v\\{l\\L)\JHii* LOA

BPAIHI

MHHUCTEPCTBO SHPABOOXPAHEHHA
POCCHNCKOHW ®EJIEPALIVNA

Perncrpaunonnoe yiocropepenne
AEKAPCTBEHHOLD HpenapaTa st MeIHIUHCKOTO NPHMEHeHHs

JITI-Ne(008480)-(PI'-RU)

(HOMEP PeruCTPaLMOHHOIO YA0CTOBEPEH s 1eKapCTBEHHONO npenapara)

B coorsercrauu ¢ Ilpasunamu perucrpaunn u 9KCHEPTH3bI IEKAPCTBEHHbBIX CPEACTB ISl Mezmuuucmrgl
TIPUMEHEHU, HACTOALLEE PErUCTPALNHOHHOE YI0CTOBEPEHHE BbIIAHO:

HaumenoBanue nepxkarens OOb1uecTBO ¢ OrpaHUUeHHOMN OTBeTCTBeHHOCTbK}
PETHCTPALHOHHOTO Y/10CTOBEPEHHST: "266Bu" (OO0 "966Bu"), Poccuiickas (Deuepalfgjm i

AJipec aepaTeisi perucTpauHoHHOro 125196, r. Mocksa, y1. Jlechas, 1. 7, atax 4. ’/“
YAOCTOBEpEeHHs: noMelueHue |

Jara perucrpanumu: 17.01.2025

JaTa ncredenns cpoka neiicTeus 17.01.2026
PErHCTPALIHOHHOIO YAOCTOBEPEHHS:

JAaTa noATBepKAEHHS perHcTpaunu
(nepeperucrpauun):

Jata BHeceHUs H3MeHeHHIi
(nepeodopmiiennst) B perucTpauHoHHOE
YAOCTOBEpeHHE:

HMata peructpaunn B peepeHTHOM 17.01.2025
rocyaapcrse:
1 MOATBEPHIACT, UTO JIeKapCTBEHHBIN Npenapar 3aperncTpUpoBaH H Paspellie K MEAMIHHCKOMY npnmeuertﬁm
Ha TEPPUTOPHH:

Poccuiickoii @enepauun

(rocynapetso — wien EBpasuiickoro 5k0HOMHYECKOro coro3a)

Hudopmauws o 3aperncrprposanHoM nekapcTBeHHOM npenapare

Toprosoe HaumenoBanue JekapcTBeHHOr0 INKHHAH
npenapara:

MesxayHapoaHoe HenmaTeHTOBaAHHOE DnkopuTamab
HaumenoBanue (MHH), win 00IenpUHATOE
(TpYNNupoBoYHOE) HANMEHOBAHHNE, HIIH
XHMHUYECKO€ HAUMEHOBAHUE AKTHBHOI
(hapmaneBTHYecKoii cyGeTaHnmu

(NpH OTCYTCTBHH MHH):

JlekapcTBennas dopmas: PAcTBOP 15 NOJKOXHOTO BBEAEHUS

Ho3upoBka(-un): 48 mr

®opma(-bi) BLIMyCKA: PacTBOP IS NOAKOMHKHOLO BBEAEHHUS, 48 Mr ((bnaKoH
0.8 Mn x | (mauka kaproHHas)
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CrpaHuua 2 perucTpalMoOHHOr0 y10cToBepeHus Ne JITT-Ne(008480)-(PI'-RU)

13 | CocraB iekapcTBeHHOIO Npenapara:

snkoputamal 60.0 Mr, BcmoMoraTejibHbie BeLLECTBA
(HaTpus aLeTarta TPUIUAPAT, YKCYCHas KHCJI0Ta
aeasHas, D-cop6uron, noaucop6ar 80, Bona st
HUHBEKLH)

14 | Cpoxk roanoctn:

2 rona

I/IH(bOpMaLlHﬂ 0 NMPOU3BOJIUTEJIC JIEKAPCTBCHHOI'O npenapara (Ha3BaHl’lH W agpeca npou3BOACTBEHHBIX MJomanok,
y4acTBYHLIUX B NNpoOLECCE MPOU3BOACTBA JIEKAPCTBEHHOI'O npenapaTa)

Ne | Craausi 1poH3BOACTBA
(BCE YYACTHHKH
MpOU3BOACTBEHHOI0
npouecca)

