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I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling 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 Authorisation of

the importing country. The carresponding active ingredient was manufactured in compliance with GMP. The

batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. Any
investigations, deviations and discrepancies have been approved.

This batch has been released by a Qualified Person. Ma fon Aot
Qualificd Farson
Full Name:
Signature: ,& - /':}C’z;/
Date of Issue: _ A >

Cocumentation is considered PROPRIETARY and is made available for business operationg and review by employees and
regulatory agencies. Distribution to third parties without prior permission is prohibited.

tiode: emacdes060 Specification Name ID: 114534850 Instance Name: LICRDESP



TEPEKJIAJT

NOARIEP MEHIO®EKIYPHHT A0MUIAH/ I'MBX
BETPIECIITATTE SPAREYPT
MYCBAJIBAANE 1
79090 ®PAHBYPT

CEPTH®IKAT AHAJII3Y

JATA: 27 smnmEs 2021
Hagpyxysan:
SQL*LIMS System
Manager

cr.132

Kcensana, Tabnerxs, BKpHTI ILTIBKOE00 060/10HK010, 00 5 Mr, no 14 Tabnerox y 6aicrepi, 4 Gaicrepa

Marepian Ne: FO00025426
Jlara supoGrngrea: 15.06.2021

Kpaina npu3anasenna: YKpaina

Cepia Ne: FF1032
Tepmin npugaTHocti: 01.06.2024
AnaniTHuna npoueaypa : 965980-14

TECT METO/ TPAHHII PeaynsTaTH
3oBHiWHIK BHACAAL All Bini, kpyrai TaGneTkH, BKPUTI nA1iBKOBOIO 060N0HKOI0, 3 |BignoBigae
THCHeHHAM «Pfizer» 3 ogHoro 60ky Ta «JKI 5» — 3 inmoro.
Inentudikanis (V@) TM-0700A |Y®-cnexTp OCHOBHOrO NiKy HA XpOMATOrpaMi 3paska Bignosigae
Bignosigae Y@-cnexTpy 0CHOBHOTO NiKy Ha XpoMaTorpami
CTaHgapTy
InenTudikania (BEPX) TM-0700A |Yac yrpumMyBaHHS ro. 0 miKy Ha XpoMaTorpami Bignosigae
3pa3ka BiANOBijae 9acy yTPHMYBaHHA rOJIOBHOTO NiKa HA
XpPOMATOrpami CTaHAAPTY
Kinwxicne susnagsenns (BEPX) TM-0700A  |95.0 - 105.0% sig 3asnsaenol xinbkocri (4.75- 97,8
5.25mr/TabaeTiy)
OanopigHicTL BMICTY TM-0692A Bignosigae pumoram Epp.@apm. 2.9.40
-pe3yaLTaT BEPX BignoBigae
- cepe/iHE 3HAYSHHA €sp.Papm.29 98,4
- MiEiMyM 40 972
- MAKCHMYM @.CIIA. 905 99,8
- cTapia fin. ®apm. 1
-AOOYCTHMY 3HaYeHHA He 6inbme 15% 2
- KoediuieHT BigxAACHHA 1,0
Jomimkn CP-703,058 TM-0700A  |He Ginbme nix 0.5 % <0,1
BEPX
Koxuol neigentudixaianol gomimxu He 6inbme Hix 0,2% xoxHol <0,1
3araneHa KilbKiCTh
He binsme Hik 1,0 % <0,1
Pozaunnenns (Boga npu temnepatypi  |Esp. TabAeTKH, BKPHTI IIIBKOBOI0 060/10HKO10, POIYHHAINTLCA |3
37C, 3 gucxamu) Dapm.2.9.1. |BnpogoEx 7 XBHIHH
PozunHHeHHA MakKc. Yac . CIIA 701
fn.®apm.
6.09
Bwmicr Bogn/K® K®. He Ginbme Hik 5.5 % 4,1
Esp. Dapm.
2.5.12, meTon
A
TAMC 26.12 He 6iapme 10X3 KyQ/r <10
T\’MC 2612 He Gineme 10X2 KyO/r “_10 i
E.Coli 2.6.13 - il Bignoeigae
I; aK = Ta Gyn i mam ik ¥ TR AaAs i M TH M per
a8, TPCTIM Bea

Node: emaedca060

imerrradixaniiionl momep coemudpixand: 114534890




JIEPAUIIKCITY KBA
JAEPIKABHA CJYIKBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU
Y JHINPOINETPOBCHKINA OBJIACTI

Juinpo, nan.CoGopua,4, k. 601-605, 49005, ren. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPI1OY 37070665

BUCHOBOK
PO SIKiCTh BBE3€HOT0 B YKpainy JiKapchbKoro zacody
28.02.2022 Ne 10235/22/0411
KCEJIbSIH3

{naiiMeHyBaHIg NIKAPCHKOro 3aco0y 3riAHO 3 peecTPaLlifiinMT MOCBiIMenHaM)
TA0JICTKH, BKPHTI ILIIBKOBOIO 00010HKO010, 10 S M1 1o 14 Taduerox y 6uicrepi; 1o 4 6aicrepu
Y KapToHHiil nauii 3 MapKyBaHHAM YKPAIHCHKOI0 MOBOIO

(ropya BUnYCKY, JO3YBAHNA, BHI NAKYBaHHA NiKapChKOro 3acody)

Homep peecrpauiitnoro nocsinuenns UA/14485/01/01 crpox aii peectpauiiinoro nocsinuenns 20.07.2025

Cepis nikapeskoro 3acody Ne FF1032 KinbKicTh BBE3CHOTO NiKapChKoro 3acody 2
Bupobimi I1daiizep Meniodexaypunr Joiwienn 'moX, HiMeuunna
(naiiMenyBania BUpoOHMKa NikapekKoro 3aco0y. Kpaiia noxo/pKeHs)
Breseno B Vipainy Tosapucreo 3 o0meskeno10 BianoBinaiasuicTio "Benra JIT/T", inenT.
kou: 21947206

(HaiisenyBanns ta kon 3a C/IPIIOY wopuanunol ocodu abo npizsuiie, im's, no Garbkosi (isuunor
0COOH - HIANPHEMILE, T MICIE NIPOKHBANHA Ta peceTpauiiinuit Homep 0BAiKOBOT KapTIH nuATHUKA
nojarTkie abo cepis Ta HOMEP nacnopTa)

[IpoTokon sisyansuoro konrpomo sin 28.02.2022 Ne 07-01/516/3.

