<Jloeomun komnaHuu 3668u> MepeBoA C aHMMMICKOTO A3bIKA Ha PYCCKUM A3bIK

9668u C.p.J1.
C.P. 148 lNMoHTnHa Km 52 cH, Tel:+39-06-928921
Kamnosepae an Anpunna (Anpunua), Fax: 39-06-92892 7000

04011 Anpunus, Utanua

CEPTUOUKAT COOTBETCTBUA

Homep CAIl: 20065870 Homep B cnucke: OON314
HasBaHue npenapara: 'entpan 400 mr 2x10 Tabnetkn [Oarta npousBopacTBa: 02 — 2023
Homep cepun: 1182093 [aTta ncreyeHus cpoka rogHoctu: 01 — 2026

IIpon3BoacTBenHast miaomaaka: 3668u C.p.JI. 04011 Kammosepae (JIT) Uranus
Homep GMP ceprudukara: 1T /195/ H/2022 ot 11.11.2022
Homep Junen3un Ha npou3BoacTBo: N.aM#150/2022 or 11.11.2022

VYnakoBka = 2 x 10 Tabnerok B Gimcrepax
JlexapcTBeHHas opMa = TabICTKH, TOKPHITHIC INICHOYHOW 000I0YKOM

Peructpannontoe ynocroseperne = H/TT
Crpana nMmopta = Poccus
JleiicTByrolee BeecTro, 1o3upoBka: = Anemerronut 400 mr

Hactoswmm g nogTBepxaato, YTo NprBeAeHHas Bbille MHAOPMaLma SBNsSeTcs 4OCTOBEPHON N TOYHOW. JTa
cepwvs NpoayKLuumn npom3seneHa, Bkovas

yMnakoBKy/MapKMPOBKY U KOHTPOIb KavyecTBa Ha BbllLEyKa3aHHON NPOM3BOACTBEHHON Mrowaake/nnoLaakax
B MOSTHOM COOTBETCTBMU C TpebosaHuamn GMP nokanbHoro PerynatopHoro opraHa v cneuudukaunsmm
PernctpaunoHHoro pocbe CTpaHbl MMMopTepa wnv crneundukaumammn npogykrta AnA  uccriegyembixX
rnieKapCTBEHHbIX CPEACTB.

3anucu no Npov3BOACTBY, YNaKoBKE M NPOBEAEHUIO aHanM3a NpPoBepPeHb!, U YCTaHOBMEHO UX COOTBETCTBUE
TpeboBaHusasm GMP.

3668u C.p.JL
Y IIOJTHOMOYEHHOE JIHLO

Iloanuce: Banepus Pyrrepu
Hara: 23 oxtsi6ps 2023

Hara Beimycka: 27 anpenst 2023r. 15:02:31

Hacrosmuit Cepruduxar coorBeTcTBHs OB BEITyieH 23 okTs10ps 2023 ¢ 1embi0 JOKYMEHTHPOBaHHS
(PMHATBEHOTO BBIITyCKA IAHHOM CEepUM TOCIIe CepUaAIM3allMOHHON aKTHBHOCTH, BBITIOJIHEHHONW D000TT
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CEPTUOUKAT COOTBETCTBUA

Homep CAIl: 20065870 Homep B cnucke: OON314
HasBaHue npenapara: 'entpan 400 mr 2x10 Tabnetkn [Oarta npousBopacTBa: 02 — 2023
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BbinyweHo, noanuchb: <[lodnuck> MpuuuHa: 8sinyck YrnonHOMOYEHHbIM STUUOM
BbinyweHo, umsi.___ <Ums> Hama ebinycka: . 23.10.2023
Cepmudpukam co30aH, nodnuck: .___<[lodnucb> Hama co3danus: .____23.10.2023

Cepmudbukam co30aH, umsi.__<mvs>
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<Jloeomun komnaHuu 3668u> MepeBoA C aHMMMICKOTO A3bIKA Ha PYCCKUM A3bIK

9668u C.p.J1.

