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Better Health, Brighter Future

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTU®IKAT BIANOBIOHOCTI GMP BUNYLWEHOI CEPII

Product:  XEFOCAM®, powder Jor solution for injections 8 mg N 5 in vials
fipodyrkm: KCE@®OKAMS, nopowox onn posuuny onz in'exuiti no 8 mz Mo 5 y gaaxonax

Strength/poatency: 1 vial containg & mg Lornoxicam
Cuna oitfaxmuenicmn: 1 pnaxon micmums 8 me ROPROKCUK MY

Package size and ype: 3 vials with powder in carton box
Posmip ma suod yrorosru;: 5 @raxonia 3 nopoutkom Y Rapmouniii kopobyi

Marketing Authorization: No UA/2593/02/01 / Peecmpayitine noceidwenns Ne UA/2593/02/0]

Desage form: powder for solution for infections 8 mg
Aixapcora popma; ROpONOK DA% posyumy Ons in'cxyit no 8 mz

Importing country / K‘paifumimnapmep: Ukraine / Yipaing
Muaterial number | Homep sMamepiany: 6212487

Batch number | Cepin: 12731291 Manufacturing date | Jama eupobhuymen: 01 2024
Barch size (packsy / Posmip cepii (ynaxoeox): 30415 Expiry date | Tepmin npudamnocmi: 122026

Manufacturers ! Bupobnusu:
1) Manufucturing of buik product and primary packaging | Bupobruymeo ne Pospacesanoi npodyxui,
HEPRUHAA PRAKOGKA:
Name & site; Wasserburger Arzneimittelwerk GmbH, Herderstrasse 2, 83512 Wasserburg, Germany
Hasea Ta agpeca: Baccepbypzep Apyratimimmenseepx I MOX, Xepdepwmpacce 2, 83512 Baccepbypz, Himewuuua
Manufacturing License Number: Mo DE_BY_04_MIA4_2021 0068
Howmep niversii na aupobuuymeo: Ne DE_BY_ 04 MIA_2021 0068

2} Secondary packaging and batch release / Bmepuune naxyeanng ma SURYCK cepil:
Name & site: Takeda Austria GmbH, St. Peter Strasse 25, 4020 Linz, Austria
Haaea ma adpeca: Taxeda Ascmpia M6X, Cm. Memep-impacce 25, 4020 fliny, Aacrnpis
Manufuctuving License Number: No, 480050 / Homep niyensii na supobHuumeo: Ne 430050

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GrmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrankter Lirnited Liability Cormnpany, Registered
A-4020G Linz Haftung, Registriert beirm Landes- in the Companies Register of the Linz
Tel. +43 732 6919 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 6% 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz

OVR 0497592 DVR 0497592
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Certification statement / 3anea npo cepmihirauio:

L 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 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.

Lum nidmeepdxyio, wo euyesxasara iHhopmaLin € BOCMOsIDHOK | MOYHOI. HaHa cepis npodykuil suzomosnera
{(sxrmoqaioqu ynakoexky/mapkysanna) | nposedenul KOHMPOSib if AKOCMI Ha eKka3awill dinbHuLj ¥ HO6HIt
8idnoeioHocmi 3 aumozamu GMP, ecmarosrieHuMy MICUEBUM DREYIISIMODHUM ORSAHOM, 8 FaKoX ¥ eidnoeidrocmi
3i crieyudikauiein, Wo Micmumsca e peecmpauiiHoMy docse kpaiHu-iMnopmepa abo @ docse crreyuhikauid Ha
fipenapam 0r1st ochidXyeaHo2o nikapcukozo 3acoby. [pomokonu eupobHuymea, ynakoexku ma ananiay Gynu
nepeansHymi | gcmaHosieHo eidnosiddicms GMP.

it poren § O A8 g 1y

Name and position /title of person Qualified Person / Date of signature/ Para nignucy
authorizing the batch release / Ynossosaxexa ocoba

TMpissnuie Ta nocaga ocobu,
AKa BUAANA RO3BIN Ha
BUNYCK cepii:

Qualified Person /
¥nosHoramena ocoba

Takeda Austria GmbH
St. Peter-Strasse 25
A-4020 Linz, Austria

Takeda Austria CmbH Takeda Austria GmbH, Takeda Austriz GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschrankter Limized Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Registaer of the Linz
Tel. +43 732 69190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschafissitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAMIBY

page I of 3

Crop. 1i3 3

12.04.2024 ~ QAMR

ACING Name of product: XEFOCAM®, powder Jor solution for
infections 8 mg Ne § in vials
Hazpa npoayxty: KCEQOKAM®, AOPOLHOK ANS BOIUUHY
ANA iH'eKUii no 8 mr N2 5 y drakonax
Batch number / Cepin: 12731291
Manufacturing date / lava Bupobrnyrsa: 01 2024
Expiry date / Tepmin npugarthocti; 122026
Batch size (packs) / Posmip cepif (ynakosok): 30415

