Batch Quality Certificate for Medical Product Ne 37/24 1
Ceptudikat sikocTi cepir nikapcbkoro npenapaty Ne 37/24
Product: XEFOCAM® RAPID, film-coated tablets 8 mg Neg /
MNponykr: KCEGOKAM® PANMIA, TabneTku, BKpUTI NNIBKOBOIO 0GOIOHKOK, MO 8 Mr N6 y 6nicrepax

Manufacturing date/aTa BupoBHuyrea: 01.03.2024
Expiry date/TepmiH ripuaatHocTi:

Batch number/Cepis:
02/202¢

12760865
Batch size/Poamip cepii: 75700 packs/ynakosok

Parameters / MokasHuku Specification / Results /
Crneundikayis Peaynetatm

Visual/ BiayanbHuit xoHTposs
White to slightly yellowish round biconvex film coated tablet. / Kpyrna

Appearance / Onuc ABOONYKNa TabneTka, BkpWTa NNIBKoBOK oBonowkoio, Big Ginoro o Conforms/Bignoeigac
GBITNO-XKOBTOFO KOMLOPY.
Diameter: approx 9.5 mm / [liameTp: npmbnuaHe 9.5 MM

Identification Lornoxicam/ by HPLC / BEPX:

laeHTudiKauia MopHokcukamy 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 YTPMMYBaHHA OCHOBHOIO MKy Ha
XpomaTorpami aunpoBysaHoro poaunHy mae Bignosigarty Yacy
YTPUMYB&HH5 OCHOBHOTO Nika CTaHAAPTHOrO PO34MHY.
by TLC / TLUX;
The Rf value of the main spot on the chromatogram of the test Conforms/Bignogigac
solution should correspond to the Rf vajue of the main spot on the
chromatogram of the standard solution / 3HauenHa Rf oCHOBHOT NisaiMu
Ha Xpomarorpami BunpoSyeanoro PO34YMHY MaE BIQNOBIGATY IHaYeHHIO RF
OCHOBHOT NNIAMKM HA XPOMATOIPaMi CTaHaapTHOrO PO3YMHY,

Titane dioxide?/ Colour reaction / Konboposa peaxyis Conforms/Bianoeinac

TuTaHy giokcua! Positive reaction iMoanTvena peakyin

a;g;ag" mass / Cepens by Ph. Eur. / €8p. ®apm. 318 —351 mg / 318 — 351 mr 330 mg/mr

— ro—
?;snntegratlon / Poananakns by Ph. Eur./ €sp. dapm. N.M.T. 15 min. / He Ginviwe 15 xa 4 min./xs.

Dissolution / PoayuHeHHs

by USP <711>/ Not less 85 % after 20 min {Q=80%) /
¢, CLA <711> [ He menwwe 85 % uepea 20 xB (Q=80%)

.| Conforms/Bignoeigae

Loss on drying /
Brpara B maci npu
BUCYLLYBaHHI

by Ph. Eur. / €8p. ®apm. N.M.T. 1.7 % / He Ginble 1.7 %

0.8 %

Assay lLornoxicam /
Kinbkiche BuaHaueHHs

by HPLC / BEPX 7.60 ~ 8.40 mg/tabl. / 7.60 — §.40 mr/rabn,

7.9 mgftablivr/ra6n.

JlopHokcukamy
by Ph. Eur. 2.8.40/ €sp. bapm. 2.9.40
Level 1 (10 units)satisfy the acceptance value {(AV) of not more that
Uniformity 15.0 % or
of dosage units/ L.evel 2 {30 unites) satisfy the acceptance value {AV) of not more than Conforms/Bignosigac
o 15.8 % and all individual values are between 0.75Mn 1.25-M /
OpHopigHicTs

AO30BEHUX OAMHULE

L1 (10 oauHWUL) NpUiManeHe Yucno {AV) mae 6yTut He Ginblue HiX 15,0 %
abo

L2 (30 oguHutls) npuiamarnsHe yucno (AV) mae ByTu e Ginbwe Hix 15,0
% | BGH IHAVMBIAYaNLHI piBHi Mk 0.75-M Ta 1.25-M
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Batch Quality Certificate for Medical Product Ne 37/24 /
Ceprudikat akocTi cepii nikapcskoro ApenapaTty Ne 37/24

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Ne6 /
Mpoaykt: KCEQOKAM® PANIA, TabneTkm, BKPUTI NIHBKOBOI 060MOHKOI0, No 8 mMr Ne6 y GnicTepax

Manufacturing date/faTta BupoBuuyTea: 01.03.2024

Batch number/Cepis:

12760865

Expiry date/Tepmin npuaaTHocTi: 02/2026 Batch size/Poamip cepii: 75700 packs/ynakosox

Parameters / Specification / Resuits /
Mokazuukn Creundikayia PeaynuTaTty

Purity / BuzHaueHHs unetotw by HPLC / BEPX

i—Aminopyridine /

2 — AMiHonipuanH £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 inwa nomituka £ 0.2 % xoxHOT B nepepaxytky Ha JIOpHOKCUKEM

