Jorotmn <Taxena> Py a
Taxena Arctpisa I'MOX in Zd

Cangr-Ilerep-1Ttpacce 25.

4020 JTimu, AscTpHa

Ten. +43 73269190

CEPTH®HUKAT COOTBETCTBHA

HarveHoBaHIe IPOTYKTA: Kcedoram 8 Mr
Jlo3npoBka / AKTHBHOCTE: 8 MI' JIOPHOKCIKaMa
JexapcTBeHHas hopya: THODWINAT I IPHIOTOBISHHA PACTROPA
IU1st BHY TPHBEHHOTO H BHY TPHMBIILIEUHOTO BBEIEHHS
PasMep ynakoBkH: dprakoHbl 6 M1 Ne5

CrpaHa-HMIIOpPTED: Pocceuiickas Penepariia

Howmep MaTepnana: 6212483

Howmep cepmm: 12057086

Homep cepHil Ganka: 12048446

JlaTa MpoOIMBOACTRA: 02.2021

CpoK roOHOCTH: 02.2024

YcnoBHsa XpaHEeHHA. KoMHaTHas Temiepatypa 15-25°C
3aKIOUeHNE

HacTosAmmM 5 NOATBEPAIAL0, YTO Bee CTalMH MPOM3BOACTBA 2T CeplH rOTOBOTO NPOAYKTa GUII NPOBECHL! B
TIOJTHOM COOTBETCTBUM ¢ TpeGOBaHMAMI HajUlekalleil NMpoiBoACTBeHHON mpaxTimn Esponeiickoro Corosa n
[korma BHe pamok Erpomeiickoro Cotoza] ¢ TpeGoBaHIAMH PericTpalloHHOro YmocToBepeHna  (it)
CTpaHBY/CTPAH HAZHAUEHHS.

04 mas 2021 16:24:17 (CET+1) Sonja Grill (SOGR)

JlaTa roanucH HMMa Y IonHOMOUEHHOTO JTHIR

Togmicaso 8 SAP ¢ MOMOIIEIO 3MeKTPOHHO MOAITHCH.

CT_18_000359_V02 6212483_12057086_CT_18_000359_V02_COC_V1
Sonja Grill 04 Mas12021  16:24:17 (CET+1)



UCNbITATENBbHAA NABOPATOPUA

' 000 UCNbITATENbHbIA LEHTP "®APMOEOPOHA"

141074, 1. Kopanes. Mockoscsas ofnacte. yn. MarapiHa, 46a. 8 (495) 51 1.01.10, www farmoborona ru. info@farmoborona.ru
Axxpepurauns Ne POCC RU.0001.210N40
CepTabnlUvpoBak=an CHCTEMA MEHEAXMEN TS KauECTBA B COCTBRTCTENA ¢ TOCT P MCO S001-2015

MpoTokon ucnbiTaHuii Ne 44201/21 ot 21.05.2021

1, OBLEKT NCNbLITaHWH

NekapcTeeHHBIM Npenapart

<cedokaM NMOMUNKIAT ANA NPUrOTOBNEHWA PACTBOPA ANA BHYTPHBEHHOMO M

BHYTPUMEILLEYHOro BBEAEHVA 8 M. thnakoHbl (5). Na4kk K3pPTOHHEIE

2. Cepwa 12057086
3. CoaeH Ao 15.02.2024
4, Npoussoavtens HavMeHoBaH1e BaccepByprep ApuHarmMuTTenseepk MMEBX/ Takeaa ABCTpHA
MEX
CTpaHa Tepmanua / ABCTpVA

5. OcHoBaHWe ANA NPOBEASHWA MCNEITAHWI

JaAskalHanpasneHre) NeS0732 ot 18.05.2021

6. 3akaaumk HammeHoBaHve AC "Huxdapm"
Agpec 603950 Huwweropoackan ofinacTs, r. Huxuwi Hosropoa. yn.
Canranckan. a.7
7. 016 Axt otBopa ofpasuos R
oﬁpasucfa (HOMep w aaTa oTGopa) Oor 18052021
MecTo o16opa CBX 000 "TC TPAHCCEPEUC"
HA na otSop HE YKa3aHo

