PerucrpaunoHHoe YI0OCTOBEpeHue

JEKAPCTBEHHOIO npenapara AJasi MeAUIHHCKOT0 NpuMeHeHus
JITI-Ne(003373)-(PT-RU)

(HOMep PErHCTPALMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Mpenapara)

B coortseTcTBiH ¢ [IpaBUIaMH PETHCTPALHHI H IKCTIEPTH3b! TEKAPCTBEHHEIX CPEACTB A/d MEMIUHCKOTO.
MpHMEHEHHs, HACTOANIEE PETHCTPALMOHHOE YAOCTOBEPEHHE BBIIAHO!

HaumeHoBaHHe /lepHKaTeIs @eppunr 'm6X, I'epmanys
pPEerHCTPALMOHHOTO YAOCTOBEPEHNUS: Ferring GmbH

Anpec JepaaTe/is perucTPaiHOHHOrO Burnang 11, 24109 Kuns, T'epmanus /
YAOCTOBEpeHHS: Wittland 11, 24109 Kiel, Germany

Jata perucrpamuu: 09.10.2023

JaTa HcTedeHHs CpOKa NelcTBHS i
PerncTpaHOHHOr0 YA0CTOBEPEHH:

Harta noxTBep:KIeHHs PErHCTPANHH
(nepeperncTpanum):

Jdara BHeceHHA H3MEHEHHH
(nepeodopmiieHns) B PerHCTPANHOHHOE
yAOCTOBEepeHHe:

JlaTa perucTpanun B pedepeHTHOM 09.10.2023
rocyaapcrse:
¥ TIOATBEPIKIAET, YTO JIEKAPCTBEHHEIH NMPENapar 3aperuCTPHPOBAH H PaspelieH K MCIHLHHCKOMY MPHMEHEHH i
Ha TEPPUTOPHH:

Poccwuiickoit @eaepalui

(rocymapcTso — uineH EBpasuiickoro 3KOHOMHYECKOTO COK03a)

Mudopmaims 0 3aperucTpHpOBAHHOM JEKapCTBEHHOM Npenapare

TOPFOBOC HaHMeHOBAHHE JIEKAPCTBEHHOI'0 JIEKEI'IEIITIIJ'I
npenapara.:

MexayHapoaHOe HemaTeHTOBaHHoe TpunTopeIuH
naumenoBanne (MHH), miu ofmenpuHaTO
(rpynnupoBouHOe) HAUMEHOBAHUE, HIIH
XHMHYecKoe HAHMEeHOBAHHE AKTHBHOM
thapmaneBTHYIecKol cybcTanHK

(npu ovcyrereun MHH):

JlekapcrBenHas (popma: PAcTBOP U1 HOJKOXHOIO BBEAEHHS

HozupoBka(-u): 0.1 mMr/mn

-1 r;_(-_l‘ h]

Dopma(-bl) BINYCKa: pacTBOp A/1s NOAKOKHOro BBeAeHus, 0.1 Mr/mi (
1 M1 x 7 (mayxa kapTOHHAS)

CocraB JeKkapcTBeHHOI0 penapara: TPUNTOpPENHHA aLETaT (B IepecyeTe Ha -rpmn*mpe.umét"i1 -
(ocHoBauue) 100 MKr (95.6 MKr), BCIOMOTATEMBHEIE
BeLECTBa (HATPHS XJIOPHI, BOJA JUIs MHBEKIIHH, KH '-f__ i

yKCyCHAS NeIAHas)
051367

Cpok rogHocTu: 3 roma




Crpanuna 2 perucTpanEoHHOro yaocroseperus Ne JIII-Ne(003373)-(PT-RU)

HMubopmanys 0 NPpOM3BOAHTENIE IEKaPCTBEHHOrO PENapara (HasBaHua ¥ 8peca NPOU3BOCTBEHHBIX TUIOMAN0K,

YHACTBYIOIUX B IPOLIECCE MPOW3BOACTEA JIEKAPCTBEHHOrO IPenapaTa)

Ne | Cragwus npoH3BoACTEA
(Bce yuaCTHUKH
NMPOH3BOACTBEHHOI0
npoiecca)

Ha3zpanue oprasuzanum

Appec npoH3BOJCTBEHHOM NIOIANKH

1 |IIpou3BoACTBO rOTOBOM
JIeKapCTBEHHOH QopMEL

@eppunr M'moX, lepmarns /
Ferring GmbH, Germany

Butnaua 11, 24109 Kumns, lepmanus/
Wittland 11, 24109 Kiel, Germany

2 |IlepeuuHas ymakoBKa

@eppunr I'moX, lepmanus /
Ferring GmbH, Germany

Burtnaun 11, 24109 Kuns, I'epmanus/
Wittland 11, 24109 Kiel, Germany

3 | BTopHuHasa ynakoBKa

®eppunr Unrepuemnun Cenrep CA, |Illemun ne na Beproruacas 50, 1162 Can-
IlIsetinapus / Ferring International | ITpe, Illsefiuapus/

Center SA, Switzerland

Chemin de la Vergognausaz 50, 1162 St-
Prex, Switzerland

4 | Beimyckaromuii
KOHTPOIb Ka4eCTBa

@eppunr ['m6X, I'epmanms /
Ferring GmbH, Germany

Butnang 11, 24109 Kuns, lepmanus/
Wittland 11, 24109 Kiel, Germany

B.C. ®ucenko

(moamnucs)

M.IL




