NEP)KABHA CJIYKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npoB. Ceitnrunoi Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
NPO SAKICTH BBE3€HOT0 B Y KpaiHy JIIKAPCHLKOro 3ac00y
17.10.2024 Ne 51846/24/1011
KCED®OKAM®

(HaliMeHyBaHHS JIIKAPCHKOTO 3ac00y 3TiIHO 3 peecTpamifHUM HOCBITUEHHSIM)
NMOPOUIOK [IJIs PO3YHMHY JJId iH'e€KIi 110 8 Mr; S p1akoHIB 3 TOPOHIKOM Y KAPTOHHIN KOpoOui

(¢dopma BHITyCKY, DO3YBaHHS, BUJ DaKyBaHHsA JIKapChKOTO 3ac00y)
Howmep peectpauiitnoro nocsizuenns UA/2593/02/01 crpox aii peectpaniitnoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 12729636 KinbKicTs BBE3€HOTO JiKapchkoro 3acoby 12576

BupoGHux Taxena Asctpis I'm6X, ABctpis

(naliMeHyBaHHs BUPOOHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa MOXO/DKEHHS)

Baeseno B Ykpainy ToBapucTBo 3 06MeskeHo10 BinnopigaabuicTio "ACIHO YKPATHA",
iment. xox: 42274733

(naiimenyBanns Ta ko 3a €/IPIIOY wopuanunoi ocobu abo npi3puiie, iM's, o 6arbkosi GiznuHOl
ocobu - minpuemns, il Micie NPOXUBaHHA Ta peecTpauiiinuii Homep 00NIKOBOT KApTKHU ILUIATHAKA
nojatkie abo cepis Ta HOMep NacropTa)

Iporokoa Bizyaasnoro kontposmo six 08.10.2024 Ne 3077/1.

3a pesyiabTaTaMM  JIEPKABHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JIKapchKuil 3acid BBeseHO B YKpaiHy 3

AOTPUMAHHSAM BuUMOT 3aKOHOJABCTBA OO 3a0€3MeUeHH AKOCTI TiKapChKUX 3ac00iB.

//g . @%/ Bixrop CTE®KIBCHKHI
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Better Health, Brighter Future

Page 1 of 2

CERTIFICATE OF RELEASE AND GMP COMPLIANCE
CEPTU®IKAT BIANMOBIZHOCTI GMP BUNMYLLEHOI CEPII

Product: ~XEFOCAM®, powder for solution for injections 8 mg Mo 5 in vials
Hpodyxm: KCE®OKAMP®, nopowiox dnn posuuny onn in'exyiii no 8 mz M 5y gpaxonax

Strength/potency: 1 vial contains 8 mg Lornoxicam
Cuna oil/axmuenicms: | dnaxon micmums 8 Mz nopHoKcuxkamy

Package size and type: 5 vials with powder in carton box
Posmip ma euo ynaxoeku: 5 (praxowie 3 nopowkom y KapmouHii xopobuyi

Marketing Authorization: Ne UA/2593/02/01 / Peccmpayitine noceiouenna Ne UA/2593/02/01

Dosage form: powder for solution for injections 8 mg
Jlikapcoka popma: ROPOWLOK ORSL pO3RUHY O IH'ekyitt no 8 m2

Importing country / Kpaina-imnopmep: Ukraine / Yxpaina
Material number | Homep mamepiany: 6212487

Batch number | Cepin: 12729636 Manufacturing date / Jama supobnuymesa: 11 2023
Batch size (packs) | Posmip cepil (ynaxoeox): 30397 Expiry date | Tepmin npucamuocmi: 10 2026

Manufacturers | Bupobruxu:
1) Manufacturing of bulk product and primary packaging | BupotGuuymeo ne poiacosanoi npodyruyii,
REPeUHHA YRAKOBKA:
Name & site: Wasserburger Arzneimittelwerk GmbH, Herderstrasse 2, 83512 Wasserburg, Germany
Hassa Ta agpeca: Baccepbypezep ApuHatimimmenseepk Fmb6X, Xepdepwmpacce 2, 83512 Baccepbype, Himevyyura
Manufacturing License Number: Ne DE BY 04 MIA 2021 0068
Homep niuen3it Ha eupobruymeo: Ne DE_BY 04 MIA_2021_0068

2) Secondary packaging and batch release | Bmopunne naKysaHHs ma sunyck cepii:
Name & site. Takeda Austria GmbH, St. Peter Strasse 25, 4020 Linz, Austria
Hazea ma adpeca: Takeda Ascmpia ['m6X, Cm. lNemep-limpacce 25, 4020 fliny, Ascmpisi
Manufacturing License Number: No.480050 / Homep niyeH3ii Ha aupobruuymeo: Ne 480050

s
JOKY MEHTIB

’

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmIERE P\
St. Peter-Strasse 25 Cesellschaft mit beschrankter Limited Liability Comp

A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register Tz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Cesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592



Better Health, Brighter Future

Page 2 of 2

Certification statement / 3asea npo cepmudikayiro:

I 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.

Lium nidmeepdxyio, Wo suwieskasaHa iHhopmauis € docmoesipHow i moyroro. [ana cepin npodykyil sugomosneda
(srmoqaroqu ynakosky/mapkysanHs) | npoeederull KOHMpPOs if AKocmi Ha exasaHil Jinbruuyl y rnoeHid
eidnosidrocmi 3 eumozamu GMP, ecmaHosneHUMU MiCUesUM DEynAMOPHUM Op2aHoM, a MakKkoxX y eidnosidHocmi
3f cneyucbikauiero, wo micmumscs & peccmpauidnomy docke Kpainu-iMnopmepa abo e docke cneyudbikayit Ha
nipenapam Onsa JocnidxysaHoeo rikapceiozo 3acoby. fipomokonu eupobuuymea, yrnakosku ma axamnsy bynu
nepeanasymi | ecmaxosiieHo gidnoesidxicms GMP.

