<Jloeomun komnaHuu 3668u> MepeBoa C aHINMINCKOro A3blka Ha PYCCKUI S3bIK

9668BM C.p.J1.
C.P. 148 NoHTMHa KM 52 cHU Tel.+39-06-928921
KamnoBepge an Anpunwma, JllatnHa 04011 Fax: 39-06-928927000
Utanua
CEPTU®PUKAT COOTBETCTBMUA
Homep CAIl: 20065870 Homep B cnucke: OON314
HasBaHue npenapara: entpan 400 mr 2x10 TabneTkn Oata npounsBoactea: 10 — 2021
Homep cepuun: 1157533 Oata ucteueHusn cpoka rogHoctn: 09 — 2024

IpousBoacTBennas niaomaaka: 2060suC.p.J1. 04011 Kamnosepne (JIT) Uranus
JIunensus nanpousBoacTeo/ Ceprudukat o Hajje:Kaieil Npou3BOACTBEH HOM PaAKTHKe :
IT/146/H/2019

Ipou3BoacTBeHHBII aBTOPU30BaHHBII HekpeT: N.aM#54/2021 del 14.07.2021

VYnakoBka =2 x 10 TabneTok B G1ucTepax
JlexapcrBennast popma = Ta OIS TKH, ITOKPBITHIE 0000 YKOM

Peructpanuonnoe ynocroBeperne =Ne 011968/01
Crpana ummnopta = Poccus
JeitcTByroiee BerecTBo: = AneMeTHoHHH 400 Mr

HacToswwnm noareepxgato, 4YTO BbleykasaHHas nHdopMaumnsa aBnaeTcsa NoSIMHHON U ToYHoW. [daHHana
cepusanpoayKTanpons3seneHa, Bkroyasi

ynakoBKy/MapKUPOBKY U KOHTPOIb Ka4eCTBa Ha BbILLEYNOMSHYTON MPOM3BOACTBEHHON NIoLiaaKe B NMOfHOM
cooTtBeTcTBMM C TpeboBaHusmn GMP nokanbHoro PerynatopHoro opraHa W  cneuundukaumsamm
PernctpaunoHHoro gocbe CTpaHbl MMNopTepa MNuM cneuudukaumamm npogykta Ans  uccnegyembix
nekapcTBEeHHbIX CPEeaAcTB.

3anucu no Npon3BOACTBY, YNAKOBKE U NPOBEAEHUIO aHanNM3a NpPoBEPEHbI U NMPU3HaHbl COOTBETCTBY OLLYIMM
GMP.

2668u C.p.JIL.
VI0IHOMOYEHHO € JTUIIO

Iopnucs: BanepusPyrrepu
Hara: 03 dpespaisa 2022

Hara Beimycka: 05 suBaps 2022

Hacrosumit CoC 611 BeImymeH 03 ¢erpaist 2022 ¢ nenbio 10Ky MCHTHPOBaHUS (PUHATLHOTO BEIITY CKa
CEpHH MO CIIE CePHANTM3AIINH, BRITIOTHEHHOH D000TT

Crp.1m35




<Jloeomun komnaHuu 3668u> MepeBoa C aHIMMINCKOTO A3blka Ha PYCCKMiA A3bIK

2668u C.p.J1.

C.P. 148 NMoHTMHa KM 52 cHL,
Kamnosepge av Anpunua, JlatuHa 04011
UNtanus

Tel:+39-06-928921
Fax: 39-06-928927000

CEPTUOPUKAT AHAJIU3A

Homep CAIl: 20065870
HasBaHue npenapara: 'entpan 400 mr 2x10 TabneTkn
Homep cepuun: 1157533

Homep B cnucke: OON314
Oata npoussoactea: 10 — 2021
[aTta ncreyeHns cpoka rogHoctu: 09 — 2024

