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[Nepesoa C aHrMUICKOr0 A3bIKa HA PYCCKUA A3bIK
<Jlozomun koMnaHuu 566au>

366K C.p.J1.
C.P. 148 NMoHTHHa KM 52 cHLY Tel.+39-06-928921
Kamnoeepge av Anpunua, Nlatuxa 04011 Fax: 39-06-928927000
WUranusa
CEPTUO®UKAT COOTBETCTBMUSA
Homep CAIl: 20010461 Homep B cnucke: OON311
Hazeanue npenapara: lentpan 500 mr 2x10 TabneTku [ara npounssoacTtea: 04 — 2021
Homep cepum: 1151723 [arta ucteyeHus cpoka rogHocTu: 03 — 2024

IpousBoacreBennan naomaaka: 266su C.p.J1. 04011 Kamnosepae (JIT) Uranus

JInuensust Ha npou3BoacTBo / CepTHdHKAT 0 HALIe)KAWEH NPONIBOACTBEHHOIT IPAKTHKE!
IT /146/ H/2019

IMpou3BoaCTBEHHBII aBTOPH3IOBAHHBII JekpeT: n.aM#3/2021 del 19.01.2021

Ynakoska = 2 X 10 tabsnerok B 61ucTepax
JlekapcreHHas dopaa = TabaeTKH, MOKPLIThIe 000104KOH

Perucrpaunonnoe yjjoctosepenne Ne = u/n
Crpana umnopta = Poccus
JeiicTRyloIee BEIIECTRO/103UpoRKa: = AjieMeTHOHHH 500 M1

HacToAwuM nogTBEpXAat, YTO BbilUeykasaHHas WHPOPMauua ABNAETCA MNOAMUHHON W TouHOW. [aHHas
cepws NpoAYyKTa Npou3BeaeHa, BKK4Yas

YNaKoBKY/MapKNPOBKY N KOHTPONb KA4ECTBA Ha BhILLEYNOMSHYTON NPOU3BOACTBEHHOW NMOWAAKE B MOMHOM
cootBeTcTBAM C TpeBosaHuamu GMP nokanbHoro PerynaTopHoro opraHa W cneuvduKkauusaMu
PervcTpaumoHHOro A0CbE CTpaHbl WMAopTepa MNU crneundukaumMaMu NPOAYKTa ANA  UCCNEAYEeMbIX
NeKapCTBEHHbIX CPeACTB.

3anucu no NPOW3BOACTBY, YNAKOBKe U NpoBefeHUIO aHanuia nposepeHbl U NPpU3HaHbl COOTBETCTBYHOLWMMK
GMP.

266841 C.p.JL
VHonHoModeHHOoe JTHI0

IToanuce: Banepus Pyrrepu
Jara: 24 arycra 2021

Jara Beinycka: 21 urons 2021
[TepecmoTpennas BepcHs

Hacrosummii Ceprudukar coorBeTcTBHA 6511 BhINyLIEH 24 aBrycTa 2021 ¢ Ueb0 JJ0KYMEHTHPOBAHHUA
OKOHYATEJILHOTO BRITYCKa JIaHHOH CepHH IMociIe CTa/lHH cepHaTH3alliH, BhITIOJHEeHHOH D000TT
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<[floezomun komnarHuu 366su>

3668un C.p.J1L

C.P. 148 MoHTuHa Km 52 cHy
Kamnoeepae an Anpunua, NatuHa 04011
WNTanusa

CEPTHODHKAT

Homep CAI: 20010461
HaseaHue npenapata: lentpan 500 mr 2x10 TabneTtkn
Homep cepuu: 1151723

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

AHAJTHU3A

Homep B cnucke: 0ON311
OaTta npouzBoacTea: 04 — 2021
OaTa nctevyeHus cpoka rogHoctu: 03 — 2024

Mepesos C aHrMUACKOro A3blka Ha PYCCKUA A3bIK

HokaszaTenn Meroant Hopmbi PesyabTarsr
Obuiee yncio a3pobHbIX GakTepuii EP 2.6.12 <=2000 KOE/r 0 KOE/r
OB1ee YMCI0 JAPOKAKEBBIX M TUIECHEBRIX TPHOOB BP 2.6.12 <=200 KOE/r 0 KOE/r
OtcyterBue Escherichia coli B Lmr Epp.® 2.6.13 OrcyTerByer He oGuapy#ero
Busvanbstii CM. nokasarenu CooTtseTcTBYVET

BreuHuit BT

TABJIETKH OBAJIBHOW ®OPMbI, [IAJIKHE, [IPAKTHUECKH

[TOKPBITBIE TNIEHOYHOK OBOJIOUKOM.
OnHopoAHOCTE To3upoBanus L1

[MosMHHOCTE AJleMETHOHHHA A

ITo;umHHOCTE AZleMeTHoHHHa B
AJIEMETHOHHH HOH

S.S-u3omep

1,4- Gyranaucyb(lOHOBAS KHCIOTA
KosmuecTBeHHOE onpeenedte AeMETHOHMHA
S.S-uzomep

Boja

Pacnazaemocts: B 0,1 M pactBope XJ10pHCTOBO/10POIHOI
KHCI0TH 1R

Pacnazaemocts nipn pH 6.8 IR

Pacnianaemocts: B 0,1 M pactBope X10pHCTORO10POHOIT
kucaoTsl 2R

Pacniamaemocts nipu pH 6.8 2R

Pacteopenne B 0,1 M xnopucrosonopoaHoii kuciotsl 1R
Pactropenie B 0,1 M XI0pHCTORO,10PO/IHOI KMCIOTBI
(mpoMe:KyTO4HOE 3HaYeHue) R

