Jlorotun <Taxena>

HaymMeHOBaHNE TPOIYKTA!

CTpaHa-1MIiopTep:
Homep maTepmana:
Howmep cepun:
Howmep cepuu Gajka.
JlaTa IpoH3BO/ICTRA:
Cpox rofHOCTH:
YcnoBua XpaHeHHSL

SaKToueHNe

Taxena Asctpra I'M6X
Cangkr-Ilerep-IlItpacce 25,
4020 JIpnn, AscTpist

Ten. +43 732 69190

CEPTHOVKAT COOTBETCTBUAA

Kcedoxam 8 Mmr

Jlosuposka / AxrnBHOCTS: 8 Mr JIopHOKCHKaMa
JlexapcTBeHHas GopMa; Mo HITH3AT AL IPUIoTOBIEHHA PacTBOPa
IS BHY TPHBEHHOTO ¥ BHY TPHMBIIIETHOTO ESeLeHIA
Paimep ymakoBxH: QrakoHe! & vur Ne5

Poccuiickas Peneparst

6212483

12116141

12096172

05.2021

05.2024

KommuatHas Temnepatypa 15-25°C

HacTosnmM 5 TOATBEPXKAAIC, YTO BCe CTANHH MPOM3BOACTEA 3TOH CepHI TOTOROTO IPOMYKTa OBUIH NMPOBENSHE! B
TIOJIHOM COOTBETCTBHH ¢ TpeGOBaHMSAMM Hamlexamreil npomssonctBeHHoft mpaxtHkn Epponefickoro Cowosa u
[korma BHe pemox Espomefickoro Corosa] ¢ TpeSoBaHmamu PermctpemmorHoro Ynocroseperns (i)

CTPaHEY/CTPaH HAZHAHEHHSL.

23 cenrs6ps 2021

16:21:24 (CET+1) Sonja Grill (SOGR)

Jata nogmucn

WMz YV ToTHOMOYEHHOTO JTHIIA

TToamicano B SAP ¢ IoMOIIEBIO 31eKTPOHHO MOATIHCH.
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CT 18 000359 V02
Sonja Grlll

6212483_12116141_CT_18_000350_V02_COC_V1

23 centa6pa 2021  16:21:24 (CET+1)



(Takeddd

Better Health, Brighter Future

CERTIFICATE OF ANALYSIS age 1/3
brdteia 178 24.09.2021 - QA/KA
Cepruduxar aHannsa Py
Product: XEFOCAM 8 mg lyophilizate for
solution for intravenous and intramuscular injection
Npenapar: KCEPOKAM 8 mr, nnopunu3ar ans
NpNroToBNeHNs p-pa A/8/B n B/M BBEAGHHR
Batch No/ Homep cepnn: 12116141
Manufacture date / Bata wsrorosnenns: 20 05 2021
Expiry date / Fogex no: 2005 2024

Tests / TecTnt Results / Pesynsrars Specification / Cneyundwcauns
0600X-SPF-0000092.01 (No. IT N011189)
L0088/10

Appearance. complies dense yellow mass

Onuncanve: COOTBETCTBYST NIOTHEA MBCCA XE/TOro UBeTa

Identification / MopnuwHOOTS:!

Lornaxicam (HPLC): complies the retention time of the main peak in the
chromatogram of the test solution corresponds to
that of the lornoxicam peak in the chromatogram of
the reference solution

Joproxcuxam ( BXX): coorsercreyer BPEMST YACDXHBAHNS OCHORHOIO MAKa Ha
XPOMBTOrPEMME HCTILITYBMOro PacTEOPA BONKHO
COOTBETCTBORATS BPOMOHK YACDXNBAHHA NNKE
OPHOKCHKEME Ha XDOMETOrPAMME PacTBopa
cpaaHeHHs

Lornoxicam UV-spectrum: complies maxima at 377+2, 29042, 260+2 nm

Naprokcukam YP-COM: CooTBETCTEYET MaKoAMYMB pu 377+2, 290+2, 260+2 1M

Disodium edetate: complies yellow flame

Auxarpus sgerar: cooTsercrayer XETO. OKPELWNBEHAE NAGMBHM

Uniformity of dosage units: complies conforms to requirements

OgHOpPORHOGTE AG3NPOBAHUA! COOTBETCTBYET cooTRETCTRYET TPEOOBAaHNAM

Water / Bogs: 0.7 % not more than 3.0 % / ve Gonee 3.0 %

Reconstituted solution

BoccranosneHHLH pacreop:

Dissolution time / Bpemn pacreopeHus; 10 seconds / cexyHn not more than 60 seconds / ne Gonee 60 cexyra

Appearance. complies clear yellow solution

OnuncaxHnea: COOTBBTCTRYOT npoapa%ikifl PacTe0p XenToro uBera

Clarity / lNpo3paiHOCTb! complies/ clear solution / npospaunsit pacTeop

GooTBETCTRYST :
pH: 8.7 8.0-9.5
Takeda Austrla GmbH 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 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592