IToka3aTtenn MeTtoabl Hopmbl PesyabTaTnl
O061ree yucio adpoOHbBIX OakTepuit Epp.®2.6.12 <=1000 KOE/r 0 KOE/r
O011ee YUCIIO IPOXKIKEBBIX U TUIECHEBBIX TPUOOB EBp.®2.6.12 <=100 KOE/r 0 KOE/r
Orcyrcreue Escherichia colis 1mr Eep.®@2.6.13 OtcyTcTByeT He o6uapysxeHo
Buenruunii Bux
CooTBeTcTBYET
TabneTku 0BaabHOU (OPMBIL, ABOSKOBBILY KIIbIE, BusyainbHslit CM. mokazatenu crenudUKaLnK
riaajgkue, oT 0eloro 10 CBETIO-KEITOTO IBETA,
[TOKPHITHIE [IJIEHOYHON 000I0YKOIA.
EP / Esp.®. 2.9.40 CM. moxazaTenu CooTBeTCTBYET
ORHOPOIHOCTH 1O3UPOBAHUS
CootBerctByeT EBp.D.
AeMETHOHNH HOH RTM.C6166- TTonoXUTENBHBIA IIpoxonut
SOLID1000616056
AeMETUOHWH HOH RTM.C6167-SOLID TTonoxuTENBHBIA IIpoxoaut
S,S-uzomep 1000617564
1,4-6yrannucynbhoHOBas KUCIOTA RTM.11742-SOLID IIpoxoAWT HIU HE IPOXOAUT Ipoxoaut
1000617556
KonunuectBenHoe onpeneneHue AeMeTHOHUHA RTM.C6166- 360-420 mr/ rabaerka 406 mr/ TabneTka

SOLID1000616056

S,S-u3omep RTM.C6167-SOLID >=55 % 67 %

1000617564

- = 0,

Pacmagaemocts npu pH 6,8 1R Erp.®2.9.1 <=30 muH 10 muH.
Pacnagaemocts ipu pH 6,8 2R EBp.®2.9.1 <=30 MuH 10 mun.
Pacmmanaemocts: B 0,1 M pactBope Epp.®2.9.1 CwM. mokazarenu CooTBeTcTBYET
XJIOPUCTOBOIOPOIHOM KUCTIOTHI Yepe3 2 yaca crenupuKanuu
(mepBBIid YPOBCHB)
Pacnagaemocts: B 0,1 M XJIOpHUCTOBO 10 POAHOM Epp.®2.9.1 CM. nokasartenu CoOTBETCTBYET
KUCIIOTHI Yepe3 2 yaca (BTOpoil ypoBeHb) cnenupuKauu

Crp.2m35




<Jloeomun komnaHuu 366eu>

2668u C.p.J1.
C.P. 148 NMoHTMHa KM 52 cHL,

Kamnosepge av Anpunua, JlatuHa 04011

Ntanunsa

CEPTUOPHUKAT

Homep CAIl: 20065870

HasBaHue npenapara: 'entpan 400 mr 2x10 TabneTkn

Homep cepuun: 1157533

PactBopenue B 0,1 M xmopucToBoR0pOAHOM
kucaoTel 1R

PactBopenue B 0,1 M xs10pucToBO10pOAHOM
KUCJIOTHI (MPOMEXKYTOUHOE 3HaueHue) 1R
PactBopenue B 0,1 M X110pHCTOBOIOPOAHOM
KHCIIOTHI (OCHOBHOE 3HaueHue) 1R

PactBopenue nmpu PH 6,8 1R

PactBopenue npu PH 6,8 (mpomexyTounoe
3HavyeHue) 1R

PactBopenune npu PH 6,8 (ocHoBHOE 3HaueHue) 1R

PactBopenue B 0,1 M xiopucToBO10pOAHOM
KUCJIOTH 2R

PactBopenue B 0,1 M xsopucToBo10p0AHOM
KHCJIOTHI (IPOMEXYTOYHOE 3HayeHue) 2R
PactBopenue B 0,1 M xmopucToBOZOPOAHOM
KUCI0THI (OCHOBHOE 3HayeHue) 2R

PactBopenue npu PH 6,8 2R

PactBopenune npu PH 6,8 (mpomexxyTodHOE
3Hauenue) 2R

PactBopenue npu PH 6,8 (ocHoBHOE 3Hauenue) 2R

Anennn (ADN)

Mertuntroanenosud (Mta)

