Batch Quality Certificate for Medical Product Ne 43/24

CeprudhikaT skocTi cepi nikapcekoro 3acoby Ne 43/24

Product: XEFOCAM®, film-coated tablets 4 mg NetQ/

lpoay«r: KCEGOKAM®, TabneTky, BKPWTI NIHBKOBOIO 060M10HKOI, No 4 Mr Ne10

Manufacturing date/Qara BupuGHuUTBa: 07.02.2024

Batch number/Cepin:

17

12788249

Expiry date/Tepmin npuaathocti: 0172027 Batch size/Poamip cepil: 27000 Packs/ynakosok
Parameters / Specification / Results /
Mokasuukn Creundikauia Pesynetaty
Visuall BisyansHuii koHTpons
White to yellowish oblong film-coated tabiet with imprint “LO4”, |
MNpogosryesata T26neTka, BKpUTA NNIBKOBGCH oBonorkow, Big Ginore so Conforms/
Appearance / Onue KOBTYBATOID KOMbOPY, 3 BIATUCKOM «LOd>. Bianosigae
Approx. size: Length: 10.2 mm Width: 5 mm Thickness: 4.6 mm /
Mpwbn. posmip: Joexusa: 10,2 mm tinpuna: 5 mMm TostlHa; 4,6 MM
identification Lornoxicam/ by HPLC { BEPX: Conforms / MNoantusHa peaxyia Conforms/Bignosizae
IenTudixavia opHokcukamy by TLC / TWX: Conforms / FloauTuema peakiia Conforms/Bignosigac
Average mass / by Ph. Eur, 2.9.5/ €gp. $apm. 2.9.5
CepegHa maca 206,0 - 227,6 mg / 206,0 - 227.6 mr (216,8 mg5% /2168 Mr£5%) 219.1 mg/vr
Uniformity of mass / Corresponding to Ph.Eur / Conforms/
OnsoplghicTs mMacu TloBMkHI BiANOBINATU BUMOram €ep. Gapm, Bianceinae
o s . by Ph. Eur. 2.9.1/ €sp. dapw. 2.9.1 :
Disintegration {Posnanankg N.M.T. 15 min. / He Binowe 15 xa I min./ xs. 3
by Ph. Eur. 2.9.3, 2.2.25/ €ap. dapm. 2.9.3, 2225 Conforms/
Dissolution / Poauumenss Not less 80 % after 30 min (Q = 75%) / Binnosinae
He meHwe Hix 80 % depes 30 xg (G = 75%) Anosia, [
Assay ! - _ 3.80
KinbKicHe BUaHAYEHHS by HPLC / BEPX 3.80 - 4.20 mgftabl. / 3.80 — 4.20 mriratn, ma/tabi. / wrfra6n.
by HPLG / BEPX
Carresponding to Ph.Eur. 2.9.490/ €ep, dapm. 2.9.40
The ODO requirements are considered met if the acceptance

Uniformity of dosage units
by content uniformity /
OnHopiaHicTs Ro3oBanNx
0AnHKULE (PospaxyHrkoBo-
8arosn MeTog)

number for the first 10 units is less than or equal to L1 {(L1=15.0). At
the lower limit, no dosage unit result shall be less than 0.75 M, while
at the upper limit, no dosage unit resuit shall exceed 1.25 M (based
on L2=25.0) / Bumory OAC eBaxawToCs BUKOHAHMMY, SKLLO
IpUAManbsHe YCno nna nepumx 10 oguHuue MeHwe a6o AopisHice |1
(L1=15.0). Ha Hvoksith mexd PE3yNbTaT XKOAHOT NO3CBAHOT OAMHUL He
mae Byt meniue 0,75 M, Toai sk Ha BEPXHIA MEXi pesynbTaT XoaHoi
A030BAHO! OANHUL e Mag nepesmlysaTy 1,25 M (3acHOBaHG Ha
SHaueHH! L2=25.0}

