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CEPTUDUKAT AHANU3A
[ara: Ctpanuua
23 mapta 2021 Tus1

®EBAPWH 50 mr 1 6nuctep x 15 Tabnertok

Koa ynakoeku Homep cepun Homep matepuana [aTa usrotosneHws lopeH ao

400540698 715516 1088070 11.2020 10.2023

MokasaTtenwn EanHuubl PesynbTaThl Hopmel

M3MepeHuns

Onucaxue COOTBETCTBYET CM. MoKasarenu
TabneTku, NOKPbLITbIE NNEHOYHON 0BOMNOYKON, Kpyrnele,
ABOAKOBbINYKNbIE BENOro UBeTa ¢ pUCKOW C OAHOIR CTOPOHLI ¢
rpaeupoBkoi 291 ¢ oBenx CTOPOH OT pPUCKU v Ge3 rpaBUPOBKY ©
OPYroA CTOPOHBI.
MofnuHHOCTL: Bpems yaepxusanns (BAXX) COOTBETCTBYET COOTBETCTBYET
MoAnuHHOCTL: Y®-cnekTp cooTseTcTBYET COOTBETCTBYET
HononHuteneHsie NpoayKTL* % 0,2 <=0,5
Z-n3omep* % 0,2 <=0,7
KeToH* % <0,1 <=0,3
INobasn HempeHTudDUUMpYemas npumecs* % <0,1 <=0,2
Cymma npumecein® % 0,4 <=22
KonuyecteerHoe onpeaenexve: ®nysokcamuHa maneart mr/Tab. 49,6 475 .. 525
(BIHKX)
Op+opoAHOCTb goanposaHus (BIXX unmn Yo) COOTBETCTBYET COOTBETCTBYET
- AonyctuMoe 3HadeHue (n=10) 6,6 <=15,0
- Makcumym (n=10) % 103
- MUHUMYM (n=10) % 95
- cpegHee (n=10) % 99
PactsopeHue Esp.®. 2.9.3 COOTBETCTBYET Q = 80% nocne 20 MUHYT
- MHOMBWAYanNbHbIW pe3ynsTar 1 % 98
- MHOMBWUAYanbHLIA pesynsTar 2 % 101
- MHAMBMAYanNbHLIA pesynsTar 3 % 96
- MHOMBUAYanNbHBIA peaynbTar 4 % 102
- MHAWBWAYanbHbIA pe3ynsTar 5 % 102
- MHAMBUAYaANbLHLIA pesynsTaT 6 % 95
OBLyee konn4ecTso a3poBHBIX MUKPOOPTaHW3MOB KOE/r <100 <=1000
OBLee KONMYECTBO APONOKEBLIX W MNECHEBLIX rpubos KOE/r <100 <=100
Ortcytereue Escherichia coli COOTBETCTBYET OtcyrcrayeT/r

* OTHOCMTENBHOE TEOPETUYECKOE NPOLIEHTHOS COAEpkaHue (bnyBoKcamuHa maneara.
Cepun cooteTcTByeT HopmaTtueHomy dokymeHTy Ne M N013262/01- 020218 uameHeHme Net

HacToswmm noateepxaaem, 4To BCe sTanbl NPOU3BOACTBEHHOTO LMKNA AaHHOI Cepun roToBOro NPoAyKTa BbINOMHEHI
B NOMHOM COOTBETCTBUM C TpeboBaHUAMIN Hagnexallei NPpou3BOACTEEHHOI npakTuku EBponeiickoro Corosa u
TpeGoBaHMAMM HOPMATUBHBIX AOKYMEHTOB COOTBETCTBYIOLLEH CTpaHbl/cTpaH.

Pa3spelleHre KOMNETEHTHbIX OPraHoB B CReayHLWWX CTPaHaX:
Poccuiickas ®epepauvs

25.03.2021
Mukaens Yamnen </Modnucs>
YNonHoMOo4eHHoe U0

Maiinan JI»Soparopus CAC
Py zte Beassuar Maitap, 01400 Hlaruiion ciop [lanapon, Mpanuus
Ten 33(0)4 74 45 54 42, dakc 33 (0)4 74 55 02 83






MNepesos € aHrMWICKOro A3bIKa Ha PYCCKUWA A3bIK
<Jlogomun komnaHuu 3668u>

3668u C.p.J.
C.P. 148 NoHTUHa KM 52 cHy Tel.+39-06-928921
Kamnoesepae au Anpunua, llatuHa 04011 Fax: 39-06-928927000
WTanus
CEPTU®PUKAT COOTBETCTBWA
Homep CAIl: 20010461 Homep B cnucke: OON311
Hazeauue npenapara: lentpan 500 mr 2x10 TabneTku Harta npouzeogcTea: 04 — 2021
Homep cepuu: 1151723 HaTa ncteueHnna cpoka rogHocTu: 03 — 2024

[Iponssoacreennan niaomwaaxa: 266su C.p.JI. 04011 Kamnosepye (JIT) HUranus

JInuensus Ha npoussoacreo / Ceprudukar o HaameKauleii MTPOM3BOACTBEHHON NPAKTHKeE:
IT /146/ H/2019

