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PErHCcTPAUHOHHONO YAOCTOBEPEHUs: N.V. Organon, the Netherlands
| Aapec aepiKaTest perncTpauHoHHOro Knooctepuitpaar 6, 5349 Ai_S, Oce, Hunepn
| yrocrosepennsi: _ ~ Kloosterstraat 6, 5349 AB, Oss, the Netherlar
JlaTa pernerpau: 03.03.2023 '

Jlata ucredenns cpoka aeicTBus -
| PErMCTPAUMONHOTO YI0CTOBEPeHHs:

JlaTa NOATBEPKACHHA PErucTpauun
(nepeperncrpannm):

ara Buecenns n3meHenuii
(nepeopopmaenns) B perneTpaunoHHoe
|yaocToBepenne: _
Jarta perncrpanun B pepepeHTHOM 03.03.2023
_ rocyaaperse:

 HOATBEPKIAET, YTO JekapCTBEH I npenapar 3apemc1’pnposau ¥ paspeleH K MeANUHHCKOMY npmwel-l
‘Ha TEPPHTOPHH: ,
Poccuiickoit Deepaunu

(rocynapcTBo — wien EBpasuiickoro 3K0HOMHYECKOI0 C0i03a)
Hudopmatims o saperuc'rpupoaarmou nexapcmeﬁuom n.peliapa're

ToproBoe HAHMEHOBAHUE JIEKAPCTBEHHOTO l]yperoﬂ@
- npenapara: : « 2 I
- Mexaynapognoe HeNnaTeHTOBAHHOE : Cbcmnwrponwu 6e'ra
| nanvenosanue (MHH), nim obienprnstoe :
~ (rpynnupoBotHOE) HAHMCHOBAHNE, HIIH
 XMMuYecKoe HANMEHOBAHNE AKTHBHOI
(it dmpuatfen’m‘leclmii cyOcranuun
j (npu oTcyﬂ.'rlmn MHH):

0 Jlexapersenuas qlopua' pacmop b nonxomuem aneneﬂm -_

 Hoswposa(ny: T 300 ME0.36 w1, 600 ME!O 72

1 mopma(—u) nunycxa' : [pacTBOp zu'ra nonxoxcaoro snenemm 300 ME/0.3
600 ME/0.72 mn (xap*rpm) 0.36 M1/0.72 Mt x 1 _
cTepuiibHas urna X 6] x 1 (mayka kapronHas)

CoeTaB NeKapCTBEHHOT0 penapara: onnuTponuy 5B‘Tﬂ-350f-M;E,'¢UWTP°H@-5m‘

JUIA MHbEKIWi, HaTpHA riapokcH @ Y HLO 5
xnopuctoBogopoaHas kucnota 0.1 H, L-meTno




Crpanuia 2 perucrpaipontoro ynocropeperus Ne JIII-Ne(001894)-(PT-RU)

14 |Cpok roanocTn:

3 roxa

Mrpopmaiis 0 TPOM3BOAMTENE IEKAPCTBEHHOrO Npenapara (HasBaHus i ajipeca NPOM3BO/ICTBEHHBIX IIOMANOK,
YHACTBYIOMIMX B MPOIECCE MPOU3BO/CTBA JIEKAPCTBEHHOrO Npenapara)

(BCe yUaCTHHKH
HPOH3BOACTBEHHOTO
npouecca)

Ne | Craaust npon3BoACTBA

Haszpanne OpraHusalHmn

Ajipec 1pOH3BOACTBEHHOI II0MAAKH

1 | TIpou3BOACTBO FOTOROI
NEKApPCTReHHOE DOpPMBbI

Berrep ®apma-Oepturynr IM6X u
Ko.KT, Iepmanus / Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany

Moceuien 2, 88214 Pasenchypr,
epmanus / Mooswiesen 2, 88214
Ravensburg, Germany

LEV]

[lpou3BOACTRO TOTOBO
nexapeTBeHHo# GopMbi

Berrep ®apma-Deprurynr I'MoX u
Ko.KI, I'epmanus / Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany

IlioTuermTpacce 87 11 99-101, 88212
PasencOypr, I'epmanns / Schutzenstrasse
87 and 99-101, 88212 Ravensburg,
Germany

3 | IlepBuunas ynakoska

Berrep ®@apma-@eprurysr I'moX u
Ko.KT, I'epmanus / Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany

Mocsusen 2, 882 14 PapencOypr.,
["epmanus [ Mooswiesen 2, 88214
Ravensburg, Germany

4 | Tlepeuynas yIiakoBka

Berrep ®apma-Depruryur 'm6X n
Ko.KI', lepmanus / Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany

Irotnenmrpacce 87 n 99-101, 88212
PasencOypr, I'epmanns / Schutzenstrasse
87 and 99-101, 88212 Ravensburg,
Germany

5 |Bropnunas ynakoBka

H.B. Opranon, Hagepnanas: / N.V.
Organon, the Netherlands

Knoocrepuitpaar 6, 5349 AB, Oce,
Hunepnauze! / Kloosterstraat 6, 5349 AB,
Oss, the Netherlands

6 | Brimyckaiommii
KOHTPOJIb Ka4eCcTBa

H.B. Opranon, Hazepnanasy/N.V.

 Organon, the Netherlands

Kioocrepmtpaar 6, 5349 Ab, Occ,
Hunepnanasl / Kloosterstraat 6, 5349 AB,
Oss, the Netherlands

JamecTureas MunucrTpa

C.B. I'iaroaes