2 - Aminopyridine /
2 — AmiHonipuguH

HN 40244:
(5-Chloro-3-sulfo-2-
thiophenecarboxylic acid} /
{5-Xriep-3-cynbeho-2-

| TioghenkapboHoba KucnoTa)

Purity / Busuaueris uncrota:

Conforms/
Binnosigae

by HPLC | BEPX

N.M.T. 0.1 % (equivatent to 4 ug ! tabl) /
He 8inbiwe 0.1 % (exsizanentro 4 MKrTaén)

N.M.T. 0.1 % {equivalent to 4 pg i tabi) /
He Binblue 0.1 % (exsieaneHTho 4 Mkr/Tabrn)

<0.10%

<010%
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Batch Quality Certificate for Medical Product Ne 43/24

CepTudikar akocTi cepii nikapcekoro 3acoby Ne 43/24

Product: XEFOCAM®, film-coated tablets 4 mg Ne1(/

MNpoaykr: KCEQOKAM®, TabneTku, BKPUTI NNiBKOBOIO 06onoHKoK, No 4 Mr Ne10

Manufacturing date/ara BUpoBHUYTRa: 07.02,2024 Batch numberiCepis: 12788249

Expiry date/Tepmin npugatHocTi: 0172027 Batch size/Poamip cepii: 27000 packs/ynakoeok
r Parameters / Specification / Resuits /

Mokaauuky Cneundikauin Peaynsratu

Purity / BusHavueHna yucToTy: by HPL.C /| BEPX

HN 10004:

(5':;*"‘?';"2'3"[“’9t"7'a’“'“°’ N.M.T. 0.3 % (equivalent to 12 ug/tabl) / <010%

sulfonil]-2- : o .

thiophenecarboxylic acid / He Sinbiue 0.3 % (exsisanenTHo 12 Mir/ rabn}

{5-Xs10p-3-[(mMeTvnamino)

CynNbghoHin)-2-

Tiotherkapborosa kMcnoTa)

HN 10002:

(C}xo-(z-pyridinylamino)- .

acetic acid) / Oxco-(2- N.M.T. 0.3 % (equivalent to 12 pg/tabl) / <0.10%

nipAarHIUNamiHO)-ouToBA He Binbiue 0.3 % (ekpisanentHo 12 MKI/Tabn)

K1choTa)

HN-RPT 03026: )

{5-chloro-2-(methylcarba N.M.T. 0.3 % (equivalent to 12 uaftabl) 1 <0.10 %

moyithicphene-3-sulfon He Ginbwe 0.3 % (ekisanenHTHo 12 MmKrfrabn)

ic acid) / 5-xnop-2-

(MeTunkapGamain)Tioden-3-

CyNbhoroaa kucnoTa)

Additional related N.M.T. 0.2 % each, calc. on Lormnaxicam {equivalent to 8 ug/tabl) / <0.10%

9‘313_513“993" _ Koxwol e Binswe 0,2 % 8 nepepaxyrky Ha NopHekcukam

lhwi enopiareni cronyku (exsiranenTHo 8 MK/ Tatn)

Sum of all related N.M.T. 0.8 % (equivalent to 32 pgitabl) /

substances/ He Ginbiue 0.8% (exsisanentHo 32 mritatn) 0.0%

CyMa yCix cnopinHenmx

cnonyk

Residual solvent by GC /N.M.T. 1.0 % (equivalent to 2 mg/tabl) / 0.1%

Isopropanoy/ X / He 6i 1.0 % . Barivat

SANNLLKOBUT POSUAHIIK- & LinbLte 1.0 % (exsisaneHTHo 2 MrTa 11)

lsonponason
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Batch Quality Certificate for Medical Product Ne 43/24