8. MeToas! MCNBITaHUA (HOPMAaTHBHLIF

NOKYMEHT)

T NO11188-071117, vwam. N2 1 - 2

9, KonuuecTeo oBpasLa, ynakoBKa v ee

COCTOAHKE

4 yn. Bes BHEeLWHWX NPUIHAKCE NOBPEXASHN

10. Jata nocTynneHva obpasua

20.05.2021

11, OaTsl NPOBSASHUA MCTILITZHWA

20.05.2021 - 21.05.2021

12, PeaynuTatsl MCNbITaHUM

3HEYSHIWS XAPAKTBPUCTAK

Neg HaumeHoBaHWS

n/n XAPaKTepUCTHEM TpeGosarua no HI PesynbTaThl MCNETAHUA

1 | Onwcanne MnoTHaA Macca XenToro upeTa MnoTHaAa mMacca XenToro upers

2 | ¥Ynakoeka Konuuvecteo npenaparta coaepxauee 8 mr| Konwmvecteo npenapara, cogepxauee 8 mMr
AefCTBYIOLWErO BewecTea, noMewanT BO| AeRcTBYKOLLErO BeujecTea, noMeLeHo BO
hrakoH w3 TemHoro ctekna  (cTekno | Tunal nakoH  v3  TemHworo  cTekna  ofbemom 6 wmn
Esp. ®apm.) oBvemMom 10 mn unu 6 MN,| YKYNOPEHHEIM  pe3svHoBOWM  npobkown. ofxaTon
YKYNOPEeHHbI A pe3MHOBOW npcBKOW, obxaTof| aNIOMKHKMEBBIM KOMNa4YkoM 1% 3aKpLITOW
GNIOMMHUEEBE M KONNavdKoM " 3akpeTOA| N nacTMaccoBOW KpH WEKOH
nnacTMaccoBown KPbiLLKOW oBecnevusacusi| ofecnedymnBaKyen KOHTpPONb nepgoro
KOHTROMNb NEPBOO BCKPLITHA. BCKPLITHA,
No 5 ®nakohoB c nwodunuiaTtoMm gl No 5 hNakoHoB 4 nuodbunuiaTom B
NNacTUKCBOM neaacHe unu Bes NOAACHA| NNACTUKOBROM noaaAcHe noM e eHo EMECTE c
nomeuanT BmMecTe c MHCTPYKUMER noj| MHCTpYyKYHMER no MEAWLKMHCKOMY
MEeAVLMHCKOMY NpPHMEHSHHIO B KapTOHHYIO| NPYMEHEHWIC B KAPTOHHOM Nadke.
Nasky.

3 | Mapkuposrka Ha nakoHe Ha  pyccroMm  A3biKe  ykaswiBawT| Ha  dnakoHe  Ha  pyccKOM  A3LIKE  YK@33HO!

TOproeoe HaMMEHOBAHNWE npenaparTta

MexayHapoagHoe HenaTeHTOBAHHO S
HawMeHOBaHWE. AC3VNPOBKY B
bopMy;

nocne

M

NekapcTBEHHYK KOHLEHTPaLWIO

pacTecpa, AoNy-eHHoro ﬂOﬁaBﬂeHMﬂ K

nuohHunuaaty pacTtBOopuTEns «8 Mr/2 mn»;

npeaynpeauTentHeie  HagnNwcu: «MNopowok

PacTEOPAKT B 2MN  BOAB AR MHLEKLMA  AnA

NPUroTOBNEHMA  pacTBopa  ANA  B/M W B/B

MHbeKLﬁ,Mﬁ.‘s W «CTeprneHOY; norotun

KPpHAKUHECKOTro nwuya, Ha MMA KeToporo

BLIA2HO perncTpaymMoHHoe yaoocToBEepeHKe

aarty
OKOHHEHHA

(Ha

AHFNHUHCKOM A3LIKE): M3roTOBNEHMA

«[ata War. » aary

«0AEH A0, ». HOMEP ceprm «Cepnaiy;

