(aked
CERTIFICATE OF RELEASE AND GMP COMPLIANCE /

CEPTU®UKAT COOTBETCTBUA GMP BbIMNYLLEHHOW CEPUM

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Neé /
Mpoaykr: KCE®@OKAM® PATMA[, TaBneTku, NOKPbITHI® NNEHOYHOI obonoukoit, no 8 mr Ne6

Strength/Potency: 1 tablet contains lornoxicam 8 mg/
Cuna AeicTBus/akTuBHOCTL: 1 TabneTka COASPXUT. & M NIOPHOKCHMKaMa

Package size and type: 6 tablets in blister; 1 blister in carton box /
Paamep 1 Bug ynakoBku: no 6 TaBneTok s Snucrepe; no 1 GNUCTEPY B KAPTOHHOM Kopobike

Marketing Authorization: NeUA/2593/03/01 / PervctpayvonHoe canperenbeTso NeUA/2593/03/01

Dosage form: film-coated tablets 8 mg /
NekapcTeexHan hopMa: TabneTku, NOKPLITHIE NN@HOYHON oBonoukol, no 8 mr

Manufacturing date / lara npoussopcrea: 05.10.2020 Batch number / Cepus: 11994139
Expiry date / Cpok rogHoctu:  10/2022 Batch size / Pasmep cepuu: 32500 packs /
YNaKoBOK

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte
Oranienburg Ne DE_BB_01_MIA_201 9_0009/

Ha3asauue u HoMep NuueH3uK NnponssoguTens, KOTOPbIA BbiflycKaeT cepuio B 0Gpawerme: Takena 'mBX, mecto
npoussoacrea OpaHuenGypr, Ne DE_BB_01_MIA_2018_0009 /

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /

Anpec npoussoaNTeNns, KOTOPLIA BbinyckaeT cepuio B oBpauenme: flenuyumpacce 70-98, 16515 Opanmuenbypr
Country of origin: Germany / Crpana-npoussogurens: FepManns

Certification statement / 3aseneHue o cepTugukaumn;

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 sgite {8) in full compliance with the GMP
requirements of the local Regulatory Authorlty and with the specifications 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. / OTUM rnoaTeepXAEID, YTO

v

Name and position Hitle of Julia Stolzenburg
person authorizing the batch Qualified Person /
release / Gamunus u LOMKHOCT YnonHomouennoe nuuo

nidla, BLAARWEro paspelueHne Ha
BLINYCK Ceprn

Date of signature /
Aara nognuew: 20.01.2021
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Takeda

Batch Quality Certificate for Medical Product Ne / 21/21

Ceptudukar xauecrsa cepun nexa

PcTBEHHOrO Npenapara Ne 21/21

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Neg /
abneTku, NoKpbIThie nneHo4Holt o6onoukoil, no 8 mr Nog

Ipoaykr: KCEGOKAM® PAML, T

Manufacturing date / JaTa nponasogerea: 05.10,2020
Expiry date / Cpok rogHocTh: 10/2022

ynakoBox

Batch number/ Cepus: 11994139
Batch size / Pasmep Cepuu: 32500 packs /

Parameters / MokaszaTteny

Specification / Cneyudbukatus

Results / Peaynbrarts)

Purity / Onpegenenue YUCTOTBE
2-Aminopyridine / 2 — AMUHOMMPUANH
HN 40244:

HN 10004:

HN 10002:

HN 33144:

Each other impurity/
Jo6an apyras npumect
Total impurities / Cymma npumecen

Residual solvent Ethanol * /
OcraTounkiii pacreoputens (3taHon) !

by HPLG { BaXX
£0.2%
£0.2%
£0.2%
<0.2%
£0.2%

£0.2% each calculated with reference to
Lernoxicam 7/<0.2% Kaxaoi B nepecyéTe Ha
JlopHoKkcukam

Not more than 0.8 % /<0.8 %

company method / m-g bupmt /
Not more than 0.5 % /< 0.5 %

<0.1%
<01%
<0.1%
<0.1%
<0.1%

<0.1%

0.00%

0.01%

Microbiological purity?/
MukpoGuonorieckas wicrora?

by Ph. Eur. 7/ Esp. dapm,

Total Aerobic Microblal Count (TAMC) -

NMT 10° CFuig/

OGLyee xonuyecrao 83poGHLIX MUKpoopranuamos
(TAMC) - He Bonee 10° KOE/

Total combined Yeasts/Moulds Count (TYMC) -
NMT 102 CFUrg /

Obuwee kon-8o NrecHesbix u ApoXoKeBbIX rpubios
(TYMC) - He Bonee 102 KOEfr

Escherichia coli absence in 1 g/

Escherichia coli OTCYTCTBYeTB 1 1

Not performed on this
batch / He nposoauTes
ANA JaHHOM cepun

OpHOro pasa 8 rog

Julia Stolzenburg

Qualified Person / L0 202 4

YnonHomouexkoe nuLp L// 7
;/" 2 .
Date of signature / *é /7 Z——“"/}
S

Aara nognueu; 20.01.2021
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JEPXIIKCITYXBA
AEPKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBHKII OBJIACTI

npocniexT Banepis Jlo6anoecskoro, 51, M. Kuis, 031 10, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua hitps://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK

HPO SIKiCTh BBE3€HOI'0 B Yxpainy nikapebkoro 3acofy

03.02.2021 Ne 2797/21/10

KCE®OKAM® PAIIIJ

(naltmenyBaHHA nikapcskoro 3aco6y 3rigHo 3 peecrpaniitHum NOCBIAYEHHAM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO obosonK010, H0 8 Mr, 0 6 TabJeTOK y Guicrepi, no 1 6xicrepy B
KapTonHiii Kopo6ui
(dopma Bunycky, nosysauns, sug NaKyBaHHA /ikapchKoro 3acoby)

HoMep pecctpaniifiioro nocsixuens UA/2593/03/01 crpox mii peectpauifinoro nocsiguenns 01.01.2099
Cepia nixapcrkoro 3acoy Ne 11994139 Kinekicts BBesenoro nikapesioro saco6y 14400

BupoGuuk Taxena I'm6X, micuie Bupo6HuITEA Opanien6ypr, Himeuunna

(HaitmMeHyBaHRS BUPOGHMKa nikapceKkoro 3acoby, kpaina TIOXOJDKEHHS)
Beeseno B Ykpainy Tosapucrso 3 06MexenoI0 BiAnosinansuicrio "ACIHO YKPAfHA",
inent. xon: 42274733
(nafimMenypanus Ta kon 3a €JIPIIOY lopuIHOT oco6H aGo npissaine, iM's, TI0 GATEKOB] Gizuunof

ocobu - mianpuemu, i Micue TIPOXHBAHHA Ta peecTpauiitnui Homep o6nikopol KaPTKH MNaTHHKa
noaarkis a6o cepin Ta HoMep nacnopra)

Mporokon Biayanb;{oro Kkourponio Bin 28.01.2021 N2 0185/1.

3a pesymbTatamu  mepxaBHoro KOHTPO/IO ~ BCTAHOBNEHO, INO Jikapchkul  3aci BBE3CHO B Vkpaiuy 3
AOTPHMAHHSM BUMOT 3aKOHOAABCTEA LOKO 33663 NIeEHHS AKGCTi NiKapChKHX 3ac06iB.
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