Ceptudhixar sikocTi cepii nikapcbkoro 3acoby Ne 43/24

Product: XEFOCAM®, film-coated tablets 4 mg No10/

NpoaykT: KCEGOKAM®, Tatnetiu, BKPUTI NNIBKOBOK 060N0OHKOK, Mo 4 Mmr Ne10

Manufacturing date/Jata su poBHuuTea: 07.02.2024

Batch number/Cepis:

12788249

Expiry date/Tepmin npugatHocTi: 01/2027 Batch size/Posmip cepii: 27000 packs/ynakesok
| Microbiological purity 1/ by Ph. Eur. 2.6.12,2.6.13, 5.1.4 / €ap. Pap™. 2.6.12,26.13,5.1.4 Conforms/ T
MixpoSionorivHa uucrota 1 Bignosigae
TAMC — NMT 10° CFU/g/ He Ginbwe 10° KYOIr 0 CFUIg/KYCOrr
TYMC - NMT 10% CFU/g ! He Binswe 102 KYO/r 0 CRUIg/KYO/r
Escherichia coli absentin1 g/ BiacyTHicTe Escherichia colia 1r Escherichia coli
absent in 1

Q/BincyTHICTL
Escherichia coli g 1 r_[

1Test is done at the beginning and at the end shelf life by sampling methods /
' TecT NpoBOaUTLESA Ha TToqaTKY | B KiHUj TepMiHy 36epiranys, 3a MeTonom BUGIDKOBOMD KOHTPOMKY.

Qualified Person / YnosHosaxena ocoba: Julia Stoizenburg

o
Date of signature / [lata nipnucy: 210} 20924 %7
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUGIKAT BIANOBIOHOCTI GMP BUNYLWEHOI CEPII

Product; XEFOCAM®, film-coated tablets 4 mg Ne1Q /
Mpoaykr: KCESOKAM®, TabneTky, BKPUTI NNiBKOBOKD obonoxkoro, No 4 mr Ne10

Strength/Potency: 1 tablet contains 4 mg lornoxicam J
Cuna niakrusticTs: 1 Tabnetka MicTuTs 4 mr TNIOPHOKCUKamy

Package size and type: 10 tablets in blister; 1 blister in carton box /
Poamip Ta Biug ynakosku: no 10 Tabnetok y Bnicrepi; no 1 Gnicrepy B KapToHRKIA Kopobui

Marketing Authorization / PeecTpayiitie noceiguenms: UA/10245/01/01

Dosage form: film-coated tablets 4 mg/
Nikapckka dhopma: TabreTku, BKPMTI RITIBKOBOW 0BONGHKOW, N0 4 mr

Manufacturing date/[lata snpobHuuTea: 07.02.2024 Batch number/Cepin: 12788249
Expiry date/Tepmin npugarHocTti: 01/2027 Batch size/Poawmip cepii; 27000 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch release: /
Haapa T3 HOMEPD niyeHsil BUPOBHUKA, kKt BUnyckae cepio B 08ir;

Takeda GmbH Betrichsstatte Cranienburg Ne DE_BB_01_MIA_2022_0073 {
Takena MuBX, micue BupoSHuyTBa OpaHieHBypr, Ne DE_BBWO?_MIA_ZOZZ_OOH

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Cranienburg /
Anpeca BupoBHuka, siknii BURYCKaE cepilo B oBir: Neniywitpacee 70-98, 16515 Opanienbypr

Country of origin / Kpaina-supoBbHuk: Germany / Himeuunna
Importing Country / Kpaina fmnoprep: Ukraine / YkpaiHa

Certification statement / 3asga fIpo cepTudikaujto:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site (s} in fuil
compiiance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Lum ninteepaxyio, 1o BulleBkasaHa iHbopmalia ¢ ASCTOBIPHOO | TouHow. Jawna
Cepist NPoRYKUIT BUTrOTOBNEHA (BrNIOYZIOWN AaKyBaHHA/MAPKyBaHHs) | NnpoBegeHui KOHTPpONL 17 AKOCTI Ha BrazaHIRA
AIABHWY] ¥ NOBHIRA BiANOBIAHOCTI 3 BUMOramu GMP, BcTanoBnerumMu Micuesum PETYNATOPHUM ORpraHoM, a Takox ¥

