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STADA

[exknapauyua OTEETCTEEHHOTO NKLA O COOTBETCTRUN NPOAYKUMK

Ne KM-772/02,06.2021

HaumveHosanwe NEKapCTBEHHOro
cpepcTsa, [A03UpOBKa, hacoeka,

Keechokam, nuodinusaT ANA MPUrOTOBNEHUS pacTeopa AnA
BHYTPUBEHHOIO W BHYTPUMBILLEYHOrO BBEABHUA 8 Mr, thnakoHb!

copma Bbinycka (5), nopAoHsL! nnacTukossle (1), Nayku KApTOHHbIE

Homep pervcTpauroHHoro | M N011189 ot 12.09.2011

YAOCTOBEPBHUA (naTa aameHbl 09.10,2020)

Bnapeney PY Takena Asctpun [M6X, Asctpun / Takeda Austria GmbH;
St. Peter~Strasse 25, 4020 Linz, Austria

Homep cepuu 12057089

TapTus (KoNM4ecTE0 YNAaKoBOK) 29 760 yn.

CpoK rogHocT! 09.02.2024

MNpowasoauTens

BaccepByprep ApurafivuTTensaepk MMOX, Tepmaua /
Wasserburger Arzneimittelwerk GmbH, Germany;
Herderstrasse 2, 83512 Wasserburger, Germany

BhinyckaloLLui KOHTPOMbL

Takepa Asctpua MBX, Asctpus |/ Takeda Austrla GmbH,
Germany: St. Peter-Sirasse 25, 4020 Linz, Austria

Joroeop/koHTpakt MecTHOE CornaiieHre o NPoMIBOACTRE U NOCTaBKE MeX Y Takeda
Austria GmbH («Takeaa AscTpuA IMEX») u AO «Hwxdhapm»
6/1 or 10.03.2020
WHaolic 31194750 ot 20,05.2021
WnnopTep AC «Hvikcbapm»

{AO «HWKEropoaCKAA Xv MMKO-hapMaUEBTUHECKIA 38B0N)

Appec ¥Mnoptepa, Ten, haxe

Poccun, 603960, r. Hwxuuid Hosropoa, yn. CanraHcxas, A.7,
8 (831) 278-80-88/430-72-13

CooveeTcTayeT TpefopaHiam
(Ne H, nameHeHul)

M N011189-071117, uam, Net, 2

Ceprudiukar/nacnopT
| pon3BoaUTEnA

B/4 ot 30.04.2021

Ceptudmar
cootBeTcTBMA/Jeknapauws Y11

6212483_12067089_CT_18_000358_V02_COC_V1 ot 29.04.2021

Deknapauws geRcTauTeNbHA 40

09.02.2024

f, Pygolt CeetnaHa Anexcangposha, BEAYLUMA MeHeAKep No KOHTponl 23 KOHTPaKTHOW ¥
npveneyeHHol npoayxLmed, foBepetHocTs Ne 0943-Hd ot 01.12.2020

(dbamunun, MMA, OTHECTBO, AOMKHOCTD OTBETCTBEHHOr0 MWLA UMNOPTEPa NEKapCTBEHHbLIX cpeacTs)

HacTOALMM NOATBEPHARBID, HTO BbilueyKalaHHaA

cepus NpoAayKUMK Gbina npov3BefeHa, ynakoeada

W TpOKOHTPONWpOBEHA B COOTBETCTBUAM C PETMCTPALMOHHLIM [OCBE JIEKaPCTBEHHOMO CPEACTER,
v TpeBosanuami Hapnewalwei NPOV3BOACTEEHHON NPAKTMKY, YTO NOATBEPNAARTCA YnonHoMoueHHbIM
NVILOM MPOU3BCANTENA W pesynbTaTamu uccnegosakuii roToOBOM NPOAYKUMA.

