@01-H®-COM 11I-08-08200-001_01

fexnapayua 0TBETCTBEHHOrD NULA O COOTBETCTEMM NPOAYKLMM
Ne KMN-154 / 24.04.2020

HauMeHOBaHWE  nexapcreeHHoro | Kcedokam, nuodunu3at ana NPWIOTOBNEHWA PacTEopa ANs
CPEACTBA, [03UPOBKA, (PACOBKA, | BHYTPUBEHHOMO W BHYTPUMbILLIEYHOTO BBEAEHMA B M, dnakoHsl (5),

| dopma sbinycka NOAAOHBLI NNacTUKeBbie(1), nauky KapToHHbIe
Homep pervcrpauvonHoro | M NQ11189 oT 12.09.2011
IOCTOBEPEHMA (nava zameHw 07.11.2017)
Bnageney PY Takena Ascrpun TMEX, ABCTpHs/

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

Homep cepun 11826048

MNaptua (KONMYECTBO YNaKoeok) 16 105 yn.

Cpok roAHOCTH 17.06.2022

MponssoauTens Baccepbyprep ApuHaimMuTTensoepk MMGX, MepManus/

Wasserburger Arzneimittelwerk GmbH, Germany;
St. Peter-Strasse 25, 4020 Linz, Austria
Buinycraowmid KoKTpons Takepa Asctpun MMBX, Asctpus/

Takeda Austria GmbH;

St. Peter-Strasse 25, 4020 Linz, Austria

[Jorosop/KOHTpaKT MexayrapoaHce cornawenme 0 NPUoGPETERMA BKTHBOB  Mexay
Takeda Austria GmbH u AQ «Hwwdapm» (Poccws) 6/H or 03.03.2020
WMHBoiC 31178891 ot 17.04.2020
WmMnoprep AQ «Huxwdapm»
(AQ «Hwxeropoackui XMMUKO-(h3 pPMALIEBTHYECKMI 3aB0a» )
Aapec nMnoprepa, Ten, gakc Poccus, 603950, r. HixHuA Hoerropon, yn. Canravckas, a.7,

8 (831) 278-80-88/430-72-13
M NO011189-071117, nam.N21

CooTseTcTByeT TpeboBaHuaAM
NQ H/l, nameHeHui)

CeptvdmkaT/nacnopt

npou3soauTeNna B/H o1 19,02.2020

Ceptugmkar

coorseTcTBua/Aexknapauyns YN B/H oT 18.02.2020

Aexnapauns peiictententha go | 17.06.2022 |

A, lamawHoBa WprHa BuMKTOpOBHA, Beaywmii Meemkep no KOHTPON® 38 KOHTPaKTHOM
¥ npusneveHHoi NpogykUKed, AcBepeHHOCTs Ne 1228-H® ot 29 .11.2019

(Damunua, uMA, OTUBLTBO, AOIKHOCTS DTBETCTBRHHOTO NHUA MMNOPTEDE NEKZPCTBEHHBIX CPEACTE)

HacTCAWMM NOATBEMKAAMD, MTO BbILLEYK33aHHAR CEepUA NPoAYKLIVA Gblﬂ%mw&gfa. YNaKkoBaHa
NPOKOHTpONWMPOBEHE B COOTBETCTBMM C PErMCTRaUMOHKLIM - aocLe ﬂgsawaem

CTBE 0 cpeactsa, W
TPeGoBaHMAMM Haanexawed NPOMIBOACTBEHHOW npakTuku, MTO NoATERKAHETER, YNOnHOMOUEHHIM
NYLCM NPOM3BOAVTENA U pe3ynbTaramu UCCNeA0BaHWA roTosod npo, K™ ““v,;\‘- %,fé\&
%:‘:--/-;_'":7‘# Beayuwmn H £3 ﬁgue_,p,meo Tn0t ) koWTpOMIO
~ A Mamaworosa Upnma Bucroposna 32 koxTpaltd A SR ANtk Afblyruned
(Nognmce) (5.1.0.) d%ﬁmgﬁﬁmmph&fx ua)

Daa Y 7§ ok

AQ aHpxmapmn Ten <7 (831) 278 BO &8 MOCKSBEKCE NPeaC auvTeNLCTUO [ Ten+7 {485 797 31 10
vir. Canrascwar, g 7, Boks Neasg DT +7 (531) 43072 13 AD nHuxGEpwn thaxc +7 (4U8) 767 39
. Hexsue Hosropoa Pocous, mec@stada.ru yn Bonswas Opawnss, 5 44, cTo 4 11

