MHUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCUHNCKOI ®EJAEPALIMN

Pel‘llCTl)allllOlIH()C YAOCTOBEPpEeHNHE

AEKaApPCTBEHHOIO Npenapara /1Lisi MeIHIHHCKOTO IPUMEeHeHH
JITI-Ne(000257)-(PT'-RU)

(HOMEp perucTpaLHOHHOTO Y10CTOBEPEHHMS JIEKAPCTBEHHOTO NMpenapara)

NPUMEHEHUs], HACTOSILLIEE PETHCTPALIMOHHOE YIOCTOBEPEHHUE BbIIAHO:

HaumeHoBauue aepxatens H.B. Opratxon, Huzepaanabi /

PErHCTPAUHOHHOIO YI0CTOBEPEHHSI: N.V. Organon, the Netherlands iz

AZlpec 1epKaTeNs perncTpauHOHHOro Knoocreputpaar 6, 5349 AB, Occ, Hunepaasitsy /
YAOCTOBepeHHusi: Kloosterstraat 6, 5349 AB, Oss, the Netherlaﬂm;j
LI

o

JlaTta perucrpauuu: 28.05.2021

JlaTa HeTeueHNs CpPoKa el cTBHs
PEerHcTPALHOHHOIO YI0CTOBEPEHHS:

JlaTa noaTBepiKIeHHs] perucTpau1H
(nepeperucTpaumm):

JlaTa BHeceHHs H3MEHeHu il 29.04.2025
(nepeogopmiieHHsI) B perHCTPallHOHHOE
yA0CTOBEpeHHe:

JlaTa perucrpauuu B pepepeHTHOM 28.05.2021
rocyiapcrae: |
M TIO/ITBEPIKIAET, YTO JIEKAPCTBEHHBIH MPEnapaT 3aperucTPHPOBAH U PaspellieH K MeINLIMHCKOMY NPHMEHEHMIO.
Ha TEPPUTOPHUH: S

Poccuiickoii @enepauuu

(rocynapcTBo — usieH EBpa3uiickoro 3kOHOMHYECKOr0 CO03a)

Wupopmaius o 3aperucTpupOBaHHOM JIEKAPCTBEHHOM TipenapaTe

®
Toprosoe HauMeHOBaHHeE J1eKaPCTBEHHOT 0 Opraayrpan
npenapara:

Memﬂyuaponﬂoe HCNATCHTOBAHHOC rauupenukc

HaumeHosanue (MHH), niu odmenpunsitoe
(rpynnupoBoYHOe) HAHMEHOBaHHUe, HJIH
XHMHYECKOe HAHMEHOBAHHE AKTHBHOI
(apmaueBTHYecKOH cyOCTAHUHH

(npn orcyreTBuu MHH):

JlekaperBennas popma: pacTBOp N5 NOAKOXKHOTO BBEIEHMS

JosupoBka(-n): 0.25 mr/0.5 ma

®opma(-bi) BhINyCKa: pacTBOp AJ1s MOAKOKHOTO BBEAEHHS, 0.25 Ml“/O.Sv-‘L:@JI |
(wnpuu) 0.5 ma x 1/5 (nauka KapTOHHAs) =

P

CoCTaB JIEKAPCTBEHHOO Npenapara: raHMpelMKca aueTar (B nepecuete Ha CBOGOAHOE
ocHoBaHue) 0.25 Mr, BCIOMOTATeNIbHbIE BELECT
(MaHHUTON, YKCYCHas kucnoTa aeasHas 100 %,
HaTpHs TMAPOKCUJ, YKCYCHasl KUCJIOTa JieAsHas, p_fi.uar
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Crpanuua 2 perucrpaunoHHoro yaocropepenus Ne JII-Ne(000257)-(PI'-RU)

l/lH(bopmauuﬂ O NNPOU3BOAUTEJIC JIEKAPCTBEHHOI'O Mpenapara (Ha3BaHMﬂ H aJpeca NNpoU3BOACTBEHHbIX TJI0LA/10K,
Y4acTBYKOUIHMX B MPOLUECCE NMPOU3BOACTBA JIEKAPCTBEHHOI'O npenapaTa)

Ne | Craaust npoM3BoACTBa
(BCe YYACTHHKH
NPOH3BOACTBEHHOI0
npouecca)

HazBaHue OpraHHu3auvHu

Anpec NpoH3BOACTBEHHOH MJIOIWAAKH

1 [1pou3BoaCTBO FOTOBOM
JIeKapCTBEHHON HOPMbI

Berrep ®apma-PepTuryHr
I'M6X u Ko.KTI', 'epmanus /
Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

MocsuseH 2, 88214, PaBeHcOypr,
I'epmanus / Mooswiesen 2, Ravensburg,
88214, Germany

2 [TepBuuHas ynakoBka

Betrep ®apma-DepTuryHr
I'm6X u Ko.KT', 'epmaHus /
Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

MocsuseH 2, 88214 PaBencOypr,
['epmanus / Mooswiesen 2,
Ravensburg, 88214, Germany

3 Bropuynas ynakoBka

H.B. Opranon, Hunepnauapt /
N.V. Organon, the Netherlands

Kiooctepuitpaar 6, 5349 AB, Occ,
Hunepnanap! / Kloosterstraat 6, 5349
AB, Oss, the Netherlands

4 Boinyckarowui
KOHTPOJIb KayecTBa

H.B. Opranon, Hupepaanast /
N.V. Organon, the Netherlands

Knoocrepuirpaar 6, 5349 AB, Occ,
Hupepnaunet / Kloosterstraat 6, 5349

3amecTuTes b MuHHCTpA

AB,\Oss,V theXetherlands
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