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Batch Quality Certificate for Medical Product Ne 20/24

Ceprudikat sKocTi cepii nikapcbkoro 3acoby Ne 20/24

Product: XEFOCAM®, film-coated tablets 4 mg Ne10 / -
NpoaykT: KCEOGOKAM®, taBnetku, BKDUTI NNIBKOBOK. 0BONOHKOK, No 4 mr'No10

Manufacturing date/Jata supo6Huytsa: 10.10.2023 Batch number/Cepis: 12717761
Expiry date/Tepmin npuaaruocTi: 0912026 Batch size/Pozsmip cepii; 11340 packs/ynakosok
D Parameters / Specification / | Results/
FokasHuu Cneuundvikauis PeaynsraTy

Visuall BisyanoHuit kKoHTpONb

White to yellowish obiong film-coated tablet with imprint “LO4". /
Npogosrysara Tabnerka, BKpuTa NNiBKOBOK 0O0NOHKOK, BiA Binoro 1o Conforms/
KOBTYBATOFO KONLOPY, 3 BIATUCKOM «1.O4». Bignosinae
Approx. size: Length: 10.2 mm Width: 5 mm Thickness: 4.6 mm / -

Mpudn. poamip: JoexuHa: 10.2 mm LHupitha: 5 mm ToewmHa: 4.8 mm

Appearance / Oruc.

Identification Lornoxicam/ by HPLC / BEPX: Conforms / Moautuakxa Deakyis | Conforms/Bignosinae
laeHTuchikavis Nopkokcukamy by TLC / TWIX: Conforms / MoanTusHa peakLiist Conforms/Bignosigae
Average mass/ by Ph. Eur. 2.9.5/ €pp. ®apm. 2.9.5
Cepepng maca. - 206,0 - 227.6 mg / 206,0 - 227.6 mr (216,8 mgt5%/216.8 Mr£H%) 220.8 mg/mr
Uniformity of mass / Corresponding té Ph.Eur / Conforms/
- OgHopiaHicTe Macu TosuwHxi BignosigaTy sumoram €£p. dapm. ‘Bignoeigae

by Ph. Eur. 2.9.1 / €ap. Dapm. 2.9.1

| Disintegration /Poanapanus N.M.T. 15 min. / He Ginsue 15 xo 4 min. / xs.
by Ph. Eur. 2.9.3, 2.2.25/ €3p, dapMm. 2.9.3, 2.2 25 Conforms/
| Dissolution / Posunkenns Not less 80 % after 30 min (Q = 75%) / Binrnosinae
He meHwe Hix 80 % vepea 30 xs (Q =75%)} | AMoBIA
| Assay / 4.09

KinbKicHe BuaHaueHHs by HPLC / BEPX 3.80 - 4.20 mgitabl. /. 3.80 — 4 .20 mritabn. mghtabl. / mr/ratn

by HPLC / BEPX

Corresponding to Ph.Eur. 2.9.40 / Sep. dapm. 2.9 40

The ODO requirements are considered met if the acceptance

number for the first 10 units is less than or equal to L1 (L.1=15.0). At
the lower fimit, no dosage unit resuft shall be less than 0.75 M, while - L
at the upper limit, no dosage unit result shall exceed 1.25 M {(based Conforms/

Uniformity of dosage units
by content uniformity /

o . | . .
0;::5:3?;; ﬂ;:iazéz' on L.2=25.0) f Bumorn Q10 BrayaioTCs BUKOHAHYMY, SKLIO Bianosiaae
1 y Paxy ApUAMansHe YUCNo Ans neplumx 10 0AKHNLE MeHwe abo aopieHwe L1
Barosuy metog) - | " . | . i .
{(L1=15.0). Ha HWwxHii mexi PE3YNLTaT XOAHOT 4O30BAHOT OOWMHMLI He
Mae DyTn meniue 0,75 M, Togi sk HA BEPXHIA MeXi Pe3yneTaT XogHO!
A030BaHOI OAMKUUI He MAE MepeBULLYBaTH 1.25 M (3acHOBAHO Ha
| 3Ha4eHH! L2=25 D)
| Purify / BuaHadeHHa GUCTOTH. by HPLC / BEPX B
2 - Aminopyridine / N.M.T. 0.1 % (equivalent to 4 pg / tabl) / <0.10 %
2 — AMIKOmIBUANH He Ginbwe 0.1 % (eKpiBanexTHo 4 MKF/Tabn) |
HN 40244: o
(5-Chloro-3-sulfo-2. N.M.T..0.1 % (equivalent to 4 pg / tabl) /