Parameters Results Specification / Cnewudivauin L0088/10

Hopmarueni nokazhmnkm Pesynbrati

Appearance: complies yellow, solid substance

Onuc: BiANORigac WinvHa maca xosToro KOAbOpY

Solubility rate / Yac po3unHeHHs: 10 seconds / cexynp, | not more than 60 seconds / He Ginbwe Hix 60 cekyHg

Appearance of solution: complies yellow, clear liquid, practically free from

visible particles
Ormc pozunHy: Bignosigac NPO30P U PO3YNH XABTOrO KOALOPRY, NPaKTUYHo
BINbHWR BiA BUAVMUX YaCTOK

Hdentification Lopnoxicam:

laenTndikayin HNopHoxkcukamy:

HPLC /BEPX: 1.00 a) principal peak in the chromatogram obtained
with the test solution has the same retention time
as principal peak in the chromartogram obtained
with the standard solution (RRT= 0.98 1.02)

a} 4ac yTpUMYBaHHA OCHOBHOTO Nika Ha
XPOMATOrpaMi BUNPOGYBaHOro po3umnHy Mae
BIANOBIAATM Yacy YyTPUMYBaHHA OCHOBHOTO
nika CTaHAAPTHOrO pozunHy (RRT=0,98 - 1,02)

UV-spectrum: complies b) maxima at 377, 290, 260 nm

Y®-criextp: Bignosigae 6) cnekTp BUnpoGysaHore PO34YUHY NoBUHeH
MaTh MakcuMym npi 377, 290, 260 um

Sodium edetate (sodium identification): complies positive

AuHarpilo eaetar (iaenTrndikayia HaTtpito): | eignosigae AIO3MTMBHE PEaKuin Ha HaTpiil

pH: 87 8095

Takeda Austria GmhbH
St. Peter-Strasse 25
A-4020 Linz

Tel. +43 73269190
Fax +43 732 65 60 66

Takeda Austria GmbH,
Gesellschaft mit beschrinkter
Haftung, Reaistriert beim Landes-
gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH,

Limited Liability Company, Registered
in the Cornpanies Register of the Linz
Regional Court under FN 230517 v,
Corporate Seat: Linz

DVR 0497562
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CERTIFICATE OF ANALYSIS page 2 O,f3 12.04.2024  QAMR
CEPTUDIKAT AHANIZY Crop.2i33
Neme of product: XEFOCAM®, powder for solution Jor
infections 8 mg Ne 5 in vials
Hazga npoayxry: KCEDOKAM®, nopoutok A/1A PO3UKMHY
AnA iH'eKUIR no 8 mr N2 5 y prakoHax
Batch number / Cepin: 12731291
Parameters Results Specification / Cneundikauis L008S/10
HopmaTtuedi nokasHuku Peayacratn
Uniformity of dosage units. complies must conform to Ph, Eur.
OAHOPIAHICTE A030BAHUX OAUHULD: Bignosigae MOBWHHI BIANOBIAATA BUMOram €Bp. Dapw,

FParticulate contamination:

MexamHiuHi BxaoueHHs:

sub visible particles / HERUANMUX YacTOK:
=10 um /MM
225 pm / MKM:

Assay Lornoxicam (HPLC) / KinbkicHe
BU3HAYeHHA flopHoKcukam (BEPX):

Puriey (HPLC) /
BuskaveHsa uncToTH (BEPX):

2-Aminopyridine / 2 — AmiHONipMANH;

AN 10002 /HN 10002:
{Oxo (2-pyridinplomino)-acetic acid)
(OXCO-(Z—HipMAWHfﬂaMiH)"OI_I,TOBa KucnoTa)

HN 33144 /HN 33144:
(S—Ch[oro-3-sulﬁno—E-thz’ophene—
carboxylic acid) /{5-Xnop-3-cyisdino-2-
TiodeH-kapbuHOBa kMCAOTa)

HN 65066 /HN 65066;
(5-Ckloro—3—szdﬁazo~Nw[m‘s(hydroxy-
mcthyi)mefhyljﬂ:iophene~2-carboxy[ic
acid amide) / (5-Xnop-3-cyasdino-N-
[prc(ri,qpoKcmmemn)merm}'riocpeH-Z-
kapBoHoBOT KueaoTH amig)