Beayumih  MEHeaXep MO KOHTpo.io
Pypnoi CeeTnana E] KOHTPaKTHOM ] npueneveHHon
AneicasgpoBHa npogyxunef
(POanvce) ($.1.0.) {Qlon#HOCTL 0TBETCTBEHHOID N q&a‘,-.ave.m....,
™ n0 “Rimg

para A Z 6. 2L 27

AO «Hhapm»

yn. CanraHekas, f.7, Boke Ned59,
r. HuxHuii Hosropog, Poccun,
603950

ven. +7(831) 2788088
daxe +7 (831)4307213
med@stadasu
www.stada.ru
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yn, BoNbWAR OPALIHK], A. 44, CTP. 4,
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WUCMBITATENBLHAS MABOPATOPUA
000 UCMbITATENbHbIA LEEHTP "APMOBOPOHA"

141074, r, Kopones, Mockooekas oBnacts, yn. Farapi:a. 46a, 8 (495) 511-01-10, www.farmoborona.ru, info@tarmeborona.ru
AxkpenmTaims Ne POCC RU.0001.219M040
CepTutbHUABOBAHHAR CUCTEME MEHEINMEHTA KANECTEA B COOTBETCTRA © roCT P WCO 8001-2015

MpoTokon ucnbitanmi Ne 4674n/21 ot 01.06.2021

1. OFBExT HeNbITaHui NexapcTeeHHsIA npanapat
Kcehoxam NMOHNKMIAT ANS NPUTOTOBABHUA PACTBOPA ANA BHYTPUBEHKOTO U
BHYTPHMBILIEYHOTO BBEABHMA B Mr, (hnakoHbl (5), N3k KapTOHHLIE
2. Cepwa 12057089
3. Monew Ao 09.02.2024
4, Npovagoautens Hauwmerosanmne Baccepbyprep Apuraimuttenseepk MmMGX | Taxeaa ABCTpUR
rmbX
Crpana Fepmanusn | Ascipus
5. OcHOBAHME ANA NPOBEABHUS UCNBITAHUIA 3assxa(HanpasneHve) Ne50867 o 26.06.2021
6. 3axaauuk Hanmerosanne AD "Humepapm”
Aapec 602950 Huxeropoackan o6nacTe, r. Hwkwui Hosropog, yn.
Canrawickas, 8.7
7. Or6op Axr oT6opa obpaayos
ofpaayos (1omep v nata orfopa) Gifior: 2082028
Mecro otBopa €8x% 000 "TC TPAHCCEFBUC"
HIl wa ot6op HE YKA3IaHO
8. METoak! MCNBITAHWA (HOPMATHBHLIH M N011188-071117, uam, Ne 1 -2
AOKYMEHT)
g, Konvuectao ofpaiua, ynakoska u ee 4 yn. Bea BHEWHNX NDUIHAKOB NOBPEXAEHW
COCTOAHHE
10. flaTa noctynnexus obpasya 28.05.2021
11, laThl NPOBEAGHUA UCTILITAKKA 28.05.2021 - 01.06.2021
12. PeaynsTatbl UCNbITaHWA

N L 3HaUSHWe XAPAKTEPUCTHK

n/n XapaKTepHCTHIA TpeGosanna no HA PeaynbTaThi MCNbTaHuA

1 | OnHcanWe MnoTHan Macca ¥enToro yseta MnoTHasm MAGGa KeNToro usera

2 |Ynaxosxa Konwuectse  npenapata, cogepwawee 8 mr| Konuuectec  npenapara,  copepxauee 8 Mmr

P P p

pedcTByOWero sewecTsa, nomewaT BO0| AedcTeylwero  BewecTea. noMeweHo 8O
hnakoH M3 TeMmWoro  cTekna  (cTewio | Tuna| tnason W3 TemHero  crekna  oSwemom 6 mn,
Esp. @apm.) oBremom 10 mn wnu 6 Mn,| YKYNopeHHBIA peINHOBONA npoBko#, obxaron