Name and position /title of person Qualified Person / Date of signature / [Java nignucy
authorizing the batch release / YnosHopaXkena ocoba

Mpissuuge Ta nocaga ocobu,
AKa BUgana Ao3Bin Ha
BUNYCK cepii:

Qualified Person /
YnosHoBa)keHa ocoba

07 APR. 2024

Qualified Person
Dr. Birgit Spitzer-Sonnleitner

Takeda Austria GmbH Takeda Austria GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschrankter

A-4020 Linz Haftung, Registriert beim Landes- T
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617
Fax +43 732 65 60 66 Ceselischaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 1 of 3
: 28.03.2024 - QA/KA
CEPTUDIKAT AHANI3Y Crop.1i33 Q
ACINO Name of product: XEFOCAM®, powder for solution for
injections 8 mg Ne 5 in vials
Hasea npoaykry: KCEDOKAM®, nopoiuok a1s posunHy
Ans iv'exuyiii no 8 mr N2 5 y pnaxonax
Batch number / Cepin: 12729636
Manufacturing date / flata supobuuursa: 17 2023
Expiry date | Tepnmin npugarHocri 102026
Batch size (packs) | Poamip cepil (ynaxosox): 30397

Parameters Results Specification / Cneuwdixauina LO08S/10

HopmarusHi nokasHuku PesynbraTy

Appearance: complies yellow, solid substance

Onuc: Bignosigae WinbHa mMaca XOBTOro KoaLOpY

Solubility rate / Yac po34NHEHHSA: 10 seconds / cekyHs, | not more than 60 seconds / He Binblue Hix 60 cexyHg,

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

visible particles
Onuc posuuHy: BigroBigae NPO30PWI PO3UNH XKOBTOrO KOALOPY, NPaKTUYHO
BiNbHWI Bif BUAMMUX YACTOK

Identification Lornoxicam:

lapenTudivayin Siopruoxcuxamy:

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 chromatogram obtained
with the standard solution (RRT= 0.98 — 1.02)

a) Yac yTpUMYBaHHA OCHOBHOTO Mika Ha
xpomarorpami BUnpobyBaHoro po3umHy mMae
BIANOBIAATU HaCy YTPUMYBAHHA OCHOBHOIO
nika craHgapTHoro posunny (RRT=0,98 - 1,02)

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

Yo-cnekTp: Bignogigae 6) criexTp BUNPOBYRBAHOTO PO3YMHY NOBUHEH
MaTy Makcmym npu 377, 290, 260 um

Sodium edetate (sodium identification). complies positive

Aunatpiio egerar (igeHTudikauia HaTpio): | Bignosigae NO3UTUBHA Peakuifa Ha HaTPIk

pH: 8.7 80-95

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

Tel. +43 732 69190
Fax +43 732 65 60 66

Takeda Austria GrmbH,

Gesellschaft mit beschrankter
Haftung, Registriert beim Landes-
gericht Linz unter FN 230617 v,

Gesellschaftssitz: Linz
DVR 0497592

in the Cmmpdmm Redi
Regional Court under
Corporate Seat: Linz
DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 2 of 3

; 103.2024 - QA/KA
CEPTU®IKAT AHAJI3Y Crop.21i33 28.03.2024 - QA/

Name of product: XEFOCAM®, powder for solution for
injections 8 mg Ne 5 in vials

Hazsa npoayxry: KCEGOKAM®, nopowok A8 posuuHy
Ann iv'exwiii no 8 mr N2 5 y daaxomax

Batch number | Cepin: 12729636

Parameters Results Specification / Cneundixawin L0088/10
HopmaTuBHi NoxasHuKW Pesynbrarm

Uniformity of dosage units: complies must conform to Ph. Eur.

OfHOPIAHICTE 4030BaHUX OAUHNLDb! Bignosigae NoBuHHI Bignosigatu sumoram €sp. Papm.

Particulate contamination:
MexaniuHi BKAIOUSHHA:

sub visible particles / HEBUANMWX YACTOK:

> 10 pm / MKM: 2/vial / dbnakor not more than 6000/vial / ve Hinsiie 6000/dnakoH

> 25 um / MKM: Otvial / naxor not more than 600/vial / ve 6inbwe 600/dnakon
Assay Lornoxicam (HPLC) / KinbkicHe 99.9 % 95.0— 105.0 % (nominal content: 8.60 mg/vial) /
BuaHavenHna Jloproxcuram (BEPX): (HoMiHanbHWA BMICT: 8,60 Mr/dnakow)
Purity (HPLG) /
Buznauyenns uncroru (BEPX):
2-Aminopyridine / 2 — AMiHOMpUANH: not detected / not more than 0.1 % (equivalent to 9 ug/vial) /

HE BUABAEHO He Binbiwe 0.1 % (exsiBaneHTHO 9 MKr/dnakor)

HN 10002 / HN 10002: <0.05%/ not more than 0.1 % (equivalent to 9 ug/vial) /
(Oxo (2-pyridinylamino)-acetic acid) < 0.05% He 6inbwe 0.1 % (eksiBaneHTHO 9 MKr/drakoH)
(Okco-(2-nipnanHinamin)-ouToBa KMCAOoTa)
HN 33144 /HN 33144: <0.05 %/ not more than 0.1 % (equivalent to 9 pg/vial) /
(5-Chloro-3-sulfino-2-thiophene- < 0.05% He 6inbie 0.1 % (exsiBaneHTHO 9 MKT/dAakoH)

carboxylic acid) / (5-Xnop-3-cynbdiHo-2-
Tioper-kKapboHoBa KMCAOTA)

HN 65066 / HN 65066: <0.05%/ not more than 0.1 % (equivalent to 9 ug/vial) /
(5-Chloro-3-sulfino-N-[tris(hydroxy- < 0.05% He binbwe 0.1 % (exsiBaneHTHO 9 MKr/dnakoH)
methyl)methyl]thiophene-2-carboxylic
acid amide) / (5-Xnop-3-Cynpdido-N-
[Tpuc(rigpokcumeTun)meTunitiodpen-2-
KapboHOBOT KKCAOTY amia)

Takeda Austria GmbH Takeda Austria GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschrankter

A-4020 Linz Haftung, Registriert beim Landes-

Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v—
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 3 of 3
CEPTU®IKAT AHANI3Y Crop.3i33 28.03.2024 ~ QA/KA