60380 woenw Stada ni r Metrea, Poccun 178017 mozcow@stada ru




Jlorotun ~Taxenn>
Taxcga Arcrpis TMEX
Cauxcr-Tlerep-Illtpacce 25,
4020 TTinn, Apcrpus
Ten. +43 73269190

CEPTHOHKAT COOTBETCTBIHA

Homep maTepnana: 1130219

Howmep cepin: 11826048

Houep cepiti Gaka: 11698675

Jlata npoussoacpa 06.2019

Cpox ronocTH: 06.2022

Cipana-ummoprep: Pocenn

[ TanMeHORANITE NPOAVETUL Keedoram R mr

Jlosporka / AKTHBHOCTS, 8 mr JlopHoKeHEAMY

JTexapeTrennan dopma: AMOHANZAT /1A TPHTOTORICIINA PLCTROPU 171 RHYTPHRCHHOTO

H BHYTPHEMBIILICHHOLO BRC,/1CHITA

Passep ynaKorxH: daakonm 10 yma Ne§

JakmoeHie:

[T2¢TOAINM TONTBEPAKAUI0, TV BCE CTLINH NPOH3IROACTBA F10M CEPHIt TOTOROIO NPOIYKTY Cuimn npopcaeHLl B
NOHOM COOTRCICTBHM ¢ TPeBUBAHNAMI HALIEKANCH NPOHIBOICTEENMON nparTnrn Erponefickoro Cowaa n
[korma sue pamok Esponciickoro Cowsal ¢ mpeBosmmamy Pernetpaimosnoro  Yaocropepenus (1)
CTPaHBU/CTPAR HRIHAYCHHA,

18 deppung 2020 16:21:37 (CEL) Sonja Gnll (SOGR)
Adata noamicu Hus Y nomHoMOTeHHOro iia

[Moamicano 8 SAP ¢ NOMOIIBKY 2ISKTPOMHOR OOAMICH,

CT_18_000324_V02 1130219_11826048 CT_I8 000324 V02_COC V1
Sonja Grill 18 deppana 20200 16:21:27 (CET)
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 CERTIFICATE OF ANALYSIS
b 19.02,2020 - Q4/KA
. Ceprugpukar ananusa §
£ — i e _— — e}
Product: XEFOCAM & my lyophilizate for i
solution for intravenous and intramuscular injection
| Npenapar: KCEDPOIKAM 8 mr, nuogunuzar ans
! NPUrOTOBNCHUSA P-pa 1/B/B W B/M BECHCHHUR ;
!
Batch No/ Homep cepun: 1826048 1
Munufacture date / Llara waroropnenma: 1766 2019 .
|
Expiry date / Fopen go: 1706 2022 |
— R g e o e e — I I ~ ﬁ
| Tests/Tecrs - Results / Peaynsratul Specification / Cneyndpmxaumn :
i i 0600X-SPF-60006092.01 (Na. IT NOT1189)
i ¢ I LOBBRD
. Appearance complies dense yellow muass
. Onucarme: cooraprerayer ANCIHEN MACCA XeNTOr0 upata [
| |
| Identification / NognuHROCTs: ‘
Lornoxicam (HPLC): - eamplies i the reteation rime of the main peak in the i
| chromatogram of the test solution corresponds to |
] f that of the lornaxicam peak in the chromatogram of |
! | the reference solution i
; | .
- floprokcsmam (B3XX): | cooregTCreyar BEMA YARR®BAHNA OCHIRNOID KA M3
f XPOMETOFPAMME MCIINTYEMOr0 PACTBOPA AOARNID |
i COOTRATCIBOOATS BDEMOHN YASDXUBENMST THKA ?
NIOPHOKCHKBME HE XDOMETO!DAMME DACTROPA '
cpasHenua f
Lornoxjcam UV-spectrum: complies | maxima at 37742, 29042, 260+2 nm 5
- SlopHokcurzm YD-COM: cooragrcrayer MAKCHMYMY ApK 37722, 29012, 260+2 1 b
| Dusodium ederare: | complies i yellow flame Ii
| Awunarpws anatar: coorpercrever | XEATOR DKDEWHALHAG NNAMOHA y
Uniformity of dosage units: - complies conforms to requirements ;
- OaHOPOANHOCTE AOIMPOBAHAA ! - coarsercisyer | COOTEETCTAYAT TDEOOBIHNAM ‘
Water ? Boapa:; ; 0.9 % not more than 3.0 % / ue Gonee 3.0 % ;1’
Reconstinded solution
| BoccranopncwHi DACTAOD: |
’ Dissolution time / Bpema pacreoponwa; 10 seconds / cexynn not more than 60 seconds £ we Sones BO cexyna
Appearance: complies clear yellow solution
| | ! |
| Onucanwe: | COOTREICTBYOT | NOOIPAYHLIA PACTBOLR XENTOrD UseTa g
Claritv 7 Nooapavsocin: - camplies / | clear solution / npozpassd pacrsop i
A - coorsoTcrayar ! i
pH: | &7 §0~95 i
ST — S—— S s —— ——— W—
Takeda Austria GmbH laxeda "uutr a CmbH. 11 052 Austria ; LmuH
5. PeterStrasse 25 Ceselischaft mit beschrankter Lur nﬁdi abiity Company, Regislerec
AAG20 ling Haltung, Registrert heim Landes- i Camp aw_ fegster of the tinz
Tel.+43 73269120 gericht Unz unter FN 230617 v, Reginnal Court under FN 22067 % v
Fax +43 732 £5 60 66 Cesellschattysitz: inz Coroorate feas Linz