YKYNOPEBHHBIA PEINHOBOW npobkoW, oBwatod| anwMUHHEBLIM KONNAYKOM H 3aKpLITOM

ANKMAHNEBDBIM KONNa4ykom W 3aKpHTORl N NnacTmaccoBo a KPpbo WwekKaow,
nnactMaccoBoi KPBIWKORA, obecneuynpawwen| obecneusaowed KOHTPONSe nepeoro
KOHTPONb NePsOro BCKPBITHA. BCKDBITUA,

Na 5 gnakcHoB 4 nWopMNUIaToOM s| Mo 5§ dnakoHoe c nuogunuaarom 8
NNacTUKOBOM noanoHe nnu 6o3 nogaoxal NNacTAkoaoMm nogaoxe nomMeweHo BmMecte c
nomewanT amecTe c MHCTPYKUKER nol MHcTpykymuem no MEeAMLUHCKOMY

MEAWUWHEKOMY — NPUMBHEHMIO B KAPTOHHYIO| NPWMEHEHWO 8 KAPTOHHOW NavKe.

naLky.

3 | Mapavposxa Ha thnaxoHe Ha pycckom EELC yraapipawT:| Ha dhnakoHe Ha pyccrom RibIKE YKA3AHO!
Toprosoe HAWMEHOBAHUE npenapaTa, Toprosce HaumeHoBaHUE npenaparta;
MmexagyHapoAaHoO® HenaTeHTOBAaHKOEl mMmexayHapoaKoe HeEnNaTeHTOBAHHOSE
HAaWMEHDBaHWE, AO3MPOBRY ] Mr)| HAMMEHOBAHUE, noinvposka B Mr
nexapcTBeHHY I thopmy, KOHYEeHTPAayWO| nekapcTBeHHan dbopma; KOHUEHTPAUWA

pacteopa, nonysewworo nocne  AoBasnenws K| pacTeopa,  NONy4eHHoro nocne  goBaBnewus
nHoGuNuiary pacrsopuTenn aB mri2 mnni| x nuopmnniarty pacreoputena «B Mri2 mnn;
npeaynpeauTensHelie Haanueu: «Mopowok| npeaynpeanTeneHsle Hagnuch: «Mopowok
pacTBopaoT 8 2mn BoAbl  ANA  WHBLEKUMA  ANA| pacTBOpRkaT B 2 mn BOABI ana WHBEKUHA
NpUroTOBNEHWA  pacTeopa ANR  B/M W B/8| ONA NPWIOTOBNEHMA  pacTeopa ana  BM v B/e
MHBEKUNAR " «CTepunbHOY; NOTOTHUN| MHBEKUKWAN H «CrepunbHo»; norotun
wpHanYECcKars nuiua, Ha UMA KOTOPOro| WPUAMNMECKOro  Nuua,  Ha uMa XKaTOpOro

BLIQAHO  PEFMCTPAUMOHHOE  YAOCTOBEpeHue  (W3| 8BIAAHO  perMcTpaudoHnHoe ynoctoeepexne

aWrAWAcKom  m3bike); AaTy  MIroToBneHus| (Ha  aWwrnwdckom  A3elke);  AaTa  WIrOTOBNEMVA
«fJata W3t AaTy  OKOWNAWWA  CpoKa  roaWoctd| «[lata  Mar.»,  A3TA  OKOHHAHMA cpoka
«lopeH noi»; Homep cepuu «Cepnaiy, roanocTH «0geH A0I»; HOMED Cepuu

Nporokon venoitaxnia Ne 4674w/21 ot 01.06.2021 Cip. 1123




WUCNBITATENBEHAA NABOPATOPUA
000 UCMNBLITATENBHbIA LIEHTP "dAPMOBOPOHA"

141074, . Kopones, Mockogcxas oBnacts, yn. Marapuwa, 46a, 8 (495) 511
Axxpeaurauua Ne POCC RU.0001.210040