CpoKa rogHCCTH

TOProBOE  HaWMEHOBAHME npenaparta

MexagyHapoagHoe HENaTEeHTOBAHHOE

HavnMeHoBaHWE: ao3vposBra B M,
nexapcTeeHHan dbopMa; KOHUEHTpauua
pacTBOpa nony-{ewHore  nocne  acBaBnexwws
K nuwodbunuaarty pacTeopuTenn «8 mr/2 mn»;
npeaynpeauTentHue Haanucu: aMopowok
pacTeOopAIOT B 2Mn BoAw  AnA MHb EKLMH
ANA  NpWICTOBNEHMA pacTeopa ANA B/M W B/
HHbEKLHF » w «CTEepHNBHO»; norotun
Kprandeckore  nuua Ha MMA KoTOpOro
BbIAAHO pervcTpayMoHHOe yaocToOBEpeHHe
{Ha  aHrMWICKOM  A3BLIKE),  A&aTa  WMaroTOBNEHHA
«flata Mar..» aata OKCHMAHMA cpoka

rGAHOCTH « TGAEH A0 » HOMEP CePHK

Mporokon wenbiTanmi Ne 44201721 ot 21.05.2021

Ctp. 1133



UCNbITATENBHAA NABOPATOPUA

000 UCMITATENbHbIA LEHTP "¢APMOEOPOHA"

141074, r. Kopanes. Mockosckar ofnacTs yn. Farapvka, 46a. 8 (495) 511-01-10. www.farmoborona ru. Info@farmoborona.ru
Arspefitaunn Ne POCC RU.0CC1.219140

CepTibiuMpPOEaHHAas CUCTEMA MEHEAXMEHTA ka“eCTBa B coaTeaTeTan ¢ TOCT P MCO 9001-2015

TexHonerndeckmne/ NPoOKM3IBOACTBEHHDB €

OTMETKW YNAKOBKK (NpH HeoBxoarMocTw).

Ha KapPTOHHOWM nayke Ha pyccrom A3bike

YKa3blBaAKT! Toprogoe HavMMEHOBAHKE

npenaparta: MEeXayHapoagHOoe

HENATEHTCBEHHOE HAWMEHOBaHMWe, OC3NPOBRY
B Ml NekapcTBEHHYIC hopmy KCHUEHTPaLHIo
pacTeopa, NONy4YeHHOro nocne  poSaeneHua K
nuogKunuaary pacTBopuTENA «8 mr/2 MM »;
HavMeHCBaHME v CTPEHY KOMMNAaHK K

oCywecTBNAKRUWER BHNYCKIWLWMA KOHTPONb
kavecTtea; HavMeHoBaHwe M CTpaMy

nNpor3BOAMTENA ] KCMUHECTBO dnakoHoB B

YNaKkoBke,  cnoco  NpPUMMEHEHWA,  COCTEB  Ha 1

@ NaKoH; norotvn KPHAKHECKoro nwuya. Ha rMA

KOTCpoOoroe Bl AHO pervcipayvoHHOCE

yaocTopepeHHe (Ha GHINUACKOM A3blkE )

aapec MHTEpHET-CanTa (Ha AHFMUACKCM
A3bIKE),  YCMOBWA  XPaHeHWA:  YCMOBWMA  OTMycKa:
npeaynpeavTenbHble Hagnucu: «AnAa
NPUIOTOBNEHMWA pacTBOpSAa ans

BHYTPMMBIWEYHOTO vnm BHYTPHMBEHHOIO
BBEASHMA HaxodAWKKECA BO dnakoHe
NOPOLIOK  PacTBOPAXT  BOAOW  ANA  MHLEKUMA. »,

« MpUroToBNeHHBIR

pacTeop HeoBxoaWMGo MCNONL3OBATL B
TedeHwne 24 yacoe!», «XpaHwTb B
HEefOCTYMHOM ansA aetedr MecTe. » "
«CTepuneHO» HOMep PervMcTpayMoOHHOrO
yAOCTOBEPEHMA, party HM3roToBNEHHKA «[lata
War.. »; 4aTy  OKOHYEHWA  CpoKa roAHOCTH
«Fogen Ao »; HOMER cepuu «CepuAa

