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MNapTus (KONWYECTBO YNaxoBOK) 30 240 yn.

Cpor rogHocT#t 02.12.2024

Mpowasoaurent BaccepSyprep ApuHaimutTenssepk M'vwbX, MNepmanns /
Wasserburger Arzneimitielwerk GmbH, Germany,
Herderstrasse 2, 83512 Wasserburger, Germany

Brinyckaowmit KoNTpons Tavena Asctpus TMEX, Asctpus / Takeda Austria GmbH, Austria ;
St. Peter—Strasse 25, 4020 Linz, Austria
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Austria GmbH (eTakepa Asctpus FMGX») u AD «Hwuchapws
6/n ot 10.03.2020

Vispodic | 32813268 or 14.04.2022
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8 (831) 278-80-88/430-72-13
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(Ne HII. i) n Ne1'§1894}7111?. n3m. Na1-3

Ceprutbuxar/nacnopt

DOM3BOAVTENS B/ ot 06.05.2022

Ceprudikar

setcrevs/flexnaoauns Y/l 8212433_12224858 _CT_18_000359_V04_COC_V1 or 31.03.2022
[exnapauus gefcTeMTensHa A0 02.12.2024

A, Pygch CeetnaHa AnexcaHapoOBHa, segma MEHBPKED MO KOHTPONK 33 KOHTPSKTHOR U
npusnevexHofl npoaykuvei, aosepedHocTe Ne 0404-H or 30.12.2021
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NALOM NPOMSBOAUTENSA U PE3YNLTATaMN KCCNEACBAHUA rOTOBOR NPOAYKUMM.
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Better Health, Brighter Future

CERTIFICATE OF ANALYSIS | page 1/6 :
crpannua 1/6 06,03.2022 - QA/KA
Ceprudpuxar ananunaa
STADA Product: XEFOCAM 8 mg lyophilizate for
: solution for intravenous and intramuscular injection
lNpenapar: KCEQOKAM 8 mr, nnopmnusar ans
npPUroToBNeHHs p-pa A/8/B M B/M BREQEHUA
Batch No./ Homep cepwn: 12224638
Manufacture date / Qare narorosnenns: 02122021
Expiry date / Tonen go: 0212 2024
Tests / Teerm Resufrs / Peaynsrars: Specification / Ceumwpmnxarms
i SPEC-0010029 4.0 (No. [ NOI1189 — 671117
change/namenenne No.1/21.61.2019,
AL2/09.10.2020, X2.3/09.09.2021) / L.OOSS 10
Appearance: complies i dense yellow masy
Onucanue: COCTBETCTRYSY ANGTHAR MICC3 XEATOro UBeTa
Adentification / NaansmocTs.:
Lornaxicam (HPLC): complies : the retention time of the main peak in the
! chromatogram of the rest solution correspands 10
that of lornoxicam peak in the chromatogram of the
reference solution
DNoproxcuran (BIXKX): cooreerciayar BPEMA YACDXMBAMHS OCHOBHOID Nited a
i XODMITOMPIAME MCITYEMOrD DACTEONA NORKHO
COOTRETCTAOBETE BDEMOHN YHABOXUBANAR NTUKE
NOPHOKCHKEME HE XDOMATOrPDEMME DACTEODA
cpaaneMn
Lornoxicam (UV-spectrum): complizs the absarption spectrum of the test solution shows
. three maxima between 200 and 500 nm ot the
Jollowing wavelengths:37742 nm, 29052 nm,
26042 pm
SlopHoxcuxan (Yd-CaM): cooTReTCTEYeT CNBKTP NOFAOLIBHNR MCTITYBMOrO PECTBOPS B
e i obnactu o7 200 no 500 nM BOMKEH #MeETL TOM
MAKTHMYMA (D BAnNe BOnns 37T % 2 s,
290 t 2 v u 260 * 2 nmr
Disodium edetare: complies | vellow flame
Awarpur anerar: COOTBETCIRYET | MENTOO OKDIUWHBINHE NAGMEHN
Water / Bona: 0.4 % ’ not more than 3.0 % / e Gonee 3.0 %
Reconstituted solution
Dissolution time / Bpems pacreopenms: f{}xemndffm nol more than 60 seconds / we Gonee 60 cexyna
Appearance: complies | clear, yellow solution _
Onucamne: coorsercrayer APOIPSAR DRCTROD EAaTOCD UBSTS
Takeda Austria GmbH akeda Austria CrbH, | lakeda Austriz GmbH,
St PeterSirasse 25 Ceselischalt mil Seschrncter Limited tiabiity Company, Registered
A4020 i nz Haftung, Registriert beim Landes. in the Compenies Register of the Ling
Tel +43 232 69100 gericht Linz unter FN 230617 v, Reglonal Court under FN 230617 v,
Fax +43 732 65 60 66 Cessllschaftssite: Ling | Corporate Seat: Linz