DVR 0497592




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS page 2/3
& ua 2/3 24.09.2021 - QA/KA
Ceprucpukar aHannsa THERN
Product: XEFOCAM 8 mg [yophilizate for
solution for intravenous and intramuscular injection
Npenapar: KCEQOKAM 8 mr, nnopunusar ana
npyroToBAeHnn p-pa a/8/8 u B/M 8BERCHHNA
Batch No./ Homep cepun: 12116141
Tests/ TecTn Results / Peaynsrarm Specification / Cneuundnxayns
0600X-SPF-0000092.01 (No. IT N011189)
Lposs/10
Pariiculate matter:
Mexannvecxue BRIOYGHWS:
Visible particles: complies particulate matter visible with the unaided eye is
absent
BuAvMEI® YACTULM: COOTBOTCTBYET BUAUMbIO HEBOODYXEHHBIM ITIZ30M MEXaHUHECKNE
YSCTUL LONKHE OTCYTCTBO8ATE
Sub-visible particles /
Hesnanmeie vacTuun:
2 10 um/mrm: 4/vial / hnaxon not more than 6000/vial / we 6onee 6000/dnaxon
> 25 um/iaxm: < 1/~vial / pnaxom not more than 600~ial / e Gonee 600/¢naxox
Related substances / Pogcreennsie
apuMecn:
2-Aminopyridine / 2-ammHonupuauH; not detected not more than 0.1 % (equivalent to 9 ug/bottle) /
HE OCHAPYXEeHO He Oonee 0.1 % (3xkBnBanenTHO 9 Mrr/pnaKkoH)
HN 10002: not detected not more than 0.1 % (equivalent to 9 ug/bottle) /
{Oxo (2-pyridinylamina)-acetic acid) HEe OOHAPYXEHD He Gonee 0.1 % (axansaneHTHO 9 MKr/PnaxoH)
(Oxco (2-NupHanHnnamuyo JyKcyoHas
kmucaora)
HN 33144: <0.05% not more than 0.1 % (equivalent to 9 ug/bottle) /
(5-Chloro-3-sulfine-2-thiophen- <005% He Gonee 0.1 % (sxsnBanentno 9 mxr/draxom)
carboxylic acid)
(5-Xnop-3-eynspun-2-
rHogherxkapBoHoBan kncnora)
HN 65066: not detected not more than 0.1 % (equivalent ro 9 ug/bottle) /
(5-Chloro-3-sulfine-{tris(hydroxy- He o0HapYXeHO #e Ganee 0.1 % (3xBUBANGHTHO 9 MKI/PNaKOH)
methyl)methylJthiophene-2-carboxylic
acld amide)
5-Xnop-3-cynspmn-[TpMe (ruapoxcumer
un)merwnjrmopen-2-kaptoHosoil
KNCTIOTW! 8MIE

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

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

Takeda Austria GCmbl1,
Cesellschaft mit beschrinkter
Haftung, Registricrt beim Landes-
gericht Linz unter FN 230617 v,
Cesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH.

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

DVR 0497592
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Better Health, Brighter Future

| CERTIFICATE OF ANALYSIS

page 33 24.09.2021 - QA/KA
Cepmvpnxar ananuaa cTpanue /3 o
Product: XEFOCAM 8 mg lyophilizase for
Solution for intravenous and intramuscular injection
lNpenapar: KCEQOKAM 8 mr, nuopunuzar gna
NPAroToBNeHUA P-pa A/8/B U B/M BBEREHWR
Batch No/ Homep cepun: 12116141
Tests/ TecTm Resulls / Peaynwrars Specification / Cneungmnxaymnn
0600X-SPF-0000092.01 (No. I N0O11189)
LO088/10
Single unidentified impurities / Enwnuurod | 2x < 0.05% not more than 0.1 % (equivalent to 9 ug/bottle) /
HenaeHTHHUMDOBAKHON NPpUMECH: He 6ones 0.1 % (aKansaneHTHO 9 MKr/Gnaxo)
Total impurities / Cymma acex npumeceii; | 0.0 % not more than 0.5 % (equivalent to 43 ug/vial) /
He Gonee 0.5 % (skenaaneuTro 43 mir/graxom)
Sterility / CrepunsHocTs; complies / the drug must be sterile /
coorsercrayer fpenapar gonxet Obite CTEPUALHBIM
Bacterial endotoxins / Baxrepuansyme
SHOOTOKCUMbI ! < 2.0 EU/ml / E3/mn not more than 2.5 EU/ml / na Gonee 2.5 ES/mn
Assay /
Konwwecraennoe onpenenenne;
Lornaxicam / floprokcuxam: 99.4 % 95.0- 105.0 %
8.55 mg/vialimr/pnaxon | 8.17 - 9.03 mg/vial / mr/pnaxon (8.60+0.43 mg/mr)
Kommenrapnn/Notes:

The indicator "Uniformity of dosage units (mass change test)" is excluded from ND in accordance with the requiremenis
Jor assessing the quality of medicines in the Russian Federation. In the manyfacturer analysis certificate, this indicator

may be present.