AOCNCNHWUTENBHO BO3IMOXHO HaHeceHKe

NeEpeMeHH bl x A3HHBIX c MAEBHTHEWMKATOPOM

NPpYMEHEHMWA {(npw HEOGX0OAKMOCTH)!
KOHTpONbHETC 3HaKa
(KW3)
HOSHTUMPHKELNMOHHOTO

(KM:) nivnm

MOAEHTHOHMKALMOHHOTD
nivwnw rnofanebHoOoTro
HOoMepa TOProcBOR
eaArvHMYybl HHAMBMH‘]’aﬂbHOrO

CepMMHOTO HoMEDPpaA BTOpPHMHHOR
(CH:u):

TexHONnOrmuyeckue/

(noTpebfuTenbckon) YNaroBKkh
WTpux-KkoAn;
NPCU3BOACTEBEHHbLIE OTMETKM YNaKOoBKM (npw
HEeoSXoAMMOCT H),

XpaHeHme:

Mpu TeMNepaType He Beilwe 25°C.

s Cepua:a»; TEXHONOrMuYyeckwme/

Npav3B0ACTEEHHLIE STMETKH YNAKOBKK.

Ha  xkaproMHoR  nadke  Ha  pycckom  A3nke

YK233aHO! Toprecece HanMeHoBaHue

npenaparta: MeXAyHapoaHOoe

HeénaTtTeHTOBaHHOE HaWMEeHOBaAHKE ;

0O3WPCBKE B MM NeKkapcTBeHHaA  opma;

KOHUEHTPALKWA pacTteopa, NoNydYeHHOro

nocne noGasneHun K nvodunuzaty
pacTeopuTENA «8 Mr/2 Mnx»; HavMeHoBaHKe
4 CcTpaHa KGMNaHWu, OCYLWECTBNAK L ER
BoNyCkawuwmum KOHTpONG KavecTBa,
HavMeHOoBaHue 4 cTpaHa npou3BoAMTENA;
KOMMMECTEO  NEKOHOB B yNakoBke cnocof
npyYMeHeHus cocTaB  Ha  1dnakod:  nerotun

KpHuanvecKkoro nwua, Ha MMA KoTapero

BbiAaHO perncTpaynoHHoe YAOCTOBEPEHKE
(Ha AHINWMIECKOM A3blke) anppec
MHTEpHET-canTa (Ha AHINHACKOM A3blKe);
YCNOBHA XPaHEHWA: YyCNoBKWA oTNyCcKa;
npeaynpeauTenbHbi e Haanwuecw: «AnA
NPUIroTOBNEHKA pacrtBopa ana

BHY TPWMBIWEYHOro wnw BHYTPWBEHHOTO

BBEAEHUA HaxXoAAWKKCA BO bnakoHe

nopouwok pacTECPAKT BOACH ana

WHLEKLMA. ». « (I PMrOTORNEHHBIM

pacrteop HeoBxoaumo MCNONb3CBATL B

TeqyeHne 24 yacoe!», «XpaHvThb B

HEAOCTYNHOM ans aeTen MecTe. » "
«CTEepunbHO»; HoMep PervcTpayunoHHOro
yAOCTOBEPeHMA:  AaTta  Marotoenedua  «flata
Mar.i»;  Aara  OKOHY2ZHWA  Cpoka  rOAHOCTM
«Fonex Ao »; HOMep cepum «Cepua»;
HaHeCeH® nepemMeHHb e OaHHB €

KOHTPONbLHOTO MASHTHOMRAUMOHHOIGC JHakKa

(KH3) rnoGaneHore MAEHTUDOMKALKOHHCIO
(kn:y,

Homepa

HoMepa TOProBom eAMHMLUE

HMHAWBKMAOYANbLHOTO cepuiHOTO
BTCPHYHOW
(CH:);

NPCH3BOACTEEHHLIE OTMETKK YNAKOBKK.

(noTpefuTenbCkon)  ynakoekw

WTpKux-Kkoa: TexHonoruvyeckume/
XpaHeHnue

MNpw Temnepatype He Bulwe 25°C.