DVR 047592 DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS

| page 2/4

| 06.05.2022 - QA/KA
Cepruukar aHanmnsa cTpammsa 2/8
Product: XEFOCAM 8 mg Iyophilizate for
solution for intravenous and intramuscular injection
Npenapar: KCEQOKAM 8 mr, nuopunuzar ans
nNpUroToRNeHMs P-pa A/8/8 M B/M BBEQEHWUA
Baich No/ Homep cepun: 12224658
Tests / Tectst Results / Bbiymram Specification / Cneyndruxaymns
SPEC-0010029 4.0 {No. I NOI118% - 071117
changelnsmenanwe Ne.1/21.01.2019,
Aw. 2/09.10.2020, X0.3/09.09.2021) / LOO3S/10
Clarity / MpoapaymocTs! complies / mamarcmym clear solution / npospawsi pacTeop
PH: 8.8 8.0-9.3
Particulate matter:
Mexanpyeckne BXIONeHNnA:
Visible particles: complies particulate matter visible with the unaided cye is
| abzent
Bunssie 4acTHus COOTRETCTRYRT BHAAMBE HEBOODYRPHHEM rN330M MEXEHAYEOKHE
YACTHUN AONXHE OTCYTCTBOSATS
Sub-visible particles /
Heenammste yacrilb
> 10 gt nancna: @ivial / paaxon less than 6000/vial / menee 6000/dnaron
> 25 pmiin: I vial / naxom less than 600%vial / menee 600/@naxon
Related substances / Pogcreesnnsie L
npumec:
2-Aminopyridine / 2-amunonHpHRHN; ot detected not more than 0.1 % (equivalent to 9 ug/botrle} /
HE OGHEpYXBHO +e Gonee 0.1 % (oxansanentvo 9 Mrr/Gnakon)
HN 10002: not detected not more than 0.1 % (equivalent to 9 pg'botile} /
{Oxo {2-pyridinylaminol-acetic acld) HE OGHApYWEHO ne Gonee 0.1 9% (axeuBanonTHO § MEr/HNEXOH)
{OKCOo ( 2-NUPHARHANBMAHOlYKCYCHAR ‘
xMCnoTa)
HN 33144: < 0.05 % not more than 0.1 % (equivaient to 9 pg/botile) /
- (5-Chloro-3-sulfine-2-thiophen- <0.05% ne Gones 0.1 % {sxeusanewrno 9 mur/dnaxos)
carbaxylic acid) / (5-Xnop-3-cyne@wii-2-
THODenKapBOHOBRR KWCNOTE)
HN 65066: not detected rot more than 0.1 % (equivalent to 9 ug/botile) /
(5-Chloro-3-sulfine-[tris(hydroxy- HE OOHAPYKBHO He Gonee 0.1 % (sxpusanenTno @ mxr/dnaron)
methwlimethyijthiophene-2-carboxyvlic 3 .
acid amide) / 5-Xnop-3-cynsun-
{1pwc ( rmepoxcamern et rnoden-2-
KapGOHOEOHA KHCROTH Ml
Takeda Austria GmbH Takeda Austria Gmnbi, Takeda Austria CmbH,
51, PeterSorasse 25 Cesellschalt mit beschiankter Limited Liability Company, Begistered
A-4020 Linx Kattung, Registriert belm Landes in the Companies Register of the Linz

Tel. +43 73269150
Fax +43 732 65 60 66

gericht Linr unter FN 230617 v,
Ceselischattesitz: Ling

VR O497592

i

Regional Court under FN 230617 v
Corporate Seat: Ling
DVR Q497582
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page 36