3a  pesyabTaTamMM  IGpIKABHOTO  KOHTPOJO  BCTAHOBJEHO, 110 Jikapchkuii 3aci6 BBeseno B Yrpainy 3

AOTPHMAHHSIM BUMOT 3aKOHOAABCTBA LLOA0 3a0€3NeUeHHs AKOCTI IiKapehbKnX 3ac00iB.

Hauansnuk /lepkaBuoi ciyxou 3
JiKapehKuX 3aco0iB Ta KOHTPOJIIO 3a
HaproTHkami y JlninponerpoBebKiii
obnacri

10nis OBUAPEHKO

(nocanosa ocoba opraiy A¢pKaBHOTO KOHTPOIIO)

.,
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(iHiwiaam Ta npissuine)
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Kapina Bunskosa +38(066)345-41-71



@ JIATA: 27 unus 2021
FJI1LE Hagpyxysan:
w NOARIEP MEHIO®EKIYPHHT AOWWISAH/ IMBX SQL*LIMS System

BETPIECIITATTE OPAHBYPT e 232
MYCBANBJANE 1 anager cT.2 3

79090 SPAHEYPT

CEPTH®IKAT BIATIOBI/IHOCTI
Kcensana, Tabaerks, BKpATI ILIIBKOB0I0 060/10HK0M0, 00 5 Mr, 10 14 Ta6aerox y 6aicrepi, 4 6aicrepn
Kpaina npusnavenns: Yxpaina

Marepiaa MNo: FO00025426

Cepia Ne: FF1032

Ilara supobmmnrea: 15.06.2021

Tepasin npugaraecti: 01.06.2024

Buxin: 160 yn

Marpia: EX4316

Homep PII  UA/14485/01/01

Hirosa pesosrEa: TodamaTERiby mETpaT

Tem naxysanus: Gaicrep

Hara srmycky: 27.07.2021

Hasew, afpecH Ta HOMEDH AiNeH3il AR BCIX MAMHOK 110 BApOOHEMIITEY Ta KOHTPOA) SKOCTI IIPEnapaTy:

-Tlpaiizep Memoderaypuar Joiseny MNubX, Berpibmrerre ®paiibypr, Myceasnnask 1, 79090 dpaiibypr (HiMewamaa);
-DE_BW_01_MIA 2021_0025;

Mixpo6iosorigaa wrcrora:

-3araAbRHHAE BMicT acpobHpM Gaxrepiii, meTon €ep.dapm. 2.6.12, rpammy — He Giasme 10°KYO [/r;

-3AraALHHA BMICT ApiEpxis, Merof Enp.Papm, 2.6.12, rpasuni — ge Giasme 10°KYO0 [r;

- E.coli — meron €sp.®apm. 2.6.13, rpasmn - BigcyTHi B 1 1.

Lle TecTyRaHHg HE NPOBOARTLECH HA KOXHIH cepil; BiNOoBilae BHMOraM NpH TecTyBaHHi. Sixmo B ceprrdiraTi aHasizy He BEA3aH]
PEIYAETATH M0 JAHOMY TCCTY, L€ OZHAYAE, IT0 TECTY HE TIp Ch.

Cepradirar sxocTi
Opranam Oxopomn 3popon’s YEpainm

Incbopmaniiemsii amct

S, Toii, XTO migmECcABCE HIEYe, ynorHoBamena ocoba INipaiisep Memodexaypuur Noitasenn M'u6X, Berpibmrerre $paiibypr,
Myceassnass 1, 79090 Ppaiibypr (HiMexsuaa) mixreepasy o, mo Aasmii npoayxr Gye BHroTonscHMi Naa pHEEKY YEpaina.

Mu rapaHTyeMo SKICTE IHOTO NPOAYETY Ta Mo Bix 6yB BHIOTOBACHNH BiANOBHO A0 npasus Hasesxmol Bupo6umaol [paxToks, B
pesyasrari 9oro Gya Y i BimroB it Ceprudixar anaaizy.

Liedi ceprapixar He Moxe GyTH BiaTBOpEHEH i IPH3HAYEHMIT TIARKH JIAG PETYASTOPHHEX opraHis YEpainm.
Lz 3acBimayio, M0 HaRCACHA BHINe indopManis € ayTCHTHYHOK TA AOCTORIpHO0. [lg napris mpoaykTy GyAa BHTOTOBACHA, BKAISYAIOTH
cTazil NaKyBaHHd [MAPDKYBAHHES T4 KOHTPOAK SKOCTI, HA OPHBEEHOMY BHINE BHpoOHMITEI {ax) B moBHil BignosimsocTi Ao samor HBI1
MICIEBHX DErYASTODHMX OPraHis T4 iz cnenmadikanisvm, 3apeccTPOBAHEME B KpaiHi paanadenns. Brxopacrasa cyberanmia Gyaa
BHTOTOBACHA ¥ BiAmosimHocTi 1o HBII. Texaoaorivneii nporec, Ipolec yIAKOBEH T4 JOEYMCHTALS 3 TecTyBanHs Gyan BundeHi T BESHAHI

, IO BiAmosi = HBII. M i macaimxn, pigxaserms abo postizmnocri Oyao noromxeno.

MapTin 6yna eunymena YnoBHOBaXeHO0I0 ocoboio.

Ileii cepradikaT 6ya0 CTBOPEHO BAMIJOBAHOW CHCTEMOID, | BiH € Ailichum 6e3 mignucy.