Cpox roaHocTd

3raga

COOTBETCTRYET

3aknioveHune:
AokymeHTa N NO11189-071117 mam, Ne1-2.

PesynbTath MCNBITAHMA

Hax04ATCcH B npepenax HOpM

MpoTokon wensiTanwi Ne 4420121 ot 21.05.2021

YCTEHOBM E€HHBEIX TpeGoBaHMAMMK HOPMaTHBHOIQ

CTp. 2133



UCNbITATENbHASA NABOPATOPUA
000 UCNBITATENBHbIA LEHTP "¢APMOBOPOHA"

141074, r. Kopanes. Mockoscxas oGnacTe, yn. Marapska, 463, 8 (495) 511-01-10, www.farmoborona. ru. Info@farmoborona.ru
AgkpeanTauna Ne POCC RU.000Y. 2190140

CepTubnLMpORaHHAR CUCTEMA MeHE MEHTa Ka-ecTsa 8 cooTseTcTaim ¢ TOCT P MCO 9001-2015

r p

OTBeTcTBOHHBIA HCNONHWTENL v 7 2ccap3428 404132930 VieaHosa V.A.
Braneney; V234083 VpHH3 ANGKaHACOEHA

W‘!cﬂm 2024 no 220%.2022
S

HavanbHik h
Dicrymesr noamon PeKTPONHOA NOATHCHIO Uaprok N.N.
opraHK3aLMoHHO-aKCNepTHOro COPTMDWET: £ 30078644 12465007037 5476548 T 3051322284
up Lapion Mapusa NaoHugoeHa
oTRena QeACTBMTMNeN: © 22.01.2021 no 2201 2072 y

Mpvnedanva

1. [18HHbIFA MPOTOKON MCMLITAHWIA K2CABTCA TOMbKO OOP&3LOB, NOABSPrHYTEIX 3TUM KCNbITAHMAM.

2. 3anpelLaeTeA YacTHYHOe MK NONHOS KONMpoBaHUe, Nepeneyarka npoTokona Bes paspelueHva WenLiTaTensHoH naboparopui
3. WenbiTatensHan naBopatopuA He HECET OTBETCTESHHOCTL 38 HDOPMAUMIO 3aKa34MKa. YKaIaHHYIo B nni-8.

4, YICNONBInBaHo NPOCTOS NPaBANG NPUHATHA POLLSHHA,

MpoTokon veneTanun Ne 4420w/21 ot 21.05.2021 Ctp. 3wl
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STADA

Jeknapauys OTBeTCTBEHHOTO LA O COOTBETCTRUM NPOAYKLUM

Ne KMN-655 / 24.05.2021

HanmeHoBaHue neKapcTBEHHOro
CPeacTBa, A03NpoBKa, thacoska,
tbopma Bbinycka

Kcedpokam, nuocunusar AnAR NPUroToenesua pactsopa ANA
BHYTPUBEHHOTO W BHYTPUMBILIEHHOrO BEEAESHMS 8 Mr, (PnaKoHb!
(5), NoAAOHEI NacTukosbie (1), Na4Ky KAPTOHKbIE

Homep perucTpauuoHtHoro | I N011189 ot 12.09.2011

YAOCTOBEPEHUA (nata aamerst 09.10.2020)

Bnageney PY Taxkena Asctpus FmBX, Asctpus / Takeda Austria GmbH;
St. Peter—Strasse 25, 4020 Linz, Austria

Homep cepuun 12057086

MapTust (KONUYECTBO YNaKosok) 15 840 yn.

