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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®IKAT BIANOBIGHOCT! GMP BUMYLEHOT CEPI]

Product: XEFOCAM®, film-coated tablets 8 mg Ne10Q / o
MpoaykT: KCEGOKAM®, TabneTiu, BKpWUTI NNIBKOBOK 0BONOHKOID, No 8 Mr Ne10

Strength/Potency: 1 tablet contains 8 myg lornoxicam /
Cuna fiifakTueHicTs: 1 TabneTka MicTUTL 8 /M FIOPHOKCUKaMY

Package size and type: 10 tablets in blister; 1 blister in carton box / o
Poamip T3 Bug ynakosku; no 10 Tabnetok y 6nicrepi; no 1 6nicrepy s KapTOHHIA KOpOBLUi

Marketing Authorization / PeecTpaniide nocsiguernsn: UA/M0245/01/02

Dosage form: film-coated tablets 8 mg /
Nikapcpka dopma: TabneTku, BKPUTI NNiBKGBCI 0B0N0HKOK, No 8 Mr

Manufacturing date/flata supoBHuytea: 02.11.2023 Batch number/Cepisi: 12717847
Expiry date/Tepmin npugathocTi: 10/2026 Batch size/Poamip cepii: 69480 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch release: /
‘Haz3Ba 1a Homep nibeHsii BUpoBHMKa, sKkuil BUNyCKae cepito B 0Bir:

Takeda GmbH Betriebsstatte Oranienburg Ne DE_BB_01_MIA_2022_ 0013/
Taxepna 'MGX, micye eupoBHuyTea OpaHienBypr, No DE_BB_01_MIA_2022 0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-88, 16515 Oraniénburg/
Anpeca supofHuka, AKUIF BURYCKAE cepito B obir: Newiywrpacce 70-98, 16515 OpaHieHbypr

Country of origin l'l{pa‘ma-ampoﬁnm: Germany / HimeyunHa

Importing Country / Kpaina IMnoprep: Ukraine J YkpaiHa

Certification statement / 3asga NPOo cepTuaikaLin;

| hereby certify that the abové 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 Regulatory Authority 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. / Ljum NIATBEPXKYIO, WO BULLeBKA3aHA iHdbopmauis & ROCTOBIDHOO | TOMHOK. Jaxa.
CepIif npoaykuii BUIOTOBNEHAE {BKIKOYAOYN NnaKyBaHHA/MapKyBaHHR) | NpoBEaeHMA KOHTPORS 1T AKOCTI Ha BKA3aHIN.
ANLHYL Y NOBHIA BigNOBIAHOCTI 3 sumoramu GMP, sctaHoBNeHuMY MicLeBuM PErYNATOPHUM ODFraHoM, a Takox y
BIANOBIgHOCT] .3 Cneyuchikauico, WO MiCTUTBCH B PEECTRAUIMHOMY NOChe Kpalku-imnopTtepa 4u B AoChe
cneyundikauin Ha npenapat gns ACCHIAXYBAHOTO NiKapChKOFo 3acoby. Tlpotokonun supobuuyraa, YNaKkoBKK. Td
ananisy Gynu nepernsinyri i BCTaHOBNEHO BIANOBIgHICTE GMP.

Julia Stolzenburg

Name and position ftitle 6f person authotizing the batch  Qualified Person /
release / MNpissuuye Ta nocaaa ocobu, Aka enaana foasin Ha YNOBHOBaXEHA ocoba
BURYCK cepil 7

Date of signature / lata nignucy:

203 10y
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Batch Quality Certificate for Medical Product Ne 21124
CepTuikat aKocTi cepil nikapcbkoro 3acoby Ne 21/24

Product: XEFOCAM®, film-coated tablets 8 mg Ne10 /

Tpoaykr: KCEQOKAM®, TabneTku, BKpUTI NNIBKOBOIO 06GH0HKOK: 1o 8 Mr Ne10

Manufacturing date/Qata supo6uuytia: 02.11.2023

Batch number/Cepis-

12717847

Kinekiche BuskadetHs

by HPLC / BEPX 7.60 — 8.40 mgitabl. / 7.60 - 8.40 mritabn.