Total impurities / Not more than 0.8 % /< 0.8 % 0.0%

Cyma pomitiok

Residual sclvent Ethanol' / company method / M-g thipmi / 0.0%

3anMLKOBIH POSHUHHIK- Not more than 0.5 % /< 0.5 %

(Emanon)’

Microbiological purity! / by Ph. Eur. [ €sp. dapm. Conforms/

MikpoBionoriuna yuctoTa! Bipgnosigae

Total Aerobic Microbial Count {FAMC) — NMT 10? CFuUig /
3aranebHa KiNeKICTL aepoBHMUx Mikpooprasiamis (TAMC) - He Ginewe 10° KYO/r

Total combined Yeasts/Moulds Count (TYMC) — NMT 102 CFU/g /
3araneHa Kin-CTb nniceHeauy Ta APDROXOBMX TpuBiB (TYMC) - He Ginbiwe 102
Ky Orr

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

0 CFUIg/KYOr

0 CFU/g/KYOir

Escherichia coli
ahsent in 1
gfeipcyTHicTs
Escherichia coli B
ir

! Actual testing frequency is based on systematic review of the manufacturing process; the test is performed at least on ce ayear/
! Yacrora nposegeHns TECTY 3aNEMUTL Bifi CUCTEMETHNHOMD Nepernsny BUpoBHUYOro NpoUecy: NPOBOAUTLEA He piawie opHoro pasy Ha pik

Qualified Person / YnosHosaxkena ocoba: Elena Puhimann

Date of signature / [laTa nignucy:

EFL

6?06 702¢
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®IKAT BIANOBIAHOCTI GMP BUMYLLEHOI CEPII

Product: XEFOCAM® RAPID, film-coated tablets 8 mg Neé /
Mpoaykr: KCECOKAM® PANMIM, TabneTku, BKpUTI NNiBKOBOIO 0BO0NOHKOW, Mo 8 mr N6

Strength/Potency: 1 tablet contains lornoxicam 8 mg /
Cuna giifakTusHicTs. 1 TabneTka MicTuTs 8 Mr MOPHOKCHUKaMY

Package size and type: 6 tablets in blister: 1 blister in carton box /
Posmip Ta Bua ynakosku: no 6 tabnerok y Bnicrepi; no 1 6nictepy B KapTOHHI KOpoBL

Marketing Authorization / Peectpauiiiie nocsigueHns: UA/2593/03/01

Dosage form: film-coated tablets 8 mq /
Nikapcebka dopma: TabneTku, BKpUTI nniskosoio aBononkoo, no 8 mr

Manufacturing date/[lata supo6Huytea: 01.03.2024 Batch number/Cepin: 12760865
Expiry date/Tepmin npupatHocTi: 02/2028 Batch size/Posmip cepif: 75700 packs/ynakosox

Name and authorization number of Manufacturer, responsible for batch release: /
Hassa Ta Homep niueHaii BupoBHUKa, sk BANYCKaE cepiio B ofir:

Takeda GmbH Betriebsstatte Oranienburg Ne DE_BB_01_MIA_2022 0013/
Takena MwéX, micue supoBHuyTaa Opanienbypr, Ne DE_BB_01_MIA_2022_0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 OCranienburg /
Apnpeca BupoGHUKa, AKMIA BUryckae cepirc B o6ir; NeHiyurrpacece 70-98, 168515 Opanienbypr

Country of origin { Kpaina-supoBHumk; Germany / Himeuuuna
Importing Country / Kpaina IMnoptep: Ukraine / Ykpaina

Certification statement / 3aaga npo cepTrdikadilo:

| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/iabeling and quality controf 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 or product specification file for Investigationat
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Lum niateepaxyio, wo suujeakazana iH(bOPMALIRt € JOCTOBIPHOIO | TOMHOIO, LaHa
cepist NpoAyKUiT BUroTOBNEHE (BKNIONaKYY NakyBaHHA/MapKYBaHHA) | nposeaeHtii KOHTPORL 11 AKOCT] Ha BKa3aHIn
AinsHULI y NOBHIR BiANORIHOCTI 3 BUMOraMu GMP, BCTaHOBREHHMU MICUEBIM PErynsaTOpHUM OpraHom, a TaKkoxX y
BignoBigHOCTI 3 cneymndikayicio, Wo MICTUTBCS B peecTpauifHoMy aockbe KpaiHu-iMAopTepa Yn B A0Che
cneundbikauil na npenapar gns AOCNIIKYBAHOIO NiKAPCHKOro 3acofy. MpoTokonu BUPOGHULTEA, YNaKkoBKU Ta
axaniay 6ynw nepernanyTi | BcTaHosneHo BinnoBigHicTL GMP,

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

release / MNpissuye Ta nocaga ocobu, AKka Buhana Ao3sin Ha YnosHosaxeHa ocoba
BUNYCK cepil

Date of signature / lata nianucy: 2 Oc. 24‘92,(/ é’f[é_\
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