0, www.farmoberona.ru, info@farmotorona.ru

Cuprudy cucTeMa cootaetcraud ¢ FOCT P UCO 2001-2015
TexHonoruuyeckue/ npouWiIBOACTBEHHbIE « CEPUAIN: TexXHONOFrMWYBCKIME/
OTMETKM YNaKoBKy (NP HeOBX0AUNMOCTH). nNponascAcTBeHHbIE GTMETKH YNaKoBKW

Ha KapTOHHON nauve Ha pyccxom Ribike| Ha KapTOHHOWA naske Ha pycCKOM A3bike

yKaiblgawrT: Toproece HAWMEHOBAHWE| YyKa3daHO! Toprogoe HanmeHoBaKHKE
npenaparta; MewxayWwapopapHoOoe npenaparta. MmexAayHapoaoHOoe
HenaTeHTOBAHHOE HanMmeHoBaHKe, AGINWpOBKY| HENaTeHTOBaAHKHOE HavMeHOBaHWE

a MF; nexapcTaeHHyl dopmy,; KOHUEHTRAUWK| AO3NPORKA B Mry nexapcraeHHan tdopma;

pacTeopa,  NONy4eHHOro  nocne  AoGaenesus K| KOHUEHTPAUUA pacteopa, NONY4YEHHOTO
nvwodmnuaaty pacTeopUTENs «8 mri2 MAx.| nocne pofasneHus K nuodunmuaaTy
HawmeHoBaHHWe “ cTpamdy KOMNakWwnu, | pacteopurTens «8 mr/2 mn»; HauMeHoOBaHUE

ocywecTanALLen BLINYCKAOWMUA KOHTPONL| U CTPEHA KOMNAHKM, OCYUeCTRNAKUBH
kayecTRa; HauMmeHoBaHKE [ CTpaHy| BNYCKAOWMHA KOHTpONS KadecTma;
NpoOM3BOAMTENS; konW4ecTBo  nakoHos B| HaWMeHOBAHWME M CTpaHa  NPOMIBROAMTENA;
ynakoBke;  cnNocof  NpUMeHeHMR.  cOCTas  Ha 1| KonwyecTee  dnakoWos B ynakoske;  cnocof
thnakoW;  NOFOTMN  OPMAWYECKOrC  MMUA, WA WMA| NpWMeneMAs:  cocTas  Ha 1 dnaxod;  norotun
KoTOpOroe BLIAAHO perMcTpayWoOHHOE PUAUMECKOrO  NUYa, H3  WMA  KOTOporo
yaocioseperue (na AHTNKAGKOM  Rabike):[ Bui@aHo  perucTpayvoHHoe yaocTosepexne
appec MHTEpPHET-CaWTa (na aurnuiackom| (Ha AaHrNUACKOM AdbiKe): anpec
A3bIK8);  YCMOBMR  XPEHEHWA,  yCNOBMA  OTNycKa:| MHTepHeT-caMTa  (HE  BHTNMACKOM  A3sixe);
npeaynpeamTentHbe Hagnucu: «flns| ycnosus  XxpaHeHUA; ycnoarua oTnycka;
npurotosneHnn pacTteopa Ansl npeaynpeavwTenbHble Haanweu: «lng
BHYTPHUMBIWEHHOTO Wnwn BHYTPHBEHHOrO| NPUTOTOBNEHKUSA pacrsopa anm
BBENEHURA HaxopAWKACS BO PNakoHe| BHYTPUMBIWEYHOTO unw BHYTDUBEHHOTO
nopoLwox pacTeopsaT Boaoh  ans MHBEKUMA. »,| BBeaBHUA HaXOARWWAGHA B8O nakoHe
«MpmroTosneHHsIA nopowok pacTeoOpRIOT sBoao@ ans
pacTeop HeofxoaMmo MCNONb30BATH B| WHBEKUMA.b, «[PUIroTOBNEHHBLIR
TeyeHue 24 vacos!n, eXpaHute 8| pacTeop HeobxoAMMD  MCNONLIDBATH 8
HEAOCTYNHOM ans neteh MecTe.» W TeweHHe 24 yacoa!», CXPAHHTL B
WCTEPWUNBHOR HOMEp PErMCTPALMOHHOrC| HEAOCTYNHOM  ANA aeved MecTe.» “
yOOCTOBEPEHWA,  AATY  M3rOTOBNEHWA «fara| «Crepnnbnox; HOMEP  PETrMCTPAUMOHHOIMO
War.'s: A8TYy OKOHYAHMR CPOKA TrOAHOCTW| yaocTosepeHus;  parta  uarotosnewus  «fara
«loaeH RO»; HoMmep cepuu  «Cepuma:i»:| Mar.». [aTa OKOHYAHMA  CPOKA  [OAHOCTH
AONONKUTENBHO BOIMOXHO waneceHue| «fogen Aoi»; Homep cepuu  «CepuAin;
nepemMeHHbIX BaHHeIX  C AOEHTUHNKATOPOM| HaHEeC e H bl NepeMeHHs & fAadvHbe!
npumMeHeHwus (npu HeoBXooWMOCTH) | KOHTPONBHOro  MABHTM(UKALWOHHOIO  3HaKa
KOHTRPONLHOTO MAEHTUHRHUKAUMOHHOTO aHaxal (KW3), rnoGansHoro MAEHTHPUKALKOHHOTO
(KW3), wilnnw Frnob6anbeHOor o HoMepa Toprosof eAvHALYb {(Kkn:),
MOBHTUDMKALHOHKOTO HoMepa TOProBsod| WHAWBHAYANsHOTO cepuiHoro HoMepa
eAMHNY L (kn:), n/unu AHOAMBMAYANbLHOTG| BTOPHYHON (noTpebGuTensckon) YNaKkoBKM
cepHrHOTOC HoMEepa BTopruHon (CH): WTpHX-KOA: TexHonormyeckmne/
(NnoTpeGUTENbBCKOR) ynakoeku (CH:):| NponaeoACTEEHHLIE OTMETKH YNaKkoBKM.
WTpUX-KOA: TEXHONOTrMYeECKHeE/ XpaHenve
APOM3BOACTREHHBIE OTMETKH ynakosrn (npwu| MNpwu remnepaTtype He Bbiwe 25°C.
Heo6X0AMMOCTH).
KpaHenne:
MNpu TemMnepaTtype He Boiwe 25°C.
4 | Cpok ropHocTH 3rona coOTBETCTRYET