Noxa3arans "OqMOPGAHOCTL BANHHL BOIMPOBEHNR (HCNWTANHE HE HIMEHENHE 8AnHAL Macce!)” nckmoyern na HA s
COOTBETCTSHH C TPEBOBAHUSIMH, NPARLIBNAEMBIMI K OLONKS KSHECTES nexapcreeHHbix cpeqere 8 PQ. B cepruduxare
8Hanus8 NDOM3BOANTENA STOT OKASATENs MOXET NPUCYTCTBOBATS,

QUALIFIED PERSON / YOJIHOMOYEHHOE JINLO

Qualifiec. Person
Dr. Sorva Gill
Takeda Austria CmbH Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrinkter
A-4020 Linz Haftung, Registriert beim Landes-
Tel. +43 73269190 gericht Linz unter FN 230617 v,
Fax +43 732 65 60 66 Cesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH,

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

DVR 0497592
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STADA

neunapau.nﬂ OTBETCTBEHHOTrO JILa © COOTBETCTBUN NpOoAYKUMK

Ne KI1-1478 / 26.10.2021

HanveHoBaHue nekapcTBeHHOrQ
cpejcrea, [A03WpoBKa, chacoska,
thopma BeINycKa

Kcedioxam, nuodiunuaaT ANA NPUrOTOBREHWS pacTeopa Ans
BHYTPUBEHHOrO M BHYTPUMBILEUHOTO BBEAIEHUA 8 M, (PRaKkoHb

(5), noaAoHE! nnacrikoesle (1), Naykvi KAPTOHHbIE

Homep perucTpauuoHHore | 1 N011188 or 12.09.2011

YAOCTOBEPEHNS (naTa sameHsi 09.10.2020)

Brapeneu PY Takeaa Ascrpun MMBX, Asctpun / Takeda Austria GmbH;
St. Peter—Strasse 25, 4020 Linz, Austria

Homep cepum 12116141

MNapTvA (KoNMUEecTBO YNakoBok) 29 900 yn.

CpoK rogHOCTH 20.056.2024

BaccepByprep Apunaiimutrenseepk MmGX, Fepmarxua /

Wasserburger Arzneimittelwerk GmbH, Germany;

Herderstrasse 2, 83512 Wasserburger, Germany

Takepa Asctpwa [mGX, Aectpua [/ Takeda Austria GmbH,
Germany; 8t. Peter—-Strasse 25, 4020 Linz, Austria

MpoussoguTens

Boinyckatowmii koHTponb

_norosoplml-rrpakr MectHoe cornalueHue o NPOUBOACTaES M NOCTABKE MeXHY Takeda
Austria GmbH («Takega Asctpua MBX») n AO «Huxcbapm»
6/n ot 10,03,2020
ViHBoiic 32805230 ot 14.10.2021
Wmnoprep AO «¢Humdbapm»

(AQ «Hwxeropoackuii xumuko-dapmauesTuieckiii sasogy)

Poccun, 603950, r. HwxHuii Hosropog, yn. CanraHckas, A.7,
8 (831) 278-80-88/430-72-13

Agpec nvnoprepa, Ten, take

CootsetcrayeT TpeGosaHuAM y

(Ne HFJ, usmerenwit) M NO011188-071117, nam. Ne1, 2

Ceprndpnkat/nacnopt

Ty B/H ot 24.09.2021

Ceprudukar

GooTBETCTBUSA/DEKN apauys YJI 6212483_12116141 _CT_18_000358_V02_COC_V1 ot 23.09.2021
Jexnapalus geiicTeutensHa A0 20.05.2024

Al, Pypoit CeetnaHa AnexcasgposHa, Befyuwmii MeHe[Xep N0 KOHTPOMK 3@ KOHTpaKkTHOR K

NPMBNEYEHHONR npoAykUWei, gosepexHocTs Ne 0943-Ho ot 01.12.2020

(Paminua, MA, OTYECTBO, A0MKHOCTL OTBETCTBEHHOTO NULA UMNOPTEPR NeKapCTBaHHLIX CPeACTE)

HacTOALWVM MoATBEPMAAlD, MTO BbllueykalaHHas cepuR Npogykuvk Obina npoussefeHa, ynakosaHa
M MPOKOHTRPONMPOBAHA B COOTBETCTEBMM G PEernGTRELMOHHBIM AOChe NEKAapCTEEHHOrO CPegcTBa,
v TpedoBaHvAaMW Hagnexallell npoU3BOACTBEHHOR NpaKTWKY, UTO noAreepxaaeTes YNonHOMOUEHHBIM
NULIOM NPOW3BOAWTENS W PesynsTaTamy uecnefosanHuit rorosoit NPoAYKLInY.

Beaywwii MeHeKep no KOHTpOnio
Pyzoii CeetnaHa AnekcadaposHa 3a KOHTPAKTHOI 1 NPUBAEYSHHO NpoayKured
nuck, (®.1.0) (ﬂommu @HHOro nuLa)
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Homep sanuen B AMC PocagpasHagsopa

58296279

JanHele aHec: m&f Uimenesa H.B. 2 7 2202,
(I'Io.qnuca)‘f:/ (®.1.0) (fata)

[aHHste nposepur: 7 Pyaoii C.A. of, L2202,
({fomnfics) {®.1.0) {farta)




