a 668K C.p.Jl.

C.P. 148 NMoHTuHa Km 52 cHy, Tel. +39-06-928921
Kamnoseppe au Anpunua, Natuxa 04011 Fax: 39-06-928927000
WUtanusa

CEPTU®PUKAT COOTBETCTBMUA

Homep CAI: 20010461

HazesaHnue npenapara: Fentpan 500 mr 2x10 TabneTkn
R — Homep-cepun:-1127635

Homep B cnucke: 0ON311
Hara npouzBogcTea: 01 — 2020
[aTa ncteyeHun cpoka rogHocTu: 12 — 2022

ITponzeoncreennas maomanka: 26681 C.p.JI. 04011 Kamnosepae (JIT) Hraius

Jluuensus na npoussoacTso / Ceprudurar o HalIexRameii NPOMIBOACTBEHHOI IPAKTHKE
IT /146/ H/2019

HpoussoncTBennbIii ABTOPH3OBAHHBIIH AeKkpeT: n.aM#122/2019 del 06.09.2019

Vnakoska = 2 X 10 rabierok B 6auctepax
JlekapctBenHas dopma = TabaeTKH, MOKPHITEIE 060I0UKOI

Perucrpaunontoe yrocrosepenne
Crpana umnopta = Poccus
JelcTByloliee BelnecTro: = AneMetHonnn 500 mMr

HacToswwum noaTeepxaatw, 4To Bbilleyka3aHHas WHopMauus ABNAETCA NOANWHHOW W TOMHOR. [laHHas
Cepusi NPoAyKTa NpouM3BeaeHa, BkNyas

YNaKoBKY/MapKUPOBKY 1 KOHTPOMb KayecTsa Ha BhILIEYNOMSHYTOH NPOU3BOACTBEHHOM NMNOLLAAKE B NOMHOM
cooteetcTeuM ¢ TpeboaHuamn GMP nokanbHoro PerynsTopHoro opraHa W cneuucbukauvamu

PeructpauuoHHoro Aocke cTpaHsl WMMOpTEpa WAM CreunbuKaLMAMKM npoaykTa AnA uccnegyembix
NeKapcTBEHHLIX CPeacTs.

3anucu no NPOW3BOACTBY, YNaKoBKe W NPpOBEAEHUIO aHanuaa npoeepeHbl U NPU3HaHblI COOTE
GMP.

a1opudr
il 1

2066Bu C.p.JL
YnoiHoMo4yeHHOE THIO

gort Nabop
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Iloanucs: Banepus Pyrrepu
Jara: 22 anpens 2020

Hara Beimycka: 22 anpens 2020
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3668eu C.p.J1.

C.P. 148 MoHTuHa Km 52 cHy
Kamnosepge au Anpunwva, NatuHa 04011
WTanus

CEPTU®UKAT

Homep CAN: 20010461
Hazsanue npenaparta: lenTpan 500 Mr 2x10 TabneTkn
Homep cepuu: 1127635

Iokazare/u MeToabl

= Busyanbubii
Buewtuit Bu Y

OHOPOAHOCTL J031poRanns L1 EP /Epp.®. 2.9.40
[ToaMHHOCTE ACMETHOHMHA A STM.C4081
IoumnHoCTh AfleMeTHOHHHA B STM.C4082
AJIeMeTHOHHH HOH STM.C4082
S,S-momep

1,4- 6Gyranancyab(oHOBaAA KHCIOTA STM.I1215
KoandecrseHHoe onpeeneHie ALeMeTHOHMHA STM.C4081
S.S-u30Mep STM.C4082
Bona STM.P0796
Pacnanaemocts: B 0.1 M pacteope EP29.1
XJTOPHCTOBOI0POIHOT KHCIOTHE

Pacnazaemocts nipu pH 6.8 IR EP29.1
Pacrsopenne B 0.1 M XJI0pHCTOBOI0PO,IHOH STM.PL0665
kucnotsl 1R

Pactsopenue B 0,1 M XJI0pHCTORBO10PO/THOI STM.PL0665
KHCI0ThL (IpOMeKyTOUHOE 3HaueHue) IR