3aknioveHHe:  Peaynetatel  MCNbIT@WWA  Haxo4saTCw 8 rpegenax  HOPM,  YCTAHOBNEHHbIX  TPeBOBAHMAMKW  HODMaTHBHOIO
Ackymenta M NO11188-071117, vam, Ne 1- 2.

MNpotokon uensitakui Ne 4674w/21 o1 01.08.2021 Crp 2ua3



NCNBITATENBHAA NABOPATOPUA
000 VICMLITATENbHbIA LEHTP "¢APMOBOPOHA"

141074, r. Koponee, Meckosckas c6nacTs. yn. [arapnwa, 463, B (495) 511-01-10, www farmoborona.n. info@fanmcborona .y
Anesvrauns Ns POCC RU.0001 210040

CopridMUNPORAHHAR CUCTEME MEHBKMEHTA KEHECTBA B cooraetcreni ¢ FOCT P WCO 9001-2015

~

Timeyssasrr reogirmcan anesrpotasol oA i
(OTBETCTBEHHBIH HCNONHWTAND o4 13283 VeaHosa MA

E::::m.ou Mg Anntan Jpoena

£ 22002021 0 22012022

—
HauanbHrK Doyt normecan Srmrpssiof MCweess Uaprox N1,
OpraHW3ALHOHHO-BKCNBPTHOMD 6 280

Linoas, Japeca Necmiloma

QTAena m—: 22812021 no 22812622

MpumenaHus:

1. [JaHHbiik NPOTOXKON WENLITANUE LACIATCH TONLKS 06paILOS, MOABEATHYTLIX ITHM UCTHTAKMAM.

