<fTozomun komnanuu S66eu> Mepesoa c aHrNUACKOTg R3bIKA HA PYCCKUIL R3bIK

3668u C.p.J1.
C.P. 148 MNontrHa KM 52 cHY Tel.+39-06-928921
KamnoBepae an Anpunua, NatuHa 04011 Fax: 39-06-928927000
Wranua
CEPTUOUKAT COQTBETCTBMUA
Homep CAN: 20065870 ’ Homep & cnucke: 0ON314
HaaeaHue npanaparta: MenTtpan 400 Mr2x10 TabneTky fara npoussoacTaa: 12 - 2021
Homep cepuu: 1160618 [arta ucteyeHus cpoxa roaHoctu: 11 —2024

Hponssoactnennas naomawa: 366suC.p.J71. 04011 Kannovepae (JIT) Mranma

Juuensust na npomssoncteo/ Cepridirkea T o waanesxameil 1 poIBBOACTBANION NPaKTHIE !
IT/60/H/2012d¢108.,03.2022

TlponasoacTeennuiiiasropizonanuniiifexper: naM#45/2022 de108.03.2022

Ynakooka=2x 10 Tabnerok B famcrepax
Jlexapersemng dopma =TabaeTkH, NOKPEITLIC 06 0110 4KOM

Perucrpatmonioe y1ocroreperne = Ne 01 1968/01
Crpana nvnopta =Poccua
Heiietpyiomee peutecrro: = AxemeTionns 400 ur

HaCToRWNM NOATEEDIKAZK, YTO BLILEYK3IaHHER MHACPMALMA RENABTCA NOANKHHOM U TouHod. [daxHes
CeprsnpoaykTanpoMaBeseHa, aknoyan

YNaKOBKY/MBPKUPOBKY ¥ KOHTPONL KAMECTEA HA DLILUCYNOMAHYTOM NPCUIBOACTEBHHOR NNOLISALE B NONHOM
cootsetcTaus ¢ Tpefosannamu GMP nokanbHoro PaerynaTopHOro opraMa W cnouudHKALMMA

PerncTpaunoHHore Aocse CTRaHbl UMNOPTEPA UNW cneyndrEaynamm NPOLYKTa ANA UCCNEfyembx
NEKapCTBeHHLIX CPEACTS,

Januci no NPOKIBOACTBY, YNAKOBKE K NDOBBABHNIO 8K ENHIA NPOBRPEHE W NPMUIHAH B! COOTBETCTBY UMM
GMP.

266en C.p.JI,
Vo HOMOUCHRO S THILD

TTopnues: RanepuaPyrrepu/ MapraTorrn
Harta: 09man 2022

Harasoinycka: 07 mapma 2022

Hucrosumii Cepmduiar Sunepestimyuten 09 Mag 2022 no npusniie 06 HOBAGINA AEKIAPALILH
YOAHOMOMEHHOTO THIL.

Crp.1ua$s




</lozomun KoMnaHuu 366au> MNepeena ¢ aHrNKUACKOrO A3LIKA Ha PYCCKAN AIBIK

366au Cp.J.

C.P. 148 NoHTuHa Km 52 cHy
Kamnosepae av Anpunua, Natuna 04011
WUranun

Tel:+39-06-928921
Fax: 39-08-828927000

CEPTHQ®HKAT AHAJU3A

Homep CAI: 20065870
HaaeaHue npenapara: MenTpan 400 mr 2x10 TaBnaTky
Homep cepuu: 1160618

Homep B cnucka: 00N314
Lara npomseogcraa: 12 = 2021
[ara ucTevoHuA Cpoka roaHocTy: 11 - 2024

Horalarean

Metoam Hopsut PesyabraTel
OGuee uneno 23polusx GasTepil Esp.2.6.12 <=1000 KOE/r 0 KCE/r
OBmee 41en0 APOAKCBBIN I NNCCHERRN TPHGOD Eup.®2.6.12 <=]100 KOL/r 0 KOE/r
Oreyternne Dscherichiacolin Lur Epph 2.6.13 Oreyrernyer He ofnmapy:xkeno