Julia Stoizenburg
Name and position ftitle of person authorizing the batch Qualified Person /

release / Mpissuge Ta nocana ocobu, Aka supana 4ossin na YnosHOBameHa ocoba
BuNyck cepii

Date of signature / Hara nignncy: 3’1 . (-ﬂ- Zﬁ Z({
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AEPXKABHA CJIVYIKEA 3 JIIKAPCLKIX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCHKIHI OBJIACTI

nipos. Ceinmunol Haaii, 3, m.Kuis, 02099, Te/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
IIPO SIKICTH BBE3EHOI0O B Ykpainy nikapeskxoro 3aco0y

10.10.2024 Ne 50252/24/10

KCEDPOKAM®

(nafMenypanps TiKapesxore 3acoby 3rinmo 3 peecTpanifnmm MOCHIMUeHHAM)
TalJIeTKH, BKPATI ILTiIBROBOIO 000J10HK010, 110 4 Mr 10 10 TabaeToK ¥y buicrepi; mo 1 6aicrepy
B KADTOHHIH Kopobui

(thopma prmycky, aosyramns, ez TAKYBAHH JIXAPCEKOrD 3a000Y)
Homep peectpaniiinoro nocsinvensns UA/10245/01/01 CTpOK Al peectpartiiinoro nocsigyenna 01.01.2099
Cepis nikapeekoro 3acofy Ne 12788249 Kinexicts eesenoro nikapeskoro 3acaby 12960

Bupotuuk Taxena 'M6X, Micue BUpobHuuTEa Opanicubypr, HiMewdnia
(Halivenyganng BupOOIHKa mKapcexoro 3aco0y, kpaiua TIOXCAKEHHS)

Bzeaeno B Yipainy Torapucrso 3 o6mesenoro BinoBinaabricTo "ACIHO YKPAIHA",
inenr. xon: 42274733

(HaiiMenyBanus Ta ko 33 CIPTIOY 1opuanurof ocobu abo npisBuiie, im'e, 110 GaThKOBL (hizrmnof
0cobu - mianpHeMus, ¥ Micue UpOXUBAHNA Ta peecTpalliiani HOMEp 0GAIKOBOT KAPTKE HIATHHKA
nouaTkis abo cepix Ta nomep acnepra)

Hporoxon Bisyanshoro koHrpomo sin 03.10.2024 N2 2981/17.

3a  pesynbraramu ACPKABHOLO  KOHTPOMIO  BCTAHOBMEHO, IO MKAPCRKKA 3aci6  mRezeno & Ykpainy 3

AOTPHMAHHAM mimvor 3aKOHONABCTBA W00 3a0eaneueHns skocT] NiKapchKHX 3acobis,

R U
\QQ“’\“ TA KOy e ”, -

NG 4_0».‘{,
e,

Bixtop CTE®KIBCHK MM

(1o ¢ dHro PHTPOMIO) 7 [TES {irngann fIPrEBIIe )
F




AEP)KABHA CJIYIKBA 3 JIIKAPCHLKHNX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKII OBJACTI

npoe. CritTanunoi Hanif, 3, M. Kuig, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3ICHOTO B Yxpainy aikapebkoro 3acoby

21.01.2025 Ne 1134/25/1011

KCE®POKAM®

(naitmenynanms AiKAPCBKOTO 34C06Y 3rinHo 3 peccrpamiiiim TOCBIIMCHEAM)
Ta0/IeTKH, BKPUTI IIiBROBOIO 060.10HKOI0, 10 4 MT 110 10 Tabierok y Oaicrepi; no 1 Oaicrepy
B KaPTOHHII Kopodui