Name of product: XEFOCAM®, powder for solution for
injections 8 mg Ao 5 in vials

Hazpa npogykry: KCEOOKAM®, nopowok gns po3uuny
Ans iv'exuiid no 8 mr N2 5 y daaxkonax

Batch number [ Cepin: 12729636

Parameters Results Specification / Cneundirauin L0088/10
Hopmarussi nokasHuku Pesysantatn

Additional related substances / 2x<0.05%,0.1% not more than 0.1 % (equivalent to 9 ug/vial) /

[HWi cnopigHeHi cnonyku: ** He Binbie 0.1 % (exsiBaneHTHO 9 MKr/dAaKkoH)
Sum of all related substances / 0.1 % not more than 0.5 % (equivalent to 43 ug/vial) /
Cyma BCix CropigHeHux cnoayk: ** He Binbwe 0.5 % (ekeiBaneHTHO 43 MKr/dnakoH)
Water / BMiCT BOAW: 0.5 % not more than 3.0 % / we 6inbwe 3,0 %

Bacterial endotoxins / bakrepianbHi <2.01LU/ml/OE/Mn | not more than 2.5 LU./ml / He 6inbwe 2,5 OE/mn
EHAOTOKCUHN:

Sterility / CrepynbHiCTL! complies / Bignogigae | sterile /Npenapat noguHer ByTn CTepuibHUM

** excluding Tenoxicam and CLTX 1 (= 6-Chloro-4-hydroxy-2-methyl-2H-thieno-{2,3-e] 1, 2-thiazine-3-carboxylic acid
methyl ester-1,1-dioxide) (synthesis-by-products of Lornoxicam active substance)

** 3a sunaTkom TeHokcuxamy | CLTX 1 (= 6-xnopo-4-rigpokcn-2-metun-2H-TieHo-[2,3,el-1,2-tiasnu-3-metnnosnic edip
kap6onoBol kucnotm-1,1-giokeuna (NPoAYKT, CUHTE308aHIIA 3 NOPHOKCUKaMY))

Name and position /title of person Qualified Person / Date of signature / [ara nignucy
authorizing the batch release / YnosHosaeHa ocoba

Mpizsuuie Ta nocaga ocobu,
AKa BuAana Ao3sin Ha

BUNYCK cepil: 02 APR. 2024
Qualified Person /
YnosHoBaxeHa ocoba
Qualified Person
Dr. Birgit Spitzer-Sonnleitner
Takeda Austria GmbH
St. Peter-Strasse.
A-4020 LipZ bl

hydid:!
1()}(\'\1.1-‘!1“8

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria Cin@f,.

St. Peter-Strasse 25 Gesellschaft mit beschrénkter Limited Liability {[ &3 nE%&MM
A-4020 Linz Haftung, Registriert beim Landes- in the Companiet\ y-‘rer of the Linz 2
Tel. +43 7326919 0 gericht Linz unter FN 230617 v, Regional Court uf 3

Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: LinX
DVR 0497592 DVR 0497592
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Better Health, Brighter Future

CERTIFICATE OF RELEASE AND GMP C OMPLIANCE
CEPTUDIKAT BIANOBIAHOCTI GMP BUNYWEHOT CEPIi

Product:  XEFOCAM®, powder for solution for injections 8 mg N 5 in vials
Hpodyrm: KCEDOKAM®, nopouiox dnn posuuny onn in'exuisi no 8 mz Ne 5 y ghaaonax

Strength/potency: 1t vial contains 8 mg Lornoxicam
Cuna dil/axmuenicms: | draxon micmume 8 me NOPHOKCUKAMY

Package size and wype: 3 vials with powder in carton box
Pozmip ma eud ynarosxu: 5 ghnaxomie ROPOUIKOM Y Kapmonnili kopabyi

Marketing Authorization: Ne Ud/2593/02/0] / Peecmpayiiine noceidvenns No UA/2593/02/01

Deosage form: powder for solution for injections & mg
Jixapcore opma; ROPOMOK OnA PO3YUNY ONF IN'Exyiti no 8 m2

Importing country / Kpaina-imnopmep: Ukraine / Yepaina
Material number | Homep Mamepiany: 6212487

Batch number | Cepin: 12731291 Manufacturing date | Tama supobnuymen: 01 2024
Bateh size (packs) / Posmip cepii (ynaxoeox): 30415 Expiry date | Tepmin npudamuocmi: 122026

Manufacturers | Bupobnuru:
1) Manufacturing of bulk product and primary packaging / Bupobuuumeo ne pospacosanoi npodykiii,
HEPERHKA PHAKOSKA:
Name & site: Wasserburger Arzneimittelwerk GmbH, Herdersirasse 2, 83512 Wasserburg, Germany
Hasea ta agpeca: Baccepbypzep Apuraiimimmenseepx I MOX, Xepdepwmpacce 2, 83512 Baccepbypz, Himewuuna
Munufacturing License Number: Mo DE_RY 04_MIA_2021 0068
Homep nivenair na aupobruymaeao: No DE“BY_O4WMIA_2021_O()68

2)  Secondary packaging and batch release / Bmopunne naxysanng ma SURYCK cepil:
Name & site: Takeda Austria GmbH, St. Peter Strasse 23, 4020 Linz, Austria
Hasea ma adpeca: Taxkeoa Ascmpia Nu6X, Cm. Temep-Uimpacce 25, 4020 Tliny, Aecmpis
Manufacturing License Number: No.4. 80050 / Homep stivensit na supoGHUYymee: No 480050

Takeda Austria CmbH Takeda Austria CmbH, Takeda Austria GrmbH,
St. Peter-Strasse 25 Geselischaft mit beschrankter Limited Liability Company, Reqistered
A-4020 Linz Haftung, Registriert beim Landes- in the Cempanies Register of the Linz
Tel. +43 7326919 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Geselischaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592

s an. IABTE
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Better Health, Brighter Future

Page 2 of 2

Certification statement / 3aasa npo cepmugbiranin:

1 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 (5) 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 1o be in compliance with GMP.

