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AbbVie Biotechnology GmbH, Knollstrasse, 87061, Ludwigshafen, Germany /
366Bu BuorakHonogium M'mwbX, Knonnswrpacce, 87061, Mogeurcxacpen, MNepmarus

Certificate of Analysis / Ceprudpmkar ananuzos

Customer [ 3akaauui: Russian Federation / Poccuiickas

Pepepaums
SAP Material Number / Homep SAP: 20005292

List/Drug Code / KatanoxHbii Homep: 000243

Product Name / Haumenosarue: HUMIRA 40mg/0.4ml PFS

X2 RUSSIA / XYMUPA 40 mr/0,4 mn npegapuTensHO

3anosHeHHbIA Wwnpuiy Ne2 POCCKUA
Batch Number / Homep cepun: 90428XH04
Expiration Date / Cpox rogrocri: 05/2020

Test/ Characteristic / Tecr/Xapakrepucmika
Appearance / Buemnni s
Pre-filled syringes with agueous solution /
ITpeaBapHTe/BHO 3ANOIHEBHBIE NDPHILI C BOJHBIM
PACTHOPOM
Appearance, Clarity and opalescence / Buemmmii sua,
[po3pauHOCTs ¥ ONaNeceHtHa
Not more opalescent than reference suspension [V /
OnaIecueHIig, He MPERLIIAIONIas JSTAICHHYID
eyenerzno IV
Appearance, Color / Bremanit sz, Lser
Not more intensely colored than reference solution B7/
HBTEHCHBHOCTS OKPACKH HE BLILC JTAIOHHOTO PACTBOPA
B7
Identity, Cation Exchange HPLC / KarnonooOuerunas
BOXX
The peak patiern complies with that of the characterized
reference standard / Xapakrep nuka COOTBETCTBYET HKY
COOTHETCTBYIOMIETO CTANApTHOrO obpasua
Purity, First acidic region / Yncrora, nepnsiit kucaorusiit
crioH
Purity, Second acidic region / Uncrora, sropoft
KHCIOTHLIH CloA
Purity, Sum of lysine variants / Yucrora, Cymma
Mourpukarpsit mErnHa
Purity, Peak between lysine 1 and 2/ Huerora, ITuk
Meaay nusuHoM | | 2
Purity, Size exclusion HPLC / Huctora, Dkckmo3noniag
B2KX
Purity, Sterility / HueTora, CTCPRABEOCTS
No evidence of microbial growth is found /
HE OUEBHIHOTO POCTA MHKPOOPranHIMOR

Purity, Endotoxins: filled syringes / Hucrora,
DHACTOKCHHEL: JAMOTHCHHBIE MINPHLLL
Potency, In vitro TNF nevtralization / Crieusgsieckad
axrHBHOCTS, Heltrpamsaaus GHO s mafoparopiiax
YEIOBHIX
Potency, Lower fiducial limit / Crieundusieckas
AKTHRHOCT, HAKHAS IPaHHUE JOBEPHTENBROTO
HuTepsana
Potency, Upper fiducial limit / Creundiriecxan
AKTHBHOCTE, BEPXHAN I'PAHHLA JOBCPHTE IO
HHTEpDAna
Quantity, Protein content (UV 280 nm) /
KonuuecTsennoe conepxanue, Coaepaanne Genka
(onrhieckas nioTHocTs 280 HM)
General tests, pH value / OGmue HETRITAHNE, JHAUCHHS

H
%eneral tests, Osmolality / OBuMe HCITLITAHNA,
OCMOAAIBHOCTE
Pharm. Tests, Visible particles / QapMaIeBTHIRCKHS
uensrraHnis, BranMmeie gacTiin
The solution is practically free from particles/ B
PACTBOPE [IPAKTHHCCKHM OTCYTCTBYIOT HACTHLB!
Pharm. Tests, Particles >= 10 micrometer /
DAPMALIEBTHICCKHS MCIBITAHM, HacTHIm >= 10