S-anenoswi-L-romouucrenn (sah)

Enuangnas HeI/IﬂeHTI/I(bI/IHI/IpoBaHHaH IIpUMECH

CyMMa HenJeHTHOHIPOBAHHBIX pUMeceit

RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6101-SOLID
1000605343
RTM.C6166-
SOLID1000616056
RTM.C6166-
SOLI1D1000616056
RTM.C6166-

SOLID1000616056
RTM.C6166-
SOLID1000616056
RTM.C6166-
SOLI1D1000616056

Crp.3m35

MepeBoA C aHrMUINCKOTO A3bIKa Ha PYCCKUN A3bIK

Tel:+39-06-928921

Fax: 39-06-928927000

AHAJIN3 A

Homep B cnucke: OON314
Oata npoussoactea: 10 — 2021

[aTta ncreyeHns cpoka rogHoctu: 09 — 2024
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<Jloeomun komnaHuu 366eu>

2668u C.p.J1.

C.P. 148 NMoHTMHa KM 52 cHL,
Kamnosepge av Anpunua, JlatuHa 04011
UNtanus

CEPTUOPHUKAT

Homep CAIl: 20065870
HasBaHue npenapara: 'entpan 400 mr 2x10 TabneTkn
Homep cepuun: 1157533

CyMma npumMeceit RTM.C6166-

MepeBoA C aHrMUINCKOTO A3bIKa Ha PYCCKUN A3bIK

Tel:+39-06-928921
Fax: 39-06-928927000

AHAJIN3 A

Homep B cnucke: OON314
Oata npoussoactea: 10 — 2021
[aTta ncreyeHns cpoka rogHoctu: 09 — 2024

SOLID1000616056

T'omocepus (hs) RTM.C6170-

SOLID1000616060

2-amuHO-4-6yTHpoaakroH (abl) RTM.C6170-

<=6.0 % 1,5%
<=1.2 % 0,1%
<=1.2% 0,3%

SOLI1D1000616060

3668u C.p.JI.
Kontpons kauecrsa

ITonnuce: Jlaypa Tanunonu

Hara Beimycka: 05 ssuBaps 2022

Hacrosumit CoC 611 BeImymieH 03 ¢erpaist 2022 ¢ menbio 10Ky MCHTHPOBaHUS (PHHATEHOTO BEIITY CKa

CEpHH MO CIIE CePHATM3AIINH, BRITIOJIHEHHOH D000TT

Crp.4mu35




<Jloeomun komnaHuu 3668u>

[MepeBoa c aHIMNINCKOrO SA3bIKa Ha PYCCKUI SA3bIK

Bcem 3au HTepeCcOBaHHbLIM NUUuam

A, HxenognucasLwascs, Banepus Pyrrepu, ynonHomoyeHHoe nuuo 366Bu C.p J1., UTannsa, noarsepxaato,
yTO cneaytowme cepun lentpan Tabnetkm 400mr, koa 20065870, Homep B cnucke N314 6binu npousBeneHbl

B cooTtBeTcTBMM ¢ H Ne M N011968/01-231117, nameHeHusi NeNe1-6.

- 1157533

C yBaxeHunewm,

Moanwuce, pata: 03 cespans 2022

Banepusa Pyrrepu

OI'IepaLWIOHHbIVI MeHepkep no obecneyeHnto kayecTea/YnonHOMOYEHHOEe NNL,0

AvvVie S.r.L a Socio Unico
Prodotti Chimico-Farmaceutici
Sede Legale e Stabilimento:

S.R. 148 Pontina Km52 snc
04011 Campoverde diAprillia (LT)
Tel. +3906928921
Fax.+3906928927000

Unita Locale e Uffici Amministrativi:

Vialde dell’Arte 25
00144 Roma
Tel. +3906548891

Crp.5m3 5

Cap. Sociale €20.000.000i.v.

Codice Fiscale-Partita IVA e N°Iscr.Reg.

Imprese diLatina: 02645920592

Societa sottopostaalla direzione e coordinamento
Della AbbVie Inc-1 North Waukegan Road-North
Chicago, IL 60064