‘thiophenecarboxylic acid)/ | He Birpwe 0 1 % (exsiBaneHTHO 4 MKr/TaBn)
(&-Xnop-3-cynbto-2-

Tiohenxapbonosa kuchora)
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Batch Quality Certificate for Medical Prod uct Ne 20/24

CepTudikaTt akocTi cepii nikapcokoro sacoby Ne 20/24
Product: XEFOCAM®, film-coated tablets 4 mg Ne10/ L
Npoaykt: KCEGOKAM®, TabneTkn, BKpuUTi NNIBKOBOK 0BONOHKOID, N0 4 Mr Ne10

Manufacturing date/[lata eupo6Huyrea: 10.10.2023 Batch number/Cepisi: 12rrer
Expiry date/Tepmin MPUAATHOCTI. 09/2026 Batch size/Poamip cepii: 1 1340 packslynakoBok:
| Parameters / | | S pecif'i'c'a'tidn /] | Results /
MNokaszHuku Cneuyudikauin Peaynbratu
Purity}J Busnavenust yuctotv: | by HPLC / BEPX
HN 10004:
| (5'::h*?:ﬂf'lme*“)"a""”“)' N.M.T. 0.3 % (equivalent to 12 ug/tabl) / <0.10%
. _su- onif]-2- ., He Ginswe 0.3 % (exsisanexnTHo 12 MKr/rabn)
thiophenecarboxylic acid /
'-{5-Xnop—-3—[(memnamiHo)
| Cyned)oHin]-2-
TiotbeHkapBoHosa kucnoTa):
HN 10002:
{Oxo-(2-pyridinylamino)- B RS B e
acetic acid) / Oxco-(2- N.M.T. 0.3 % (equivalent to 12 g/tabl) 7 | <o.40%
AIpAANHNANIHO)-oLTOBA He Ginble 0.3 % (exsiBaneHTHo 12 MKr/radn) |
KUCNOTA)
HN-RPT 03026; o o o o |
(5-chloro-2-(methylcarba | N.MLT. 0.3 % (equivalent to 12 pug/tabl) 'f“ | <010%
moyljthiophene-3-sulfon He Binswe 0.3 % (exsisanexTho 12 MKr/Tabn)
| ic acid} / 5-xnop-2- )
| (MeTunkapBamoinitiotheH-3-
Cynehorosa kucnora)
| Additional related N.M.T. 0.2 % each, calé. on Lornoxicam (equivalent to 8 pgftabl) J <0.10 %
| Substances/ KoxHOT He Birbue 0,2 % B nepepaxyrky Ha NopHOKCHKaM
lHLLI cnopinHeni cromyku (exBiBaneHTHO 8 Mkr/ratn)
Sum of all related N.M.T. 0.8 % (equivalent to 32 pgitabl) / -
substances/ | He binblue 0.8% (eksizanenTHo 32 MKr/Tabn) 10.0%
Cyma yeix cnopigrermx
Cronyx
_?95"‘*“3' '5'4"[?’9"1 | by GC1N.MT. 1.0 % (equivalent to 2 mg/tabl) i 01%
1 suprnpanoﬂ | X He Ginbiwe 1.0 % (eksisanenTHo 2 mr/Tatn)
32AUWKOBIA DOIYMHIHYIK-
Jsonponaron o e o
| Microbiologicat purity 1/ by Ph. Eur. 2.6.12, 2.6.13,51.4/cnp. Qapm. 2.6.12,2.6.13, 5.1.4 Not performed
MikpoBioaoriuka uncroTa 1 TAMC — NMT 10° CFUIg ! He Ginswe 10° KYO/T on this batch /
TYMC.— NMT 102 CFU/g/ He Binsiue 102 KYOIr He npoeoauthes
Escherichia coli absent in 1 g / BigeyTHicTs Escherichia-coli s 1 r AlS [aHoi cepii

' Test is done at the bég'ihriing and at the end shelf life by sampling methods /
' TecT nposogutecst Ha OYaTKy | B KiHW Tepminy 36epiraHHs, 3a METOAOM BUOIDKOBGIO KOHTRONI.