Mapion ApHomba
Moene im's: YnosHoBaKEeHa 0C063
NMipgoac: fmigmnc/
Jara: 27 o 2021 =
P aw Ta Gyn P RAR OIICX Y TR JAS CPECASEY P M Ta Op pe p




Material No.:
Manufacturing Date:

F000025426
15-JUN-2021

PFIZER MANUFACTURING
DEUTSCHLAND GMBH

BETRIEBSSTAETTE FREIBURG

MOOSWALDALLEE 1
79080 FREIBURG

Certificate of Analysis

5 G

Destination: Ukraine

Batch No.:
Expiry Date:01-JUN-2024

—
{

FF1032

27-JUL-2021

Generated By:
SQL*LIMS System Manager
Page 1 of &

U.

Analytical Procedure: 965580-14
Test Method Limit Result
DESCRIPTION
Result AP White round film coated conforms
tablet with Pfizer on
one side and JKI 5 on the
other side
IDENTIFICATION / UV
Result TM-0700A The UV spectrum of the conforms
major peak in the sample
chromatogram is consistent
with the UV spectrum of
the major peak in the
standard chromatogram
IDENTIFICATION [/ HPLC
Result TM-0700A The retention time of conforms

ASSAY / HPLC
Result

the main peak in the test
chromatogram is comparable
to that of the reference

TM-0700A

CONTENT UNIFORMITY / HPLC

Result

Average

Min.

Max.

TM-0692A, USP

<905>, PH.
EUR. 2.9.40,
JP 6.02
TM-0692A, USP
<905>, PH.
EUR. 2.9.40,
JP 6.02
TM-0692A, USP
<905>, PH.
EUR. 2.9.40,
JP 6.02
TM-06392A, USP
<905>, PH.
EUR. 2.9.40,
JP 6.02

standard

95.0 - 105.0% of Label
Claim

{(4.75 - 5.25mg/tablet,
decl. 5mg)

Conforms to current Ph.
Eur. 2.9.40

97.8

conforms

Documentation is censidered PROPRIETARY and is made available for business operations and review by employees and
regulatory agencies. Distribution to third parties without prior permission 15 prohibited.

Node: emacdeos060

Specification Mame ID: 1145348%0

Inotance Hame: LICRDEGP



PFIZER MANUFACTURING

DEUTSCHLAND GMBH

BETRIEBSSTAETTE FREIBURG

27-JUL-2021

Generated By:
SQL*LIMS System Manager

MOOSWALDALLEE 1 l Page 2 of 5
i 79080 FREIBURG [
Certificate of Analysis
LJANZ FCT 4 BLS U.
Destinaticon: Ukraine
Material No.: F000025426 Batch No.: FF1032
Manufacturing Date: 15-JUN-2021 Expiry Date:01-JUN-2024
Analytical Procedure: 965980-14
Test Method Limit Result
Stage TM-0692A, USP -
<905>, PH.
EUR. 2.9.40,
JP 6.02
Acceptance Value TM-0692A, USP not more than 15%
<905>, PH.
EUR. 2.9.40,
JP 6.02
Coefficient of Variation TM-0692A, USP - .0
<905>, PH.
EUR. 2.9.40,
JP 6.02
INDIVIDUAL SPECIFIED
DEGRADATION PRODUCT
CP-703,058 / HPLC
Result TM-0700A Not more than 0.5% (Area) 0.1
INDIVIDUAL UNSPECIFIED
DEGRADATION PRODUCTS /
HPLC
Result TM-0700A Not more than 0.2% (Area) 0.1
TOTAL DEGRADATION PRODUCTS
/ HPLC
Result TM-0700A Not more than 1.0% (Area) 0.1
DISINTEGRATION (Water
37°C, with Disc)
DISINTEGRATION TIME MAX USP <701>, PH. Film coated tablets
BUR. 2.9.1, disintegrate within 7
JP 6.09 minutes
WATER CONTENT / KF
Result PH. EUR. Not more than 5.5% 48 |
2.5.12, METHOD
A
MICROBIOLOGICAL TESTS
TOTAL AEROBIC MICROBIAL PH. EUR.
COUNT (TAMC) 2.6.12
TOTAL COMBINED YEASTS PH. EUR.
MOULDS COUNT (TYMC) 2.6.,12

Documentation is considered PROPRIETARY and is made available for business cperations and review by employces and
regulatory agenciea. Distribution to third parties without prior permission is prohibited.

Node: cmacdesO&0

Specification Name ID: 114534890

Instance Name:
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PFIZER MANUFACTURING

27-JUL-2021

DEUTSCHLAND GMBH Generated By:

MOOSWALDALLEE 1 Page 3 of 5§

79090 FREIBURG

‘3 I)ﬁ.zer BETRIEBSSTAETTE FREIBURG SQL*LIMS System Manager

Certi

FI——

ate of lysis

X Z 5mg F 4x14 BL

Destination: Ukraine

Material No.: F000025426
Manufacturing Date: 15-JUN-2021

Batch No.: FF1032
Expiry Date:01-JUN-2024
Analytical Procedure: 965980-14

Test Method Limit Result

SPECIFIED MICROORGANISMS

E. COLI PH. EUR. Absence / 1g conforms
2.6.13

Documentation is considered PROPRIETARY and 15 made available for business operations and review by employees and
regulatory agencies. Distribution to third parties without prior permission is prohibited.

Nede: emaedealGd Specification Hame 1D:

114534890 Instance Hame: LICRDEGP



PFIZER MANUFACTURING 27-JUL-2021

DEUTSCHLAND GMBH Generated By:

Pﬁzer BETRIEBSSTAETTE FREIBURG SQL*LIMS System Manager
MOOSWALDALLEE 1 Page 4 of 5
79090 FREIBURG

Certificate of Compliance
XELJANZ 5mg FCT 4x14 BLS UA

Destination: Ukraine

Material No.: F000025426
Batch No.: FF1032
Manufacturing Date: 15-JUN-2021
Expiry Date: 01-JUN-2024
Yield: 160 EA

Date of Release: 27-JUL-2021
Source Lots: EX4316
Registration No.: UA/14485/01/01
API Name: Tofacitinib citrate
Package Type: Blister

Name, address and number of manufacturing authorization licenses of all manufacturing and quality controf sites:

Pfizer Manufacturing Deutschland GmbH, Germany, Betriebsstétte Freiburg, Mooswaldallee 1, 79090 Freiburg,
Germany; DE_BW_01_MIA_2021_0025

Microbiological testing: total aerobic microbial count (TAMC}), method: Ph. Eur. 2.6.12, limit: not more than 10°
CFU/ g. total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 102 CFU/ g;
specified microorganismen, absence of E. coli (1 g), method: Ph. Eur. 2.6.13, limit: conforms.