VR D4u7sa2

VR 0497382
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- CERTIFICATE OF ANALYSIS
Cepruchuxar aHannza

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

NMpenapat: KCEQOKAM 8 mr, nnodunnaar ana
NPMroTORNEHMS P-pa N/8/8 W 8/M BBROACHUA

19.02.2020 - QA/KA

Batch No./ Harep cepusw: 1826048 !
Tests / TecTos . Resulis / Peaynnrars Specification / Cneundwmxaimns '
’ f 0600X-SPF-0000092.01 (No. IT NO11189) |
LGOSS/ 10 ;

| Single unidentified impurities / Enminanoid | 3 x < 0.05 % not more than 0.1 % (equivalent 1o 9 ug/bonle) /
| HEIASHTHOAUMDOBANMOR NDMMECH! He Gonee 0.1 % (arsusanenTHo G mxr/dnaxon) '
i Total tmpurities / Cyrma scex npumecess. 0.0 % not more than 0.5 %5 (equivalent fo 43 pg/vial) / |
Ha Bonee 0.5 % (3xevsanentno 43 sxr/dnaxor) |
| Sterility/ Crepunewocts! complies / the drug must be srerile / ;
i | coorpercrayer - lMpenapar aoaxen ShiTe CTEPUASHAIM
| Bacterial endotoxins / Baxrapranshise , i
SHAOTOKCHML: - < 2.0 EUSmlFES/Mn | not more than 2.5 EU/ml / we Gonae 2.5 E3/mn tl
- Assay/ {
. Konuuectgennoe onpeaenenne: 5 ; |
| Lornaxicam / NopHoxcuxam: 99.4 % L 95.0-105.0% |
- 8.54 mghvialur/Qraxon | 8.17 - 9.03 mg/vial / ersnaxom (8.60+0.43 mgiar) :
S e o e = R W S e R S il . LT E o e SRR T r - fe et e d AT T —- L e — ’,I

Kommenrapuw/Notes:

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

Moxkasarens “0anopoanoCTe BANMHL ADIXDOBEHUR [MUCNBTANNE HA MANMBHEHHE BANHIL MICCh )" nexmoyen u3 HA B
COOTBEICTBHN C TDEDOBANHAMH, NDCALAANNEMBIMM K OUEHKE KGYOCTPA NEKELCTIOHHNX cpencre 8 PO, B ceprwpurare
EHANKIA NDOMIDOANTENR STOT NOKAIRTENL MOXET (1DVCYTCTBDRATE,

!

L

QUALIFIED PERSON / YTIOJTHOMOMEHHOE NALIC

Qualitied Persor

o, Sorja Gidl
Tekeda Austria CmbH Takeda Aust~a CmbM, Takeda Austrig CmbH,
St Peter-Strasse 25 Gesellschatr mit beschrdnkter imiter: Liabiiity Compary, Registereg
A-A4020 Lrz -laftung, Registrier beim Lendas- inthe Cumnpanias Register of the Linz
Tai. 43 732 69190 cericht unz unter FN 230817 v, Feqgionel Tourt under N 230617 v,
Fax +43 732 £5 64 66 Geselisgnaftesitz: Linz Curporare Seat: Linz

DVR 04975462 OV 497502




