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STADA

Rexnapauus oTBeTCTBEHHOrO nyua o COOTBETCTBUM NPOAYKUUN

Ne KM-1266 / 25.08.2021

HauMeHoBaHue nekapcTeeHHoro
cpeactea, AQoavposka, dacoska,
_hopma Bbinycka

Kcedokam, nuocdmnusat Ans npwroToBneHus pacTeopa ans
BHYTPVBEHHOIO M BHYTPUMbIWEYHOrO BBEAGHUA 8 Mr, chnakoHs!
(5), nogaoHLl NnacTukoeele (1), NaYkK KAPTOHHLIE

Homep perucTpauuorHoro | M N011189 ot 12.09.2011

YAOCTOBEPEeHUR (nara 3amensl 09.10.2020)

Bnapeney PY Takega Asctpun 'mM6X, Aectpus / Takeda Austria GmbH;
St. Peter-Strasse 25, 4020 Linz, Austria

Homep cepuu 12098973

MapTus (KonW4ecTeo ynakoBok) 29 640 yn.

Cpok rogHoCTH 14.04.2024

MNpounasogutens

Baccepbyprep ApuHa#MUTTENLBEPK [MGX, T epManis /
Wasserburger Arzneimittelwerk GmbH, Germany;
Herderstrasse 2, 83512 Wasserburger, Germany

Buinyckaowmin KOHTpONb

Takepa Aectpun M6X, Asctpua / Takeda Austria GmbH,
Germany; St. Peter-Strasse 25, 4020 Linz, Austria

Dorosop/koHTpaKkT MecTHoe cornawenuve 0 NpoMIBOACTBE U NOCTaBKe mexay Takeda
Austria GmbH («Takepa Aectpua TMGBX») u AQ «Huxdapm»
6/H or 10.03.2020

WuBoiic 32803271 ot 10.08.2021

Wmnoprep AQ «Hwxdpapm»

{AO «HwxeropoAckuvi XMMUKo-hapMaueBTUYECcKuiA 3a80a»)

Aapec nmnopTepa, Ten, dakc

Poccus, 603950, r. Hummmi Hoeropoa, yn. CanraHckas, a.7,
8 (831) 278-80-88/430-72-13

CooraercteyeT TpeGoBaHUAM
(Ne H1, uameHeHu)

M N011189-071117, nam. Ne1, 2

Ceptuchuxar/nacnopt
npovasoauTens

B/H ot 02.08.2021

Ceprudpukar
cooreetcTevn/dexnapauva Y1

6212483_12098973_CT_18_000359_V02_COC_V1 ot 29.07.2021

Oexnapauwuna peicTeuTenbHa A0

14.04.2024

A,

Pygoit CeeTnaHa AnexcaHapoBHa, BeaywwA MeHemKep NO KOHTPOMIO 3@ KOHTPAKTHOW W

npusnevYeHHoR Npoaykunen, gosepeHHocTe Ne 0943-H® or 01.12.2020

(Pamnnna, MR, OTYECTBO, AOMMHOCTL OTEETCTEEHHONO NMUA WMNOPTEPa NeKapCTBEHHLIX CPRACTS)

HacToAWMM NOATBEPXKAAID, YTO BblWEyKalaHHas cepusa npoaykuuu Obina npowsseaeHa, ynakoBaHa
¥ NpOKOHTPONWPOBaHa B COOTBETCTBMM C PErMCTPaUMOHHBIM OOCbe [IeKapCTBEHHOro CpeacTaa,

u tpeBosannamn Hagnexaweid NPou3BOACTBEHHOW NPaKTWUKW, YTO NOATEBEP (B3E3
JIMUOM NPOU3BOAUTENRA W pe3ynsTaTamMu UCCNeA0BaHUA roTOBOM nponyxum

Pynon CeetnaHa AnekcaHaposHa

e“um- tu,_, Q
L
“pneanh O

éonmci}

Rata A1 28 /7-7'”