Manufacture Date / fara npouwasogcrsa; 06/2018

Specificution / Onucaung

See Characteristic / CuotpH
XaPaKTEPUCTHKY

See Characteristic / CMoOTpH
XAPAKTECPHCTHRY

See Characteristic / Cyorpu
XUPAKTEPHCTHKY

See Characteristic / Cuorpu
XAPAKTCPHCTHKY

<=5 %

<=13%

>=82 %

<=3 %

>=09 %%

See Characteristic / Cyxotpu
XAPAKTCPHCTHKY

<=20 EU/mi f E3/Mn

80-125 %

>=64 Yo

<=136 %

90-110 mg/mL / mr/ma

4.9-3.5

260-320 mCsm/kg / MocMOaB/KT

See Characteristic / C\mr;m
\apmepw’fuy‘ P

€~ S esth o
<—§0€@I’aﬂ1du f‘eacrm;

5 c'rpamsqa 1 na 3

LC/SC: 019 / N/A

v

L P e

Result / Peaynnrar

Complies/ CoorsercTaysT

<=[]

<=RY

Complies / CooTaereTByer

3%
11%
85 %
1%

100 %

Complies / CooTsercrayer
<20 EU/ml / E9/ma
105%

104 %

107 %

101 mg/mL / mr/mn

52

290 mOsm/kg / aocMoan/kr

Complies / Coor



AbbVie Biotechnology GmbH, Knolistrasse, 67061, Ludwigshafen, Germany /
266Bu BuoTrakHonomxm MBX, Kuonnswrpacce, 67061, Mioasurcxadey, MepManna

Certificate of Analysis / Ceprudmkar ananuios

Customer / 3akasuuk: Russian Federation / Poccuiickan

degepauns

SAP Material Number / Homep SAP: 20005292 List/Drug Code / KaranoxHbiit Homep: 000243
Product Name / HaumeHosanue: HUMIRA 40mg/0.4ml PFS

¥2 RUSSIA / XYMWUPA 40 mr/0,4 mn npegsapuTensHo LC/SC: 019 / N/A

3anonHEeHHbIR wnpuy Ne2 POCCUA

Batch Number / Homep cepuu: 950428XH04 Manufacture Date / flata npoussogcrsa; 06/2018
Expiration Date / Cpok rogxocti: 05/2020

MUKPOMETDOB

Pharm. Tests, Particles >= 25 micrometer /
DapMAUCBTAYECKIKE HCTILITAHHA, HacTHIBE >= 25 <=600 Part./d.u. / sact./n.3. 0 Part./d.u, / wact./iia,
MHKPOMETDOR

Pharm. Tests, Extractable volume / @apmauestiieckre
vennrranms, M3siexacmsit oGbem

The volume measured for each container is not less than Sec Characteristic / CuoTpi

Complies / CoorsercrByer

the nominal volume / OGhem rameperHBIA Ha Kam abill XBpaKTEPHCTHEY

KOHTEHHEP HE MCHBLIG, 4eM HOMUHANLHBIA 00neM.

Drug substance used / Menoasayemoe aclicrayioinee

BELIECTBO i

Adalimumab concentrate batch / KosucHrpar RS

axansMymMaba

Name of product / Hazsanue 1pogyxra: HUMIRA 40mg/0.4ml PFS X2 RUSSIA / XYMHPA 40

Mr/0,4 M NpEABADHTEABHO JANOMHCHHMHE winpiy Ned
POCCHA

Marketing authorization number / Homep Perucrpaumonnoro  JITI-004593
YaocTosepena:
Active Ingridient Strength / JeitcTayiomiee BEICCTRO B Jl03€: ADALIMUMAB 40 MG / ATAJITUMYMAS 40 MI"

Product Dosage form / Jlexapcrsennas dopma: PRE-FILLED SYRINGES / IIPE[BAPHUTEJIBHO
3ANOHEHHBIE HINMPALLL
Package size / Pasmep yuakoBki: OP2/ [Ipa MINpHLA B YNAKOBKS