CpoK rogHOCTY 15.02.2024

Mpouasogutens

BaccepByprep ApuHanmyTTenssepk FvEX, Mepmanus /
Wasserburger Arzneimittelwerk GmbH, Germany;
Herderstrasse 2, 83512 Wasserburger, Germany

BrinycKalownii KOHTponb

Takena Asctpus [mBX, Asctpus / Takeda Austria GmbH,
Germany; St. Peter-Strasse 25, 4020 Linz, Austria

[loroBop/KOHTpaKT MecTHOe cornatlieHue O NPOM3BOACTBE W nocTaske Mexay Takeda
Austria GmbH («Takega Asctpus TMGEX») u AO «Huxchapm»
0/4 ot 10.03.2020

ViHBoIiC 31194546 ot 12.05.2021

WmnopTep AQ «Hwxdbapm»

(AQ «HVKEropoacKIii XMMKKo-thapmaLieBTieckuit 38804 )

ALpec umnopTepa, Ten, akc

Poccus, 603950, r. HuxHuin Hosropop, yn. CanraHckas, A.7,
8 (831) 278-80-88/430-72-13

CooTaeTcTayeT TpeboBaHWsAM
(Ne H, nameHeHu i)

M N011189-071117, uam. Net, 2

cooTeeTcTeua/deknapauus Y

Ceprtucukar/nacnopr
npoyssoaUTens B/H ot 05.05.2021
CepTidimrar

6212483_12057086_CT_18_000359_V02_COC_V1 or 04.05.2021

Hexnapauus gefictenTentHa Ao

15.02.2024

§l, Pygoli CeeTnaHa AnekcaHapoBHa, Beaywwi MeHemxep M0 KOHTponk 3a KOHTpaKkTHOW ¢

RPUBNEYEHHON NpoayKkuvel, fosepenHocTs Ne 0843-HO oT 01.12.2020

(bamunun, UMA, OTUECTEO, ONKHOCTL OTBETCTAEHHOIO ML MNOPTEPa NEKapCTBEHHbIX cpeacTs)

HaCTOSILUMM MOATBEPXKGAl0, YTO BbilUGyKazaHHas cepust MPOAyKUMKM Obina npowasefeHa, ynakobBaHa
W MPOKOHTPONMPOBAaHA B COOTBETCTBUM C PErvCTPaLMOHHbIM [AOChE NEKapcTBEeHHOro GpeacTea,
u TpeboBaHusmMu Hagnexaled NPON3BOACTBEHHOM MPaKTUKX, YTO NOATEEPKAAETCR YNONHOMOHEHHEIM
NULIOM NPON3BOAUTENSA U pesynbTaramu ncenenoraHuii roToBoN NPOAYKLNAK,

Bepywmii  MeHegXep No  KOHTPON
Pynoit CeetnaHa 3a  KOHTpaKTHO# U NpuBneYeHHoN
AnexcaHgposHa npogykuuen :
oarvcy) (©.1.0.) (QonKHOCTE OTBETCTBEHHOIO ANLA)S
Oara 925/ ﬁj ’ ”Z/' M.I.
{8 HrXxwarm
by
AO «Hwxrdapm» Ten, +7(831)278 80 88 MOCKOBCKOE NPEACTaBUTeNLCTBO | TEg%Y Bg\s)cza”z".,éa‘,y,o &
yn. Canrawckan, 4.7, Boke Ned59, | daxc +7 (831) 4307213 AQ «Huxdapm» ;%%%.{395) 797 §‘;,n’1(;
r. Huxxnnit Hosropog, Poccus, med@stada.ru yn. Bonbwan OpasiHKa, 4, 44, cTp. 4, = Mo ‘gva_@sfﬁéf?%#i‘w#
603950 www.stada.ru r. Mockaa, Poccus, 119017 waw.Sada.ru’ 0P S




Homep 3anwvcu B AMC Poczapaeransopa

HaHHble BHEC; %ﬁf/f/

SR LI TRE

%fdh) f/
HaHHble npoeepun: / '

[Wnmenesa H.B. i s M‘,wq
(¢.M.O.) ma-ra)
Pyzov C.A. R & &, ZﬁZf
ARbngeic {@1.0) (Aara)
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Better Heaith, Brighter Future