AO «Huxpapm»

yn. Canranckan, a.7, bBokc N:459,
r. HuxHuih Hosropoga, Poccun,
603950

(®.1.0) ()1 %

Ten. +7(831) 278 8038
taxc +7(831) 43072 13
med@stada.ru
www.stada.ru

MocKoBCKO® NpeACTaBUT
AO «Huxdapmn
yn. NpecrHerckan wabepexHan, 4. 6,
CTP. 2, ARNOBOW KOMMNEXC
amnepwnas, MMAL, «Mockea-CiTin,
r. Mockea, Poccua, 123112

SPakc +7 (495) 797 31 11
moscow@stada.ru
www.stada.ru
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Morotnn - Takeda -

HalMeHoBAHITE MPOIYKTA’

CrpaHa-IMNOpTEp
Hoaep MatepiaTa
Honep cepin
Homep cepini daska
Hata npoinsoacTea
Cpok roglocTIn
YenoBI XpaHeHIN

JaKIRMeHIR .

HacToswng 8 OATBeAIAK. HT0 BCe CTATII MPOIBBOICTEA
[OTHOM COOTBETCTBINT ¢ TpeGoBaHIFNIT HadTe Aaltell MPOIBOICTE
[xorza BHe pamox Esponefickoro Cowosa] ¢ TpeSOBAHIAMII
CTPAHBI CTPAH HABHAUCHIIA

29 jpoma 2021

Tarea Ascpi TMON
(ankt-Tletep-TTpacce 25,
4020 TrHu. ABCTpI

Ten +43 73269190

CEPTUOURAT COOTBETCTBUA

Kcedokam $ Mr

Tosnposka ~ AKTIBHOCTE 8 M TOPHOKCITKaM
TexkapeteeHHas popata MOQITIRAT 214 APIIVIVBTICHILA pAcTBIPd
A7 BHYTPIBEHHOTO 11 BH}_'T‘p".\IEILLIé‘lHOf‘O BBedeHIA
PainMep VIEIKOBKIL (PTAakOHBL G ML NS

Pocciiickaa deaepauna

6212483

12098973

12078603

04.2021

04.2024

KOMHATHaA TeMMepaTypa 15-25°C

153727 (CET+1) (3ereon Franzen (GEFR)

aToii cepIl TOTOBOTO MPOIY KT OBLTI MPeBeIcHBL B
eHHOll MpakTIEIl Esponefickoro Cokva 11
PericTpamoHHoro  YocToepeHivt (1}

Jlata noanmcn

Kt YV IIOTHOMOUEHHOTO MHILE

TToanneaso B SAP ¢ noMobk AMeKTpeHHOIT noamict

CT_1S_000339_VOZ
Gereon Franzen

GI12483 12008973 CT_18_000339_V02_COC V1

29 mona 2021 15337 27(CET+1)




CERTIFICATE OF ANALYSIS
Ceprndmxar anannaa

Tests / Tects!

Appearance.

Onucanme:

Identification / NognnrHOCTs:
Lornoxicam (HPLC).

. Jloprokcuxam ( BIXX):

Lornoxicam UV-spectrum:
Jloprokcnkam YO-COM:
Disodium edetate:

Aunarpns 3gerar:

Uniformity of dosage units:
OaHopogrocTs AOSHPOBANHA!
Waier / Boga:

Reconstituted solution
BoccraHosneHHblt pacTaop:

Dissolution time / BpamMs pacTeopexns.
Appeurance.

Onucanne:

Clarity / Mpo3paynocTs:

pH.

Takeda Austria GmbH
5e, Perer-strasse 25
A-4C20 Linz

el =A% 732069°90
Fax +43 732 65 60 66

Better Healith, Brighter Future

page 1/3

creanidts 179 02.08.2021 - QA/KA

Product: XEFOCAM 8 mg lyophilizate for

solution for intravenous and intramuscular injection
Npenapar: KCEPOKAM 8 mr, nuopuaunsar ans
npurorosnexNns p-pa n/s/s u 8/M BBEAREHNA

Barch No./ Homep cepwn: 12098973

Manufacture date / BaTa WSrotosneHns: 14 04 2021
Expiry date / Fogen go: 14 04 2024