Name of Authorization Holder / Bnaneneu pazpeuieHns

Address Site: Vetter-Pharma-Fertigung GmbH & Co. KG, Shiitzenstrasse 87, 99-101, 88212 Ravensburg, Germany / Aznpec
omanki: Berrep ®apma-Geprurynr IvdX u Ko.KT, Cepmanus, PasencOypr, 88212, llhioruennrrpacce, 87, 99-101
Manufacturing license No. / Jiunenaua na npoussozereo Ne: DE_BW _01_MIA_2015_0040/DE_BW_01_Vetter-Shiitzenstrasse
GMP Certificate No. / Ceprupukar GMP Ne: DE_BW_01_GMP_2015_0092

Site Address Packaging / [Tnomanka MapKHPOBRHHON YNAKOBKH

Address Site: Vetter-Pharma-Fertigung GmbH & Co. KG, Mooswiesen 2, 88214 Ravensburg, Germany / Ajipec iuiotaxy:
Berrep ®apma-Gepruryur M'm6X u Ko.KT, Fepmauns, PasencOypr, 88214, Mocaucen, 2

Manufacturing license No, / Jiuuen3us na nporssogcrso Ne: DE_BW_01_MIA_2012_0096/DE_BW _01_Vetter-Mooswiesen
GMP Certificate No. / Cepruguxar GMP Ne: DE_BW_01_GMP_2015_0080

Qualified Person Release / Brinyck JTHUOM, YIIOSHOMO4EHHbIM M0 KAYECTBY

Address Site: AbbVie Biotechnology GmbH, Knollstrasse, 67061, Ludwigshafen, Germany / Anpec naomaar: 566Bu
BuorokHonomxn I'mGX, Knomswrpacee, 67061, Jioasurcxaden, Fepmating

Manufacturing license No. / Jluuenzus sa npoussoacreoe Ne: DE_RP_01_MIA_2016_0059

GMP Certificate No. / Ceprupuxar GMP Ne: DE_RP_01_GMP_2016_0064

Bulk Product Manufacturer / [Tponasourens Ganka

Address Site: Vetter-Pharma-Fertigung GmbH & Co. KG, Shiitzenstrasse 87, 99-101, 88212 Ravensburg, Germany / Anpec
nnowanky: Berrep Gapma-depruryur M'm6X # Ko.KI, Tepmanua, PasencBypr, 88212, hotuenurmpacce, 87, 99-101
Manufactaring license No. / Jmuenans Ha nponssoactso Ne: DE_BW_01_MIA_2015_0040/DE_BW_01_Vetter-Shiitzenstrasse
GMP Centificate No. / Cepruduxar GMP Ne: DE_BW_01_GMP_2015_0092

Quality Control Bulk Product Manufacturer / KonTpons kauecTsa npou3soiTens Ganka.

Address Site: Vetter-Pharma-Fertigung GmbH & Co. KG, Shﬁtzcnstggd-_sz;fgwlai--. 88212 Ravensburg, Germany / Aipec
ronaaxu: Berrep ®apma-Peprurynr IuoX u Ko.KIT, I epuamaé?a:{;sf{:ﬁypr, 88212, Illrotuenrpacce, 87, 99-101 oo,
Manufacturing license No. / Jlnuensus ua npoussoacrno Ne: DE _;M_QW-_;O 1MIA 201 S;;OO4GIE§_BW__O1_Vetier-Sh§st:;§nggtassn:"_‘ 5

iy

GMP Certificate No, / Ceprudurar GMP Ne: DE_BWWOIMGMPg?O 130092,

T

\n
\y

1} (2 Vaddr 2
CTp\ji{gigeuq_z.yé:B”




AbbVie Biotechnology GmbH, Knollstrasse, 67061, Ludwigshafen, Germany /
3668w Buorakonogiu TMEX, Kronnbwrpacce, 67061, Nioasurcxades, Mepmanus