Lium nidmeepdicyio, wo euwyeskazara iHthopmavuis € docmoeaipHow | moyrok. Haxa cepist Npodykuil euzomosneqa
(eramovagy YNaKoexy/mapryaasns) i nposedenuts KOHMpPOSib i AKocmi Ha ekasaHit dinsHuLj Y NOGHIt
8i0MosiOHocmi 3 suMozamu GMP, 8CmaHoBIEHUMY MICUEBUM DE2YNAMOPHUM OP2aHOM, 8 MAaKOX y efdnosidnocmi
3i cneyubikauier, o Micmumees & peecmpayiiHomy docee Kpaiku-iMnopmepa abo ¢ docke crreyuhikauit Ha
npenapam 015 Gocnidxyean02o nikapesKozo 3acoby. [Ipomokonu eupobruumaa, ynakosku ma aManizy bynu
nepeanaHymi | gcmanoeneHo eidnosiddicms GMP,

Qualfied Person ? ‘ KI“‘ Oy AN NS . 1Y h

Name and position /title of person Qualified Person / Date of signature / Jara nignucy
authorizing the batch release / YnoeHosaM@eHa ocoba

Mpissnue ta nocaga ocobu,
fAIKa BUAANA A03BIN Ha
BUMYCK cepii:

Qualified Person /
YnoeHoeaxeHa ocoba

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

Takeda Austria CmhbH Takeda Austria GmbH, Takeda Austria GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschrankter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 73269190 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




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page I of 3 12.04.2024 - QA/MR
CEPTUOIKAT AHANIZY Crop.1i3 3
ACING Name of product: XEFOCAMS, powder for solution Sor
injections 8 mg Ao 5 in vials
Hasea npogykry: KCEQOKAM®, FIOPOLHOK AR POIHUHY
ANA IH'€KLiA Mo 8 mr N2 5 y pnakoHax
Batch number | Cepin: 12731291
Manufacturing date / lava Bupo6uvursa: 01 2024
Expiry date / Tepmin npugartrocrti: 122026
Batch size (packs) | Poamip cepii (ynakosox): 30415

Paramerers Results Specification / Cneyndirkauin L0083/10

Hopmatuehi noxasnukn Pesynbrati

Appearance: complies yellow, solid substance

Onuc: BigMoBigac tinbHa maca sxoBToro KONbopy

Solubility rate / Mac po3urHeHns: 10 seconds / cexyma, | nor more than 60 seconds / He Binbwe Hix 60 cekyng

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

visible particles
Onuc pozuunny: BignoBigac NPO30PUIA PO3YKH XOBTOrO KOABOPY, NPaKTM4Ho
BINbHWUIA Bif BUAMMUX YacTok

Hdentification Lornoxicam:

IaenTudikayia NopHokcnkamy:

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

a) Yac YTPYMYBaHHA OCHOBHOTO Nika Ha
XPOMATOrpaMi BUNpoByBaHoro posunHy mae
BIAMOBIAGTM Yacy YTPUMYBaHHA OCHOBHOTO
nika cTaHAapTHOro pozuury (RRT=0,98 - 1,02)

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

Y®-crnexrp: signosigae 6) ciexTp eunpo6yearoro PO34YUHY noBuHeH
MaTu Makeumym npn 377, 290, 260 um

Sodium edetate (sodium identification): complies positive

AuHarpito eaetar (isenTudikayis HaTpio): | Bignogigac MG3MTMBHA Peakuin Ha HaTpiil

PH: 8.7 8095

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

Takeda Austria GmbH,
Geselischaft mit beschrinkter

Takeda Austria GmbH,
Limited Lisbility Company, Registered

Tel. +43 732869190
Fax +43 732 65 60 66

Haftung, Registriert beim Landes-
gericht Linz unter FN 230617 v,

Geseilschaftssitz: Linz
DVR 0497592

in the Companies Register of the Linz
Regional Court under FN 230517 v,
Corporate Seat: Ling

DVR 0497592




akedde

Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 2 ofs 12.04.2024 ~ QAMR
CEPTU®DIKAT AHAM3ZY Crop.213 3
Name of product: XEFOCAM®, powder Sor solution for
injections 8 mg Mo § in vials
Hazsa npogykry: KCEOOKAM®, nopoutok A/A PO3UMHY
ANA IH'eKLiiA no 8 Mr N 5 y dpnakonax
Bateh number | Cepin: 12731291
Parameters Results Specification / Cneundikauia L008g/ 10
HopmaTtueHi nokasHUKu Peayautarm
Uniformity of dosage units: complies must conform to Ph. Eur.
OAHOPIAHICTE A03CBEHWX OQUHWLL: BigNoORigaE MOBWHHI BILNOBIAATH BUMOTraM €ep. Qapm,
Particulate contanination:
MexaHiusi sxajoueHHs:
sub visible particles / HeBUAMMMX YacTOK:
=10 um / Mxm: 8Xvial / Gnakon no! more than 6000/vial / He Ginbe 6000/ aakon
225 pm / MKM: Ivial / pnaxon not more than 600/vial / ve Ginbwe 600/drakoH
Assay Lornoxicam (HPLC) / KinbkicHe 100.0 % 95.0 ~ 105.0 % (nominal content: 8.60 mgtvial} /

BU3HaveHHA JlopHoKcukam (BEPX):

Purity (HPLC) /
BuanaueHHa uncrotu {BEPX):

{HOmiHanbHNit BMicT: 8,60 Mr/¢nakoH)

2-Aminopyridine / 2 - Aminoni PUAVH: not detected / rot more than 0.1 % (eguivalent to 9 Hgvial) /
He BusBAEHO He Binblue 0.1 % (exsiraseHTHO 9 MKI/PAaKoH)