Qualified Person / YnosuoeaxeHs ocoba: Julia Stolzenburg

Date of signature-f.ﬂma-nianmcy: 820 BQQQZS/

Page 2 of 2
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /.
CEPTU®IKAT BIANOBIAHOCT! GMP BUMYLLEHO! CERI]

Product: XEFOCAM®, film-coated tablets 4 mg Ne10 / o
Npoaykr: KCEGOKAM®, TabneTku, BKpUTI NiiBKOBOIO 060roHKoK, No 4 mr Net0

Strength/Potency: 1 tablet contains 4 my lormoxicam !/

Cuna piifaktuenicTs: 1 7aBneTka MicTUTL 4 Mr NOPHOKCUKaMY

Package size and type: 10 tablets in blister; 1 blister in carton box /

Po3mip Ta Bua ynakosku: no 10 Tabnerok y 6nictepi; no 1 6nictepy 8 KapTOHHINA kopabui

Marketing Authorization / Peectpauitne nocsiguenisn: UAM 0245/01/01
Dosage form: film-coated tablets 4 mg /
Nikapceka dopma: TabneTiwm, BKPUTI NIHBKOBOIO 0B60NOHKOW: NG 4 Mr

Manufacturing date/[lata srpoSxuLTRa: 10.10.2023 Batch number/Cepisi. 12717761
Expiry date/Tepmin npuaatHocTi: 09/2026 Batch size/Poamip cepii’ 11340 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch release: /
Hassa Ta HoMep fileHsii BMpOOKKKE, SKUiIA BUNYCKae cepilo B 0Bir:

‘Takeda GmbH Betriebsstatte Oranienburg No DE__BB__,U1_M§J&-_;2022_;_DO'13 !
‘Takega 'm6X, micue BupoBGruyTRa OpanieHBypr, Ne DE_BB_01_MIA_2022 0013

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

Aapeca BUpOBHUKE, SKHA BUNYCKAE cepito B obir: Neniywrpacce 70-98, 16515 Opanienbypr

Country of origin 1 KpaiHa-supoBhuk: Germany / Himeuuira

Importing Country / Kpaixa IMnopTep: Ukraine / Ykpaina

Certification statement / 3asga npo ceprudikayito:

| hereby certify that the above information is authentic and accurate. This bateh 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 specifications in
‘the Marketing Authorization of the importing country or product specification file for Investigationai
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to.
be in compliance with GMP. / Unm nigTeepaxyio. wo BUllieBKasaHa IHPOpPMaLia € LOCTOBIPHOK | TOYHOK. Haha
CepiA NpoayKuil suroTosneHa (BKnouaouu NaKyBaHHA/MapKyBaHHs) i npoBegeHni KOHTPORNb IT AKOCTI Ha BKa3aHI

DINBHALYI Y TTOBHIIA BIANOBIAHOCTI 3 BuMoramu GMP, BcranoBnennmu micuesnm PErynsaToOpHImM OpraHom, a Takox y

BIANOBIAHOCTI 3 cneyndpikagicio, Wo MIiCTUTBCS B peecTpauiisomy AOCHE KpalHu-iMnopTepa 4u B [OCLE

crieundikauin Ha npenapat ana AOCNIPKYBAHOTO NiKapChKOro 3acoby. MpoTokonu BUpoGHuyTea, YAaKOBKWU Ta

aHanisy bynu nepernsaHyTi i BCTaHOBAEHO BIONOBIgHICTL GMP.

| Julia Stolzen burg
Name and position /title of person authorizing the batch Quatified Person /
release / Mpissuwe 1a nocaga ocobu, sika Buaana aossin va YnoBHoBaxeHa ocoba
BUNYCK cepil
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