- Bacterial endotoxins / Baxrepuansue

CERTIFICATE OF ANALYSIS 06.05.2023 - QAKA
Ceptugmrar ananusa ¢Tpermya 3/8 i
Product: XEFOCAM 8 mg lyophilizate for
solurion for intravenous and intramuscular injection
NMpenapar: KCEQOKAM 8 mr, nunopmnuaar ans
TMPUrOTOBNEHUA P-Pa /B/B U B/M BBEREHMS
éﬂardr No./ Homep cepun: 12224658
Tests / Tecret Resulrs / P»sﬁmsnm Specification / Cneundurxauns
‘ SPEC-00710629 4.0 (No, 11 N011189 - 071117
change/mamenenwe Xo.i/21.01,2019,
N2/09.10.2020, No.3/09.69.2021) / 10088/ 10
Wmidmw? d impurity ! Enmsancd not more than 0.1 % fequivalent 10 9 pg/bottle) /
- HEHACGHTHPMUKPOBERHOR NpWMECH: Ix<0.05 ‘-“”& 0.1 % ne Gonee 0.1 % {axeragnentio 9 wexr/chnaron)
- Sum of all impurities / 0.1% ’ not mare than 0.5 % (equivalent to 43 pg/vial) /
Cynma poex npumoecei; ! ue Gonee 0.5 % (axorpancntvo 43 mxr/paaxon)
Sterility / CrepunsnocTs. complies / copreercreyer | sterile / crepuwnsseina

SHAOTOKCHHBI < 2.0 EUrmi ] ES/mn not more than 2.5 EUVmi / we Bonee 2.5 ES/un
Uniformity of dosage units: complies in accordance with Ph. Eur.
OAHODOAHOCTL AOIMPOBANNA: cooraercrryer cornaco Tpedopansas Eap. Papm.
Assay / -
KonwuecTBeHHOE OnpegencHne;
Lornoxicam 7 Noproxcimane; 90.1% 5.0~ 105.0 %
8.32 mgivial’vr/Pnaxon | 817 9.03 mgivial / sary/pnaxom (8.60£0.43 mgiur)

Takeda Austria GmbH Takeda Austria Cobi, Tukets Austis Conishi,

3. PeterStrasse 25 Ceselischalt mit beschefinkter Limited Liablliry Company, Registered

A4020 Linz Hattung, Registriert beim Landes i the Companies Register of the Linz

Tel, 443 732 69100
Fax +43 732 65 B0 £6

gericht Linr unter Il 230617 v,
Ceselischaftssitz: iz |

DVR 0497592

Reglonal Court under BN 230817 v,
Corporate Seat: Linz
OVR 0487592




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 4/6 06.05.2022 - QA/KA
Cepruguxar aHanusa crermus 4/5 g
Product: XEFOCAM 8 mg lyophilizate for
solution for intravenous and intramuscular injection
Npenapar: KCEQ@OKAM 8 mr, nnogpununsar pns
NpKUroToBneHun p-pa a/8/B 1 8/M BBCACHNA
Batch No./ Homep cepun: 12224658
Tests f“ Tectsl Results / Pesymstarst ‘ szdﬁmﬁpa / Creynduxaymns
Packeging: | Place the amouni of the dmg wnfammg 3 mg qf Place the amount of the drug comtaining § mg of active

Ynarosxa:

active substance in a dark glass bottle a volume

of 6 mi, capped with a rubber stopper, compressed
with an aluminium cap and a closed plastic lid,
providing control of the first opening.

Place 5 botiles of lyophilizate in a plastic tray or
without a tray together with the patient information
leaflet in a cardboard pack

Konwsecreo npenapara, Coaepxaierc & mr
ABRCTBYIOUEro BBUIOCTBA, NOMEWAOT BO BAaKOH
H3 TBMHOMD CTEXNa obuemonm 6 M, ymmmmnm
pe3uHOBDH NPOGKONA, OOXATOR BIOMIHIIEESIM

acxpeitig, 1o 5 GngxonoB € AMOGUM3arom &
NASCTHKOBOM MMORAOHE NOMEUEOT meime c
MHCTDYXUMON N0 MERHLIMHCKOMY nwwewn
8 xapmmo nayky.

substance in a dark glass bottle (type | glass, Ewr. Ph.j
a valume of 10 ml or 6 ml, capped with a rubber
stopper, compressed with an aluminiym cap and

a clased plastic lid, providing control of the first
opening. Place 5 bottles of lyophilizate in a plastic
tray or withowt a tray together with the patient
information leaflet in a cardboard pack

Kanuvecrao npenapara, conepxauiero 8 sr
ABACTAVIOUIOND BOLOCTEA, NOMBILAOT BO PnardH
H3 Temuoro crexas (crexno | tuna, Eap. ®apa.)
obsemom 10 ma sau § ma, yxynopeHNbii pe3InHoBoH
npotxod, OOXaToi ANOMHHHBERIM KONRAYKDM M
0BeCNOunaRIOUIBR KONTPONS NEPROND BOKDBITHA.

