Batch Quality Certificate for Medical Product Ne 37124/
CepTtudikaT sikocTi cepii nikapebkoro npenapaty Ne 37/24
Product: XEFQCAM® RAPID, film-coated tablets 8 mg Ne6 /
Nponykr: KCEQOKAM® PAMIA, Tabnetkn, BKpUTI NNIBKOBOIO 0GOMOHKOW, M0 8 Mr Ne6 y GnicTepax

Manufacturing date/flara BupoBruuyTea: 01.03.2624
Expiry date/Tepmix npugarvocTi:

Batch number/Cepin:-
02/2026

12760865
Batch size/Poamip cepii: 75700 packs/ynakosok

Parameters / MNokasHuku Specification./ Results /
Crneundikauia Pesyneratu
Visual/ BiayantHuit koHTpone
White to slightly yeltowish round biconvex film coated tablet. / Kpyrna
Appearance / Onuc ABconykna TabreTka, BKpUTa MAIBKOBOID obonoHkow, Bif Ginoro ao Conforms/Bignosigae
CBITNO-KOBTOIO KONbOpPY.
Diameter: approx 9.5 mm / RiameTp: npubnuante 9.5 mum
Identification Lornoxicam/ by HPLC / BEPX:
InenTudikauis NlopHokckamy | The retention time of the main peak on the chromatogram of the test Conforms/Bignosigae
solution should correspond to the retention time of the main peak of
the standard solution / Yac YTPUMYBEHHA OCHOBHORO MiKy Ha
XpoMaTorpami sunpoBysaHoro poauMHy mae BignoBinaTth Yacy
YTPMMYBAHHA OCHOBHOIO Mika CTAHAAPTHOrO PO3dUHY.
by TLC / TWX:
The Rf value of the main spot on the chromatogram of the test Conforms/Bignosigac
solution should correspond to the Rf value of the main spot on the
chromatogram of the standard solution / 3HauenHna Rf ocHoBHOT nnsiMu
Ha xpomararpami BuNpoGYBaHoro posuMHy mac BIANCBIAATW 3HaqeHmo Rf
OCHOBHOT MNAMU HA XPOMATOFPAMI CTaHNAPTHOTO PO34MHy.
Titane dioxide!/ Colour reaction / Konwoposa peaxuis Conforms/Bianceinae
TuTany piokeng’ Positive reaction No3suTneHa peakuin
::;ﬁ;age mase [ Cepenun by Ph. Eur. / €sp. ®apw. 318 — 351 mg / 318 — 351 mr 330 mg/wr
= R
?;smtegration I Fosnenakis by Ph. Eur. / €sp. dapm. NM.T. 15 min. / He Ginstue 15 xa 4 min./xs.
<711> Y i =809 3 :
Dissolution / PoaunHeHHs (l;y gﬁi <§111 ;; ﬁ:t;eeﬁ;sag;fﬁpzeg ?dié?gzg@f) .| Conforms/Bignoeigae
Loss on drying /
BrpaTa B maci npu by Ph. Eur./ €Bp. ®apm. NM.T. 1.7 % / He Sinbie 1.7 % 0.8 %

BUCYLLYBaHH]

Assay | ornoxicam /
KinbkicHe BugHaueHHs

by HPLC / BEPX 7.60 — 8.40 mgitabl. / 7.60 ~ 8.40 Mrfrabn,

7.9 mgitablLivr/ra6n.

JlopHokcukamy
by Ph. Eur. 2.9.40/ €sp. bapm. 2.0.40
Level 1 (10 units)satisfy the acceptance value (AV) of not more that
Uniformity 1si0d08
of dosage unitsf L.evel 2 {30 unites) satisfy the acceptance value {AV) of not more than Conforms/Bignosigac
S 15.0 % and all individual values are between 0.75-M n 1.25-M /
CaHopigHicTs

FO30BaHUX OAUHULL

L1 (10 oauHWys) npuitManeHe yueno {AV) mae 6y He Binbiue HiX 15,0 %
abo

L2 (30 oanHuLs) npuitMarnbHe Yucno (AV} wmae Byt He inbiwe Hix 15.0
% | BGI iKAMBIgYanLHi piexi Mix 0.75M Ta 1,.25-M
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Batch Quality Certificate for Medical Product Ne 37/24 /
CepTtudpikat skocTi cepii nikapcskoro npenaparty Ne 37/24
Product: XEFOCAM® RAPID, film-coated tablets 8 mg Ne6 /
Mpoaykr. KCEGOKAM® PAMIA, tabneTku, BKPUTI nriskoBoto 060r10HKOW, no 8 mr Ne6 y Gnicrepax

