CERTIFICATE OF RELEASE AND GMP COMPLIANCE !
CEPTUDIKAT BIANOBIAHOCTI GMP BUMYUEHOT CEPI|

Product: XEFOCAM®, film-coated tablets 4 mg Ne10/
Mpoayxkr: KCEOOKAM®, Tabnertku, BKpUTI nniskosoko oBornoHkolw, no 4 mr Ne10

Strength/Potency: 1 tablet contains 4 mg lornoxicam /
Cuna giifaktusHicTs: 1 rabnetka micruTs 4 pr NopHOKCUKamy

Package size and type: 10 tablets in blister; 1 blister in carton box /
Posmip ta sug ynakosku: no 10 Tabnerox y Bnicrepi; no 1 Bnictepy B kapToHHit Kopobui

Marketing Authorization / Peecrpayiiine nocsigyenns: UA/M0245/01/04

Dosage form: film-coated tablets 4 mg /
Nikapceka dopwma: TabneTk1, BREUTI nniskosoio oBonoHkow, no 4 ur

Manufacturing date/ara BupobunyTea: 07.02.2024 Batch number/Cepis: 12754105
Expiry date/Tepmin npuAATHOCTI 01/2027 Batch size/Poamip cepii: 19080 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch release: /
Hassa ta Homep niyenaii BUPOBHWKa, sikuit BUnyckae cepin 8 o6ir

Takeda GmbH Betriehsstatte Oranienburg Ne DE_BB_QO1__M!A~2022_0013 /
Takega 'v6X, micye BupobHuLiTea OparienBypr, Ne DEMBBWO1MMIAWZO22__OO13

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Anpeca BupoGHuka, skt BUnyckae cepiio B o8ir: Nenivwrpacce 70-98, 16515 OpatienBypr

Country of origin / Kpaina-supoBHu: Germany / Himeuuuna
Importing Country / Kpaina IMnoprep: Ukraine / Ykpaiua
Certification statement / 3ansa npo ceprudikayio:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingliabe!ing and quality control at the above mentioned site {s) in full

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. / Yuwm MATBEPIXYIO, Wo BULLeBKkazaHa iHpopmalis ¢ AOCTOBIPHOW | TOuHOI. Hana
cepia npoaykuii BUrOTOBIEHA (BRIIOMaYn naxyaawn/mapxyaawﬁ) i nposeasHU KOHTROML 1T AKOCTI Ha Brasanii

Elena Puhimann
Name and position fitle of person authorizing the batch Qualified Person /
release / MNpissuuge Ta fiocana ocobn, sika Bugana L03BIn Ha YnosHoBaxeHa OCOGf

BUNYCK cepil i

Date of signature / flata nignucy: & O ;02 s
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Batch Quality Certificate for Medical Product Ne 36/24

CepTudikat aKocTi cepil nikapcbKoro 3acoby Ne 36/24

Product: XEFOCAM®, film-coated tablets 4 mg MNet0/

MpoaykT: KCEGOKAM®, TabneTky, BKpUTI NSIBKOBOIO 0DONOHKOID, 1O 4 wmr Ne10

Manufacturing date/[lata supobHALTRA! 07.02.2024 Batch number/Cepis: 12754105
Expiry date/Tepmit npUAATHOCTL 01/2027 Batch size/Poamip cepil: 18080 packs/ynakoBok
Parameters / ‘ Speciication’ Results / ‘
ToKa3HUKK Creuundikaiis Peaynbraty ,l

Visuall BiayarsHni KOHTPOrb

White to yellowish oblong film-coated tablet with imprint “LO4". 1

MpoposrysaTa TaBReTKa, BKpUTa NNiBKOBOK oBononroo, Bif Ginoro Ao Conforms!
KOBTYBATOID KONLODY, 3 gigrvckom «LO4». Bignosinae
Approx. size: Length: 10.2 mm Width: 5 mm Thickness: 4.6 mm /