(hopma Bunyexy, RO3YBANHA, BHA IaKyBaHHS JIKAPCEKOro 3acofy)
Homep peectpaviiinoro mocsimvenns UA/10245/01/01 CTpOK Aii peectpaniitnoro nocsinuenns 01.01.2009
Cepis mixaperkoro saco6y Ne 12788249 Kinekicts BBesenoro nikapcrkoro 3acofy 7379

BupoBuik Takena I'm6X, micue BHPOOHHMLTBA Opaniendypr, Himeuunua
(HaitMenynans BAPOOHMKA NTiXapebkoro 3aco0y, kpaina IOXOJKeHHS )

Beeseno s Yipatny Torapuerso 3 o6mesxen oo Bianosinansuicrio "ACIHO YKPAIHA",
inenr. kon: 42274733

{raiiMeryBandy Ta koa 3a CJ/IPITOV IOPHANYHOY 0cobH abo OpisRUIIeE, iM'8, 110 GaThKoRi hizrraoT
0C06H - mianpuenmus, i Micue HPOAHBANHA Ta PSECTPanifHuit HoMep ofrixoBsol KapTKH [IaTHHKA
noaaTkie abo cepis T2 HOMEp nacnopra)

Hporoxon sisyansuoro wonrposmo pix 16.01.2025 N 0077/1.

3a  pesyibTaTamu ACPAEABHOTO  KOHTPOMIO  BCTAHMOBJIEHO, w0 JIKApCBKHH  3aci6  meescHD R Yrpainy 2
HOTPHUMAHHAM sumor JAKOHOMABCTBA 1100 380e3MIeYEHNS AKOCT TMiKapCEKHX 3aC06iz.

Onera EPLOMEHKO

(aianuc) {iniuianm 1a IIpI3BHILIE)




CERTIFICATE OF RELEASE AND GMmP COMPLIANCE !
CEPTUDIKAT BIANOBIAHOCT! GMP BUNYLEHOT CEPII

Product: XEFOCAM®, film-coated tablets 4 mg Ne10/
Mpoayxr: KCEQOKAM®, Tabnerku, BKpUTI nniskosoio 0BonoHKo0, no 4 Mr Ne10

Strength/Potency: 1 tablet contains 4 mg lornoxicam /
Cuna gitfakrusHicTs: 1 rabnerka micrurs 4 ar NOpHOKCUKamy

Package size and type: 10 tablets in blister; 1 blister in carton box /
Posmip ta sua ynakosku: no 10 Tabnerok y Bnicrepi; no 1 Bnicrepy B kapTormiit Kopobui

Marketing Authorization / Peecrpauiine nocsiguents: UA/M0245/04/01

Dosage form: film-coated tablets 4 mg /
Nixapcoka dopma: TabneTku, BkpuTi nnikosoio oBonoHKo, no 4 mr

Manufacturing date/lara BupobunyTea: 07.02.2024 Batch number/Cepis: 12754105
Expiry date/Tepmin NPUARTHOCTI 01/2027 Batch size/Poamip cepii: 19080 packs/ynakosok

Name and authorization number of Manufacturer, responsible for batch release: /
Hasea Ta Homep niyenaii BUPOBHUKa, sikuin BUunyckae cepin 8 obir

Takeda GmbH Betriebsstatte Oranienburg Ne DE_BB_~01__M!A~2022_0013 /
Takega I'm6X, micue BUpoBHULYTRa OparieHBypr, Ne DEMBBWO1MMIAWZO22__OO13

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Agpeca Bupo6Huka, skt BUnyckae cepio B obir Neniywrpacce 70-98, 16515 OpatienBypr

Country of origin / Kpaina-supoBru: Germany / Himeuuuna
Importing Country / Kpaina IMnopTep: Ukraine / Ykpaiua

