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Peruci PAUHOHHOC YI0CTOBEPpEHME

JAEeKAPCTBEHHOIO npcnapam At MEITHHUHCKOTO NPHUMEHEHUS
JITI-N2(010018)-(PT"-RU)

MHUHUCTEPCTBO 3APABOOXPAHEHM
POCCHUHNCKOH ®DE]

[EPALIVN

(HOMEp perucTpandoHHOro yIOCTOBEPEHHs JISKAPCTBEHHOTO Npenapara)

B cootBeTCTBUM C l'[paBnnaMn PErucTpatuu U SKCNICPTHU3BI JIEKAPCTBEHHbIX CPEACTB AJIs MCLIHI_LHHCKOFQT"

NPUMEHEHHs, HACTOALIEE PErMCTPALIMOHHOE YIOCTOBEPEHNE BBIAAHO!

e

Jata perncrpauuu B pepepeHTHOM

1 | HaumenoBauue aepaTesis OO611ecTBO C OrpaHUYEHHON OTBETCTBEHHOCTLIO / 7
PErHCTPALMOHHOIO YAOCTOBEPEHHSI: "2066Bu" (OO0 "266Bu"), Poccuiickas dJenepaum
2 | Azmpec aep:aTelisi perHcTpaMOHHOIO 125196, r. Mocksa, yi. JlecHast, a. 7, ata 4‘,“1\"
YAOCTOBEPEHHS: nomerneHue 1 .~‘j
Harta perucrpauuu: 30.04.2025 :
JlaTa ucreyeHHsi CPOKa el CTBUSI 30.04.2030 _‘;_'
PErHCTPAUMOHHOTO YAOCTOBEPEHHSI: =
5 | JlaTa nogTBepIKIeHHSI perHCTpalHu g ‘
(nepeperucrpanmn):
6 | lata BHeceHMsT H3MeHEHHI 30.04.2025 ]
(nepeoopmiieHHsI) B perucTpalHoOHHOE =
YAOCTOBEpEHHEe: =
7 30.04.2025

rocyaapcrae:

¥ NIOATBEPIKIAET, UTO JIEKAPCTBEHHBIH MPenapar 3aperucTpUpoBaH 1 paspelieH K MeHLUHHCKOMY TIPUMEHEHHO | -
Ha TEPPUTOPUH:

Poccuiickoit ®enepaunu

(rocymapcTBo — uieH EBpa3uiickoro 3koHOMHYECKOr0o CO03a)

HHpopmalus o 3aperucTpupoBaHHOM JIEKapCTBEHHOM IIpernapare

8 | ToproBoe HaHMeHOBAHME JIEKAPCTBEHHOTO Craiipnsn
npenapara:
5 MexkayHapoaHoe HeMaTEeHTOBAHHOE Pucankusymad
HaumeHoBaHue (MHH), uinu odwenpuusitoe
(rpynnupoBOYHOE) HAHMEHOBaHNeE, HJIH
XHMHYECKOe HAUMEHOBAHHE AKTHBHOM
dapmanesTHYecKoOli cyOcTaHUMH
(opu orcyrerBun MHH):
10 JIeKapCTBEHHaﬂ (bopMa: PpacTBOp AJ1d NOAKOKHOrO BBECICHIA -
11 H03HPOBK3(_"): 75 mr/0.83 mn “—
12 | ®opma(-b1) BbImycKa: pacTBoOp AJIA MOAKOMHOTO BBEACHH, 75 Mr/0.83 MJr"
(wnpuu) x 2 (mauka KapTOHHast) { |
Vnakoska "in-bulk™: :
pacTBOp AJS MOAKOXHOTrO BBeIeHHU:, 75 Mr/0.83 MII‘:
(wnpuu) x 2 (mauka KapToHHast)
13 Coc’raB JleKapCTBeHHOI‘O npenapa’ra: p”caHKVByMaG 75 O MTI, BCIIOMOTIaTCJIbHBIC BemeCTBa
(copGuTOI, HATPHA CYKLMHAT FeKCarHIpar, IHTapHAs
KucJioTa, nonucopdar 20, Boaa st MUHbEKLHiA) :
14 2roma 061701

CpoK rogHocTH:
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Crpanuiia-2-perucrpatuonHoro-yaocropeperus Ne JII-No(010018)-(PI'-RU)

Hupopmanus o MpoU3BOLHUTeIE JEKApCTBEHHOTO NpernapaTa (Ha3BaHs 1 afpeca NPOU3BOACTBEHHbIX MIOWIANOK,
y4acTBYIOIMX B MPOLecce MPOU3BOACTBA JEKapCTBEHHOO Mpenapara)

Ne | Craaus npousBoacTBa
(Bce YYACTHHKH
NpPOU3BOACTBEHHOIO

npouecca)

HasBaHue OpraHu3auHu

Aapec npoM3BOACTBEHHOI MIOLIAAKH

1 [Tpou3BOACTBO TOTOBOA
JieKapCTBeHHON (POpMbI

Bepunrep HUurenbxaiim ®apma
I'M6X u Ko.KT', 'epmanus /
Boehringer Ingelheim Pharma
GmbH & Co.KG, Germany

Bupke
bubep

Hoopdep Lrpacce 65, 88397
ax-Ha-Pucce, 'epmanns /

Birkendorfer Str. 65, 88397 Biberach

a.d.R,

Germany

2 | TlepBuyHas ynakoBka

Bepunrep Hurenasxaiim @apma
I'M6X u Ko.KI', I'epmaHus /
Boehringer Ingelheim Pharma
GmbH & Co.KG, Germany

Bupke
Bubep

nnopdep Ltpacce 65, 88397
ax-Ha-Pucce, ['epmanus /

Birkendorfer Str. 65, 88397 Biberach

a.d.R,

Germany

3 BropuuHas yrnakoska

266Bu C.P.JI., Utanus /
AbbVie S.R.L., Italy

C.P. 148 TTontuna 52 kM c.H.k. - 04011
Kammnosepae nun Anpwiua (JIT), Uranus /
S.R. 148 Pontina 52 km s.n.c. -
Campoverde di Aprilia (LT), Italy

4 | BropuuHas ynakoBKa

AKUHOHEpHOE 00LIECTBO
"OPTAT" (AO "OPTAT"),
Poccus

157092, Koctpomckast 001,

CycaH

WHCKHI1 paiioH, c. CeBepHoe,

MKp. XapHTOHOBO

5 Beinyckarommii
KOHTPOJIb KayecTBa

566Bu C.P.JI., Utanus /
AbbVie S.R.L., Italy

C.P. 148 I'lonTtHHa 52 kM C.H.K. - 04011
Kamnosepze nu Anpunua (JIT), Utanus /
S.R. 148 Pontina 52 km s.n.c. -
Campoverde di Aprilia (LT), Italy

6 Bbinyckaroiui
KOHTPOJIb KayecTBa

3amecTuTear MunucTpa

AKUHOHEpHOE 001LEeCTBO oo 157092, Koctpomckas 0b4.,
"OPTAT" (AO "OPTAT )7 ‘Cyganunckuii paiiogs €’ CesepHoe,
Poccuiickas ®enepanusi o Y.Mﬁpzf}'@pmo“m
A k'ﬁ:;»,_{f_;_ S
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