AKLHMOHEpPHOE 00LIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepanus

Kocrpomckas 061, CycaHuHCKHi
pation, c. CeBepHOe, MKp. XapHUTOHOBO

2| IIpou3BOACTBO rOTOBOM
JIEKapCTBEHHOM (hOpMBbI

OGI11eCTBO ¢ OrpaHHUYEHHOIT
OTBETCTBEHHOCTHIO "P-Omnpa"
(OO0 "P-Omnpa"), Poccuiickas
Oenepanys

r. Mockga, I. 3eeHOTpa, IPOCHEKT
I'enepana AnekceeBa, 1. 50B, ctp. 5

3 | IlepBuuHas ynakoBka

AxuuoHepHOe 0011ecTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepanus

Koctpomckas 06m., Cycanunckmii
paiioH, ¢. CeBepHOe, MKp. XapUTOHOBO

4 | TlepBuuHas ymakoBKa

OO61IecTBO C OrpaHMYEHHOM
OTBETCTBEHHOCTHIO "P-Onpa"
(OO0 "P-Onpa"), Poccuiickas
Denepauus

I. Mocksa, r. 3eseHOrpa, NpoCrexT
I'enepana AnekceeBa, A. 50B, c1p. 5

5 | BropuyHas ynakoBka

AK1MOHEpHOE 001IeCTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepanus

Koctpomckas 06:1., CycaHHHCKHiA
paiioH, c. CeBepHOe, MKp. XapHTOHOBO

6 | Bropuunas ynmakoBka

OO11eCTBO C OrpaHUYeHHOM
OTBETCTBEHHOCTHIO "P-Onpa”
(00O "P-Ompa"), Poccuiickas
Denepanus

r. Mocksa, T. 3e1€Horpan, NpocHexT
Penepana Anekceesa, 1. 50B, ctp. 3

7 | BeImyckaroumii
KOHTPOJb Ka4ecTBa

AxunoHepHoe 001IeCTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepanus

Koctpomckas 061., CycanuHCKHI
paiioH, c. CeBepHOE, MKp. XapUTOHOBO

8 | Broimyckarommii
KOHTpOJib Ka4eCTBa

OG61ecTBO C OrpaHHYeHHOM
OTBETCTBEHHOCTHIO "P-Omnpa"
(OO0 "P-Omnpa"), Poccgig‘gg,m

<%

Denepauus S NPA

. MockBa, I. 3eJIeHOrpa, POCIEKT
T'enepana Anexceesa, A. SOB, c1p. 2
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