[IpousBoacTBeHHbIf ABTOPU30BAHHBIN AeKpeT: n.aM#3/2021 del 19.01.2021

VYnakoska = 2 x 10 tabserok B Guinctepax
JlekapctBenHas dopma = TabieTky, NOKPLITHIC 060104YKOH

Perucrpannontoe yjaoctoBepernne Ne = n/m
Crpana umnopra = Poccus
JleiicTByIolee ReIIECTBO/103HPOBKA: = AJeMeTHOHHH 500 Mr

HacroawuM noaTBEpXAAl0, YTO BbilleykasaHHas WHOpMaLUs ABNAETCH NOANMHHOW W ToYHOW. [laHHas
cepua NpoAyKTa Npou3BejeHa, BKNYas

YNaKkoBKy/MapKUpOBKY W KOHTPOMb KAYeCTBA HA BbILLEYNOMSHYTOW MNPOW3BOACTBEHHON NMNOWAAKE B NOMHOM
cooTBeTcTBUM ¢ TpebosaHuamu GMP nokanbHoro PerynstopHoro opraHa w  cneuyndvkauuami
PervctpaunoHHoro focke CTpaHbl MMMopTEpa WNW creuudukaumsMi npoaykTa Ans nceneayembix
fleKapCTBEHHbIX CPeACTB.

3anwucu no NPOWU3BOACTBY, YNakoBKe U NpOBEAEHUID aHanui3a npoBEpPeHbl U NPU3HaHbl COOTBETCTBYHOLWMMN
GMP.

3668u C.p.JL
VY10JHOMOYEHHOE JTHILO

[Toanuce: Banepus Pyrrepu
JHara: 24 aBrycra 2021

Jara Bbinycka: 21 urons 2021
IlepecmoTpenHas Bepcus

Hacroawmui Ceprudurat cooTeTcTBHA ObL1 BBIMYLIEH 24 aBrycta 2021 ¢ LeIbI0 AOKYMEHTHPOBAHHMS
OKOHYATEJILHOTO BBIIYCKA JIAHHOH CEpHH IOCIE CTaAHH CePHATH3AIINH, BRITOIHEHHOH D000TT

Crp. 1u3z 4




<flozomun komnaHuu 366su>

3668u C.p.Jl.

C.P. 148 MNMoHTKHa Km 52 cHY
Kamnoeepge an Anpunua, llatuHa 04011
Ntanus

CEPTUHD®HUKAT

Homep CATI: 20010461
HasBaHue npenapara: lentpan 500 mr 2x10 TabneTtku
Homep cepuu: 1151723

Tel:+35-06-928921
Fax: 39-06-928927000

AHAJIH3A

Homep B cnucke: 0ON311
Narta npouzeogctea: 04 — 2021
[ata ucteveHus cpoka rogHoctu: 03 — 2024