This testing is not performed routinely, meets when tested. If no results are listed on the CoA, testing was not
performed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

I, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH,Betriebsstatte Freiburg,
Mooswaldallee 1. 79090 Freiburg (Germany) confirm that this product was manufactured for the Ukrainian market.

We guarantee the quality of this product was manufactured according to the rules of }ﬁ@d Manu‘@gknng Practice
and the appropriate Certificate of Analysis was issued. / N ﬁ"‘\

This certificate may not be reproduced and is solely destined to the Governmenis a {x%?'a'l ies of Ukra\ﬂ,

/FU,";

Documentaticn is considered PROPRIETARY and is made available for business operations and review by employees and
regulatory agencies. Distribution to third parties without prior permission is prohibited.

tiede: cmaecdcoOéel Specification Name ID: 114534890 Ingtance Hame: LICRDEGP



JIEPIUJIIKCITY XKBA
JAEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA
Y JIHIDPONETPOBCHKIN OBJIACTI

Juinpo, na.Cobopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
Mpo SIKICTh BBE3€HOro B YKpaiHy JiKapchKoro 3acody
10.11.2022 No 47855/22/0411
KCEJIbSIH3

(HaliMenyBaHns NiKapchKoro 3aco0y 3rifHO 3 PeccTPALliHHHM NOCBLIMCHHSM)
Ta0/JIeTKH, BKPHTI ILTIBKOBOIO 000/JI0HKO010, TIo 5 Mr 110 14 Tadaerok y duicrepi; mo 4 daicrepu
Yy KapToHHiil mavui

(popma BUNYCKY, J03YBAHHA, BHJL NAKYBAHHA TIKAPCLKOro 3ac00y)

Homep peccrpauiiinioro nocsinuenna UA/14485/01/01 crpox nii peectpauiiinoro nocsimguenna 20.07.2025

Cepin nikapcbkoro 3acoy Ne FM9384 KinbkicTb BBe3eHOT0 Jlikapcbkoro 3acoby 2
BupoGunk [paiizep Mentodexuypunr Hoitunena I'm6X, Hiveuunna
(HaiiMeHyBaHHA BUPOOHHKA JIKAPCLKOTO 3a¢00Yy, KpaiHa 1oXo/GKeHHs )
Beeseno B Vipaiuy TosapucTeo 3 odmexenoro BianmositansuicTio "Benra JITH", inenr.
kon: 21947206

(HafimenyBanng Ta kou 3a CJAPTIOY 1wopuanynol ocobn abo npissuiue, im'a, no darskosi hizvanol
0coGH - MianpuemL, il Miclle NPOXKHBAHHA Ta peecTpauifinmuii HoMep OBMKOBOT KAPTIH [T
noaarkis abo cepis Ta HOMEp nacnopra)

Ipotoxon Bizyaasnoro kontposio Bix 09.11.2022 Ne 07-01/2425/6.

3a  pesynabrataMd  JIepiKAaBHOIO KOHTPOJIO BCTaHOBAEHO, 110 Jikapcbkuii 3acid  Beeseno B Yipainy

JOTPHMAHHAM puMOr 3aKk0HOAABCTBa 1010 3a0e3nedeH s AKOCTI Nikapebkux 3aco0iB.

B. o. navanenuka Jeprkasuoi ciyxOu 3
NMKapebKUX 3aco0iB Ta KOHTPOJIIO 32
HapkoTHkamu y JHinponeTpoBehKii
o0acri

€rop BOJIKOB

(nocazosa ocoba OpraHy JAepKaBHOro KOHTPOIIO) (mijnmc) (iHiLiany Ta npissuine)
R B

Buunskopa:
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! PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTAETTE FREIBURG
MOOSWALDALLEE 1
75090 FREIBURG

27-JAN-2022
Generated By:
HEINER JANSEN
i Page 2 of 4

ertificat

Z_5

Destination:

Material No.: F000025426
Manufacturing Date: 20-SEP-2021

of lysis

FCT 4x14 BLS U

Ukraine

Batch No.: FM9384
Expiry Date:01-SEP-2024

Analytical Procedure: 965980-15
Test Method Limit Result
Stage TM-0692A, USP - 1
<905>, PH.
EUR. 2.9.40,
JP 6.02
Coefficient of Variation TM-0692A, USP - w5
<905>, PH.
EUR. 2.9.40,
JP 6.02
INDIVIDUAL SPECIFIED
DEGRADATION PRODUCT
CP~-703,058 / HPLC
Result TM-0700A Not more than 0.5% (Area) < 0.1
INDIVIDUAL UNSPECIFIED
DEGRADATION PRODUCTS /
HPLC
Result TM-0700A Not more than 0.2% (Area) < 0.1

TOTAL DEGRADATION PRODUCTS

/ HPLC

Result TM-0700A

DISINTEGRATION (Water

37°C, with Disc)

DISINTEGRATION TIME MAX USP <701>, PH.
EUR. 2.9.1,
JP 6.09

WATER CONTENT / KF

Result PH. EUR.
2.5.12, METHOD
A

MICROBIOLOGICAL TESTS

TOTAL AEROBIC MICROBIAL PH. EUR.

COUNT (TAMC) 256,12

TOTAL COMBINED YEASTS PH. EUR.