HN 10002 /HN 10002; <0.05%/ not more than 0.1 % fequivalent to 9 ugivial) /
(Oxo (2-pyridinylamino)-acetic acid) <0.05% He Giaswwe 0.1 % {exsiBaseHTHO 9 MKI/hAaKOH)
(OKCO-{z-n]pMﬂ,MHinaMiH)"OL\TOBa Kvcnora}
HN 33144 /HN 33144: <0.05%/ not more than 0.1 % (equivalent to 9 agivial) /
(5-Chloro-3-sulfino-2-thiophene- < 0.05% He Binbwe 0.1 % {ekeisaneHTHO 9 MKr/haakoH)
carboxylic acid) 7 (5-Xnop-3-cyaedino-2-
Tiopen-kapBoHoBa kNCAOTa)
HN 65066 /HN 65066:; <0.05%/ not movre than 0.1 % tequivalent to 9 ugivial) /
(5-C1110r0—3—sub‘inmN{tris(hydraxy- < 0.05% He Binbwe 0.1 % (exgiBasenTHO 9 MKI /P NaKoH)
methyl)me!hy!]ﬂziopkene~2—carboxylic
acid amide) / (5-Xnop-3 -CYAsgiHo-N-
[prc(rigpoxcmmewn}memn]TiocpeH-Z—
kap6oHOROT kMcnaTI amin)

Takeda Austria GmbH Takeda Austria GmbH, Takeda Austriz GrnbH,

St. Peter-Strasse 25 Geselischaft mit beschrinkter Limited Liability Company, Registered

A-4020 Linz Haftung, Registriert heim Landes- in the Companies Register 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 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 COVR 0497592




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS
CEPTUGIKAT AHANI3Y

page 3 of 3

Crop.3i33 12.04.2024 - QAMR

Name of product: XEFOCAM®, powder for solution for
injections 8 mg Ne 5 int vials

Hazea npoaykty: KCEQDOKAM®, TIOPOLICK AN BO3UMHY
ANs in'exuili no 8 mr N2 5 y gnakonax

Batch number | Cepin: 12731291

Parameters
Hopmartueni nokazvukn

Results
Pesynnraru

Specification / Cneunixauin Lo08s/10

Additional related substances /
IHWi cropigHeni CNoAYKM: **

Sum of all related substances /
Cyma Bcix cnopigneHux cnonayk: **

Water / BMICT rOaW;

Bacterial endotoxins / baktepiansHi
EHAGTOKCWHN:

Sterility / CrepunsHicTs:

2x<0.05% 019% not more than 0.1 % (equivalent to 9 pgivial) /

He Binbive 0.1 % {ekBiraseHTHO O MKr/bnakoH)

0.1 % not more than 0.5 % (equivalent to 43 agivial) /

He Ginbwe 0.5 % (exsiBanentHo 43 MKI/hRakoH)
<0.8% not more than 3.0 % / we 6inkwe 3,0 %
< 2.0LU/ml/QEMA | not more than 2.5 LU fml/ He Ginsuie 2,5 OF/mn

complies / signosigae | sterile/ Npenapat nosuHen ByTU CTEpUABHUM

** excluding Tenoxicam and CLTY | (= 6—ChIom-4-hydroxy—2-methy!»ZH—fhieno-[Z,3~e]1,Zkihic;rzz'nedncarboxyﬁc acid
methyl ester-1, I-dioxide) (syathesis-by-products of Lornoxicam active substance)

** 38 BUHATKOM Terokcukamy | CLTX 1 {= 6—Xﬂ0p0-4—riApOKCM-2-METMI]-2H-—Ti€HO-{2,3,e]-1,2-Ti33MH-3-M&TMHOBHﬁ edip
xapbowoeai Kncaotu-1,1-giokeng (NpoayKT, cMHTE3083HMNA 3 NOpHOKCUKaMY))

Qualified Person

Dr. Gorean Franzen
Name and position /itle of person
authorizing the batch release /
Mpissume ra nocaga ocobu,
FKa BUAANS A038in Ha
BUNYCK cepil:
Qualiified Person /
YnoBHoBaXeHa ocoba

Takeda Austria GmbH
St. PeterStrasse 25
A-4020 Linz

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

i ~
Qualified Person /
Y¥YnosHosaxeHa oco6Ga

ﬂf.OLI.DOLLq

Date of signature / Bara nianucy

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

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

DVR 04975492

Takeda Austria CrmbH,

Limited Liability Cornpany, Registerad
inthe Companies Reqgister of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 0497592




¥

JEPKABHA CJIVKEBA 3 JUKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJACTI

npos. CeiTnuynol Hanii, 3, M. Kuis, 02099, Texr/hake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog EIPIIQOY 37078774

BUCHOBOK
Ipo AKICTE BBE3eHOIo B Y Kpainy JiKapchKoro 3acofy
25.10.2024 Ne 54323/24/1000
KCEDOKAM®

(ualiMenyBanus NiKapchkoro 3acoly sTigHO 3 peecTpariiftiim HOCBIATEHHAM)
[TOPOINOK (ISt pO3UMHY Mutst iH'eKuiii 1o 8 Mr; 5 duraxonis 2 II0POLIKOM ¥ KAPTONHINA Kopobini
((bopma Bunycky, nozyRarng, Bug MAKYBaHHA TiKApChKOro sacofy)

Homep peecrpauiitnoro moceiguenns UA/2593/02/01 CTpOK Aiii peecTpauiiinoro mocsigyenns 01.01.2099
Cepis nikapcrkoro sacoGy Ne 12731291 KinsxicTs BeseHoro nikapeskoro sacoby 24474

Brpofinmk Taxena Ascrpis 'm6X, ABcTpis

(HaliMeHyBanHS BHpOOHEK JIKAPCHKOTO 3acofy, KpaTia MMOXOMKCHH )

Breseno B Vipainy ToBapucreo 3 06MexeH0¥0 BiNOBITANE HICTIO "ACIHO YKPATHA",
inenr. xon: 42274733
(ualiMeHyBaBHA Ta KoJ 33 CJPIIOY ropuanunoi ocobi abo TIpi3BHIIE, IM'A, B0 BATEKCB] (piznynel
ocobu - mianpreMus, Ti micue npoxupanis Ta peecTpaniiiunit Homep o6nikor0i kKapTkn Dnariuka
nofarkis abo cepiz Ta womep NACTIOpTa)

Iporoxon Bizyarknore kourpono sin 21.10.2024 N 3238/1.