Npuén. posmip: BosxuHa: 10,2 nm tlinpuna: 5 vm Tosuwna: 4.6 MM

Appearance / Orme

Identification Lornoxicam/ by HPLC | BEPX: Conforms / NoauTeHa peakLis ConformsiBignosinae
IneHTbiKaus NopHokeukamy | by TLC  TWIX: Conforms / MoanTvaHa poaxuin ConformsiBignosigae
Average mass / by Ph. Eur. 2.8.5 { Cap. Papm. 2.9.5 \ ‘
CepenHs maca 206,0 - 227,6 mg  206,0 - 227.6 wr (216,8 mgt§% ! 216.8 mrt5%) ! 219.0 mg/mr }
Uniformity of mass / Gorresponding to Ph.Eur! Conforms/ i
OpHOPIAKICTL Macy [osuHHI BIANOBIGATH BUMOTAM Cap. dapm. Binnosigae ]
. . by Bh. Eur, 2.8.1 1 €ep. ®apu. 2.9.1 )
Disintegration [Posnagax:a \ NILT. 15 min. / He Binbiue 1 5 xa 3 min. / x8.
by Ph. Eur. 2.9.3, 2.2.95 ] €ep. Gapm. 2.9.3, 2.2.25 Conforms/
Dissolution / PO3UMHEHHA Not less 80 % after 30 min {Q=75%)/ Bianosinac
He meHLue Hix 80 % uepes 30 xa (Q = 75%)
Assay ! - _ 3.97
CiriCHE BUaHANEHHS \ by HPLC | BEPX 3.80 - 4,20 mgftabl./ 3.80 4,20 mrfradn. i maitabl. / wr/radn
) - —
by HPLC  BEPX
Corresponding to Ph.Eur. 2.8.40 / Cep. dapm. 2.9.40 l
The QDO requirements are considered met if the acceptance \\
Uniformity of dosage units number for the first 10 units is less than or equal to L1 {1.1=15.0). At
by con tenyt uniform%ty / the lower limit, no dosage unit result shall be less than 0.75 M, while
v . at the upper limit, no dosage unit result shall exceed 1.25 M (based anforms!
OpHopiasicTe [O30BAHUX ~ Binnosinae
on L2=25.0) | Bumory OO eaxaoTss BUKOHAHWMY, AKLO
opnHULE (Po3paxyHKoBO- . )
- npuiMansHe Wicno aAna nepumx 10 oauHKMLL MeHle abo popisHioe L1
BaroBuit MeTon) - . . y )
{L1=15.0). Ha HKHin Mexd peaynbTaT HKOAHO! [O30BaHOT OQMHALI HE
mae Byt menwe 0,75 M, TOfi 5K Ha BEPXHIR MeXi pesynbTaT ROAHO
[103088H07 OQVHMLY HE MAE nepesuilyBaTi 1,25 M (3RCHOBaHO Ha
anadenni 12=25.0) \
Sty TBveTAeR WTOTH By HF’LCIBEPX [ — S—
2 . Aminopyridine / N.MLT. 0.1 % (equivalent to 4 ug i tably/ <0.10%
2 — AMIHONIPUANH He Binpwe 0.1 % {eKBiBANEHTHO 4 mr/rabn)
HN 40244:
(5-Chloro-3-sulfo-2- N.M.T. 0.1 % (equivalent to 4 ug / tabl)/ <0.40%
thiophenecarboxylic acid)/ | He Ginbwe 0.1 % (exgipanenTHo 4 mkr/tabn)
(5—Xnop'3~cynbcpo-2~
Tioherkapbonona wonota) |
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Batch Quality Certificate for Medical Product Ne 36/24

Ceprudikar sikocri cepii nikapcbkoro 3acoBy Ne 36/24

Product: XEFOCAM®, film-coated tablets 4 mg Ne10/

Mpoayxr: KCEQOKAM®, TabneTkn, BkpuTi nRiskosolo 060noHKoK, No 4 mr Ne10

Manufacturing date/[lara BupobruyTea: 07.02.2024

Batch number/Cepis:

12754105

Expiry date/T ePMiM npuaTHocT: 0172027 Batch size/Poamip cepii: 19080 packs/ynakosok

Parameters / Specification / Resuits /
Moxkaanuku Cneuudikauin Pesynbratm

Purity / Busnaderns ynctorw by HPLC / BEPX

HN 10004;

(5“I‘f7“"?";02"34"‘““‘3'"‘"0) N.ML.T. 0.3 % (equivalent to 12 pig/tabl) 1 <0.10 %

suifonii}-2- . o .

thiophenecarboxy!ic acid/ He Ginsiwe 0.3 % (expiBanenTHo 12 MKr/Tabm)

(5~Xnopm3~[(MeTwnaMiHo)

CYnboHin-2-

TiotherkapBoroaa KucnoTa)

HN 10002;

(Oxo-(z-pyridinylamino}- .

acetic acid) / Oxco-(2- N.M.T. 0.3 % (equivalent to 12 Hg/tabl) <0.10 %

riPMAMHINaMIHO)-0LToBa He Binslue 0.3 % (exsibanentHo 12 MKr/Tabm)

KUCToTa)

HN-RPT 03026:

(5~ch!or0~2»(methylcarba N.MLT, 0.3% {equivalent to 12 Hgftabl) <010 %

moyljthiophene-3-suifon He Binswe 0.3 % (exsisanentro 12 MKr/Tatn)

ic acid) / 5-xnop-2-

(Me“mnxapﬁamoin)rioqbeﬂ-&

CYnbdorosa KncroTa)