MOULDS COUNT (TYMC) 2.6.12

SPECIFIED MICROORGANISMS

E. COLI PH. EUR.
2.6.13

Not more than 1.0% (Area) = Ol

Film coated tablets 3
disintegrate within 7

minutes

Not more than 5.5% 4.3
NMT 10° CFU/g < 10

NMT 10? CFU/g

Absence in 1 g

Documentation is considered PROPRIETARY and
tegulatory agencies.

Kode: cmaedcso60

Specificaticn Name 1D:

is made available for business cperations and review by employees and
Distrabution to third parties without prior permissicn is prohibited.

114534890 Instance Hamo: LICRDEEP



PFIZER MANUFACTURING 27-JAN-2022

_ DEUTSCHLAND GMBH Generated By:
P Zer BETRIEBSSTAETTE FREIBRURG HEINER JANSEN
MOOSWALDALLEE 1 Page 3 of 4

79090 FREIBURG

Certificate of Compliance
XELJANZ 5mg FCT 4x14 BLS UA

Destination: Ukraine

Material No.: F000025426
Batch No.: FM9384
Manufacturing Date: 20-SEP-2021
Expiry Date: 01-SEP-2024
Yield: 314 EA

Date of Release: 27-JAN-2022
Source Lots: FG2998
Registration No.: UA/14485/01/01
APl Name: Tofacitinib citrate
Package Type: Blister

Name, address and number of manufacturing authorization licenses of all manufacturing and quality control sites:

Pfizer Manufacturing Deutschland GmbH, Germany, Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg,
Germany; DE_BW_01_MIA_2021_0133

Micrabiological testing: total aerobic microbial count (TAMC), method: Ph. Eur. 2.6.12, limit: not more than 10°
CFU/ g; total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 10? CFU/ g;
specified microorganismen, absence of E. coli (1.g), method: Ph. Eur. 2.6.13, limit: conforms.

This testing is not performed routinely, meets when tested. If no results are listed on the CoA, testing was not
performed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

I, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH,Betriebsstétte Freiburg,
Mooswaldallee 1, 79090 Freiburg (Germany) confirm that this product was manufactured for the Ukrainian market.

We guarantee the quality of this product was manufactured according to the rules of gg@'dn@_t_?ﬁn’ﬁa ring Practice

and the appropriate Certificate of Analysis was issued. / /’—\

N2/ 0
, o/ M08 n ane ey \ _'.:"; b
This certificate may not be reproduced and is solely destined to the Govemment?ﬁ a‘-‘(ﬂfm&nﬁé of Ukréir};é,-\]
| ["4 5
'1|l d /[ A 5 /]: ?:'-a,;’lr |

\ 2 .\ .",".' 210, 55 il

1847, /\

i_
\
\
\

W
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| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/iabelling 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 Authorisation of

the importing country. The corresponding active ingredient was manufactured in compliance with GMP. The

batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. Any
investigations, deviations and discrepancies have been approved,

This batch has been released by a Qualified Person.

Full Name: Manqn Armold

Signature: :—; g,//@/ : ¢
Date of Issue: 7}; L d Z( QZL ==

Documentation is considered PROFRIETARY and iz made available for business operatierns and review by employces and
regulatory agencies. Distributicon re third parties without prior permission is prohibited,
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ITEPEKIIAN]

TNPARIEP MEHIOOEKUYPHHT A0HWIAH/] TMEX
BETPIECIITATTE ®PAREYPT
MYCBAJIBAAID 1
79090 OPAHBYPT

CEPTH®IKAT AHAM3Y

JATA: 27 ciuns 2022
Happyxysas:
SQL*LIMS System

Manager
cr.1a2

Kcensans, Ta6NeTKH, BKPHTI IUTIBKOBOI0 06010HK010, 10 5 Mr, 1o 14 TabneTok y Gaicrepi, 4 Gaicrepa

Marepian Ne: FO00025426

Kpaina npusnavyenns: ¥kpaina

Cepia Ne: FM9384

JAara supobangrea: 20.09.2021 Tepmin npuaaTHocti: 01.09.2024
AnaniTHuHa npoueaypa : 965980-15
TECT METOA TPAHHII PeaynakTaTH
3oBHiWHIN BHrARA Al Bini, kpyrai TabneTku, BKpHTI MAIBKOBOI0 060N0HKOI0, 3 |BignoBigae
THCHeHHAM «Pfizer» 3 ogHoro 6oky Ta «JKI 5» — 3 inmoro.
Inenrndikayis (YO) TM-0700A Yd-cnexTp OCHOBHOTO DKy Ha XpOMaTorpaMi 3paska BiAMOBiiaE
Bianosifiae Y®-cnexTpy OCHOBHOrO MiKy Ha XpoMarorpami
cTaBgapTy
Inentadixanis (BEPX) TM-0700A |Yac yrpMMyBaHHS rONOBHOrO MKy Ha XpoMaTorpami BignoBinae
3pa3sKa BiinOBiiae yacy yTPHMYBaHHHA I'OJIOBHOrO MiKa Ha
XpOoMaTorpami CranfapTy
Kinbkicae sBusnauennsn (BEPX) TM-0700A  |95.0 - 105.0% Big 3sasenerol kinbkocTi (4.75- 97,4
5.25mr/Tabnerxy)
OanopigHicTs BMICTY TM-0692A Bignosifae sumoram Esp.®apm. 2.9.40
-pesyaALTaT BEPX Bigmosigae
- CepejHE 3HAYEHHA Esp.Papm.2.9 99,3
- MiHIMyM 40 978
- MAKCHMYM @.CIlA. 905 102,0
- cTagin fAn. Gapm. 1
- koedinieHT BigXHAeHHS 15
Jlomimen CP-703,058 TM-0700A  |He Ginbme nix 0.5 % <0,1
BEPX
Kowuoi neigenTndixaianol gomimkm He binbme wix 0,2% xonmol <0,1
3aranbHa KiAbKICTH
He binsme wix 1,0 % <0,1
PozunHHeHHSA (Bo/la NpH TeMnepaTypi  |€ep. Ta6MeTKH, BKPHTI IIIBKOBOI 060/I0HK010, PO3YHHAKOTECA |3
37C, 3 aAnckamu) @apm.29.1. |BnpoAoEx 7 XBHAHH
PozunnaHenHs makc. Yac @, CIIA 701
An.dapm.
6.09
Bwmict sogn/K® Ko He Binbme wixk 5.5 % 43
Erp. Papm.
2.5.12, meTog
A
TAMC 2.6.12 He 6insme 10X3 KyO/r <10
TYMC 2612 se Ginpme 10X2 KyO/r <10
E.Coli 2.6.13 BiacyTHi 1 T Bignosinae
P ax icTs Ta GyB cTEOP pan onepanili Gismecy Ta Aas nep pobiTamKANMT T8 TP PCTYASTOR P Py auion =
MepEARtA TPETIM cTopoRau Ge3 noIsoay sabfopomeno. i
Node: emaedcs060 — & 114534890 nia /)
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3 JATA: 27 ciuns 2022
Vadl - Happyxysas:
< NOAAIEP MEHIOOEKYYPHHT AOWWISH/ TMEX p
EETPIBCIITATTE ®PAHEYPT :[QL g s’:“’;’
MYCBAJIBANTG 1 Anagercrica