Manufacturing date/lata supoSuvurea: 01.03.2024
Expiry date/Tepmin npugatHocTi:

Batch number/Cepis:
02/2026

12760865
Batch size/Poamip cepii: 75700 packs/ynakopok

Parameters / Specification / Resuits /
MNokasHukn Creuundikauin PeayneTaTti

Purity / BuaHaugHHa unctotn by HPLC I BEPX
i—AmEnopyridine /
2 — AmiHonipnawe £0.2% <010 %
HN 40244: £0.2% <010 %
HN 10004: £0.2% <010 %
HN 10002: £0.2% <0.10%
HN 33144: £0.2% <0.10%
Each other impurity/ 5£0.2% each calculated with reference to Lornoxicam / < 0.10 %
byab-sika iHwa gomilka £ 0.2 % KoxHOT B NepepaxyHky Ha FlOpHORCHKaM
Total impurities / Not more than 0.8 % /< 0.8 % 0.0%
Cyma gomitLok
Residual sclvent Ethanol’ / company method / M-g thipmu / 0.0%
3anuUWKOBNEA DOZYKHHWK- Notmore than 0.5 % /< 0.5 %
{Emanon)!
Microbiological purity! / by Ph. Eur./ Esp. dapm. Conforms/
MikpoBionoriuna yuetoTa! Bignosinae

Total Aerobic Microbial Count (TAMC) — NMT 10° CFuig /
3aranbHa KiNLKICTL aepoBHMX Mikpooprauiamia (TAMC) - He Ginblue 10° KYO/r

Total combined Yeasts/Moulds Count (TYMC) — NMT 102 CFU/Ig /
3araneHa Kin-cTb NniceHesux Ta ApbraKoBIUX rpubie (TYMC) - He Ginble 102
KYO/r

Escherichia coli absence in 1 g/
Escherichia coli sBigeymicrb s 11

0 CFU/g/KYOIr

0 CFUIg/KYOir

Escherichia coli
ahsent in 1
g/sipcyThicTh
Escherichia coli B
ir

! Actual testing frequency is based on s
! Yactora nponegers TECTY 3aNeXUTL Bi

Qualified Person / YnosHosaxena ocoba: Elena Puhlmann

Date of signature / [lara nigncy:

L

67 06 702¢
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUSIKAT BIANOBIAHOCTI GMP BUTYLLEHO! CEPII

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Ne6 /
Mpoayxr: KCEQOKAM® PANMIL, Tabnetkuy, BKpUTI nAiBkoBOK 060N0HKOK, MO 8 Mmr Ne6

Strength/Potency: 1 tablet contains lornoxicam 8 mg/
Cuna giifakTusHicTs: 1 Tabnevka MicTUTL 8 Mr NOpHOKCHKamy

Package size and type: 6 tablets in blister; 1 blister in carton box /
Poamip Ta eug ynakosku: no § TabneTtox y Gnictepi; no 1 Gnictepy B kKapTOHHIN Kopobui

Marketing Authorization / Peectpauiitne nocsinuenss: UA/2593/03/01

Dosage form: film-coated tablets 8 mq /
Nikapcexa copma: TaBneTkA, BKPUTI NNiBkosoio aBonoHkoio, no 8 mr

Manufacturing date/[lata supoGHuyTsa: 01.03.2024 Batch number/Cepia; 12760865
Expiry date/TepmiH npuaTHoCTI: 02/2026 Batch size/Poamip cepii: 75700 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch reiease: /
HasBa Ta Homep ritensii BupoGHWKa, sk BANyCkae cepiio B obir:

Takeda GmbH Betriebsstatte Oranienburg Ne PE_BB_01_MIA_2022_ 0013/
Takena I'mbX, Micue BupoBHuyTEa OpanienBypr, Ne DE_BB_01_MIA_2022_0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Anpeca BupobHIKa, AKWil BUNYyCKae cepito B obir: Neniywrpacce 70-98, 16515 OpanienBypr