Certificate of Analysis / Cepritukar ananusos

Customer / 3akasusmk: Russian Federation / Poceuiickas

Sepepauus

SAP Material Number / Homep SAP: 20005292 List/Drug Code / Katanomuuiii Homep: 000243
Product Name / Haumenosanue: HUMIRA 40mg/0.4ml PES

X2 RUSSIA / XYMWPA 40 sar/0,4 mn npesBaputensHo LC/SC: 019 / N/A

3anonHeHHsli wnpuy Ne2 POCCUA

Batch Number / Homep cepuu: 50428XH04 Manufacture Date / [lava nponzsogcrea: 06/2018

Expiration Date / Cpox rogrocru: 05/2020

Authorization Holder and Site Address of Final Quality Control / Brauenei] paspeiiesus i fiouanka JaKmouRTeNsHoro KOHTpONA
KauecTsa

Address Site: AbbVie Deutschland GmbH & Co. KG, Knollstrasse, 67061 Ludwigshafen, Germany / Anpec nnomanxu: 66Bu
Hottunana I'm6X u Ko. KT, Tepumanna, Jiomsurcxaden, 67061, Kuomnsurrpacee

Manufacturing license No. / Jluuenaus sa nponzsoactso Ne: DE_RP 01 _MIA 2018 0021

GMP Certificate No. / Ceprnduxar GMP Ne; DE_RP_01_GMP_2018_0020

Specification version used: FMS.R.001115.02 / version 2.0/ Mcnomssceanas sepeus criewsduaunn: FMS.R.001115.02 / sepous
2.0
Storage condition; +2 to +8°C, protect from light / Yenosus xpauenus; or + 2 C 1o + 8 C, 3muumars or cera

Certification statement / [Togreepxaenue:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Hacrosmum noaTBepAaaeM, 4To HHOOPMALMA BRIUE NOUIMHHAX W BepHad. JaHHAS cepuA ObLIA NPOMIBEACHA, BKIOMHS
YNZKOBKY/MAPKHPOBKY H KOHTPONL KAYSCTBA HA YKa3aMHLIX BBIUE [VIOMANKAX, B MONHOM COOTBETCTBUM ¢ TpeSosanmamu GMP
MECTHBIX PETY/NPYIOIIHX OPTAHOR M G ONMHCAHMAMH B PErHCTPALMONHOM YJIOCTOBEPEHHH MMIIOpTHpYlomel crpanst. Perictpauns
[POM3BOACTEA CEPHH, YNAKOBKH H aHANH30B GBUIH NPOBEPEHEl M NPHIHANLL COOTBETCTBYIOMINMH TpeSonanuam GMP,

The remaining time for packaging or handling out of 2-8C (TOR-time) for this semi-finished batch is 74 h and 21 min./
Ocrasuieecs BpeMa VI YITAKOBKH H opallents BHE TeMnepatypHoro auanaiona 2-8C (speMd BHE «XONDAOROH uenu») ang
RaHHOH MpoMeRyTOUHOM cepuu 74 4 21 i,

Quantity / Konuuecrso: 1014 HUMIRA PFS 40MG 0,4ML OP2 / 1014 ynakosoxk XYMHPA, npepapiTeiuHO 3a008He HuBIH
umpy, 40 mr 0,4 M1, J8a MINpROA B YNAKOBKE

<[loanucaxo>
(Kotalczyk Dr., Adam / Boxtop Agam Kotansyuk)
Qualified Person / YnoaHamoqeHHoe AUyo no kavecmaey

Released By: Adam Kotalezyk / Betnyuieno: Azam Kotampunk Released Date: 24-0CT-2018/ Jara sunyewa: 24 OKTSHEPSA 2018

Mepesos TEKCTA HA PYCCKWA A3bIK COOTBETCTBYET OPUIMHANY. i '
Mepesog suinaaHeH: 3a8. cknagom Epmonaesa T.00, 3 » )
30.10.2018 7 /4“/ N7
Translation of the text into Russian corresponds to the original. L / :g / \
Translated by: Ermolaeva T.9., Warehouse Manager /@ i

30.10.2018 { %‘.\‘;’
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