3a  pesymTaTamm  gepxaBHoro KORTPOJIIC  BCTAHOR/ICHO, U0 JIKAPCLKHIl  3aciG  BReseno & Vxpainy 3

NTOTPUMaHHAM sunor 32KOHOJABCTEA OO 3a6e3nede s AKoCTi TKAPCHEHX 23C06iB,

YRPATS
A TA KONz T 4
x@“"-\nnucf ‘,0'0

v/
e f/{ @J/ Bixtop CTEGKIBCHKHI
---------------- . .-Q— o‘ ars £
A0K, 3

AR bt i g P E
HTpO10) (4 manucy {iHiiary Ta Npi3RnU)




AEPIKABHA CJIVIKBA 3 JIIKAPCBKI?X 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTUKAMH Y KUIBCHKIU OBJIACTI

npos, CeiTudHol Hanii, 3, M Kuie, 02099, Ten/haxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koy €JIPTIOV 37078774

BUCHOBOK
Mpo AKICTL BRE3EHOTO B YKpaiHy JiKapchKoro 3acoly

17.10.2024 Ne 51847/24/10

KCEQ®OKAM®

{(HafiMeHyRAHIA TiKapcEKOro 3acoby arigHe 3 peecTpanifiHumM TOCBIAIEHHAM)
IIOPOIUOK Ts1 PO3YHHY AIst in'ekiiii no 8 mr; 5 gnakowis 3 MOPOMIKOM Y KAPTOHHIH kopoGui

{thopma eunycky, nosysanns, sug TAKYBAHHS NiKAPCRKOTO 3acofy)
Homep pecerpaniiiroro nocsinenns UA/2593/02/01 CTpok Al peectpaniiinoro mocsiguenus 01.01.2099
Cepis nikapcekoro sacoby Ne 12731291 Kinpkicrs rBesenoro nikapeskoro saco6y 5940

Bupo6uux . Taxena Ascrpis 'm6X, ABcTpist
(nalimeHyBanHs BHpOGHIKA Aixaperkore 3acoby, kpaina TEOXOKEHHA)

Breseno B Vipainy TosapucTso 3 o6mexenoio siqnosinansmicrio "ACIHO YKPAIHA",
inenr. kon: 42274733

(Hafimenysanns Ta oz 33 CHAPIIOY FOpHIMYHOT ocobx alo npispame, iM'a, 1o GarsKow) dizuunof
0coGr - mignpHemus, 1i Micue npoxHsaus Ta peectpanidnuii Homep o6ikoBoi KapTKH TUTAaTHHKA
TOAATKIB aBo cepis Ta Homep nacnopra)

Ifporoxor sisyamsuoro xeurpomo six 09.10.2024 Ne 3077/2.

34 pesympTaTamMM  gepxkarHOro KOHTPOJIEO  BCTAHOBJICHO, WO JHKAPChKHIT 3aci6 BReseHo Vrpaluy 3

DJOTPHMAHHAM euvor 3aKOHOAABCTEA LHOJ0 3a0e3ne e NS gKOCT] TKAPCHKHX 32C06IE,

AR
B Hips
'5\5‘“%'\?\&1“:3 04{? .
Hauans 6T N Bikrop CTE®KIBCHK I

(iviviank ra npissige)

o opfblfl aepAeiaro
OK“EHJ[B =g
M.T1.




NEPKABHA CJTYIKBA 3 JJIKAPCHKHUX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos. CBITIHYHOI Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sikicTh BBE3€HOro B Yipainy JiKapcbKoro 3aco0y

22.04.2025 Ne 18569/25/1011

KCE®OKAM®

(HaiiMeHyBaHHs JiKapchbKOro 3ac06y 3TiMIHO 3 peccTpaLlifHiM ITOCBIAMEHHSM)
NOPOIIOK JUISt PO3UMIY JUIst in'excriiid mo 8 Mr; 5 GpIaKkoHiB 3 MOPOIIKOM y kapTonmii kopooui

((I)OPMH BUITYCKY, JLO3YBAHHS, BUJL NaKyRanust JliKil[)ClzKOl‘() 3’&(306}')

Homep peecTpauiitnoro HocsiuCcHHs UA/2593/02/01 crpok i pecctpaiifinoro nocsiscnss 01.01.2099

Cepis stikapeskoro 3acoly Ne 12765862 KinbKicTh BBCICHOTO ATKapehKoOTo 3ac00y 9900
Bupo6Huk Takena Asctpis [M6X, ABCTpist

(naiimenysanis BHPOOHIKA JIKAPCLKOTO 3acoBy. kpaina TTOXOMKCHHA)

Beeseno B Yrpainy ToBapuCcTBO 3 00MeKeH0I0 pianosizaasuicTio "ACIHO VKPATHA",
inenr. wou: 42274733

(HaliMCHYBaHHS Ta KOJI 32 € JIPTIOY ropuiinoi ocobu aBo npizsulie, iM's, 110 Garbiosi (iziunol
0cobu - nignpuemust, T MicLe POXHBAHHS Ta peecrpauiilnmii nomep OBIHKOBOT KAPTKH THIATIHHKA
nonatkin abo cepis Ta HOMEP nacropta)

[IpoToKOJI Bi3yaIbHOr0 KOHTPOIIIO Bi 15.04.2025 Ne 1172/2.

3a  pesyipraraMu  ACPKABHOTO  KOHTPOINO BCTANOBNEHO, 1O JHKapchKui 3aci6 BBeseno B YKpaiHy 3

JOTPUMAHHAM sumor 3aKOHOABCTRA 1110710 3a0e3meHcHs AKOCTI JIIKapChKUX 3ac00iB.