1o 5 (hnaxotioa ¢ MKOHHIM3ATOM B NISCTHKDEOM
rOARCHE ik D83 NOANOHE NOMBLAKIT BMECTE C
MHCTRYXUMEH 10 MEQUUMHCKOMY TDHMEHEHIIO 8

- KADTOMHYIO NEYKY.

Takeda Austria GmbH
St Peter-Shrase 25

ALG20 Hirr

Tel 443 732692180
Fax +43 732 65 60 66

Yakeda Austig TmbH,

Ceselischatt mat beschidnkter
Haftung, Regatriert beim Landes.

gericht Linz unter FN 230617 v

Ceselschaftssite: Linz |

DVR 04875592

Takeda Austria CmbH,

Limited {iability Company, Registered
in the Companies Register of the Linz
Regional Cowrtunder FN 230617 v,
Corporate Seat: Ling

DVR 0487582



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS

Mapxupoaka:

cooraoTcTayer

page 576

e e erpannia 5/6 06.05.2022 - QA/KA
Product: XEFOCAM 8 mg lyophilizate for
solution for intravenous and intramuscular injection
Mpenapar: KCEQOKAM 8 mr, nuodpmunuzar gnn
NpUroToRNeHMS p-pa 4/8/8 U B/M BoegeHus
‘Bﬂft‘ﬁ NoJ Homep cepun: 12224658

Tests / Te . Specificatil /&e

s/ TecTs: eaynsraTh ; pecification unPrraUMs
i @; es The following information is indicated on the botile in Russian: brand name of the

drug; international nonproprietary name; strength in mg; dosage form;
concentration of solution obtained after adding the solvent "8 mg/2 mi” 10
lvophilizate; warning labels: "Dissolve the powder in 2 ml of water for injections to
prepare a solution for intramuscular and intravenous infections” and "Sterile”™;
rademark of STADA Arzneimitiel AG, date of manufacture "Date of mfg:™;
expiration date "Expiry date:"; batch mimber "Batch”; rechnological / production
marks of the package.
The carton box shall contain the foliowing data in Russian: brand name of drug:
international nonproprietary name; sirength in mg; dosage form; concentration of
solution, obtained after adding the solvent "8 mg/2 mi” to lyophilizate; name and
country of the company carrying ou! the release quality control: name and country
of manufacturer; the manber of bottles per pack; method of administration;
compasition per | bottle; name and country of the Marketing Authorization holder
"MA Holdir”; trademark of STADA Arzneimittel AG; storage conditions;
prescription status: warning labels: "For preparation of solution for imtramuscuiar
or intravenous administration, dissolve the powder in the bottle with water for
infection.”, " The prepared solution shall be used within 24 hours!”, "Keep out of
reach of children.” and “Sterile”; marketing authorisation number; date of
manufacture "Date of mfg:"; expiration date “Expiry date:": batch number "Batch”:
additionally, is place variable data with the application identifier: the control
identification mark (CIS), the global identification mimber of the trade urit (GTIN:)
and the individual batch number of the secondary {consumer) packaging (SN:);
barcode; technologicall production marks of the package.
Ha GAaKoHe Ha PYCCKOM RIWKE YXEINBRIOT: TOPIOBOS MAHMEHOBENNE
nPenapara; MEXAYHIPOAHOE HENATEHTORAHHOD HAHMEHORBHHO, OTHPODKY
8 M0 NOKAPCTRENNYIO DODMY, KOHUBHTDIUMIO DACTRODA, NOMNOMHOD Nocne
AOBAANEHEA K AHODUIHIATY PACTRODUTANG =BMr/20411s; NDELYIPERHTERHNE
Hannuow: =lIOPOWIOK PACTBOPRIOT B 2 M BOAY ANS MHLEKLIH ANS
APHIOTORNSHHR CACTEODA AN B/M W 8/8 MHBEKUMA» H «CTEDHMLHG TODADHNH

| avax WTALOA Apuraimntrans Al nary narotosnesws <flara nar.:»,

METY OXOHYAHMA COOXE MOAHOCTH «[ 0ABH A0 =; HOMED COPMI «CoDun. »,

?&mﬂnwwecw NPOKIBORCTDEHNNE OTMOTKH YNAK08KH,

Takeda Austria GrbH

S PetenSirane 25
AaldtLine
Tel 43 732 819

0

Fax +43 712 €S 60 66

Takeds Austria b, lakeda Austria GmbH,
Geselischatt mit bescnfaniter Limited Liabedty Compaty, Registered
Haltung, Registrient beim Landes- in the Companies Register of the Ling
gericht Linz unter FN 230617 v, Regional Cowt under FN 230617 v
Cesellschafisstz: Linz Corporate Seaz: Linz
DAVR 407802 i v 0497542