2. 3aNpeLyaeTch YACTAYHOB “NK NONKOE KONMDOBAKHE, nepenasartka npotoxona 683 pazpewenss uenuTarensHoR 1afopatopya.
3. Vicnsitatenshan nabopatops «e HECET OTBRTCTBEHROCT, 38 HHDOPMALD 3aKATUAKD, YKAIaNHHY D nni-8

4, VICronsaosano NpocTes NEAaBKNG NPUHATAR DELIEHVR.

MpoTokon wenbitanni Ne 4674w/21 o1 01.06.2021 Crp.3mad




Better Health, Brighter Future

CERTIFICATE OF ANALYSIS
Cepruduxar anannza

page 1/3
cTpanuua 1/3

30.04.2021 - QA/KA

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

Npenapar: KCEQOKAM 8 mr, nuodpunnzar ann

MPpUroToBNeHus p-pa A/8/8 W 8/M BBEACHNA

Baich No/ Homep cepmun: 12057089

Manufacture date / flata uaroropnenna: 0902 2021 |
Expiry date / Tonen go: 09 62 2024 l
Tests / TecTst | Results / Peayneraru Specification / Cneundnxaymns i
| | 0600X-SPF-0000092.01 (No. IT NO11189)
i H
| Looss/io
i
Appearance: complies | dense yellow mass
Onucanue: COOTBETCTBYET I NNOTHER MACCa XeNnToro ysera
Identification / NognnunocTs: 5
Lornoxicam (HPLC): complies E 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
Joproxcukam (BIXX): | cooTeeTCTBYET BPEMA YOEDXUBAHUA OCHOBHOID NUKE Ha
| | Xpomarorpamme UCNWTYBMOrD DACTBOPA AONXHO
| | cooTBETCTROBATL BpEMENHN YASDXUMBAHWS NMKA
| | ROPHOKCHKAMS HE XPOMATOrPaMME DACTBOPA
| cpasnenr |
Lornoxicam U¥-spectrum: complies I maxima at 377x2, 290+2, 260=2 nm E
| JlopHoKcukam Yab-CabM: | coorsercrayer | maxcamyms npu 37742, 29042, 26042 rm
Disodium edetate: complies yellow flame ;
Auxarpus snerar: cooraeTcTayar | wenroe oxpawmsarns nnamenn
Uniformity of dosage units: complies ‘ conforms to requirements
OnHopoaHocTs fo3upoBanns: coOTBETCTBYET cooTaarcTeyer rpedopaHuam
Water / Bana: 0.4 % | not more than 3.0 % / we Gonee 3.0 %
Reconstituted solution . !
BoccranoanenHwil pacreop: '
Dissolution time / Bpemn pacraopewus: | 10 seconds / cexyng | nof more than 60 seconds / He Gonee 60 cexyha
Appearance: complies | clear yellow solution /
Onucanna: coorBercTayer : NPC3PAYHBIA DECTEOD XENTOro UBETa |
Clarity / MNpospasHocTs: complies / ; clear solution / npospasnwiit pacTaop
cooraercrayer
pH: 8.7 8.0-9.5

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

Tel. +43 732 6915 C
Fax +43 732 65 60 66

Takeda Austria GmbH,

Gesellschaft mit beschrankter

Haftung, Registriert beim Lances-

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 Ceurt under FN 230617 v,
Corporate Seat: Linz