Additional related N.M.T. 0.2 % each, calc. on Lornoxicam (equivalent to 8 ugftabl) <0.10%

suystangesl _ KOXHOT He Binbiwe 0,2 % s nepepaxyHky Ha JlopHoKcukam

IHwi cropiasen cnonyku (esiBanenTHo 8 mir/Tabn)

Sum of all related N.M.T. 0.8 % (equivalent to 32 Hgltabl) /

substances/ He Ginbiwe 0.8% (exsisanenTo 32 MKr/Tatn) 0.0%

Cyma ycix cnopigHeux

CROSyK

Residual solvent 0.1%

Isopropanol/
SarmKoBIIt PO3UMHHUK-
laonponaron

by GC/N.M.T. 1.0 % (equivalent to 2 mg/tabl} /
I'X 1 He 6inswe 1.0 % (exsiBanexTHo 2 Mrfrabny
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Batch Quality Certificate for Medical Product Ne 36/24

Ceptndikat akocTi cepii nNikapcbKoro sacoby Ne 36/24

product: XEFOCAM®, film-coated tablets 4 mg Ne10 /

MpoayxT. KCEDOKAM®, TabneTky, BKPUTI NNIBKOBOIO OBONOHKOI, N0 4 Mr Ne10

Manufacturing date/[laTa BUpoBHMLTBA 07.02.2024 Batch number/Cepist 12754105

Expiry date/T epMiH npuaaTHOCTE: 0112027 Batch size/Poawmip cepil: 19080 packs/ynaxosok

“Microbiological purity ' / by Ph. Eur. 2.6.12, 2.s.1'5}“'6??.’27”@%57"656&'.’“2’.%712, 76.13,5.1.4 Conforms/
Bignoeipae

MikpoGionoriyra JmcToTa 1

TAMC — NMT 10° CFUIg ! He Sinswe 10° KYOIr 0 CEUIg/KYO/lTr
TYMC ~ NMT 102 CFUig/ He Binsle 102 KYO/ir 0 CFWIg/KYOfr
Escherichia coli absentin1g | BipcyTHICTD Escherichiacolis 11 Escherichia coli

absent in 1
gisincyTHICTs
Escherichiacolis 17

TTest is done at the beginning and at the end shelf life by sampling methods !

1 TecT NPOBOAUTLCA HA NOUATKY i B kML Tepmity 30epiraHHs, 3a meTtonom subiprosoro KOHTPOMIQ.
) 4
Qualified Person / YnosHosaxeHa acoba: Elena Puhimann N L

Date of signature / [laTa nianucy: 066 WLl
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NEP)KABHA CJIYKEA 3 JIIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHLKTIA OBJIACTI

npoB. Caitnuanoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox E€IPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOr0 B Yxpainy nikapcerkoro 3acoly

02.07.2024 Ne 31922/24/10

KCE®OKAM®

(HaltMenyBanus niKapcsKoro 3aco6y arimmo 3 peecTpauiinmm TIOCBITYEHHSM)
TabJIeTKM, BKPUTI II1iBKOEOIO 000J10HK 00, 110 4 M no 10 TabJerok y Oaicrepi; o 1 Oaicrepy
B KapTOHHIN Kopo6ui

(dbopma Bumycky, AO3YBaHHS, BU TAKyBAHHS JKapCEKoro 3acoby)
Howmep peecrpaniitroro mocsiguenss UA/10245/01/01 CTpOK A1ii peecTpaniitnoro moceizwenns 01.01 2099
Cepis nikapeskoro 3aco6y Ne 12754105 KinskicTs BBesenoro sikapeskoro 3acoby 12960

Bupo6uuk Takena 'm6X, mice BHPOOHHITBa Opanien6ypr, HiMequnna

(HaliMenyBanns BHPOGHHKA JTiKapCchkoro 3acoby, kpaina TIOXOJKEHHS)

Beeseno B Vpainy Torapucreo 3 o6mexenor Bixnosinansuicrio "ACIHO YKPAIHA",
inent. xon: 42274733

(naitMenyBauns ta ko 3a EIPTIOY 1opuanunoi ocobn abo TIPi3BHLIE, iM'%, TI0 6aTbKOB) oizuunoi
ocobu - nixnpremMs, 1i Micie TIPOXUBAHHA T4 peecTpanifiumii HOMep 0611ik0BOT KapTKH IIaTHHKA
noxatkis abo cepis Ta HOMep nacmopra)

Iporoxox sizyansmoro koutposmio Bix 27.06.2024 Ne 1824/10).

3a  pesyasraramu ACPKABHOTO  KOHTPOMFO BCTZHOBNIENO, WO Jikapcskuit  3acif BBE3CHO B Vkpainy 3

XOTPUMAHHAM sunvor SAKOHONABCTBA MO0 3a6€3IICYeHHS AKOCT TKAPCEKHX 32C06iB,
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