Pacreopense B 0,1 M XJ10pHCTOBO10POIHOM STM.PL0G65
KHCJIOTHI (OCHOBHOE 3HaveHue) IR

Pactsopenne npu PH 6,8 1R STM.PL0665
Pactropenne npu PH 6.8 (npomesxyToutoe STM.PLO665

3HaveHne) IR
Pacteopenue npu PH 6.8 (ocHoBHOE 3HaueHue) 1R STM.PL0665

Anennn (ADN) STM.C4081
MertuiatHoaaeHo3uH (mta) STM.C4081
S-anenosmi-L-romouucrent (sah) STM.C4081
I'omocepus (hs) STM.C3881
2-aMHHO-4-GVTHPOIaKTOH (abl) STM.C3881
E;uununas HeHIeHTHPHIUPOBAHHAA IPHMECh STM.C4081
CyMMa HeHICHTH()HLMPOBAHHBIX [TPHMECCH STM.C4081
Cvmma npumeceit STM.C4081
Od6uiee yncao adpodHbIx GakTepuit EP26.12
(OfLuee YMCI0 APOAIKEBBIX H [UTRCHEBBIX IpH0B EP2.6.12
Ortcyrereue Escherichia coli B 1mr Erp.® 26.13

2668u C.p.JL
Kontpone kauecTsa

[Moanuce: Jlaypa TanumoHu
Jara: 22 anpens 2020

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

AHAJTH3A

Homep B cnucke: 00N311
fata npoussoacTtea: 01 — 2020
[aTta ucteueHus cpoka rogHocTu: 12 — 2022

Hopmbl PesyabrarTnt

Ta6reTku oBanbHO OpMBIL, CooTBeTcTRYET
JIBOAKOBBINYK/IbIE, TTIATKHE, crielQGUKalnu
0T 0e1oro 10 CBETI0-KENTOr0
LBETA, OKPBITHIE TUIEHOYHOM

o6omoukoil.

<=15,0 % 0,7 %

[TonoxuTEe b L CoorsercTByer

[TonosHTE b HBI CoOTBETCTBYET

[TonomuTenbHbI CootseTcTBYET

TToN0KHTETREHBIT CoOTBETCTBYET

475-525 wmr/ TabneTka 500 mr/rabnerka

>=55% 67 %

<=25% 1,4 %

uepes 2 yaca CooTpeTcTBYET
crieH(pUKalHl

<=30 MHH 12 MuH

<=10% 0%

<=10% 0%

<=10 % 0%

>=80 % 101 %

>=80 % 101 %

>=80 % 102 %

<=25% 0.2%

<=2,0 % 1,0 %

<=2,0% 0.2 %

<=1,2% 0,1 %

<=1,2% 0,4 %

<=0,20 % 0,00 %

<=3.0% 0,0 %

<=6,0 % 1,9 %

<=2000 wr/r 0 wr/r

<=200 wr/r 0 wr/r

OTCyTCTBYET He oGHapyxeHo

Ctp.2u33



Jlororun D66BH

Bcem 3aMHTepecoBaHHbLIM nuuam

S1, HwKenognucaswwancs, Banepws Pyrrepu, ynoniomoderHoe nuuo 3668w C.p.J1., Wtanus, noaTeepxaato,
yTo creqytoluve cepun Mentpan TabneTku 500mMr, kog 20010461, Homep npoaykta N311 6binv npousseseHb!
B cooTseTcTeun ¢ HO Ne IM-004269-280417.

- 1127635

C yBaxeHunem,

Moanwuce, aata: 22 anpens 2020

Banepus Pyrrepu

OnepauvoHHbIA MEHEAXEP Mo 0BecneyeHuto kadecTsa/YnonHOMOYEeHHoe NULo

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

S.R. 148 Pontina Km 52 snc
04011 Campoverde di Aprillia (LT)
Tel. +3906928921
Fax.+3906928927000

Unita Locale e Uffici Amministrativi:

Vialde dell’Arte 25
00144 Roma
Tel. +3906548891

Crp.3usz3

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






