MUHHUCTEPCTBO 3/{PABOOXPAHEHMS
POCCHICKON ®E/(EPALIU

PerucrpaunoHHoe y1ocTOBepeHne
JIEKAPCTBEHHOI0 Npenapara st MeIHNHHCKOTO IIPHUMEHeHHsI

JIII-Ne(004358)-(PL-RU)

(HOMEp PErncTPaLMOHHOTO Y10CTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara)

[AARARAN]

B cootBeTcTBHE C HpaBunaMH PErucTpaliy U 3KCNEPTH3bI JICKAPCTBEHHLIX CPEACTB I[JHI Mennunncxom“
npnmeHeHm HACTOALLEE PEruCTpallMOHHOE )UI()CTUBCPBHHG BBI1AHO: 7

RTRTIR AT RAA A

Haumenoranue aepateis OO01LecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO = |
n :
PerHCTPAIHOHHOTO YIOCTOBEPEHHS: "I'porexc” (OOO "I'porekc”), Poccus

AJIpec 1epKaTeisi perucTPAHOHHOTO 195279, r. Cankr-TletepGypr, ”HﬂYCTP"aﬂbelﬁ
YAOCTOBEPEeHHSI: npocnekt, A. 71, KopIL. 2, nut. A

' ,[l_a*rai. pPerHcTpauMH: 22.01.2024

NAVIVERAN

JlaTa neredeHus cpoka jieiicTBus 22.01.2029
PErHCTPALIHOHHOTO YI0CTOBEPEeHH :

: JlaTa noaTBepKAeHHST perHCTPALMH
(nepeperncrpaunmn):

)

OOV VAR

JlaTa BHeceHHs H3MeHEeHHIH
(nepeodopmiienns) B perncTpauHoHHoe
yAOCTOBEpeHHe:

=

Jata perucrpaunn B pedepeHTHOM : 22.01.2024
rocyaapceTae:
H TIOATBEPKAAET, MTO JIEKAPCTBEHHBII Npenapar 3aperucTpHpPOBaH M Pa3peLleH K MeINLIMHCKOMY npnmeﬂe
Ha TEPPHTOPHH:

W

Poccwiickoii Denepanuu

(rocymapctBo — useH EBpasuiickoro 3K0HOMH4YECKOro coro3a)

o
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HHCI)DpMaLlHﬂ 0 3apErucTpupoOBaHHOM JIEKAPCTBEHHOM Mpenapare

.

Topropoe HAHMEHOBAHHE JIEKAPCTBEHHOTO OcenbTamueHp cosiodapm
npenapara:

4

&

AR

Mesk/1yHapo/iHoe HeNaTeHTOBAHHOE OcesibraMmusup
Haumenosanne (MHH), nan o6menpunsitoe :
(rpynnupoBoYHOE) HAMMEHOBAHHE, HITH
XHMHYeCcKoe HAHMEeHOBAHHE AKTHBHOI
¢papmauerTHHECKOIT cyGeTanumnm

(npu orcyrereun MHH):

SRR

JlekapeTBennas gopma: KarncyJisl

Jo3uposka(-u): WY 75 mMr =
®opma(-bi) BeINyCKa; Kancyiibl, 75 Mr (KOHTYpHas sueiikoBas yrnakopka) -
10 x 1/2/3/4/8 (nauka xapTOHHas)
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Crpanuua

Tpaunontoro ynocrosepenus Ne JIII-Ne(004358)-(P1'-RU)

13 | Cocras nekaperennoro npenapara:

ocenbTaMHBMP 75 MI (B BUAE OCeNbTAMHBHpA
(ocara 98.5 Mr), BerioMOrarTe/ibHble BELLECTRA :
(kpaxman npeXenaTHHU3HPOBAHHBIN, TaNbK, MOBUIOH,
KpOCKapMeIiiio3a HaTpHd, HaTpusA creapuiadymapar,
Karicyna xenaruHoBas Ne 2 [TuTaHa AHOKCHI,
Kenatui])

14 | Cpoxk roanoern:

3 rona

UHdopmauus o npou3BoAnTeNE JEKapeTBEHHOTO Npenapara (HasBauus i aapeca NPpoH3BOACTBEHHBIX M10LIANI0K,
YHACTRYIOUIMX B MPOLECCe NPOM3BO/ICTRA ICKAaPCTBEHHOTO [IperapaTa)

Ne | Cragus npousBojcrsa
(BCE YYACTHHKH
NPOU3BOJCTBEHHOTO
npouecca)

Haspaune OpraHH3auHuH

AJpec NPOH3BOACTBEHHOI TVIOIAAKH

I | Ipoussoacrso rotoBoH
JieKapcTBEHHOM (hOpMbI

0B611ecTBO ¢ OrpaHHYEHHOI
OTBETCTBEHHOCTHIO "I'poTeke
(000 "I'poteke"), Poccus

195279, r. Cankr-IleTeplypr,
Huayctpuanshbiii npocnext, a. 71,
KOpI. 2, auT. A

2 [lepBuyHad ynakoBka

OB611ecTBO ¢ OrpaHHYEHHOM
OTBETCTBEHHOCTBIO "I'poTekc’
(000 "I'potekc"), Poccus

195279, r. Cankr-Tlerepbypr,
UhaycTpuansHeiil npocnext, 4. 71,
Kopi. 2, T, A

3 BTopuunas ynakoka

O01ecTBO ¢ OrpaHUHEHHOMH
OTBETCTBEHHOCTHIO "['poTeKc”
(OO0 "I'potekc), Poccus

195279, r. Cankr-ITerepbypr,
HunycTpuanbHblii npocnext, a. 71,
Kopm. 2, aut. A

4 Beinyckarouiuii
KOHTPOJIb Ka4eCcTBa

OO111ecTBO ¢ OrpaHHYeHHOI
oTBeTcTBeHHOCTHIO "['poTekc”
(000 "I'potexc"), Poccus

195279, r. Caukr-ITerepOypr,
Wunycrpuanbhbiii npocnext, . 71,
Kopn. 2, iuT. A

3amecruress MunucTpa
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