Certification statement / 3ansa npo cepruikaiio:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingliabeiing and quality control at the above mentioned site (s} in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Uum MATBEPANYIO, WO BulleskasaHa iHhopmauyis e AOCTOBIPHOW | TOUHOIO, Hana
cepia npoaykui BUTOTOBNEHa (BKITIOMAIOYM naKyBaHHﬁ/MapKyBaHHﬁ) i npoBefernit KOHTPORL 1T AKOCTI Ha BKasaHii
AiNbAMYT Y nosHik BianosinHoCTi 3 BUMoramu GMP, Bctanosnennmm MicLesum perynsatoprum opranom, a Takox y

Elena Puhimann
Name and position ftitle of person authorizing the batch Qualified Person /
release / Mpissuwe Ta fiocaga ocobu, sika Bugana L03BIN Ha YnoeHoBaxeHa OCOGf

BUNYCK cepil -
A -

Date of signature / flata nignucy: O&. Ob . ;02 s
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Batch Quality Certificate for Medical Product Ne 36/24

CepTucikat aKoCTi cepil NikapcbKoro sacoby Ne 36/24

Product: XEFOCAM®, film-coated tablets 4 mg Ne10 /

MpoayxT: KCEDOKAM®, TabneTtky, BKpUTI NAIBKOBOIO OOONOHKOWD, NO 4 wr Ne10

Manufacturing date/[JaTa BUpOBHUYTBA! 07.02.2024 Batch number/Cepis: 12754105
Expiry date/Tepmid NpUAATHOCTE 01/2027 Batch size/Poawmip cepil: 19080 packs/ynakoBoK
Parameters / ‘ Specfication T Results / |
okasHuku Creuudikauis Peaynbrati ,l

Visual/ BiayaribHni KOHTPOSL

White to yellowish oblong film-coated tablet with imprint “L04". 1

Mpoposrysata raBneTra, BKpuTa MtiBOBOID oBoNoHKOI0, Bil{ BINOTO A0 Conforms/
KOBTYBATOTO KONLOPY, 3 gigrckom «LO4». Bignosijae
Approx. size: L.ength: 10.2 mm Width: 5 mm Thickness: 4.6 mm /

Npudn. poamip: JosxuHa: 10,2 s Liinpyra: 5 um TosuwnHa: 4,6 MM

Appearance / Oruc

Identification Lormoxicam/ by HPLC | BEPX: Conforms / MoauTuaHa pearuis Conforms/Bignosigae
jpeHTMikais opHokeukamy by TLC/ TIUX: Conforms / (losnTuena peaxuis ConformsiBignogipae
Average mass / by Ph. Eur. 2.8.5 | €ap. ®apm. 2.8.5 \ ‘
CepenHs maca 206,0 - 227,6 mg / 206,0 - 2276 mr (216,8 mgt5% ! 216.8 Mrth%) ! 219.0 mg/mr \
Uniformity of mass / Corresponding to Ph.Eurf Conforms/ i
OpHopiaricTs Macu [osunHi BIgMOBIAATA BUMOram Cap. ®apm. Bipnosinae ]
- T gy Ph, Bur, 2.9.1 T E€ep. dapm. 2.9.1 )
Disintegration [Posnadaria | wwa v 15 min. / He Ginbiue 15 xB 3 min. / x8.
by Ph. Eur. 2.8.3, 2.2.25 ] €ep. ®apm. 2.9.3, 2.2.26 Conforms!
Dissolution / PO3UMHEHHA Not less 80 % after 30 min (Q = 75%) / Bianosinac
He meriue Hix 80 % vepes 30 xe {(Q = 75%) A
Assay / - ~ 3.97
g A——— by HPLC | BEPX 3.80 4,20 maftabl. / 3.80 - 4.20 mr/rabn. | mgitabl. / wrfabn
Kinsicne BusHaveRbs | T et