79090 OPAHEYPT

CEPTH®IKAT BLANIOBLAHOCTI

Kce/lkans, Ta6eTKH, BKPHTI ILIiBKOB010 060108K010, 0 5 Mr, no 14 Tabnerok y Guicrepi, 4 6nicrepn
Kpaina npuanaqyennsn: Ykpaina

Marepiaa No: FO00025426

Cepia No: FM9384

[Mara supobmanTea: 20.09.2021

Tepmin nprpaTaecti: 01.09.2024

Buxin: 314 yn

TMapria: FG2998

Homep PIT  UA/14485/01/01

Tym naxysanns: Gaicrep

Hara ssmycky: 27.01.2022

Hassm, agpecs Ta HOMCPH Ainensiii gas BCix fissHOK 00 BUPOOHMILTEY T4 KOHTPOAID SXOCTI IPCHAPATY:

-Taiisep Memoderaypuar Joiasenn Nu6X, Berpibmrrerre dpaiitypr, Mycsassnass 1, 79090 $paiibypr (Himeaamna);
-DE_BW_01_MIA_2021_0133;

Mixpobioaoriana wmcrora:

-sarassHmEi BMicT acpobmmm Garrepiil, MeTon €ep.Papm. 2.6.12, rpasmmj — ve Gissme 10°KYO/1;
-3araAbLHHA BMicT ApixmKin, smeron €sp.dapm. 2.6.12, rpansmi — He fiasme 10°KYO /r;

- E.coli — meTon €sp.Papm, 2.6.13, rpassmi - sijgcyraie 1 r,

Lle TecTyBaHHA He OPOBOQHTHECH HA KOXHIH cepil; rimnosinae BEMoraM npn TecTypasHi. fxmo B cepradiikari anasisy He BEasami
PEIYABTATH IO JAHOMY TECTY, e 03HAYAE, M0 TECTYBAHHY He IPOBOIHMAOCE.

Cepradirar axocTti
Opranam Oxoponu 3x0pos’s Yxpaiem
Indopmaniieemii anct
s, Toit, xTo T/ 4 HEODKYE, ¥ mena ocoba [jaiisep Memoderaypunr Noiraaeng N'vGX, Berpibmrerre $paiibypr,

Myceassnass 1, 79090 Ppaiitypr (HimMesamna) mareepazy:o, Mo AaHEi OpoayET GyB BATOTOBACHMI AAY DHHEKY YEpainm.

Mu rapasTyeMo SKICTE ORONO TPOAYKTY TA Mo BiE OyB BEroTOBAcHEH BignoBigHo X0 mpasua Hasemnol Bapobumgoi [IpakTexs, B
pesyasTaTi 9010 6yB REnymenaii Bignosiami Ceprudikar asaaisy.

Lledi ceprapizar He Mozxe GyTH BiTBOpeNHil i MpH3HAYEHM TIALEH JIAS PETYASTOPHEX opradis Yrpaium.
Llpna saceigeyio, Mo HapeaeHa BaENe indopMania € ayTeHTHYHOIO Ta JocTosipHowo. Lla mapria nponykry Gyaa BHTOTORACHA,
cTafil naKysanHda/ MAPKYBAHHS T KOHTPOAN SKOCTI, HE NPHBEICHOMY BAME BEpobmmMTei (ax) B ooBwHil BignosigHOCTI A0 BEMor HBI
MICIEBHX PETyASTODHHMX ( in Ta i3 ¢ i i , 3APEECTPOBAHMMHE B Kpaini npranadensg. Baxopacrasa cybcrasnia Gyaa
mmywmmm.mmmm,wmmmwamﬁymmqmmm
TaEmMH, mp BiAnoRiaoTs HBII, Moxansi Hacaimxs, sipxuacsus abo posbimsocTi Gyao moropeso,

MapTina 6yna Bunymesa YnosHOBXEeHOO 0c06010.

lleii cepradikaT 6yno creopeHo Bani CHCTEMOW, i BiH € AilicHHM 6Ge3 mignucy.
Mapion ApHOALA

Toexe im'a: YnoeHoBaxeHa ocoba

Migouc: Juigmac/

JAara: 27 ciunna 2022

I icTs Ta Gys cTRopermit nas
mmmcmxﬁcammﬂupﬁnum

Node: emasdcsD60
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Certificate of Analysis
XELJANZ 5mg FCT 4x14 BLS UA

Destination: Ukraine

Material No.: F000025426 Batch No.: FM9384
Manufacturing Date: 20-SEP-2021 Expiry Date:01-SEP-2024