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS
Ceprucuxar ananuaa

page 6/6

crpansua 6/6 06.05.2022 - QAKA

Prodm XEFOCAM 8 mg lyophilizate for
solution for intravenous and intramuscular injection

Npenapar: KCEQOKAM B mr, nnopunuzar ans
NpUroTOBNOHNA p-pa A/B/B U B/M BBEOCHNS

Batch No Homep copwn: 12324658

Tests / Tecs Resulis /
Pesynsrars: :

Specificetion / Qmu#ﬂum

Mapruposxa: COOTBETCTEYET

Ha xaprossoi nayke Ha DYCEKOM AILKT yXEILBOOT TOPIOE0E HANMEBNOBEHID

- NPENAPATE; MexAYHIADONNOE HONaTeHTOBSHHOE HBHMEHOBGHNE, AO3KpOERY

B MIT NEXAPCTECHMYIO (BOPMY; KOHUBHTDAUMIO DACTRODA, NOAYNBHNOTD OGNS
NOGABNEHIS K IHOPUNNIBTY DECTOODHTEND «BMI/2MITn; HEUMBHOBIHNE 1
CTD&KHY KOMIBHUN, OCYLUBCTENMOWEN BEMYCKAUIMA KOHTPOM KSYOCTES:
HANMEHORARNE W CTPEHY NDOMIBOAHTONR, KONHYECTBO thnaxowos B ynaxoaxe;
enocol NpUMOHEHIE, COCTas Ha | DNaKoH; HANMBHORZHNE K cTpaHy Gupmsl
BARAENBUE PErHCTPGUMONHGIO ya0CTOREDeNIR «BAgaeney PY:»; ronapwuil anax
LWITAQA Apumaimstrens Al; yeroaus xpaneHms,;

YCNORMRA OTNYCKA; NDORYNDERNTEALHEE HARAWCH: =LINT NPATOTOBAGHMS
PECTBODA AR BHYTDUMBIUEYHONO M BNYTDHEEHHONG HAXOAMUMACS B0 QRarone
NOpOUIoK PACTEOPRIOT BAROA AT WHLEKLMA.», «[purorosnenysil pacraop
HBOGXCAMMO MCNONLIOBETE B TEYOHHE 24 4acoa!s, XpasuTs & HeAOCTYIHOM
AR RETRHA MECTE.» it «CTEPUALHOS; HOMED DErVCTDALHONHOND YAOCTOREDEHHS:
AATY WITOTOBNEMIR ~[8Ta M3M.[%, LATY OXONYANNA CPOKA FORNOCTH »IORex A0 :
HOMEPD CEpMi «Cmm | MBHBCOHI NEDOMEHHE NAHHKNE: KONTDONLHOTD
HOENTHOMXBUNOHHOND FHaKa (KH3), rnofBansioro naeHTuduKaumonHomo
HOMEDA TOProson enrmiust (KT1.), sHansunyansmoro CepuiiHoro Homepa
BTOPIHOR (NOTDEONTENLCKON) ynaxoskw (CH:); uITpix-xos; TexHoncrmvecxe/
TIOM3BOACTRCHHE OTMETKH YNaKoaxi.

Shelf life: complies 3 years
Cpox rogmwocTs: | coorsercreyer 3 rona
Storage: Al a temperature not exceeding 25 °C |
Xpawemne: MNpw remneparype we amwe 25 C :

Takeda Austria GmbH Taxeda Austria Cmbit, Takeds Austiia GinbH,

st Peter-Strasse 25 Cetelischaft mit boschignxter Limited Liability Company, Reglstered
A4D20 1ing Hafwng, Registriert beim i&m:m in the Companies Begister of the Liw
Tel +43 73269180 gericht Linz ynter FN 230617 Regional Court under FN 230617 v,
Fax +43 732 6% 63 66 Cesellschaltssitr: Uing Cosporate Seat: Ling

AR 04875402 ! DVR 0497592