Country of origin / Kpaina-supobruk: Germany / Hiveuuuna
Importing Country / Kpaina IMnoptep: Ukraine / Yipaina

Certification statement / 3asea npo ceprtudpikalito:

| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/iabeling and quality control at the above mentioned site (s) in full
compliance with the GMP requirements of the local Reguiatory Authority and with the specifications in
the Marketing Authorization of the importing country or product specification fite for Investigationat
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Lum ninTRepmxyio, wo BUleskazaHa inthopmatlis € AOCTORIPHOIO | TOYHOMW. Dana
Cepis npoLyKUIT BUroToBNEHa (BKMIOMaKYY NakyBaHHA/MapKyBaHHS) | nposeaeHui KOHTPOMb i1 AKOCT] Ha BKasaHIi
AinbHUL} ¥ NOBHIA BiNORIAHOCTI 3 BUMOramu GMP, BCTaHOBNEHAMM MiCUEBKM PEryNATOPHUM OPraHoM, a TaxKoX y
BIANOBIgHOCTI 3 cneyundikavico, WO MICTUTBCA 8 peecTpaliiHOMy [ockbe KpaiHu-iMAopTepa Yn B A0ChE
cneuudikauiit Ha npenapar gns AOCIIIXYBAHOIO NIKaPCbKOro 3acoby. MpoTokonu BUPOBHULTEE, YNaKkoBKKN Ta
avanisy 6ynu nepernanyTi | BCTaHosneHo BignosigHicTe GMP,

Elena Puhlmann
Name and position /title of person authorizing the batch Qualified Person /

release / Mpissue Ta nocaga ocobu, AKa Buhana fo3sin Ha YnosHosaxena ocoba
BUNYCK cepil

Date of signature / flata nigrucy: 72 ﬂé Z@Z,C/ éffzc_\
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AEPIKABHA CJIYKBA 3 .HIKAPCLKI?X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMW Y KHIBCHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK

1po SIKICTH BBe3eHOro B YKpainy JIKapCBKOro 3acoby

11.07.2024 Ne 33697/24/10

KCE®OKAM® PAIII

(HaitMeHyBanns Jikapchkoro 3aco0y 3rimHo 3 peecTpariiinum TIOCBIAYEHHAM)
TabJeTKH, BKPHTI ILTIBKOBOIO 000.10HK010, 110 8 MT; 110 6 TabIeToK y Ourictepi; no 1
Gaicrepy B KapToHHIi KOpoGHi

(popma Bunycky, nosysanus, ruy NaKyBaHHA MiKapCEKOro 3acoby)
Howmep peecrpauiiinoro moceizuenns UA/2593/03/01 CTpOK Aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 12760865 Kinekicrs BBesenoro nikapcekoro zacoby 18000

Bupo6Hux Takema I'm6X, micue BUpoOHuITEBa Opanien6ypr, Hivequnna
(unaiimenypanns BHPOGHHKA JTiKapChKOTO 3acoby, Kpaiia noxonxkeHmHs)

Baeaeno B Vipainy Torapucereo 3 o6mexenoro BinnosinanLuicTio "ACIHO
YKPAIHA", inenr. xon: 42274733

(HafiMenyranus Ta kox 3a €JIPIIOY fopuauaroi ocobu aGo npissuie, iM'A, o GATEKOR]
¢izranoi 0cobu - NiAnpreMus, i Micie mpoKHEBaHHs Ta peecTpauifinnii Homep ofnikosoi
KapTKH UIaTHHKA NoJaTkiB aGo cepis Ta HOMEp nacropra)

IlpoTokon Bisyanssoro konrposo Bix 03.07.2024 N2 1932/4.

3a pesynsraramm meprasnoro KOHTPOIO  BCTAHOBJIEHO, MO JiKapchKHH 3aci6 BpeseHo B Vkpainy 3

AOTPHUMAHHAM Bumor 3aKOHOMABCTBa 1I0/10 3abe3neueHHs AKOCT] MKapCBKNX 3acobiB.

