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(HOMEp pEerncTpaMOHHOro y10CTOBEPEHHUS JIEKapCTBEHHOTO MpenapaTa)

B coorsetctBiau ¢ [TpaBunamMu periucTpaluy U SKCIePTH3bI JIEKAPCTBEHHBIX CPE/ICTR A5 Meuuuuucmro
NPUMEHEHHS, HACTOAIIEe PErUCTPALHOHHOE YI0CTOBEPEHHE BBIIAHO:
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I | Hauwenoanue aepxarens OO1ECTBO € OrpaHAYEHHOI OTBeTCTBEHHOCTb}q:
PErHCTPALIHOHHOIO YA0CTOBEPEHHSI: "966Bu", Poccuiickas ®enepauns z g
2 | Anpec nepxaTens PEerHCTPALHOHHOIrO 125171, r. MocKBa, BH. Tep. T. MyHULIHITAIbHBIH OKpYT :
ynOCTOBepeHHﬂ: BOﬁKOBCKHﬁ, mi. HeHHHI'pallCKoe, ,11 16A, CTp. 1
Jata perucrpauun: 21.02.2025
Jata ueTeueHHs cpoka geiicTBus 7
PErHCTPALHOHHOIO YAOCTOBEPEHHSI:
S | Jlata noaTBepkIeHHs peruCcTPaLHH i
(nepeperucTpanun):
6 | Jlata BHecenust H3MeHeHHUi 09.06.2026
(nepeodopMJIeHHS) B peruCTPaLlHOHHOE
YAOCTOBepeHHe:
7 | Nara perucTpauuu B peepeHTHOM 21.02.2025
rocyaapcrae:

Hl TIOATBEPIKIACT, YTO JIEKAPCTBEHHbIN Mpenapar 3aperucTpUpOBaH U pa3peLieH K MeHLUHCKOMY npumeHemdlo}

Ha TEPPUTOPHH:

Poccuiickoii ®enepaunu

(rocymapcTBo — yieH EBpasuiickoro 3kKOHOMHYECKOTO COK32)

Hudopmanus o 3aperucTpUpoBaHHOM JIEKAPCTBEHHOM TIPENapare

8 | Toprosoe HanmenoBanue JIEKAPCTBEHHOI0 PAHBIK® =
npenapara:

9 | MexaynapoaHoe HenaTeHTOBAHHOE YnajaunTnanG =
Haumenoanne (MHH), uan odiwenpunsitoe -
(rpynnupoBoYHOE) HANMEHOBAHUE, HIIH -
XHMHYECKOe HAMMEHOBaHHe AKTUBHOI
(dapmaueBTHYECKOI CyOCTAHUMU 7
(npu orcytcreun MHH): = [l 3

»
10| Jexapcreennas popma: TalJIETKHU ¢ POJOHTMPOBAHHBIM BHICBOOOKACHHEM., =l
[IOKPBITHIE IICHOUHOH 060I04KOM '
11 | JTosuposka(-u): 15 mr :
12 TaOJIETKU € NPOJOHIHPOBAHHBIM BHICBOOOKACHUEM, -

®Dopma(-bi) BBINYCKA:

MOKPBITHIC IICHO4HON 0607104K0H, 15 Mr (Gimcrep) 77X 4
(nauka KapToHHAas): Z
TaOJICTKH C TIPOJOHTHPOBAHHBIM BLICBOOOKACHUEM: || |
HOKPBITHIE TIEHOYHON 0001104K0H, 15 Mr (prakon) 30 x 1
(mayka kapToHHas );
VYnakoBka “in-bulk™: = |
TabJIETKK C MPONOHIMPOBAHHBIM BBICBOOOKACHHEM, ||\
TIOKPBITBIE IJICHOYHON 0607104K0H, 15 mr (6ancrep) 7x 4
(mauxa kapToHidH:8 4 3 9
Ta0JIETKH C IPONOHTHPOBAHHBIM BBICBOGOMICHHEM,
NOKPBITLIE TIEHOYHOH 060104K0H, 15 M (qmauou) 30x1
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Crpanuua 2 peructpaundoHHoro yaocropepeHus Ne JII-Ne(008990)-(PI'-RU)