Expiry date/TepmiH npuaaTtHoCTi: 1072026 Batch size/Posmip cepii: 69480 packsfynakosok
Parameters / - Specification / Results /
[ToKasHnKkn Cneuyudikauia PeaynbraTi
Visual! BiayansHuil koHTROSb
White to yellowish oblong film-coated tablet with imprint “L.08”, /
. o lpogosrysata Tabnerka, BkpuUTa NNIBKOBOK obonoHkow, sig Ginoro go Conforms!/
Appearance / Onuc MOBTYBATOrO KONbOPY, 3 BITUCKOM «LO8». Bianosigac
Approx. size: Length: 10.2 mm Width: 5 mm Thickness: 4.6 mm /
FlpuGn. poamip: Nosxuma: 10,2 Mmm Wpuha: 5 mm ToBLKHA: 4,6 MM
{dentification Lornoxicam/ by HPLC / BEPX: Conforms / MNo3utueHa peakyis Conforms/Bignosinac
InenTudikauia Noprokcukamy by TLC / TilIX: Conforms / MoauTtueHa peaxyis Conforms/Bignosigae
| Average mass / by Ph. Eur. 2.9.5/ Cgp. dapm. 2.9.5
Cepepns maca | 200 - 222 mg / 200 - 222 mr (211 mg8% 7 211 mr+5%) 210.4 mg/tar
1 Uniformity of mass / Corresponding to Ph.Eur/ Conforms/
OaHopigHICTE Macy i Tlosuuni BignosigaTy suMoram €p. $apm. Bignosigae
L. by Ph. Eur. 2.9.1 / €gp. ®apmM. 2.9.1 .
Disintegration /Poananarua N.M.T. 15 min. / He binsLue 15 xg | 3 min. / xs. -
by Ph. Eur. 2.9.3,2.2.25 / €gp. dapm. 2.9.3,2.2.25 Conforms/
Dissolution / PosunHenns Not less 80 % after 30 min (Q = 75%) / Binnosinae
He meHwwe Hix 80 % uepea 30 xB (Q = 75%) "Q_ A |
Assay / 7.86

mgitabl. / mr/rabn.

Uniformity of Dosage units |

(by content uniformity ) /

| OgHopigHicTs

by HPLC / BEPX
Corresponding to Ph.Eur. 2.9.40 / €sp. ®apm. 2.8.40

' The ODO requirements are considered met if the acceptance

number for the first 10 units is less than or equal to L1 (L1=15.0). At

| the lower limit, no dosage unit result shall be less than 0.75 M, while

|2 AMiHOnIDUAMH

| HN 40244: |
| (5-Chloro-3-sulfo-2-

thiophenecarboxylic acid)/
(5-Xnop-3-cynbho-2-
TioheHkapBaHoBa kucnoTa)

N.M.T. 0.1 % (equivalent to 8 ug / tabt) /
‘He Binbtie 0.1 % (eksiBaneutro 8 mr/ratn)

He Sinbwe 0.1 % (exsisanenTHo 8 MKr/Tabr).

| . at the upper limit, no dosage unit result shall exceed 1.25 M (based Conforms/
H030BaHKX | 5 Bianosigae
OUHALS | on L2=25.0)./ Bumorr Of10 sraxaioTees EwKoHaHmmu,_nKmo |
(PospaxyHkoso- | NPUAMaArneHE YUCno Ang nepwmx 10 0AMHULE MeHIUe abo nopisioe L1
BarOBHIA MeToR) 1 (L1=15.0). Ha HukHii mexi PeE3YNLTaT XOAHOT [O30BAHOT 0AMHALI He
Mae Oyt meHwe 0,75 M, Togi sik.Ha BEPXHIA MEXI Pe3yNbTAT KoAHOI
A030BaHOT OANHUL] He Mae NepesunLyBaTH 125 M (3acHoeaHo Ha
3HauverH L2=25.0)
Purity / Busvasenns yuctomn by HPLC / BEPX
2 - Aminopyridine / N.M.T..0.1 % (equivalent to 8 Lg / tably / <0.10 %

Page 1 of 2
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Batch Quality Certificate for Medical Product No. 24/24

CeprupikaT axocTi cepii nikapcbkoro 3acoby Ne 21/24.