/é : @5/ Bixtop CTE®KIBCHKHIA

7 z o iseasmtngios
=4 (nuanuey™ (ininiany ta npizsuuie)




JIEPJKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTMKAMM Y KAIBCbKIU OBJIACTI '

npos. CBITIIM4HOT Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo siKicTh BBE3CHOI0 B Ykpainy JikapcbKoro 3ac00y

21.01.2025 Ne 1138/25/10

KCE®OKAM® PAIILA

(HaliMenyBaHHs TiKkapcbioro 3aco0y 3FAHO 3 PCCCTPALU MM MOCBILHCHISM)
TabJerKn, BKPHUTI ILIIBKOBO10 000/10HKO10, 110 8 mr; no 6 Tabaerok y Guaicrepi; no 1 6aicrepy
B KApTOHHiN KOpoOui

(dopma BUITyCKY, NO3YRAHHS, B NAKYBAHHS nikapebKoro 3acoby)
Homep peccTpalliifioro nocBiatetys UA/2593/03/01 crpok aii peccrpaniiitoro nocsiaueris 01.01.2099
Cepis nikapebkoro 3acoby Ne 12835886 KinbKicts BBesenoro ikapebioro saco6y 18000

BupoGHnk Takena TM6X, miclie BupobHuiTBa OpanieHdypr, HimeuunHa

(naimeiyBaiis BUpoGHMKa NiKapChKOro 3ac00y, kpaita NOX0LKCH)

Bieseno B Yipaiity ToBapHcTBO 3 00MENKEHOI0 signosinanpuictio "ACIHO YKPATHA",
inent. won: 42274733

(naitMeHyBaHHS Ta KO/ 34 CJIPTIOY 1opuantuoi 0codu aB0 npissuiiLe, iM's, 110 GarbkoBi PizmHuHOT
oco6u - nianpuemit, ii Micle NPOKUBAHIS TA peccrpauifinuit nomep 06AiKOBOT KAPTKY MAATHIKA
[oaTkin a0 cepis Ta HOMEp NacnopTa)

TpoTOKOJ Bi3yaNbHOTO KOHTPOJIO Bi/t 17.01.2025 Ne 0077/5.

3a  pesyibTaramMu  IEPKABHOrO - KOHTPOMO  BCTAHORICHO, o Jikapebkuit  3aci®  BBezeno B Yipaiuy 3

am*pnmam{ SIM BUMOT 3aKOHOAABCTBA LWO0 3a0e3neHeHE SOCTI JHKAPChKUX 3ac00iB.
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Batch Quality Certificate for Medical Product M 75/24 /
Ceprudpinar axocTi cepil nikapeobkoro npenapaty Ne 75/24
Froduct: XEFOCAM® RAPID, film-coated tablets 8 mg Ne6/ - ,
(popykr: KCEQOKAM® PAI, Tabnetkun, Bkputi niiBkoBoio 060N0HKOK, no 8 mr Ne6 ¥ Bnictepax

Manufacturing date/[ara supobunuraa; 15.07.2024
Euxpiry date/Tepmin npugarHocTi;

Batch number/Cepis:
06/202%

12835888
Batch size/Poawnip cepiit 28700 packslynakosox

Parameters / Nokasmuxy

Specification /
Crneyuirauyis

Resulls /
PeaynsTaTy

Appearance / Onuc

Visuall BiayansHull KoRTpons

White to slightly vellowish round biconvex film coated tabiet. / Kopyrna
ABOONYKNE TalNETKE, BRPUTE NNIBKOBOK OBOROHKGIO, BifS BiNore no
CBITNO-KOBTONO KONLOPY.

Diasmeter; approx 9.5 mm / Qiaverp. npubrano 9.5 mu

ConformsiBinnosigac

identification Lernoxicam/
lnertndpikauis flopHokcukamy

Titane dioxide'/
Turany giokena’

by HPLC / BERPX:

The retention time of the main peak on the chromatogram of the test
solution should correspond to the retention time of the main peak of
the standard solution / Hac yTouMyBaHH: OCHOBHOTO niky Ha
XpoMaTorpami BUnpotyBaroro pO3UMHY MEE BIANOBIAATY Hacy
YTRUMYBEHHS OCHOBHOTO TiKa CTARABPTHOIO PO3UMHY.

by TLC/ TWX:

The Rf value of the main spot on the chromatogram of the test
solution should correspond o the Rf value of the main spot on the
chromatograrm of the standard solution / 3uavenns RE 0cHopHoT NRsivm
Ha xpomaTorpami sunpobysatoro poaurHy Mae BianoBiaaT sHaden o R
OCHOBHOT MAISIMK HA XPOMETOrpami GCTaHAapTHOTo POZMHY.