C.P. 148 lNMoHTnHa Km 52 cH,
Kamnosepae an Anpunna (Anpunua),
04011 Anpunus, Utanua

Tel:+39-06-928921
Fax: 39-06-92892 7000

CEPTUOUKAT AHAJHU3A

Homep CAIl: 20065870
HasBaHue npenapara: lentpan 400 mr 2x10 TabneTtku
Homep cepuu: 1182093

Homep B cnucke: OON314
Hdata npousBoacTea: 02 — 2023
[aTa ucreuyeHus cpoka rogHoctu: 01 — 2026

Hoxa3zaresmn MeTtoanbl Hopmbi PesyabTaThl
OO0r1iee uncio adpoOHbIX OakTepuit EBp.® 2.6.12 <=1000 KOE/r 0 KOE/r
OO0r11ee YMCI0 IPONOKEBBIX U IMJIECHEBBIX TPUOOB EBp.® 2.6.12 <=100 KOE/r 0 KOE/r
Escherichia coli EBp.® 2.6.13 OTtcyTcTBYET He o6HapysxeHO
Buemnwmii Buj
CooTBeTcTBYET
TabneTku oBasbHOM (YOPMBI, TBOSKOBBITYKJIBIE, BuzyanbHebrii CM. moka3zarenu crenuuKaumn
rIafikue, ot 6eI0ro o CBETIO-KENTOro LBETa,
MTOKPBITHIE TUNICHOYHON 000JI0YKOM.
OmHOPOIHOCTD JO3UPOBAHUS EP / Esp.®@. 2.9.40 CM. nokaszaresnu CooTBeTCTBYET
CootserctByeT EBp.®.
IMoanuHHOCTH A/IEMETHOHUH HOH RTM.C6166- [MonoxutenbHbII [Mpoxoxaut
SOLID1000616056
MoanuHHOCTH AJIEMETHOHUH HOH S,S-130Mep RTM.C6167-SOLID [MonoxutenbHbII [Mpoxoxaut
1000617564
HommaaOCTS 1,4-0yTaHancynbhoHOBast KACIOTA RTM.11742-SOLID [Ipoxomut mik HE MPOXOAUT [poxonut
1000617556
KommaectBenHoe onpeneneHne AeMETHOHUH HOH RTM.C6166- 360-420 mr/ tabnetka 395 mr/ Tabmetka

SOLID1000616056

S,S-m3omep RTM.C6167-SOLID >=55 % 69 %
1000617564
RTM.C6100-SOLID <=25% 0
Boza 1000605342 L4%
Paciagaemocts mpu pH 6,8 EBp.® 2.9.1 <=30 muH 10 muH.
Pacnagaemocts: B 0,1 M pactBope EBp.® 2.9.1 CM. nokaszaTenu CooTBeTCTBYET
XJIOPUCTOBOJOPOJHON KUCIIOTHI crienupuKanuu
He oonorcrvl pacnadamocs 6 meuenue 2 uacos
(nepevlil ypogens)
PactBopenue B 0,1 M pactBope RTM.C6101-SOLID <=10% 0%
XJIOPUCTOBOIOPOTHOM KHCIIOTHI 1000605343
PactBopenue B 0,1 M pactBope RTM.C6101-SOLID <=10% 0%
XJIOPHCTOBOJIOPOIHOM KHCIOTHI (HAUMEHbIIIee 1000605343
3HaYEHUE)
Pacteopenue B 0,1 M XJI0pHCTOBOTIOPOIHOIM RTM.C6101-SOLID <=10% 0%

KUCIOTHI (HaubOJIbIIIee 3HAYCHHUE)

1000605343
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PacrtBopenue mpu pH 6,8 RTM.C6101-SOLID >=75 % 100 %
1000605343

PactBopenue nipu pH 6,8 (HanMeHblee 3HAYCHHE) RTM.C6101-SOLID >=75 % 99 %
1000605343

PacrBopenue nipu pH 6,8 (Haubosbliuee 3HAYCHKE) RTM.C6101-SOLID >=75 % 102 %
1000605343