Pacteopenne 8 0,1 M X10pHCTOBOI0POIHO KMCIOTBI (OCHOBHOE
3HaveHue) 1R

Pacteopenne npu PH 6.8 IR

Pacteopenne npu PH 6,8 (npomexyToyHoe 3HakseHue) IR
Pacteopenune npu PH 6,8 (ocHoBHOE 3Havenue) R
Pacteopenne B (0,1 M xnoprcroBo10po/Hoii kuenoTsl 2R
Pactropenie 8 0.1 M XI0pHCTOBOI0POIHON KHCITOTHI
(IIpoMeRYTOYHOE 3HaYeHHe) 2R

Pacreopenue B 0,1 M x/10pHeToBO10p01HOI KHCI0TBI (OCHOBHOEG
3HayeHHe) 2R

Pacteopenne npu PH 6.8 2R

Pacteopenne npu PH 6.8 (npomexyroutoe 3navenne) 2R
Pactropenne npu PH 6.8 (ocnopHoe 3uauenne) 2R
AnenuH (ADN)

MeTHATHOAIEHO3HH (Mta)

S-ageHosni-L-romouucrent (sah)

I'omocepun (hs)

Crp.

N

w

BEJIOI'O 1IBETA,

‘Bp.d. 2.9.40
M.C4081
[M.C4082
M.C4082

IM.I1215
IM.C4081
M.C4082
™M.P0796
P29.1

2P 2.9.1

P 2.9.1

P 2.9.1
TM.PLO665
TM.PL0665

TM.PL0665

[M.PLO665
M.PLO665
TM.PLO665
TM.PL0665
TM.PLO665

TM.PL0G65

TM.PL0665
[TM.PLO665
TM.PL0O665
TM.C4081
T™M.C4081
TM.C4081

TM.C3881

2 uz 4

<=15,0%

[TonoxuTenbHEIT
[TonoxutensHbIiT
[lonoxuTEAbHBLT

TonoxuTe bHbBIH
475-525 mr/ Tabnetka
>=55%

<=2.5%

yepes 2 yaca

<=30 MHH
uepes 2 yaca

<=30 MHH
<=10%
<=10%

<=10%

>=80 %
>=80 %
>=80 %
<=10%
<=10%

<=10 %

>=80 %
>=80 %
>=80 %
<=25%
<=2.0%
<=2.0%

<=1.2%

cneum]mkaxum

1,6 %

COOTBCTCTB}'CT
COOTBCTCTB}’CT
COOTBﬁTCTB}’éT

CooTBeTcTBYET
492 mr/TabreTka
67 %

1.8 %
CDOTBQTCTBYQT
crenduKalg
12 Mun

CootBeTcTBYVET
criet HKaLmm
13 MuH

0%

0%

0%

99 %
99 %
101 %
0%
0%

0%

96 %
94 %
97 %
0.2 %
0,7 %
0.1 %

0.0 %




<[flozomun koMnaHuu 3668u> MepeBoa ¢ aHrnUICKoro Si3bika Ha PYCCKWii Rablk

3668u C.p.N.

C.P. 148 MoHTtuHa Km 52 cHy Tel:+38-06-928921

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

Utanus

CEPTHO®HUKAT AHAJIIHU3A

Homep CAM: 20010461 Homep B cnucke: OON311
Haseanue npenapara: lentpan 500 Mr 2x10 TabneTku fata npouzeogcTea: 04 - 2021
Howmep cepumn: 1151723 Nata uctevenus cpoka rogHocTu: 03 — 2024
2-amMun0-4-0yTHpOIaKTOMH (abl) STM.C3881 <=12% 0.2 %
Eaunndnan HenaeHTHOHUMPOBAHHAR [IPHMEChH STM.C4081 <=0,20 % 0,05 %
CymMa HeHIeHTH(HIIHPOBAHHBIX NPHMeceit STM.C4081 <=3,0% 0.1%
Cymma npumeceii STM.C4081 <=6.0 % 1.3%

2668u C.p.JL

Kourposs kauectsa

lloamucs: Jlaypa TaHumonn

Jlara: 24 aBrycra 2021

Jara pemycka: 21 urons 2021

Hacrosmuii ananusa Ob11 BeinyiieH 24 apryvera 2021 ¢ 1elbio JJI0KYMEHTHPOBAHUA OKOHYATENBLHOTO
BBIIIYCKA AAHHOH CEPHH 110C/Ie CepHATH3AINMH, BRITIOJIHEHHONH DG60TT
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<JToeomun komnaHuu 366su>

Bcem zauHTepec

A, Hwxenoanucaewasncs, Banepusa Pyrrepu, ynonHom
yTo cnegyrowmne cepum lentpan Tabnetkn 500mr, kog
8 cooTBeTcTBUM ¢ HI Ne JIM-004269-280417, uameHel

- 1151723

C yBaxeHuem,

Moanwce, gata: 17 asrycra 2021
Banepus Pyrrepu

OnepauloHHbIi MeHegxep No obecnedeHnio ka4yecTs

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

Unita Locale e Uffi
Vialde dell'Arte 25
00144 Roma

Tel. +3906548881

lNepeBoa C aHrMACKOro A3biKa Ha PYCCKUA A3bIK

OBaHHbIM NMUUaM

o4eHHoe nuuo 366Bu C.p.J1., UTanua, nogTeepxaato,
20010461, Homep npoaykTa N311 Gbinu nponseeaeHsI
Hne Net-3.

a/YNoNHOMOYEHHOE NULO

i Amministrativi: Cap. Sociale €20.000.000 i.v.
Codice Fiscale-Partita IVA e N°|scr.Reg.

Imprese di Latina: 02645920592

Chicago, IL 60064

|4uz4

Societa sottoposta alla direzione e coordinamente
Della AbbVie Inc-1 North Waukegan Road-North