DVR 0457592




Vv drons ™ Better Heaith, Brighter Future

| CERTIFICATE OF ANALYSIS page 2/3
| CepTnguxkar aHannsa cTpanmya 2/3

i

30.04.2021 - QA/KA

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

Mpenapar: KCEPOKAM 8 mr, nnopnnusar gna
RPUroTOBNEHWS P-pa A/8/8 ¥ B/M BBEJEHNR

Batch No./ Homep cepnw: 12057089

| Tests/Tecrs! | Results / Peaynsrarst Specification / Cneunduxaunn
| 0600X-SPF-0000092.01 (No. IT N011189)
5 ‘ LO083/10
Particulate matter: ‘ !
MexanuiecKkne aKIOMeHHs: | ‘
Visible particles: | complies | particulute matter visible with the unaided eye is
| | absent |
Bunumme 4acruys; coorsercrayer BULINMBIE HEBODDYKEHHLIM MNA30M MEXBHWHECKUE
| YBCTULL [ONXHE OTCYTCTBOBATS il
Sub-visible particles / | I
|| Hesugumeie yacTus): | \ i
i | i
it 210 pmimrm: | 129/vial / pnaxown not more than 6000/vial / ne Gonee 6000/pnaxon i
"
> 25 pm/mem: | < tivial / pnaxon not more than 600/vial / ne Gones 600/pnaxomn
Related substances / Poncraentsie ‘ g |
npumecH: ‘ *
2-Aminopyridine / 2-amunonupuamuH; | not detected | not more than 0.1 % (equivalent to 9 ug/bottie) / |
| He oBHapyxeHo we Gonee 0.1 % (skenBaneHTHo 9 MKr/dnaxow) i
HN 10002: | not detected | not more than 0.1 % (equivalent to 9 pg/botte) /
(Oxo (2-pyridinylamino)-acetic acid) | HE DBHAPYXEHO | ne Bonee 0.1 % (axeuBanenTHO 9 mxr/dbnaxon)
(OKCO { 2-NHPUANHANEMHHO )YKCYCHEs
f kucnota)
| HN 33144: | not detected not more than 0.1 % (equivalent to 9 pg/bottle) /
(5-Chloro-3-sulfine-2-thiophen- | HE OOHEPYXEHO He Gonee 0.1 9% (9KBUBANEHTHO 9 MKT/HNaKoH)
carboxylic acid) i
(5-Xnop-3-cyneun-2-
I| rmopenxapborosan kucnora) |
HN 65066: | not detecled not more than 0.1 % (equivalent to 9 pg/bottle) /
(5-Chloro-3-sulfine-[tris(hydroxy- | e oBHapyxeHo He Gonee 0.1 % (3xkauBaNenTHO 8 MKr/drakom)
methyl)methylJthiophene-2-carboxylic |
acid amide)
5-Xnop-3-cynsuH-[TpHC (rMapoKcHmMer
un)MeTun]ruogen-2-xkaptornosod

KACNROTH aMuq

Takeda Austria CmbH Takeda Austria CmbH, Takeda Austria GmbH,

St. Peter-Strasse 25 Gesellschaft mit beschrdnkter Limited L'ability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel, +43 7326818 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Gesellschaftssita: Linz Corporale Seat: Linz