SIPO - TPAHYJIAT YIIAJaUUTHHNUO, 25 %: ynagauuriHuoa
remuruapar 15.4 Mr (B mepecueTe Ha O€3BOAHBIH
ymananutuau6 15.0 Mr), BcoMorare/ibHble BEIECTBA
(1eLTI01032 MUKPOKPHCTALTMYECKas, TUIIpoMeniosa 2208,
3550 mlla-c), BCnoMorareibHbie BEIECTBA, CMEIIUBAEMBIE C
rpaHyISToM (LE/II01032 MUKPOKPUCTATLIMYECKas,
MAaHHMUTOJI, BUHHAS KUCJIOTA, runpomerniosa 2208,
3550 mlla-c, KpeMHHS THOKCHI KOJJIOMIHBIH, MarHus
creapar, MJeHOYHast 000JI04Ka -TIEHOYHOE MOKPLITHE
Onanpaii 11 nypnypHstii (Opadry® II Purple)
[moMBHHKUNOBBIH cnUpT, Makporon 3350, Tanbk, TUTaHa
nmnokeun (E171), skenesa oxcuy depHslit (E172), xkenesa
okcu kpachalid (E172)])

13 Cocras JIEKAapCTBEHHOr 0 npenapara:

2 roza (npemnapar B O6aucTepax)
3 roja (npenapar Bo (JlakoHax)

14 | Cpox roanocru:

HH(bopmaum O TIPOU3BOAUTEJIC JIEKAPCTBEHHOTO IIpenapaTa (Ha3BaHH§[ U agpeca Nporu3BOACTBEHHBIX ITIOWAJ0K,
YYacTBYHOIIHX B IPOLECCE MPOU3BOACTBA JICKApCTBEHHOTO npenapaTa)

Ne | Cragusi npoH3BOACTBA
(BCe YYACTHUKH
NpPOU3BOACTBEHHOr0
npouecca)

HasBaHue OpraHusauvH Aupec "pOH3BO}1CTBeHHOﬁ nJIomaaKH

1 I1pon3BOACTBO FOTOBOM
JIeKapCTBEHHOM (OPMBI

566Bu Aiipmug HJI B.B.,
Wpnanaus / AbbVie
Ireland NL B.V., Ireland

Manopxamunton Poya, Caaiiro, Upnanaus /
Manorhamilton Road, Sligo, Ireland

2 [epBuyHas ynakoBka 566Bu Uuk., CIIIA / AbbVie Inc.,

USA

1 H. Boxkeran Poyzn, Hopt Yukaro,
Wmanoiic 60064, CILIA / 1 N Waukegan
Rd, North Chicago. Illinois (IL) 60064, USA

3 [lepBuuHas ynakoBka D66Bu C.P.JI., Utamus / AbbVie

S.R.L., Italy

C.P. 148, ITouTrHa KM. 52 CHK. —
Kammosepae au Anpunua, 04011 Anpuiana
(JIT), Uranus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia, 04011 Aprila
(LT), Italy

4 Bropu4Hast ynakoBka D66Bu Unk., CIIIA / AbbVie Inc.,

USA

1 H. Boxkeran Poyn, Hopt Yukaro,
Wnnunoiic 60064, CILHA / 1 N Waukegan
Rd, North Chicago. Illinois (IL) 60064, USA

C.P. 148, IlontuHa kM. 52 CHK. —
Kammnosepae au Anpuaua, 04011 Anpunua
(JIT), Utamus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia, 04011 Aprila
(LT), Italy

5 BroputHas ynakoBka D66Bu C.P.JI., Utanus / AbbVie

S.R.L., Italy

6 BTopuuHas ynakoBka

AKIIMOHEPHOE 0OLIECTBO
«OPTAT»; Poccuiickas @enepanus

Kocrpomckas 0611., CycaHHHCKHH paiioH, c.
CeBepHoe, MUKpOpaioH XapuTOHOBO

7 Bboimyckaronmui KOHTpO/b

D66Bu Uuk., CIIIA / AbbVie Inc.,

1 H. Bokeran Poyx, Hoprt Yukaro,

KayecTBa USA Wnnunotic 60064, CIHA / 1 N Waukegan
Rd, North Chicago, Illinois (IL) 60064, USA
8 BeimycKatomui KOHTPOITb D66Bu C.P.JL., Uranus / AbbVie C.P. 148, ITonTHnHa kM. 52 CHK. —
. KauecTnd S.R.L., Italy Kamnosepzae an Anpuina, 04011 Anpuiua

(JIT), Uranus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia, 04011 Aprila
(LT), Italy Italy

9 Beinyckaromui KOHTpOJIb
KayecTBa

AKIMOHEPHOE 00LIECTBO
«OPTAT»; Poccuiickas Oenepanust

E%pomcxaﬂ 0611, Cycanunckui paioH, c.

ZepepHoe, MUKpOpaiioH XapUTOHOBO
77

3amecrurear MuHucrpa

C.B.I'aaroaes

o

D 1

Sy
=~
B~
)
£ W

(&