Analytical Procedure: 965980-15
Test Method Limit Result
DESCRIPTION
Result AP White round film coated conforms

tablet with Pfizer on
one side and JKI 5 on the
other side
IDENTIFICATION / UV
Result TM-0700A The UV spectrum of the conforms
major peak in the sample
chromatogram is consistent
with the UV spectrum of
the major peak in the
standard chromatogram
IDENTIFICATION / HPLC
Result TM-0700A The retention time of conforms
the main peak in the test
chromatogram is comparable
to that of the reference

standard
ASSAY / HPLC
Result T™™M-0700A 95.0 - 105.0% of Label 97.4
Claim
(4.75 - 5.25mg/tablet,
decl. Smg)
CONTENT UNIFORMITY / HPLC
Result TM-0692A, USP Conforms to current Ph. conforms
<905>, PH. Bur., 2.9.40
EUR. 2.9.40,
JP 6.02
Average TM-0692A, USP - 99.3
<905>, PH.
EUR. 2.9.40,
JP 6.02
Min. TM-0692A, USP - 97.8
<905s, PH.
EUR. 2.9.40,
JP 6.02
Max. TM-0692A, USP -
<905>, PH.
EUR. 2.9.40,
JP 6.02

Documentaticn is considered PROPRIETARY and is made available for business operations and rev:ow by empioyececs and
regulatory agencies. Distribution to third parties without prior permiszsion is prohibited,
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AEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMHN
Y JHIITPOITETPOBCBKIH OBJIACTI

HMuinpo, nn.Co6opha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JPTIOY 37070665

BUCHOBOK
PO sAKICTh BBe3eHOro B YKpaiHy JiikapcbKkoro 3acoby
14.06.2023 Ne 30107/23/0411
KCEJIbSIH3

(HaliMeHYBaHHA MiKapCBKOro 3acoBy 3rifiHO 3 peecTpauiftHUM NOCBiTUeHHSM)
Ta0J1eTKH, BKPUTI MIIIBKOBOI0 060/10HK0I0, 110 5 Mr no 14 Taé1eToK y Gmicrepi; mo 4 fJicrepu
Y KapToHHiH mavui 3 MapKyBaHHAM YKpaiHCLK0I0 MOBOIO

(bopma Bunycky, 103yBaHHA, BU/ NaKyBaHHS JIIKapchKoro 3acoby)

Homep peectpaniitnoro nocsixuenns UA/14485/01/01 crpox nii peectpauiiinoro nocsizuenns 20.07.2025

Cepix nikapcskoro 3acoby Ne GES084 KinekicTs BBe3eHoro Ntikapcekoro 3acoby 10
BupoGHyk Iaiizep Menropexaypunr Hotwrenn I'M6X, Hivewunna
(HakMeHyBaHHA BHPOOHHKA Nikapcekoro 3acoy, kpaiHa MTOXOMKEHHS )
Baesero B Ykpaity ToBapuctso 3 06meskenor BixnoBinaabuicrio "HaJ{M", izenr. won:
31816235

(HaiimenyBanHs Ta kol 32 CAPIIOY topiamnuHoi ocobu abo npissuilie, iM'a, Mo Garekosi Gizuunoi
ocolu - mianpuemMug, T Micue NPOXHBAHKS Ta pecCTpall HHHA HOMeD 00MiKOBOT KAPTKH ILIATHUKA
noaarkis afo cepig Ta HoMep macnopTa)

TIporokon BisyansHoro kourpostio sin 13.06.2023 N= 07-01/1656/5.

3a pesynbTaTaMH HEPHKABHOTO KOHTPOMO BCTAHOBICHO, WO JiKapCchkuilt 3aci6 BBeseHo B Ykpainy 3
AOTPHMaHHSM BHUMOr 3aKOHOJABCTBA OO0 3a6e3Ne e HHs SKOCTI JKapceKUX 3acobiB.

Hagansank epkaBHoi cays 6 3
JIKapChKHX 3ac00iB Ta KOHTPOIIO 3a

. - FOnis OBUAPEHKO -
HapKOTHKaMH Y JIHINponeTpoBCchKiii
obnacri /M

(nocanosa ocola OpraHy AepKaBHOrO KOHTPOIID) (nisz (iniiany ta npizpuie)




Fizerg

TEPEKIAN

NSARZEP MEHIOGEYPHAT ACRYASHA M'MEX
BETPECWTATTE dPAREYPT
KYCBANBAATL I
29090 HPAREYPT

CEPTHOIKAT AHANISY

AATA: 11 annua 2022
CreHepoeano:

Harani Binenmex
cT.132

KCexbaAH3, TAGIETKH, BKPHTI NAIBKOBOK 06010KK0M, 0 5 MT, 00 14 TabxeTok y 6aicrepl, 4 GnicTepn

Marepian Ne: FO00025426
Aata pupoeuuTea: 26.02.2022

Kpala TpH3HAYeHHRA: YKpalHa

Copla No: GES084
TepMin npugaTrocti: 01.02.2025
AnaniTiriia npotieaypa ; 965980-15