Buewnnit sua

CooTrercTayet
Tabnersn 03unbHON GOPMEL ABOSKORLITY K/ LIS, BuayibHstil Cat. nokazarenn cncuuduxaunn
TTAJKNE, OT G2T0T0 0 CBEII0-KEATOTO HBETA,
NORPHITHIC I1eHO RO oGonoakoil,
O —————— EP/Erp.b, 2.9.40 Car. nokwsuren CooTnercTayer
Cootrercrayer Enp. @,
ANCMCTHOHMH HNH RTM.C6166- Monomnrenumit Ipoxonnt

SOLIDI0006 16056

ANEMeTHOMII HOLL RTM.C6167-SOLID  TlonosHTCAEHED Mpoxoaut
S,S-maamep 1000617564
1 4=Gyranauey I OHORAR KICAOT RTM.11742.80LLD lIpoxoaur unune npoxoanr  Npoxoaur

KoanueeTseHHOC onpeenerue AneMeTHOTII

1000617556

RIM.C6166-

560-420 mr/ Tabnetra

395 mr/TabneTra

SOLID100U616056
S,8-usomcp RIM.C6167-SOLID =55 % 68 %

1000617364 R

6 1 (0G0 i

o oososaar TS Lg%
Pacnanaemoctn npupH 6,5 1R Eap 2.9 1 <30 Mun 10 mam,
Patuuasenocts npr pll 6,8 2R Esp.®2.9.] <=30) MuH 10 MuH,
Pacnwauemocts: 5 0,1 M pacteope Esp.m2.9.1 Cu. moxazarenn CooTBeTCTBYCT
XJ1UPHCTOBONOPOIHOIT KICHATR Mepes 2 naca cnenndHKamn
(nepaelit yporenn)
Pacnagacmocrs: n 0,1 M xzopuerovonopoguod Capb2.9.1 Cu, noxuzatedn CoatneTcTRyer

KHCAGTHI uepes 2 waca (rropodt ypovens)

Crp.2u3 5

enetmdunearnn




<flozomun komnariut AE8au>

Mepesss ¢ aHrNUICKOro AILIKA HA PYCCHAR AALIK

366eu Cp. .
C.P. 148 MoxtuHa Km 52 cHy Tel:+39-06-828021
Kamnoeepre au Anprnua, Natuxa 04011 Fax: 39-06-928927000
Wranua

CEPTHDODHIKAT AHAITIHU3A

Homep CAM: 20085870
Hazsanwue npenapara: Mentpan 400 nr 2x10 Tadnetin
Homep cepuu: 1160618

Homap B cnwucke: 0ON314
Hara npon3sogcrea; 12 — 2021
[Nata ucteueHusn cpoxa rofHocTH: 11 = 2024

Pactoopenie a 0,1 M xaopiietoraopu anoit RTM.C8101-SOLID  «<=10% 0%

wucaore 11 1000605343

Pactiupenne » 0,1 M xaopucroroopoasoi RTM.C6101-80LID  <=10% 0%

KHCIOTEL (MPOMOKYLOMHOEC sHAMeHe) 1R 1000605343

Pactnopennc » 0,1 M xpopietosotopoanoi RTM.C6101-80L1D  «=10% 0%

EHCnoTIL {ocHOBHOE Matene) 1R 1000605343

Pactnopenne upn PH 6,8 IR RTM CA1O1-SOLID >=75 % 99 %%
1000605343

Puctropense npi PH 6,8 (nponmexyrounoe RTM.CG101-SOLID  >=73% 98 %

musenuc) 1R 1900605343

Pucrsopenne npu PH 6,8 (ocnonitoe suuucHne) IR RIM.CA101-SOLID >=75% 100 %
1000605343

Pactsopertte u 0,1 M Xnoprcrosoacpoanoi RTM.C6101-S0LID  <=10% 0%

menoTh 2R 1000605343

Pactnopente 8 0,1 M xnepucrosonopo o RTM.C6101-SOLID  ==10% 0%

KHCAOTH (HPOMEKYTOUNOE 3HATenne) 2R 1000605343

Pacrrapenne 5 0.1 M a0 pHeTosoa0pouch RTM.C6101-50LID  «<10% 0%

KHEAOTH (OCHOBHOC 3nanéime) 2R 10006035343

Pactnopenne npu PH 6,8 2R RTM.C6101-SOLID =78 0 100 %
1000605343

Pactnopene npi PH 6,8 (nposexyTtonuoe RTM.C6101-50LID  >=75 % 100 %

anugenme) 2R 1000605343

Pactoopenie npw PH 6,8 (ocuornoe :ayenne) 2R RTM.C6101-SOLID  »>=75 % 102%
1000605343