Results / Peayneratsl Specification / Cneyndukauns
0600X-SPF-0000092.01 (No. IT N011189)
LOOS8/10

complies dense vellow mass

cooraercreyer IOTHaR MACCa XENTOro UBETa

complies the retention time of the main peak in the
chromatogram of the lest solution corresponds to
that of the lornoxicam peak in the chromatogram of
the reference solution

coorgarcreyer BPEMA yREPX¥B3HWA OCHOBHOIO Nnka Ha
XpOMAaTOrpamme UCNbITYeMOro PacTeona A0NXHO
COOTBETCTEOBATL BPEMEHH YOACDXABAHNS TNKE
NOPHOKCHKaMa Ha XDOMATO!I paMMme pacTeopa
CpasHEHNA

complies maxima at 377+2, 2902, 260=2 nm

COOTRETCTBYET makcaMymo! npu 377+2, 290£2, 26012 Hm

complies yellow flame

COOTBETCTRYET WENTO. OKPALNBAHNE NNaMEHH

complies conforms 10 requirements

cooreercreyer coorseTcrayeT Tpefopanuam

0.6 % not more than 3.0 % / He Gonee 3.0 %

10 seconds / cexyna

not more than 60 seconds / ne Gonee 60 cexynn

complies cleur yellow solution
cooTeeTCTBYET MPO3PayNbIA PACTBOD XENTOro uBeTa
complies / clear solution / npo3payHLif Pacreop
cooTaeTcTayer

80 95

87

Taxeda Austna GmoH.
Geseiischaft mit beschrénkter
Haftung. Registriert heim  andes:
gerichl Lnz unzer P4 230517 w,
Lesel schafissitz: Lnz

DVR 0497592

Takeca Austiia GmbH,

Lmrited Liability Compary. Req steed
in the Comoanies Register of L Loz
Regiorel Ceunt uncer N\ 230217 v
Corpo-ate Seat: tinz

JVR 0497392



CERTIFICATE OF ANALYSIS
Cepruuxar ananmsa

Tests / Tecrs

Particulate matier:
Mexanmyeckne BRAIOYEHNRA:
 Visible particles:

Bupmmsie vacruys:

Sub-visible particles /
HesvanmMuie 4aCTHUNL:

2 10 um/mxm:

> 25 um/mm:
Related substances / Pogcrsennsie
npuMecH;

2-Aminopyridine / 2-amuHonupummH:

HN 10002:
(Oxo (2-pyridinylaminv)-acetic acid)
(OKCO ( 2-nnpwBUNUNAMWHO )yKCYCHER
KMCAoTa)
HN 33144:
(5-Chloro-3-sulfine-2-thiophen-
carboxylic acid)
(5-Xnop-3-cynspuy-2-
ruoderxapboHosan kmcnora)
HN 65066:
(5-Chloro-3-sulfine-[tris(hydroxy-
methyl)methylJthiophene-2-carboxylic
. acid amide)
" 5-Xnop-3-cynopun-[TPUC (rMADOKCHMET
un)merTnnjrnoden-2-xapOoHoson
KHCAOTH amMuR

-

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

Tel. +43 73263190
tax. =43 732 65 60 66

page 2/3

crpanmnya 2/3

Better Health, Brighter Future

02.08.2021 - QA/KA

Product: XEFOCAM 8 mg lyophilizate for

solution for intravenous and intramuscular injection
fNpenapar: KCEQOKAM 8 mr, nnodwunuzar ans
nNpHUroToBneHMna p-pa A/8/8 K B/M BBEREHNA

Batch No./ Homep cepnn: 12098973

Results / Peaynsrars:

complies

COOTBETCTBYET

27nvial / pnaxomn
Iivial / pnaxon

not detected
He 00HapyXeHo

not detected
He OCHapyxeHo

<005 %
< 0.05%

< 0.05%
<005%

lakeca Austria Gimbt:,
Cesellschalt 'l beschrarkter

Hafturq. Registnert beim Lances-

gerich: Linz urter ¥N 23C617 v,
Gesellschaftssitz: Linz
DVR 0497592

L00R8/10

Specification / Cneunguxaumns
0600X-SPF-0000092.01 (No. IT N011189)