[TEcT METOS FPAHHIIL PeayALTATH
JonniLHIN BHTAAL Al Bini, kpyrai TaGneTkH, BKPHTI niekoeow oboaoHKkow, 3 |elgnosifae
THCHeHHAM «Piizers 3 ogroro Goxy ta «JKl 5» -3
fHurora,
1gentudirania ) TH-0700A Yd-cnexTp 0CHOBROMO NIKY KA XPOMATOrpaMi 3p i it
Bigropinae YP-cnexTpy 0CROBHOTD RIKY Ha
xpoMaTorpami cTangapTy
LaesTudizanis {BEX] TM-07004 [Yac YTPHHYEIHKA FOROBHANG RIKY Ha XpoMaTorpasi EiATOREAAE
Fpadka elANoBiAE Yacy YTPHMYBAHHA FONOBHOMO MKa
Ha XpOMATOrpani cTaHaapTy
|KLnkkicHe susHavewss (BEFX) TM-07004  [95.0 - 105.0% eia 3aapnenol kiabkocTi (4.75- 98.6
15.25:{1‘{1‘36)1&17{)')
O nHopigHicTs BMicTY TM-0692A  |etamcpigac eumoraM Epp.dapm. 2.9.40
-pesynbTaT BEPX pianceilae
- cepenHE SHAMEHHA Epp.dapm.2.9 58,6
- MiHiMyM 40 97.6
* MAKCHMYM @.LUWA. 905 100,¢
-cTagia An. Papu. 1
- KoediieHT BLDMACHHT 0.9
Romiwkn CP-703,058 TMATO0A  |ue Sinbaie Hin 0.5 % «0,1
BEFX
{Kowrol neigesrrudrvaianot goMiumn He Ginbtie Hix .2% woxmol <0,1
JaraxeHa kLiekicTs B
He Gineme Hix 1,0 % <0,1
PO3YHHHEHHA (BOAA NPH TeMnepaTypl  [Eep. TabALTKH, BKPHTI IAiBKOBOID 060T0KEOID, 3
37C, 3 AHCKaMK) dapm.29.1, |poa bEA BOPOAOEH T XEHAHH
PoayumHenun Makc, Yac B o, {14 701
An.dapm,
6,00
|Buict eoan/Ke KD, He Siabuwe His 5.5 % 3.7
Enp, Bapm,
2512,
METOR A
TAMC 2612 He Glabuce 10X3 KyO/r «1Q
TYMC 2,612 se Ginsuwe 10X2 KyO/r <10
ELoali 26,13 B wilr sianosinac
! am gicTs Ta fye TAL i Sisrecy Ta JAT fop polbi ™= O P -~ ApraHin, P
TA nEp TRetia Gax RosBOAY
Node: emacdcad6d Busep il: 114534590 g
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" JATA: 11 aunea 2022
Hagpyymas:
IKEARIIEP MERIOOERKMYPHHT AGHNMA CMEX séffuus System

BETPIRCITATTE $PAREYPT
MYCEANBAAAL 1 Managercr.232
79000 GPAHEYPT

CEPTHSIKAT BIANOBIAHOCTI
Keeanans, TabaeTks, BKPHTI INTEKOBOK 06010HKO0, O 5 MI, Ho 14 Ta6AeToK ¥ SafcTepi, 4 SxicTepu
Kpaiia npuasavenna: Yupaina

Marepiaa Ne: FOODO25426
Cepia Ne: GES084

Aarta pHpobHHUTRA: 26.02.2022

TepMin opuaateoceri: 01.02,.2025

Buxla: 560 yo

[tapris: FL7277

Homep PNl UA/14485/01/01

Hiraa pewosubia: ToaunTHHiISY UHTPAT

Tan makynarsa: SaleTep

Hare srmycxy: 11.07.2022

Hazrd, 8ApecH Ta KOMEPH AlUSHIIR AaR Bclx ZIVIHOK N0 BNPOSHKITEY TA EQETPOAID AEOCTL HpLftapaty:

-[Tipastaep Mentocher~ypaAT dotiwaca Tul, BeTpifurmerre paibypr, Myceoabians 1, 790X Gpafifypr {Hivermaal;
-DE_BW_01_MIA_2022_0033;

Mikpolioscrivaa HCTOTA:

-sarasbHull BMicT acpolimd SakTepii, Meron €ep.Papu. 2.6.12, rpaniud — de Siskwe 10°KYO/ T

-3aTaskAAN BaficT ApiAMib, ueTof €pp.Papkt. 2.6.12, rpamsui - He Sissme 103KYO 13

- E.coll — meron €pp.Papu. 2.6.13, rpapuui - siacyrria 1 1.

Le TecT He np TLEA HA KOARHil cepil; Biamoniaae BuMorad Oph TecTYBaHHL Sxip @ cepridrixari aHaalsy He prazaHi
PEAYABTITH [0 ¥ TECTY, ue , HTp TECT He NPOBOIHAOCE.
Cepradixar axocti
Opraxam Oxopotu 3aopoa’s Yepaluu
Ipopaanitimdt amer

A, Toll, XTO MiANHCABCA HAXEYE, Y dcekta ocobn Miputtsep M charoryprr Zottrusens MweX, Berpibwrerre dpadtbypr,
Myceassaaas 1, 79090 dpafitypr (HiMeriHaa) NiaTBCDINGTO, W0 ZAKHE NPOIYKT SYB BHIOT AAL A puEKY YEf

M rapaHTyeso SXICTE EOMG IPOAYETY TA O BiE Gye # 8i LAHO 40 T H T Brepofittirach Npaxruxy, B
pesyasTaTi yore Sye BHmywennit piamosiariit Ceprudirar ananizy.

Lzt cepriegiscar we mome Gyra Bigreopersd i oy 1t TIABKIL AAA PETYARTOPHHN opraNin Ykpaies,

Lt zachiAYYI0, WO HABEASHA BHULE (HPOPMALLA € AYTCHTHYHOI TA AOCTORIpHOL. Ll faptid npoayrry Gyaa BUROTOEACHY,
ERAKMANYH CTAII] TAKYBAHHA f MEPHYBAHHA T4 XOHTHOAK AKOCT], HA NPHRGTCHOMY BHINe BHpodHuuTsel (ax} B mosxiit sinnosiawocti Ao

Bimor HBT] sicliebix peryasTOpHHX OpraHie T4 i3 cneurdikaniaxmy, 3ap ' B EpATHI Of . BaropaEcTana
cyt in Syan ¥ BignopigtocTi 4o HBI1. Texs MHHE mp , ApoUec T AOKY i 2 TeCTYRAHEA OyAH
iTa i e B irarors RBIT, M i HRCAIKH, BiAXUHACHHA 800 poablxHocTi GYa0 DoraKeHo.

Napria §yAa BHNYlteHa YNOBHOBAKEHOK OCOGOI,

ek cepTHIKAT GyA0 cTROpEHO BANIAOBAHOW CHCTEMOD, i BiH € ificAm Hea mignucy.

Cinueia ypaac
MoeHe in'a: ¥NopHOBAKERA 0C06a
Tharic: folanuc/
Hara: 11 avnxAa 2022
P AK heTh Ta By B pan il Siznecy T2 Axa Pl wh np pery P opranie. P
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