Anennn (ADN) RTM.C6166- <=25% 0,1%
SOLID1000616056

MeruntnoaneHosun (mta) RTM.C6166- <=25% 0,4 %
SOLID1000616056

S-anenosmin-L-romonucrenn (sah) RTM.C6166- <=2.0% 0.1%
SOLID1000616056

Enunnunas HeuneHTHOUINPOBaHHAS IPUMEChH RTM.C6166- <=0.2% 0,1%
SOLID1000616056

CyMMma HeuIeHTH(UIIMPOBAHHBIX IPUMeEceit RTM.C6166- <=3.0% 0,1%
SOLID1000616056

Cymma npumeceit RTM.C6166- <=6.0 % 1,0%
SOLID1000616056

Tomocepus (hs) RTM.C6170- <=12% 0,0 %
SOLID1000616060

2-amuHO-4-0yTrponaktoH (abl) RTM.C6170- <=12% 0,2 %

3668u C.p.JL
KonTtpons xauectBa

[Nonnuce: Jlaypa Tannuonu
Hara: 23 oxts16ps 2023

SOLID1000616060

Hara Beimycka: 27 anpens 2023 15:02:31
Hacrosmuit Ceprudukar ananuza 6bu1 BoinylieH 23 okTsi0ps 2023 ¢ nenbio JOKyMEHTHPOBaHUS
(bMHAIBHOTO BBIITYCKA IAHHOM CEepUH TOCIIe CepUaN3allMOHHOI aKTHBHOCTH, BBITIOJIHEHHOW D00O0TT.

IIpunoxenue: Jlexnapanust YIOJHOMOUYEHHOIO JIUIIA

Ctp.4u3 6




<Jloeomun komnaHuu 3668u> MepeBoA C aHMMMICKOTO A3bIKA Ha PYCCKUM A3bIK

9668u C.p.J1.
C.P. 148 lNMoHTnHa Km 52 cH, Tel:+39-06-928921
Kamnosepae an Anpunna (Anpunua), Fax: 39-06-92892 7000

04011 Anpunus, Utanua

CEPTUOUKAT AHAJHU3A

Homep CAIl: 20065870 Homep B cnucke: OON314

HasBaHue npenapara: 'entpan 400 mr 2x10 Tabnetkn [Oarta npousBopacTBa: 02 — 2023

Homep cepun: 1182093 [aTta ncreyeHus cpoka rogHoctu: 01 — 2026
BbinyweHo, nognucbk:___ <[lodnucb> MpwyuHa: 8binyck YnornHOMOYEHHbIM TUUOM

Hdomknocmsb.____<[lormkHocmb>

BbinyuwieHo, umsi: <Ums> Hama ebinycka: : 23.10.2023

Cepmudghukam co30aH, nodnucsk: .___<[lodnuckb> Hama co30aHus: . 23.10.2023

Cepmudpukam co30aH, umsi.__<mvs>
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<Jloeomun komnaHuu 3668u> MepeBoa C aHrMMIACKOTO A3blKa Ha PYCCKUM A3bIK

Bcem 3anHTepecoBaHHbIM nuuam

A, Hwkenognucaswascs, Banepus Pyrrepu, ynonHomodeHHoe nuuo 366Bu C.p.J1., WTanua, noateepxaato,
yTO cneaywowwme cepum Nentpan Tabnetkn 400mr, kog 20065870, Homep B cnucke N314 6binm nponsseneHsbl

B cooTBeTCcTBMM ¢ HI Ne M N011968/01-231117, nameHeHus NeNe1-7.

- 1182093

Kpome Toro, Hmxe coobliaeTcsa nHgpopmaums 06 A®C, ncnonb3yemMon B Cepum BbiLLe

e HassaHue A®C: AgemeTnoHuH 1,4- 6ytaHgucynbdoHaT
e Homep cepun A®C: 0002202504

e [poussogutens A®PC: MNosmc bropuncepy CA

e  CrpaHa npoussogutens APC: CaH AHToHWo LLiBenuapus

C yBaxeHuewm,

Moanuck, pata: 23 okts6psa 2023

Banepusa Pyrrepu

OnepaLWIOHHbIVI MeHeaXxep no obecneveHnto kavyectea/YnosHOMOYEHHOE NNLIO

AbbVie S.r.L a Socio Unico Unita Locale e Uffici Amministrativi:
Prodotti Chimico-Farmaceutici Vialde dell’Arte 25

Sede Legale e Stabilimento: 00144 Roma

S.R. 148 Pontina Km 52 snc Tel. +3906548891

04011 Campoverde di Aprillia (LT)
Tel. +3906928921
Fax.+3906928927000
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Cap. Sociale €20.000.000 i.v.

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

Imprese di Latina: 02645920592

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