particulate matter visible with the unaided eye is
absent

BUONMBIE HEBOORYKEHHLIM FNAIOM MEXIHHYECKHE
YaCTHUbI BANXHB OTCYTCTBOBATL

not more than 6000/vial / ve Gonee 6000/pnaxon
not more than 600/vial / ne 6onee 600/¢pnaxon

not more than 0.1 % (equivalent to 9 ug/boltie) /
ne Gonee 0.1 % (axsuaaneHTHo 9 Mxr/PnaxoH)

not more than 0.1 % (equivalent to 9 pgibottle) /
He Oonee 0.1 % (axensaneHTo 9 mxr/dnaxoH)

not more than 0.1 % (equivalent to 9 ug/botile) /
ne Gonee 0.1 % ( 3xsuBanenTo 9 Mxr/dnaxonr)

not more than 0.1 % (equivalent to 9 ug/bontle) /
He Gonee 0.1 % (3xausaneMTHO 9 Mrr/GnaxoH)

“axeda Austria CmbdH,

Lirrited Liability Ccmpany, Registered
in the Companies Register of the L=z
Regianai Court under 7\ 236617 v,
Corporate Sear: lirz

DVR 0427592



o % Better Health, Brighter Future

| CERTIFICATE OF ANALYSIS . I
‘ Ceptndpuxar ananusa crpanmue 3/3 .08.2021 - O

Product: XEFOCAM 8 mg lyophilizate for
solution for intravenous and intramuscular injection

Npenapar: KCEQOKAM 8 mr, nnodunusar ans
NPpUroToBNeHHN P-pa A/8/8 n B/M BBEACHUS

| Batch No/ Homep cepnn: 12098973

Results / Peaynstaret  Specification / Cneynduxauws

. 0600X-SPF-0000092.01 (No. IT N011189)
_ ‘ - L0088/10
' Single unidentified impurities / Eanmnsnon 2x<005% . not more than 0.1 % (equivalent to 9 pg/bottle) /
| HEHAEHTHOUUMDOBANHOR NpIMEcH: , He Oonaa 0.1 % (sxsusanernto 9 mer/pnaxow)
i Total impurities / Cymma scex npumecedi: L 0.0% not more than 0.5 % (equivalent to 43 ugtvial) /
| ' He Ganee 0.5 % (oxeusanentro 43 MKT/naKoH)
. Sterility / Crepunsrocts: complies / the drug must be sterile /
j' coorsarcrayer fipenapar gonxer ObiTs CTEPHALHLM
' Bacterial endotoxins / Baxrepuanshuie
| SHOOTOKCHNM: < 2.0 EU/ml/E3/mn not more than 2.5 EU/ml / we Bonee 2.5 E3/ma
| Assay/
i Konuvecrsenmoe onpegencune:
. Lornoxicam / NopHokcHkam: 100.1 % ' 95.0-105.0%
! . 8.61 mgrvial/imr/pnaxon | 8.17-9.03 mg/vial / mr/pnaxon (8.60=0.43 mg/mr)
H—— S e il = o S e i B e D R T T - | e = &l
Komwmenrapyw/Notes:

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

floxaszarens "ORHOPARHOCTL EANHMY AOIHMPOBAHHA (nenuTanne Ha namenenne eqmHny M3CChi}" HCKMONEH w3 HA B
COOTBETCTBHYU C TDBOOBAHMAMY, NDEALIBNAGMbBIMY K OLEHKE KAYECTBA NERADCTEHHIX cpaacrs 8 PP. B ceprugnkare
8HA/IN38 NPOK3BOAUTENA ITOT NOKAZATENL MOXET NDHUCYTCTBOBATD,

QUALIFIED PERS: ! / YITONHOMOMYEHHOE NALO

Quali led Person
Nr. Sonja Grill
Takeda Austria GmbH Takeda Austria GmhH, Takeda Austria GrnbH.
St. Peter-Strasse 2% Gesellschaft mit beschrankter timited Liability Company, Registered
A 4020 Linz Haftung, Registriert beim | andes- in tae Companies Register of the Ling
Tel. +43 732 6919 0 genzht Ling unter FN 230617 v, Regional Court unde: FN 230617 v,
*ax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0487532