. < WP A ;
, TR EORTY
/{/ ‘_;;:}%n,\\;{ﬂ W /f‘?f-‘?{;f

- LS (B, O
;ﬁaC'ry'nf}fé«ng@x@fbﬁibrxnxarff{j‘

TE

Ospra EPBOMEHKO
\l

ok i«t 4% ] - P .
44 ‘rzi)r{;y neppragionr ->E1<m»rrpomo) (niaume) {iniwdas ta npisanille)




AEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUiBCBKIN OBJIACTI

npos. Ceitmnusoi Hanii, 3, M.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BHUCHOBOK
Npo sIKiCTh BBE3€HOI0 B Yxpainy aikapceikoro 3aco0y

21.02.2025 Na 6798/25/10

KCEDOKAM®

(natimenyBsanus sikapcbkoro 3aco0y 3rizHo 3 peceTpariiiinm TOCBIAYCHHSIM)
ITOPOMIOK /It po3unuy uts in'ekuiii no 8 mr; 5 daakonir 3 moponrcom Y KapTouniii kopooui

(hopma Bunycicy. posysarins, sun naxynans JUKaPeLKOTo 3acoby)
Homep peecrpauiiinoro nocsiguenns UA/2593/02/0 1 CTpOK aii pecerpauiitnoro nocsiguenus 01.01.2099
Cepis nikapenkoro 3acoby Ne 12765862 Kinskicts BBE3enoro nikapenkoro sacoby 20349

BupoGuu Takena Ascrpis I'm6X, ABCTpist

(nafimenysanns supo6rika MKApChKoTo 3acoby, Kpaina TOXOIKCHHS)

Baeseno B Yipainy ToBapucrso 3 06MexeHo0 BianoBixaabHicTIo "ACIHO VKPAIHA",
inenr. wox: 42274733

(nalimenyBanus Ta kojt 3a €J{PTIOY TOPHANYHOT ocobu abo npissuue, iM's, 110 6aTHKOB] (hisnunoi
0cobu - ianpuemus, it Micue HPOXUBANHS Ta peecTpauiitnnii nomep ofinikosoi KapTKH NIaTHHKA
nozatkis abo cepis Ta HoMep nacnopra)

lporoxos isyansioro konwrpomo sin 18.02.2025 No 0464/2.

3a pe3yiibraTamMu ACPKABHOTO KOHTPOJIIO BCTANOBIICHO, 110 JIiKLlPCM(Hr'I 3acio BBE3CHO B YI\‘p‘d‘l'Ily 3

AOTPUMAHHAM Bumor 3axononascTsa 11010 3abe3neUCHNs SKOCTi TKAPCLKUX 3ac06iB.

DPETARNOIG L0 o e (1808003



CERTIFICATE OF RELEASE AND GMP COMPI fz NCE

CEPTUOIKAT BIINOBIOHOCTI GMP BUNYWEHO! CEPH

3

Product:  XEFOCAM®, gff};s’da’r Jor solution for injections 8 mg N2 § in vials
Hpodyrm: KCEDOKA ME, nopoutox oas posuuy dan in'exviii no 8 s Mo § y aaronax

Swrengthrpotency: vial contains 8 mg Lornoxican
Strength/potenc ! vial containg S mg 1 i
Crae diurmpanicme: | daaron sicmune 8 A& AOPHOKCURQMY

Package size and iype: 5 vials with powder in carion box
L] g
Poxadip s gud prasoeris: 5 (prakonis 3 ROPOUKOAr ¥ KapMoniiil KOpoi

Muarketing Authovization: No UA/2393:02:01 © Pecormpayiime nocsioueiis IR

Dosage forme: powder for solution for injections § mg

Jixapevica gopan: nopowor Jas posuiay 0as in'exyit no § ae

Daporting countyy / Kpuine-innopmep:  Ukraine ” Vipaina

Materiol nuptber | Moxep samepiauy: 6212487

Batcl wumber | Cepin: 12765862 RMuanufuocturiag dute © Joine supolusagngs:
Batch size (pucks) ! é"zﬁ satdy copil (ynaroaor): 36250 Expivy date | Tepuin npudammnocmi:

Manufacturers | bupabnun:

1) Manujactaring of bulk product and primary puchaging [ Bupotnuniney He posacovanol spodysiil
m';wmsfzf VIUROBKA:

Name & site: Wasserburger Avineimittelwerk GimbH, Herdersivasse 2, 83512 Wasserburg, Germny

012024
22627

B

Hazna ta appeca: BaccepSypeop ApuHalimimmenssepx [wmbX, Xeplepuwmpacce 2, 83512 Baccepbype, Hivewduna

Manufacturing Livense Number: Mo [')1” [ﬂ’ ()f»l MILA 2021 0068
2 Secondary packaging wad buch release ! Bropusite Raiyetuiny e susyer cepil:
Namte & site: Takedo Ausiria GubH, St Peter Strasse 25, 4020 Linz, Austria
Hazaa ma adpeca: Taxeda Ascmpis TmEX, Cm. Nemep-Wmpacce 25, 4020 Tliny, AaCImpis
Manufucturing License Number: No. 480050 / Homep nigensii na qupoGrumso: Ne 480050

T W4
as e



'xl(ﬁ? is vatheniic and ace

"

& £ ',Izwz {»j the .'mpof ting ¢ ’owm) o /mmmz
wmnmz[ Mv(/u inal }’mu’m 18, /;zr* bate f: /u ocessing, packaging and analvsis records were revigwed

;

and /mm" 10 b{’ in (’umgnmmz with GAP.
;’J{M HiGmMeepdxyi0. o suuesKasana indopmans ¢ GOCmOGipHOIo | MoYHO0. Hana cepls npodykuil euzomoeanons
:a;m/{y mrwu yir:kmm/y//amgxy@czlmﬂ) f npogedenull KOHMPOTL Il SKOCMI Ha eracanill dinsruul v noaHid

s GMP, 8emanoenesumu MiCUesuM pes CYIISHNOPRHUM QREEGHOM, & MaKox v 8idnosidnocmi
QLIEIO, WO MICITRIMLCS @ PRECMPaUiinemy JoCLe Kpaiki- imnopmepa 860 € Gocke cneuuhinauil 1a

1 Orist COCHICHRYBBHOZO NIKADCHKOZO :3;}(:0555& Hpomoronu supotruumsa, ynaxoexu ma amanisy Symu

YITE T GCManGaeHo giGnosiduicms GMRP,

Cuglified Person

I3, Gereon Franzen b ,g
Name and position /iitle of persos Quulified Person / Bate of signature /. Bava vignvcy
auihorizing the batch velease / rivsnonamena ocoba

fipizowie 1a nocass ocoby,
B BUAAns oI e

¥ Cepi

mz’:’ﬁwj Porsan /

7
&

i £ a0
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CERTIFICATE OF ANALYSIS page 1 of 3