MepeBoa C aHrMMIACKOTO R3blka Ha PYCCKWA R3biK

IlokaszaTenn Meroasl Hopwmbi PesyabTaThbi
O01uee uncno a’podHbix dakrepuii EPR.6.12 <=2000 KOE/r 0 KOE/T
O6lLee THCI0 APOAIKEBBIX H [UIECHEBBIX IPHOOB EPR.6.12 <=200 KOE/r 0 KOE/r
Orcyrersue Escherichia coli B 1mr Esp @ 2.6.13 OrcyTeTByer He oGuapyixeno
Bt s Buivanbhslit Cwm. nokasarean CootBeTeTBVET
cricHu(HKALHH
TABJIETKH OBAJTEHOHM ®OPMBI, I'JIAJIKUE, [TPAKTUYECKH BEJIOTO IIBETA,
TTOKPBITBIE TVIEHOYHOM OBOJIOUKOM.
OpaxopojHocTh J03uposanns L1 Esp.®. 2.9.40 <=15,0% 1,6 %
[MoamuHoCTE AeMeTHOHHHA A STM.C4081 [TonoxurensHbI CooTBeTCTBYET
ITopmmHuOCTE AemeTHonuHa B STM.C4082 [TonoxkuTeALHBII CooTBeTcTBYET
AJEMETHOHHH HOH STM.C4082 [TonoxuTeNbHBLIA CooreercTBYeT
S.S-uzomep
1,4- GyranucyisoHoBas KMCI0Ta STM.I1215 [lomosxkuTebHBIH CooTBeTcTBYET
KonudectseHHoe onpejienesne AleMeTHOHHHA STM.C4081 475-525 wmr/ Tabnetka 492 mr/rabnerka
S.S-u3oMmep STM.C4082 >=55% 67 %
Bona STM.P0796 <=25% 1.8%
Pacniamaemocts: B 0,1 M pacTsope xJ10pHCTOBO10POIHO EP[2.9.1 yepes 2 yaca CootBeTCTBVET
kucaoThl 1R crienuuKaiu
Pacnanaemocts npu pH 6,8 1R EP[R.9.1 <=30) MHH 12 muH
Pacnazaemocts: B (1,1 M pacTBope XJI0pHCTOBO0PO,IHOI EP[2.9.1 4epes 2 yaca CooTBeTCTBYET
KHCIIOTBL 2R cretmMpuKaHu
Pacnanaemocts npu pH 6.8 2R EP|2.9.1 <=30 MuH 13 MuH
Pacrsopenue B 0,1 M xj0pucToBo10po/Hoi kiciotel 1R STM.PL0665 <=10% 0%
Pacreopenue B 0,1 M XJIOpHCTOBO10POIHOH KHCIIOTHI STM.PL0665 <=10% 0%
(mpoMekyTOYHOE 3HadeHne) IR
Pacteopenue 8 0,1 M XJ10p1cToB010poaH0# Kuc0Th (0cHoBHoe  STM.PL0663 <=10% 0%
3Hadenue) 1R
Pacteopenne npu PH 6,8 IR STM.PLO665 >=80 % 99 %
Pacreopenne npu PH 6,8 (npomexyToutnoe 3Hadenue) 1R STM.PL0665 >=80 % 99 %
Pactsopenne npu PH 6.8 (ocHoBHOe 3HayeHne) IR STM.PL0665 >=80 % 101 %
Pacreopenue B 0,1 M xjopuctoBoaopoanoii knenore 2R STM.PLO665 <=10% 0%
Pactropenne & 0,1 M X10pHCTOBOIOPOTHOI KHCIOTEI STM.PL0665 <=10 % 0%
(npomexyTOYHOE 3HaueHue) 2R
Pactropenue B 0,1 M xnopucroso1opoaHoii kucnotst (ocnossoe  STM.PL066S <=10% 0%
3HayeHue) 2R
Pacteopenne npu PH 6,8 2R STM.PLO665 >=80 % 96 %
Pactpopenue npu PH 6,8 (npomeskyTounoe 3uavenue) 2R STM.PL0665 >=80 % 94 %
Pacrsopesnue npu PH 6,8 (ocHoBHOE 3Ha4enue) 2R STM.PL0665 >=80 % 97 %
Anennn (ADN) STM.C4081 <=25% 0.2%
MeTHATHOAIEHO3HH (mta) STM.C4081 <=2.0% 0,7 %
S-azeHo3WiI-L-roMoumcreuH (sah) STM.C4081 <=2.0% 0,1 %
I'omocepun (hs) STM.C3881 <=12% 0.0 %

Cap. 2
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<[loezomun komnaxuu 3668u> lNepesoa ¢ aHrMUIACKOrO A3bIKa Ha PYCCKUIA R3bIK

366K C.p.J1.

C.P. 148 MoHTuHa Km 52 cHy Tel:+39-06-928921

Kamnosepae au Anpunua, NatuHa 04011 Fax: 39-06-928927000

WNtanusa

CEPTHO®OHUKAT AHAIIH3A

Homep CAN: 20010461 Homep B cnucke: 00N311
Hassanue npenapara: Mentpan 500 mr 2x10 TabneTku Aata npouasogcTea: 04 — 2021
Homep cepuu: 1151723 HaTa ucteyeHus cpoka rogHocTu: 03 — 2024
2-aMHHO-4-0yTuponaxktou (abl) STM.C3881 <=1,2% 0,2 %
Eauunysas HewIeHTHOUIMPOBAHHAS IPHMECH STM.C4081 <=0,20 % 0,05 %
Cymma HeuIeHTHHMIIPOBAHHBIX TIpHMecei STM.C4081 <=3,0% 0,1%
CvMMa npumeceit STM.C4081 <=6,0 % 1,3%

20681 C.p.Jl1.

Kourpo:is kadyecTBa

[oanmucs: Jlaypa Tanumonn

Hara: 24 aBrycra 2021

Jlara peinycka: 21 urons 2021

Hacrosummit ananusa 6b11 Boinyinen 24 asrycra 2021 ¢ uensio JIOKYMEHTHPOBaHMs OKOHYATENILHOrO
BBINYCKA JJAHHOH CEPHH 10CTIEC CCPUAH3AIIMH, BBINOIHCHHONK D660TT

Crp.3uz 4




<[lozomun KoMnaHuu 3668u>

A, Hmkenognucaswasncs, Banepusa Pyrrepu, ynonHomoy

Bcem 3aMHTepecoBaHHbIM

4To cnepytowme cepun Mentpan TadneTku 500mr, koa 20010461,
8 cootBeTcTeMM ¢ HI Ne NIN-004269-280417, uamerervie Ne1-3.

- 1151723

C yBaxeHueM,

Mognuce, aata: 17 aBrycra 2021

Banepws Pyrrepu

OnepaunoHHbIit MeHeaxep no obecnedyernio kadectea/

AvwVie 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

MepeBoy, C aHrNMIACKOr0 si3blKa Ha PYCCKUIA A3bIK

nuuam

eHHoe nuuo 366Bu C.p.J1., UTanus, noaTeepKAae,

Homep npoaykta N311 Gbinu nponasegeHsl

YnonHoMoYeHHoe nuuo

Unita Locale e Ufficil Amministrativi: Cap. Sociale €20.000.000 i.v.

Vialde dell'Arte 25
00144 Roma
Tel. +3906548891

Ctp.4uz 4

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