8/vial / dnakon
INvial / draxkon
100.0 %

not detected /
He BHMABNSHO

<0.05%/
< 0.05 %

<0.05%/
< 0.05 %

<0.05%/
<0.05%

1ot more than 6000/vial / ve Ginewe 6000/drakom
not more than 600/vial / ve Gigbwe 600/ nakoH

95.0 - 105.0 % (nominal content: 8.60 mgivial) /
(HomiHanbHNiA BMmicT: 8,60 Mr/¢nakoH)

not more than 0.1 % (equivalent to 9 Hgivial) /
he Binble 0.1 % (eksiraneHTHO 9 MK/ AaKoH)

not more than 0.1 % (equivalent to 0 ughvial) /
He Giasie 0.1 % (exsiBaneHTHO 9 MKI/BAaKOH)

not more than 0.1 % fequivalent to 9 pgivial) /
He Ginbwe 0.1 % (eksisaneHTHO 9 MKT/PAaKoH)

not more than 0.1 % (equivalent to 9 ugivial) /
He Ginbwe 0.1 % (exBizaseHTHO 9 MK/ ABKoH)

Takeda Austria GmbH
St. Peter-Strasse 25
A-4020 Linz

Tel. +43 732 6919 0
Fax +43 732 65 60 66

Takeda Austria GmbH,
Ceselisehaft mit beschrankter
Haftung, Registriert beim Landes-
gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH,

Limited tiability Company, Registered
in the Companies Register of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 0497592
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CERTIFICATE OF ANALYSIS page 3 of 3
CEPTUGIKAT AHANI3Y Crop. 3933 12.04.2024 - QA/MR
Name of product: XEFOCAM®, powder Jor solution for
injections 8 mg No 5 in vials
Hazea npoaykry: KCEQDOKAM®, NOPOLIOK ANA PO3YNHY
ANs in'ekuin mo 8 mr N2 5 y dnakonax
Batch number | Capia: 12731291
Parameters Results Specification / Cneundikauin LO68S/10
HopmarusHi nokasHnkm Pesynnrarm

Additional related substances /
IHWi cnopigHeni cnoayku: **

Sum of all related substances /
Cyma gcix cnopigHenmx cnoayk: **

Water / BMicT BOAgM,

Bacterial endotoxins / bakrepiansHi
EHAOTOKCHHN:

Sterility / CrepunbHicTs:

2x <0.05%, 0.1 not more than 0.1 % (equivalent to 9 pgivial) /

He Binbite 0.1 % (exsinaneHTHO 9 MKr/dnakoH)

0.1% not more than 8.5 % (equivalent to 43 ugivial) /

ke Binbwe 0.5 % (exsipanenTtHo 43 MK/ AaKoH)

<0.8% not more than 3.0 % / we Binkie 3,0 %

< 2.0 LU/ml/ QE/man not more than 2.5 LU /ml / ve 6invwe 2,5 OE/mn

complies /Bignosigae | sterile s Mpenapar nosuren BYTU CTEPUABHUM

** excluding Tenoxicam and CLTY | (= 6-ChIoro—ci-hydrmy-.?-methyl—ZHuthz'eno‘[Z,3-8]1,2-thiazine-3-carboxyﬁc acid

methyl ester-1,I-dioxide} (synthesiy

** 33 BuHATKOM Terokcnkamy | CLTX 1

-By-products of Lornoxicam active substance)
(= 6-x.nopo—4-ri,qp0|<cw~2-memn—2H—TieHo-[Z,S,e]—1,2-Tia3MH-3~Memnoanﬁ edip

KapbonHoeo| KNCROTH-1,1-gioKCug (NPOAYKT, CUHTE308aHMT 3 flopHOKCHKamy))

Qualified Person

Dr. Garean Franzen
Name and position /title ef person
authorizing the batch release /
Mpizsuwe 1a nocaga ocobu,
AKa BNAANa A02BIA HA
BHANYCK cepil:
Qualified Person /
YnoBHoBaxeHa ocoba

Takeda Austria GmbH
5t. Peter-Strasse 25
A-4020 Linz

Tel, +43 732 6919 0
Fax +43 732 65 60 66

y —
Qualified Person /
YnosHoeaxeHa ocoGa

/15\-0[’1.1/01(4

Date of signature / Bara nianucy

Takeda Austria GmbH
St. Peter-Strasse 25
A-4020 Linz, Austria

Takeda Austria GmbH,
Ceselischaft mit beschrinkter
Haftung, Registriert beim tandes-
gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz

DVR 0497592

Takeda Austria CmbH,

Lirnited Liability Company, Registered
in the Companies Register of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 04975092