Product: XEFOCAMB®, film-coated tablets 8 mg Ne10 / -
Npoaykr: KCEOOKAM®, TabneTkv, BKpUT nniskoBow 080NOHKOIG, No 8 mr Ne10

Manufacturing date/Qarta supoSHuurea: 02.11.2023 Batch number/Cepis: 12717847
Expiry date/Tepmin npugatrocTi: 10/2026 Batch size/Poswip cepii: 69480 pacKs/ynakoBox
Parameters / | Specification/ | Results /
| MokazHukn Crneundikayis Pesynerati
Purity / BusHauesnss uictoTu: by HPLC / BEPX
HN 10004:
-' -(5'3“'?50531"'9*“5"3“"0) N.M.T. 0.3 % (equivalent to 24 ug/tabl) / <0.10%
sulfonill-2- : *
| . e b 0.3 % €HTHO 24 mKrirabn
| thiophenecarboxylic acid /(5 | ¢ Cie 0.3 % (exaianenTHo )
Xnop-3-f(MeTunamivo)
| cynegowin)-2-
TiogherkapboHosa KHCnotTa)
1 HN 10002:
'{Oxn»(z-pyridinyla‘min'o)- 1. 7 e h ke e g i
acetic acid) / OKko-(2- .N.M.T.:ﬁ.a_ Y (.E.;quwaltent to 24 ugftabl} <0.10 %
NiPMAVHKRAMIHO)-0UTOBA He Ginbiue 0.3 % (exsivanewtHo 24 M:-:r!'raﬁn)_
Kucnora)
HN-RPT 03026: o __ e
(S-chloro-2-(methylcarba N.M.T. 0.3 % (equivatent to 24 gig/tabl) I 1<0.10 %
moyljthiophene-3-sulfon He Binbwe 0.3 % (exBiBaneHTHO. 24 MKr/Tabn)
ic acid) / 5-xnop-2- -
(MeTunkapbamoin)tiohen-3-
CYNuhoHOBa KMcrioTa)
| Additional related N.M.T. 0.2 % each, calc. on Lornoxicam (equivalent to 16 pug/tabl) 1 | <0.10%
Substances/ | Kool He 6inbe 0,2 % B népepaxyHky Ha JTopHOKCUKaM
| IHWwi cnopiaxeni crionyki {eksiBaneHTHO 16 MKr/Tabn)
| Sum of ail related N:MLT. 0.8 % (equivalent to 64 ugftabl) / L
substances/ ... | Hebinbwe 0.8% (exiBanenTHo 64 mKr/rabn) 0.0 %
Cyma yeix CNOPIAHEHUX cnonyx:
Residual soivent Isopropanol/ -
SSAVLIKOBIH posuinHink: by GG / N.MLT. 1.0 % (equivalent to 2 mg/tabl) / 01%
sofponaqan X/ Hé inewe 1.0 % (exBiBaneHTHE 2 mr/radsm)
Microbiofogical purity 7/ | by Ph. Eur. 2.6.12, 26.13,5.1.41 €ep. ©apm. 26,12, 2613, 514 | Not performed o
MikpoBionorivHa uncrora ! TAMC — NMT 103 CFU/g/ He Girbwe 10° KYO/r ‘this batch/
| TYMC - NMT 102 CFU/g/ He Ginbule 102 KYO/r He npoeogutbes ans
'Escherichia coli absent in 1 g/ BigcyTtHicTs Escherichiacolis 1 r | Barol cepii

‘_‘ Testis dld'ne”ét the beginning_ and at the end shélf life by sampiing methods /
! Tect nposoauThes Ha NOYATKY I'B KiHLI TepMiHy 36epiranns, 3a METOAOM BUOIPKOBOIQ KOHTPOHO.
Qualified Person / YnosHosaxeRa ocoBa: Julia Stolzenburg

Date of signature / [lata nianucy: oo/, 185 8@{ (
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