[ CERTIFICATE OF ANALYSIS
Cepmugmkar ananusa

page 1/3

crpannya 1/3

05.05.2021 - QA/KA

Product: XEFOCAM 8 mg lyophilizate for

solution fo

fpenapar: KCEDOKAM 8 mr, nnodunmnaar gng

r intravenous and intramuscular injection

fipHurorosnexns p-pa a/8/8 n 8/M BBOfCHNS

Batch No./ Homep cepun: 12057086

Manufacture date / Bara wsrotosnenns: 1502 2021

oo A.A..Il__

Expiry date / Tonen no: 15022024
T . — =
Tests / TecTit | Results / Peaynsrars ‘ Specification / Cney upuxayma ?
| 0600X-SPF-0000092.01 (Ne. 1 Ne11189)
| LO08S/10
} o ' 5 I
Appearance: | complies J dense yellow mass j{
Onncanne: cooTeercrayer | nnotwas macca XenToro ysera I
lIdentification / MognmsocTs: J F
|
Lornoxicam (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 i
the reference solution I
Jloprokeuxam (BIXX); coorsercrayer BPEMS YOEDXHBAHUA OCHOBHOIQ NUKa Ha
| XPOMATOMDAMME HCIIBITYEMOrD PACTAODA KOMXHO
| CoOTBETCTBOBATH BpEMEHH YaEpXHERHMS uKa
j SIOPHOKCHKEME HA XDOMETOrpamme pacrsopa
| coaavenus
Lornoxicam UV-spectrum: complies maxima at 377£2, 290+2, 260+2 nm
Jloprokcukam Y@-CDOM: cooTBeTCTRYeT MaKCUMyM! rpn 37712, 290+2, 260+2 Hm
Disodium edetate: complies yellow flame
Aunatpus anerar: cootsercrayer XEJTTOQ OXPALINBAMUASD NNEMEHM
Uniformity of dosage units: complies conforms to requirements |
OaHopoaHoCTs B03MPOBaHNS: coareaercreyer | COOTBETCTBYET TpEOBAHUAM
Water / Boga: 0.4% not more than 3.0 % / we Gonee 3.0 %
Reconstituted solution
Boccranoanennsit pacreop:
Dissolution time / Bpemn pacrs OpeHHs: 10 seconds / cexyng not more than 60 seconds / He Gonee 60 CoKyHg
Appearance: complies { clear yellow solution
Onucanue: cooraercreyer NPO3payHLIA pacTeop XenToro ysera
Clarity / Npospaurocts: | complies / clear selution / npospaymsi pacrsop
cogTEercreyer
DH: 8.7 8.0-95

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

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

Takeda Austria GmbH,
Cesellschaft mit beschrankter

Haftung, Registriert beim Landes-

gericht Linz unter FN 230617 v,
Gesellschaftssitz: 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: Lirz

DVR 0497582
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CERTIFICATE OF ANALYSIS page 2/3

Ceprugpuxar anannsa oTpmLg 2/3 e

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

Npenapar: KCEPOKAM 8 mr, nuopunnsar gna
npuroTosnexnus p-pa f/8/8 u B/M BBEAEHNS |
|

Batch No./ Homep cepmn: 12057086 ;