Azemmnn (ADN) RTM.CG166- «=25% 0,29%
SOLID1000616056

Merncrtnoanenoans (mta) RITM C6166- <=2.5% 0,6%
SOLIDI00U6 16056

S-azenoann-L-roMouncrenn (suh) T™M.CE166- ©2.0% 0.1%
SOLIDIO00616056

Enumnayas wenaen tniinporanias upiMess RIM.C6166- <=0.2 % 0,1%
SQLIDIAOOG16056

Cy Mya nes e HTEGHIBIPO BAHHLL npreced RTM.CH166- <=3.0% 0,1%

SOLIDI000616056

Ctp.3uss




<flozomun koMmnanuu 366au>

366eu C.p.J.

C.P. 148 MoHTHa KM 52 cHY
Kamnosepge 4w Anpunua, Naturda 04011
Aranun

CEPTHOHNKAT

Homap CANN: 200685870
Hazsanue npenapara: Mentpan 400 mr 2x10 radneTku
Homep cepuu: 1160618

MNapeson ¢ aHrnUMRCKOro ALIK2 HA PYCTKUAA RILIK

Tel:+39-08-928921
Fax: 39-06-928927000

AHAJNHN3A

Homep B cnucke: 0ON314
Dara npouasogcraa: 12 = 2021
[Nara ncrevaHun cpoka rogHocTu: 11 - 2024

Cyyma npingecedt RTM.C6166- <=6.0 % 1,2%
SOLIDI000E16056

Tanocepun (hs) RTM CH170- =12 % 0,0 %
SOLIDIOONE 16060

2eammno-4-Gy ruposaxron (sbl) RIM.C6170- <=]2 % 0,2%

SOLIDIUOOE16060

2668 C.pJl,
Koutpons kavecrsa

Teaimes: Jlaypa Tainonn

Joraseinvera: 07 mapra 2022

Hacrosupstt Ceprudmr Gria nepessmynies 09 Man 2022 no npiamse 05 HOBIICHIS TEKNAPALLTH

Vo IHOMOUYESHHOTO JTHLA,

Crp.4m135




<[lozomun xKoMnaxuu 366au>

Neperos CarrnUtcEoro A3nxa Ha pycooel RInm

Bcem 3avHTERRCCOBaHHBIM NUUAM

A, Huxenoanucaswascs, Banepus Pyrrepy, ynonsomouekkoe nuuo 355Bu C.p.Jl., Uranua, noateapxaaro,
uTo cnepyowme cepuu Mentpan Tabnerkr 400mr, xop 20085870, Homes Benucke N3146mnu npousseqer!

B cooTBeTCTEMM ¢ HA Ne M1 N011968/01-231117, namenexHua NeNet-7,

- 1160818

C yBaweHueMm,

Moanuce, pave: 09 mas 2022

Banepwn Pyrrepu / MapTa Moty

QOnepayuoHHbId MeHRLAKED NO 0TECNeYSHI 0 K3YECTE3/YN O HOMOHEH 08 N¥LO

Avie S.r.L a Socio Unico
Prodotti Chimico-Farmaceutici
Sede Legale e Slabilimento:

S.R. 148 Ponlina Km52 snc
04011 Campoverde diAprillia (LT)
Tel +3906928921
Fax.+38069285927000

Unita Locale & Uffici Armministrativi:

Vialds delfAne 25
00144 Roma
Tel. +3806548391

Ctp.S5u3 s

Cap. Sociale €20.000.0001.v.

Codice Fiscale-Pariita IVA e N'Iscr.Reg.

Imprese diLatina: 02645920582

Societe sollcpostaalla direzione ¢ coordinamento
Dalia AbbVie Inc-1 North Waukegar Road-North
Chicago, IL 80064