Colour reaction / Konuopoaa peasuis
Positive reaction fMosrtusxa pearyis

Conforms/Binnosigae

Conforms/Bignosinae |

Conforms/Bignosinee |

Average mass / CepepHa
MHCH

by Ph. Eur./ €8p. ®apm, 318 - 351 mg / 318 - 351 wmr

337 mgivr

Disintegration 1/ Po3nagamms

by Ph. Eur. / €sp. ©apn. MRLT. 15 min. / He Ginblue 15 xa

3 minxa.

Bissolution / Posynxenus

by USP <711> / Not less 85 % after 20 min {(Q=80%) /
®. CUIA <711> [ He merwe 85 % uepea 20 x8 (Q=80%)

Loss on drying /
Brpara s mact npy
BUCYILYBAHK]

Conforms/Bignosinac

by Ph. Eur. / €sp. ®apm. N.M.T. 1.7 % / He Binswe 1.7 %

3.9 %

Assay Lornoaxicam /
KiskiCHE BU3HAYSHHSA
Hoproxcukany

by HPLC / BEPX 7.60 ~ §.40 mgltabl. / 7.60 —~ 8.40 mr/rabn.

7.8 my/tabl/mriTabn.

Uniformity

of dosage units/
OAHOpIAHICTL
[03083HAX OAMHULL

by Ph, Eur. 2.9.40 / €ap. dapm. 2.9.40

Level 1 (10 units)satisfy the acceptance value (AV) of not more that
15.0 % or

Level 2 (30 unites) satisfy the acceptance value (AV) of not more than
15.0 % and all individual values are between 0.75M u 1.25M /

L1 (10 ogutnue) npuitvansHe 4ueno (AV) mae By He Bifblue Hix 15,0 %
abo

L2 (30 opwrniip) npraimansHe uncno (AV) mac Byt He Binbwe sk 15,0

Conforms/Bianorinae
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Batch Quality Certifica

CeprudikaT SKoCTi cepil NikapCbKoro npenapary
Product: XEFOCAM® RAPID, film-coated tablets 8 mg

te for Medical Product Ne 75/24 /
Ne 75/24

Mpoaykr: KCEGOKAM® PATIL, TabneTiu, BKPUTI MIIBKOBO

Manufacturing date/[lata BupolxuUTea: 15.07.2024

Expiry date/Tepmin npuaAaTHOCTE

06/2026

No6 /

w0 oBoroHkoto, No 8 mr Neb y Bnicrepax

Batch number/Cepis.

12835836

Batch size/Poawmip cepil: 28700 packs/ynakosok

Parameters / Specification / Results /
[oxkazHum Cneludiauis PeaynbTarth
Purity / BusnaderHs) 4ucTati by HPLC/ BEPX
émﬁminopyridine /
2 —~ AmiHonipuann $0.2% < 0,10 %
MN 40244: 202% < 0.10 %
HMN 16004: < 0.2 % < 0,10 %
HN 10002 % 0.2 % < 0.10 %
HN 33144: £0.2% < 0.10 %
|

Each othe_ar impurity/ <0.2% each calculated with reference to Lornoxicam / < 0.0 %
Byap-sika i@ Aomiluka < 0.2 % KOKHOT 8 nepepaxyHky Ha opHoKeuKam |
Total impurities / Not rore than 0.8 % /0.8 % 0.0%
Cyma NOMILLIOK
Residual solvent Ethanol!/ company method | v-z1 ipmn / 0.0 %
BAMULLIKOBUA POBUVIHHAK- Not more than 0.5 % /£ 05 %
(Fmawaony!
Microbiological purity®/ by Ph. Eur. [ €sp. ©Gapwm. Conforms/
MikpoGionoriuna uncrora’ Binnoainae

Total Acrokic Microbial Count (TAMC) ~ NMT 10°% CFUIg !
SaransHa KNLKICTs aepoBrux Mikpoopraiamis (

Total combined Yeasts/Moulds Count {TYMC) — NMT 102 CFUlg /
FarancHa Kin-Cre MNICEHeBuX Ta ApDRIROBUX rpubis (