i Tests /TecTnt | Results / Peaynbratsl Specification / Cneyndunxauns

| 0600X-SPF-0000092.01 (No. IT N011189)
| LO088/10 .
““““““ f -
Particulate matier: ! f
MexanHyeckne BrXMOYeHns: ‘ s' '
Visible particles: complies | particulate matter visible with the unaided eye is
| absent
Bugumeie 4aCTHUb: cooTseTcTayer E BMANMBIE HEBOOPYXEHHBIM r1830M MEXaHUYECKHE |
| 48CTHLB! BONXHS! OTCYTCTBOBATL :
Sub-visible particles / { I
Hesuagnmme 4acTuibi; i
> 10 pm/miem: 3/vial / ¢pnaxom not movre than 6000/vial / He Bonee 8000/PnaroH
> 25 um/mMKm: IAvial / onakon not more than 600/vial / e Gonee 600/¢naxor
| Related substances / Pogcreertble ‘
npuMecH:
2-Aminopyridine / 2-amHonupuanm; not detected 1‘ not more than 0.1 % (equivalent to 9 ug/bottle) /
He 0BHapyXeHO 1 He Bonee 0.1 % (axausaneHTHO 9 mKr/Pnaxon)
HN 10002: not detected | not more than 0.1 % (equivalent to 9 ug/bottle) /
(Oxo (2-pyridinylamino)-acetic acid) HE@ 0GHAPYXEHO . He Gonee 0.1 % (sxksuBanenTHO 9 MKr/naKoH)
{OKCO (2-NMpUAnHUABMMHO)yKCYCHAaR ' !
xMucnoTa)
HN 33144: <0.05% ! not more than 0.1 % (equivalent to 9 ug/botile) /
(5-Chloro-3-sulfine-2-thiophen- <0.05% He Gonee 0.1 % { sxansaneHTHO 9 MKr/praxon)
carboxylic acid) ‘
(5-Xnop-3-cynsgpun-2- !
™mogenxapBoHoaan kucnora) |
HN 65066: not detected not more than 0.1 % (equivalent to 9 ug/bottle) / !
(5-Chloro-3-sulfine-ftris(hydroxy- He 0fHapYHeHO #e Gonee 0.1 % (axsusaneHTHo 9 MKr/dnaxon)
methyl)methylJthiophene-2-carboxylic
acid amide)
5-Xnop-3-cynspuu-[Tpuc (rugpoxcumer
un)metunjruodeH-2-kapboHosoi
KMCAOTH amna
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria CmbH,
St. Peter-Strasse 25 Ceselischaft mit beschrénkter Limited Liability Company. Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 732 6919 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Carporate Seat: Linz

DVR 0497592 OVR 0497592
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b —id g

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

Mpenapar: KCEQ®OKAM 8 mr, nuopunusar gns |
npUrorosnenus p-pa a/s/s n 8/M BBERCHUA

05.05.2021 - QA/KA

Batch No./ Homep cepuu: 12057086

-

Tests / TecT! | Results / Pesynerares i Specification / Cneynduxayms
i | 0600X-SPF-0000092.01 (No. IT N0O11189)
} | LO08S/10
Single unidentified impurities / Eqnmanoi | 2x < 0.05 % ' not more than 0.1 % (equivalent to 9 ug/bottie) /

we Gonee 0.1 % (sxsusanextro 9 mxr/dnaxor) i

not more than 0.5 % (equivalent to 43 pg/vial) /
He bonee 0.5 % (akenganeHTno 43 mxr/pnaxkoH)

HENAEHTUOUUMDOBAHHOR NPUMECH

Total impurities / Cymma scex npumecedi: | 0.0 %%

Sterility / CrepunsHocTs: complies / | the drug must be sterile / |
COOTBETCTBYET | Npenapar pomwer ObiTe CTEPUNLHEM ﬁ
E |
Bacterial endotoxins / BakrepuansHsie ‘ {
SHAOTOKCHHDI. < 2.0 EUiml / E3/mn . not more than 2.5 EU/ml / we Gonee 2.5 E3/mn
Assay /
KonnyecraenHoe onpegeneHne:

|
Lornaxicam / JIOpHOKCAKEM: 99.0 % | 95.0-105.0%
8.51 mg/vial/mr/bnaxon | 8.17 - 9.03 mgivial / mr/naxon (8.6040.43 mg/mr)
1

Kommernrapun/Notes:

The indicator "Uniformily of dosage units (mass change test}" is excluded from ND in accordance with the requirements
Jfor assessing the quality of medicines in the Russian Federation. In the marufacturer analysis certificate, this indicator
may be present.

fToxazarens "OaHOPOAHOCTL EANMHAL BO3NPOBAHUA ( MONBITAHNE HE M3MEHEHNE GONHUL MACCH)™ HCknoveH 3 HA B
COOTBETCTENM G TDEOOBEHHUAMU, NMPSABABAACMBIMHA K OLEHKE KEYeCTBA NeKapCTBEHHbix Co8acTs 8 PX. B ceptupuxare
aHanu3a NPOK3IB0RNTEIR 3TOT NOKA3are/s MOXET NPNCYTCTBOBATD.

QUALIFIED PERSON / YIONHOMOYEHHOE /L0

Qualifie./ Person

Dr. Sonja Grll
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria CmbH,
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. +43 732 6913 0 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 0487592