DVR 0497592 DVR 0497592



Better Health, Brighter Future

CERTIFICATE OF ANALYSIS - ; "
Ceprudmxar aHanusa crpanmua 3/3 0.042021 - Q. |

— - . e

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

npuroToBneHna p-pa A4/8/8 # B/M BEBEAEHHA

i! Batch No./ Homep cepun: 12057089

Npenapar: KCEPOKAM 8 mr, nuopunu3aT gns

.l Tests / TecTs! ' Resnlts/ Peaynsratel Specification / CneundHraymn
f | | B600X-SPF-0000092.01 {Ne. IT N011189)
l J | Lo08s/10
i ==
‘ Single unidentified impurities / Enuuuyrion | 2% < 0.05% %l not more than 0.1 % (equivalent to 9 ug/bottle) /
il HeraeHTUDUUHDOBEHNOR NPIMECH: | He Gonee 0.1 % (akausanenTHO 9 MKr/dnakoH)
1‘ Total impurities / Cymma BCBX NPHMECEH. | 0.0% | not more than 0.5 % (equivalent to 43 pghvial) /
_‘% : | we Gonee 0.5 % (SKBVBANBHTHO 43 MKr/GAEKOH)
| Sterility / CrepmasrocTs: complies / the drug must be sterile /
| | cooreercTayeT | fipenapar BonxeH BuTe CTEDHABHEM
! Bacterial endotaxins / Baxrepnanshne | %
SHAOTOKCHHBL | < 2.0 EU/ml/ E9/mn E not more than 2.5 EUlml / ne Gonge 2.5 EB/mn
! | |
| Assay / | 1
i KonuvecTEesHOE cnpeaeneuiar ! |
| Lornoxicam / JlopHOKCHKaM: | 99.6% 95.0-105.0%
| ‘ 8.57 mg/vial/mr/nakos | 8.17 — 9.03 mgtvial / mr/hnaxoH (8.60:0.43 mg/mr)
KommenTapun/Notes:

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

may be present.

[Moxaaarens "OnHOPOAHOCTE EANHHU BOIMPOBANHA (MCMBITANNE HA HAMEHEHNE EANHILL MBCCH!) " HCKMOYeH n3 Hi 8
COOTEETCTBMY € TPEGOBAHNAMM, NPBALABAAGMbIMU K OLEHKE KaYECTBa IeKAPCTREHHbIX CPBACTE & P®. B ceprugpnxare
aHaNM3a NPON3B0AHTENA BTOT NOKASATEN: MOXET NEHCYTCTROBAT.

~ f (f A
e e g f

QUALIFIED PERSON / YIIOJHOMOYEHHOE JINLO

Takeda Austria GmbH Takeda Austria GmbH. Takeda Austria GmbH,

St. peter-Strasse 25 Ceselischaft mit beschrénkter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes: in the Cormpanies Register of the Linz
Tel, +43 732 69190 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 DVR 0497592

el




Jlorotun <Takena>
Taxeda Asctpus I'mGX
Caukr-Ierep-Wpacce 25,
4020 Muuu, ABCTpHS
Ten. +43 732 6919 0

CEPTHOHKAT COOTBETCTBIH A

HanmeHOBaHHE MPOIYKTA: Kcedporam 8 mr
Hosuposka / AKTHBHOCTE: 8 mr JlopHokcHkama
Jlekapcrentias dhopma: IHOGHINIAT 74 IPHTOTOBICHHS PACTBOPA
U4 BHYTPHBEHHOIO M BHYTPHMbILIEUHOrO BBEICHHS
Pasmep ynaxoBk: QraxoHsr 6 s Ne5

Crpana-uMmnoprep: Poceniickas Qeaepauus

Homep Martepuaia: 6212483

Homep ceprim: 12057089

Homep cepun fanka: 12048444

JlaTa nponzBoacTea: 02.2021

Cpok roasocth: 02.2024

VYeaosua xpaseHus: KonmHaTHas Temmneparypa 15-25°C

3akawyeHne:

HaCTOElﬂH.\{ A NOATBEPA A0, YTO BCC CTAQHH NPOH3BOACTBA ITOH CCpliH rOTOBOTO NMPOAYKTA Ou1TH TMPOBE/ACHBL B
MOJIHOM COOTBETCTBHH ¢ TpeGoBaHMAME Hajnexawmeil npouIsoAcTBeHHON npakTHku Esponeiickoro Cowasa n
[koraa sue pamok Epponeiickoro Cotosza] ¢ TtpeGosanmamu Peructpawmontoro Yaoctosepenns  (it)
C'l‘p'd.Hl:lf’CTpaH Ha3Ha4CHMA.

29 anpens 2021 15:21:20 (CET+1} Sonja Grill (SOGR)

Jata noanucH Humsa YnoaHoMoueHHOro 1HuA

[oanucano B SAP ¢ noMOUIBIO 31EKTPOHHOIT 1I0ALICH,

CT_18_000359_V02 6212483 _12057089_CT_18_000359_V02_COC_V1
Sonja Grill 29 anpens 2021 15:21:20 (CET+1)