Ha3BaHue OpraHu3auHH

Ajapec MpoH3BOACTBEHHOMH NIOLIAAKH

| [Ipou3BOACTBO FOTOBOH
JIeKapCTBEHHOH (OPMbI

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

AlizenOanuitpacce 2-4, 88085
Jlaurenapren, ['epmaHus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

N

[lepBuyHas yrnakoBKa

Berrep ®apma-PepTUryHr
I'm6X u Ko. KI', l'epmanus /
Vetter Pharma-Fertigung
GmbH & Co. KG, Germany

Alizenoaniurpacce 2-4, 88085
JlanrenapreH, I'epmanus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

3 BTopuyHas ynakoBka

966Bu C.P.JI1., Utanus /
AbbVie S.R.L., Italy

148 [1oHTHHA KM 52, CHK -
KamnoBepe a1 Anpuiida

04011 — Anpunus (JIT), Uranus /

S.R. 148 Pontina km. 52 snc -
Campoverde di Aprilia 04011 — Aprilia
(LT), Italy

4 Brinyckarouimi
KOHTPOJIb Ka4ecTBa

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

148 IToHTHHA KM 52, CHK -

Kammnosepae a1 Anpuina

04011 — Anpunus (JIT), Uranus /

S.R. 148 Pontina km. 52 snc -
_Campoverde di Aprilia 04011 — Aprilia

il (L FyAtaly
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JUI MSIUIIUHCKOTI'O IIpUM
JITT-Ne(008480)~(PT

OcoOble yeI0BHsA PEerHCTpPAIHE JICKAPCTREHHOTO NpenapaTa

- OrpannyeHust npuMeHenns
1eKaPCTBEHHOTO Npenapara,
YCTAHOB/ICHHBIE B X0/1€
PEerHCTpALHK IEKAPCTBEHHOI 0
~ npemnapata

Oobs3aTeqbeTBA AepKaATEIS
PerucTpauHoOHHOIro
YAOCTOBEpEHHSsI, NOoAJIeKaLIHe
BbINOJIHEHHIO B paMKaX
«PErucTpauvH Ha YCJIOBHIX»

Cpoku BbINOJIHEHHSs 0034 Te.
H HAJIOKEHHBIX OTPAHHYEHHH |
JepKaTelisi PErucT pauHOHH
YA0OCTOBEPEHHSI, YCTAHOBJIEHH
NPH perHcTPauuu JieKapCeTBeH
npenapara

Heobxo01nmo npeacrasienue
(unanLHOTO OTUETA
ucenenopanus GCT3013-01
COTKPBITOC MCHKILYHAPOIHOL
MYJIBTHKOYC ) THOE
HEKOHTPOIHPY MUe
uccienosanue V1l gpasei o
OLEHKE [IPUMEHEHHUS
MKOpHTamMada y B3pOCIIbIX
HALKEHTOB C PELHAMBHAPY IOLICH,
MPOrpeccHpyIOICH 1 (Min)
pedpakTepHoii 3peinoii B-
KJIETOYHOH JUMPOMOit»,
HeoGxonumo nipejicrasicHue
OKOHYATE/IbHBIX PE3YTLTATOB.
uccnenosauus 11 dazw
GCT3013-05 «orkprrioe
PaH/IOMH3MPOBAHHOE
MEKIYHAPOIHOE HCCIICIORL !}
IO OlICHKE HPUMECHEHHUS
SMKOPHTaMada B CpaBiiCHkii ¢
MPCABAPHUTEILHO ONPEIE i 1 biM
CJI o BbIOOPY MCCiE10BATC 1A
(R-GemOX n:tm xumuorepanns
BR) y naumentos B po3pacic 1Y
Jer  crapiue ¢ P/P ABKKI1.
KOTOPLIC He OTBETHIM bd
AIPC/ILECT BY tOLL Y H) TEPa it
amto 11T CK wan koTopbiM in
OLLd Moka3ana aii0- 1T o
MOMEHT CKPHiidHI A, patice
IOV UABIAX KAK MULKMYM |
JIMHUIO CHC CCMHCH

TIPOTUBOOT, XCALECT Tepartz .
BKIIOYs KOMCHIINPOBALHY i
XUMMOTEPAITHIO. COACPKALD IO
MOHOKJION& IBHBIE AT HTC. e <
CD20» :
Heobxo/1mMa exeroanas
HEPCOUCHKA «IGTb3u-PHCK» 11
OCHOBAHHH 11OJIYYECHHEIN HOBEIX

JIAHHBIY 710 ADGCKTMBHOCT T i 7
- RN 3 .
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