KYQ/r

Escherichia coli absence in1 g/
Escherichia coli sifcyTricTe 8 17

' sctual testing frequency is based on systematic review of the m
| UaETOTA NPOBBABHHA TECTY 3aNENMTH Bi CUCTEMATHHHOTO NEPRTNAnY BUPOBHNMOID FIPOLECTY,

//;
W

Qualified Person | YnosHosaxera ocoba: Julia Stolzenburg

24

Date of signature / [lata nignucy:

%"f“‘é\ A7 7

()
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TAMC) - He Binstue 10° KYO/r

TYMC) - He Binviue 102

0 CEUIg/KYOIr

0 CEUIg/KYOIr

Escherichia coli
absentin 1
g/BIACY THICTL
Escherichia coli 8
ir

//v/
%4 ,/2'/1\“_

o

oY%

Qhuf

e //;7

7

e ~ 1243

anufacturing process; the testis performed at least once a year /
NPOBOANTHEH HE pialse OAHOIO PAlY Ha piK

1804425 /ﬁ%




CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUDIKAT BIANOBIAHOCT! GMP BUNYLLEHO! CEPI

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Ne6 /
Npopykr: KCEGOKAM® PATIL, Tabnerky, BrpuTi nRiBKOBOI 0B0MOHKOW0, 1o 8 Mr Neb

Strength/Potency: 1 tablet contains lornoxicam 8 mg/
Cwna gilfakrusricTs: 1 Tabnetka MicTUTL 8 wr NopHOKCUKamy

FPackage size and type: 6 tablets in blister; 1 blister in carton box /
Pozmip Ta Bug ynakosku: no 6 tabnerox y Gnicrepi; no 1 BnicTepy B KapTOHHIR kopobiL

Marketing Authorization [ Peectpauifine nocsiguerts: UAJ2503/03/01

Dosage form: film-coated tablets 8 mg /
Iixapebra hopma; rabneTky, BKpUTI NNIBKOBOIO 0BonoHkow, 1o 8 mr

faanufacturing date/[lata supofnuuraa; 15.07.2024 Batch number/Cepis,. 12835886
Expiry date/Tepmin npugaTHocTi: 08/2026 Batch size/Poswmip cepilt 29700 packs/ynakosox

Mame and authorization number of Manufacturer, responsible for batch release: /
Hassa ta nomep niyenail BupoBHuKa, skuil BUNYCKae cepiio B obir:

Takeda GmbH Betriebsstatte Oranienburg Ne DE_BB_01_Mia_2024 0021/
Takepa 'mOX, vicue supoBuuirea OpanienBypr, Ne DE_BB_01_MIA_2024 0021

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Qranienburg /
Anpeca supebHuka, Aakui Bunyckae cepiio B obir: Nexidwtpacce 70-98, 16515 Oparientypr

Country of origin / Kpaiva-supoSuuk. Germany / Hiveusuna
importing Country / Kpaisa Imnoprep: Ukraine / Ypaina

Certification statement / 3assa npo cepTudikayiio:

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 spacifications in
the Marketing Authorization of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Lium NIATBEPANYIO, WO BULEBKA3AHA iHhopMaLlin € [ocToBipHo | TourHow. fana
Cepis NPOAYKUIT BUNOTOBNEHA (BIITIOMBI0MH NaKyBaHHA/MapKYBAHHS) | NPOBEASHUI KONTPONS 1T AKOCT HA BKa3aHIN
LQinbHALE Y NOBHIR BIANOBIAHOCTI 3 BUMoramMu GMP, BeTaMoBReHrMY MICLEBUM DETYNATOPHUM OPraHoM, a TaKkox y
gignosigHocTl 3 cneundikalieto, WO MICTUTLCS B péecmauiﬁHomy AOCkE  kpaTHU-IMNOpPTEDa MU 8 J0Che
crieyudikauihn Ha npenapar Ans 40CHIAXYBAHOTG nikapcbkoro aacoBy. Mpotokony BupoBHWLTEE, YNakoBkn Ta
amaniay Bynu nepernanyTi | BCTAHOBNEHO BIRNOBIARICTL GMP.

Julia Stolzenburg
Mame and position /title of person authorizing the baich Quualified Person /
release / lNpizsnwe Ta nocapna ocobu, axa BUAANG [O3BIT Ha YnosHosaxena ocoba
sunyck cepil

o
et
A
y

Date of signature / Nata nignucy: A0 . L
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