- . ; 25.06.2024 - QAKAA
CEPTUADIKAT AHAMZY Crop. 1133

% Y 2
%

ACING Name of product: XEFL W AMY, powder for solution for
injections 8§ my N 5 in wigls
Haspa npogyiry: KCEGOKAMY, nopowok g4in DORUARY
ans i eruif no 8 mr NE 5y dasrouax

Batch aumber | Cepisnt 12765862
Manufucturing dote / Java supobungrear 2 2024

Fxpivy date | Tepiin npngd reao0Th N2 2627
Rateh size (packs) | Posmip capil (ynax puoK): J4230

Paraineters Results Specification/ Crienudinanin L0688/10
HMoprmaryail BOKA3HNKNA PeaynnTaTh

Appearance: complies vetlow, solid substance

Crnc BIASIOBIAAE LAiEMa Maca WOBTOTO KOALOPY

Solubility v

S HEC pOBURPEHHA 10 seconds S cexyug, | ol more ilan 60 seconds - He Glapise Hbx 60 cex

Appearance of solurion: complics yeliow, clear liy
/ 28

wid, prociicelly free from

visihie partic

Cnwne PO3YURY. BIANOBIRAE NPO3OPWIA POZUNH KOBTOTO KOMLOPY, FIDBKTUMHO
BiALHINA Bl BUAKMKX HBCTOK

Fdentification Lornexicam:
permadikayin AopHorcrkany

HPLC : BEPX 1.00 a) principal peak in the chromatogram obtained
with the test solution has the same retention lime
as principal peak in the chromatogran ohiined
woith the standard solution (RET- 098 1.02)

‘

) Yac YrpumMyBarns OCHOBHOTO rika Ha
KpoMaTorpami BUnpobyBaHoro posUnHy Mac
BIANOBIAATY MACY YTPVMYBEAHHA OCHOBHOTD
fika cTanaapTHOro pozuuiy (RRT=0,98 - 1.0

UVespevirum, complies

YO-CreKTP! BlANOBIAGE 6) cnextp BNPoOByRaHOTO PORUMKY ROBUHEY
MaTy makcumysm npy 377, 290, 260 rm

Sodium edetate (sodium identification): complies positive

[unatpito egerar (iaenmmdix auin waTpio) | BiANOBIAaE AOZMTUBHA PEaKLLS Ha HaTPIA

pi: 8.7 50 9.5




'}“Zf o »% ? B4 A4,

page 2 of 3

Crop. 213 3

23062024 QAKAA

7 seiution for

£

Name of product: X1
infections § mg .

Resuley

compliic nnest conform to Pl Eur

OPIAHICTE AO30BAHNX 04U WL, gignosigac ACBUHML BIANOBIAATY BAMOraM £8p. Gapm,

Pavticidate comtemination:

VMUK Ha0ToK:

L g K

1ot rore than 6000Nvigl 7 ve Biaswe 60 00/

3 pm ke, il [ akon notmore than 600/vial 7 vie Binse 600/ aakon

Assay Lornoxicam (HPLE)
eting Bopmonomrs

1004 %% 950 105.0 %% (nominal content: 866 5
(HOoMiHanLHUG BMICT 8,60 M t/hrakom)

Purity (7 d(') s

1527 MMCTOTY {

HOE Biore than O}
ME Oian L

Yo fequivalerni 1 9

ot miove than 9.1 9

He Binsie 0.1 % (¢
OME 0y notmore than 0.1 %o (equivalent 1 9 Hyviad)
< 0.05% He Bubwe 0.1 % fe

se Hinpe 01

Ki3p HOOHOBOT KUCAQTY amMig )




CERTIFICATE OF ANALYSES page 3 of 3
CEPTHGRIKAT AHAJIBY Cro p 323 23062024 (JAKAA

Name of g?meifw t: XEFOCAM?, powder for solution for

injections § mg Mo 5 in vials

:émw npoayrry: KCEBROKAM®, nopouor aas posuny
st no 8 mr N2 5 v ©aononax

Baich number | Copint 12765862

Pargmeters Resulty Specification / Caeupudiianyin L.0688/10
Hopuatierl noKazHNIH PesyapTaTi

Additional related substances / 2005 %, 0.1% not more than 0.1 % r“e{;;,ﬁ,“\;a!fmi 10 9 pgtvial) 7

il cnopigrent cnoaykm: ™ me Binpwe 0.1 % (exsisanenTio 9 mxr/Grarkon)
Sum of all related substances / 0.0 7% not move ihan 0.5 %4 {equivalent to 43 pg/ivicl)
Cyma BCIX COOPIAHEHIX CronyKr: ™ He Binpwe 0.5 % (exsipanertho 43 Mrr/QAaRom)
Water 7/ BMICT BOAW. < 0.8 st more than 3.0 %6/ vie Blapie 30 %

Buctevial endotoxing - bakyepiansi < 2.0 Ul 7 ORMn | notmore than 2.5 LU /mi 7 ve Binble 2,5 OF/ma

BRAOTOKCAHN]

Sterility / CTEDUALHICTD. complies / signosigac | sierile / Tipenapat nosuner Byt Creprisibhim

¥ exelucding Tenoxicam and CLTX 1 (- 6-Cl Aecarboxylic aoid
meihyl ester-1 1-dioxide) (synthesis- ~by-products of Lornoxicam aciive 14t
Za sumstkom Terokcnkamy | CLTX 1 (= 6-xa0p0-4-rigporcu

Kc}%’OO HOBOT kMchoTH-1,1- ;H)f’{ vifh Hp()/b/KT CUMTEIOBERWI 3 3 NGOHOKC VII"()M}/

H-th /’H()'/w 3epf ], 2-ihic

Pé 15 : ; o~ Y y / oo
Qualified Person N s S S VAV Goboal 1LY Lk

Dir. Gareon Frarzen I/ d LA e Lo G, v W
Name and position ftitle of person Qualified Person / Dute of signature / Pova rigroacy
authoricing the butoh refease / YOOBHOBaNCHn OUnbn

Fiplaswe 18 nocaga ocobn,
wKs BMIANSG BosEis Ha
Burycxr cepii

Crundifiod Person /
Yrosuosaxena ocoba
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