by HPLC / BEPX

Corresponding to Ph.Eur. 2.9.40 / €ep. dapm. 2.9.40

The ODO requirements are considered met if the acceptance

number for the first 10 units is less than or equal to L1 {L1 =15.0). At

the lower limit, no dosage unit result shall be less than 0,75 M, while

at the upper limit, no dosage unit result shall exceed 1.25 M (based Conforms/

Uniformity of dosage units
by content uniformity /

82::5@“2;1:&2;0:::;: on L.2=25.0) / Bumorn 000 BEAKAIOTECH BUKOHAHUMY, AKILO RIFRORIASS
AaroBMil MeTo:) Y npUAManbHe 4ieno ans nepumx 10 oavHMLL MEHLEe aBo popisHioe L1
(L1=15.0). Ha HYDKHIT M@ peayfibTaT KOoaHo! [10308@H0T OfHULE HE

mae Gytv mewe 0,75 M, TOZ $IK Ha BEPXHI MEXi PesynbTaT XOAHO!

[103088HOT OQVHALY He Mae nepesuilyBsaTi 1,25 M (3aCHOBAHO HA

anadenni 1.2=25.0) \
Purity / BrisHaqerss umcToti: | by HPLC 7 - 7
2 - Aminopyridine / N.M.T. 0.1 % (equivalent to 4 ug i tabl)/ <0.10%
2 — AMIHOTIpUAH He Ginble 0.1 % (exsiBaneHTHo 4 mkr/Tabm
HN 40244:
(5-Chloro-3-sulfo-2- N.M.T. 0.1 % {equivalent to 4 ug / tabl) / <040 %
thiophenecarhoxylic acid) /| He Binbwe 0.1 % (exgipanenTHo 4 mkriTabn)
(5-Xr1op-3-Cynbho-2-
TioherkapBoHoaa wonota) | —

Page 10f3
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Batch Quality Certifica

te for Medical Product Ne 36/24

Ceprudikar sikoer cepii nikapebkoro 3acoBy Ne 36/24
Product: XEFOCAM®, film-coated tablets 4 mg Ne10/
Mpoayxr: KCEQOKAM®, TabneTku, BkpuTi nRiskoBoko 060M0HKO0, 1Mo 4 mMr Ne10

Manufacturing date/[larta BupobHuuTBa: 07.02.2024

Batch number/Cepisi;

12754105

Expiry date/T EPMIM NPUIATHOCT: 0172027 Batch size/Poamip cepii: 19080 packs/ynakosok

Parameters / Specification / Resuits /
FokasHuky Cneuudikauin Pesynbrati

Purity / BusHauenns wmetotvl | by HPLC / BEPX —’

HN 10004;

(5~I€f)hk?';ozd-[methylamino) N.M.T. 0.3 % (equivalent to 12 ug/tabl) 1 <0.10%

suifonii}-2- . o )

thiophenecarboxy!ic ackd / He Ginsiue 0.3 % (exBiBanenTHo 12 MKr/Tatn)

(5«Xnop—3~[(memnammo)

CYynbgonirn]-2-

TiotheHkapGotosa KUCnoTa)

HN 10002;

(Oxo-(z-pyridinylamino}- .

acetic acid) / Oco-(2- N.M.T. 0.3% (e;quwal}ent to 12 ugftabl) 1 <0.40%

nipmawnmnamino)~ouroaa He 6inblue 0.3 % (exsiBanenTHo 12 MKr/Tatn)

KUCToTa)

HN-RPT 03026:

(5~chlor0~2~(methylcarba N.MLT, 0.3 % {equivalent to 12 ug/tabl) / <0.10 %

moyljthiophene-3-sulfon He Binblwe 0.3 % (exBiBanewTHo 12 MKr/Tabn)

ic acid) / 5-xnop-2-

(Me*mnxapﬁamoin)ﬂo@er—r@-

Cynbhorosa Kkuenota)

Additional refated N.M.T. 0.2 % each, calc. on Lornoxicam (equivalent to 8 ugftabl) <010 %

sub.stanc'esl . KOXHOT He Binble 0,2 % s nepepaxyHky Ha JlopHokeukam

IHwi cropigHeni crionyku (exBiBaneHTHO 8 Mkr/Tabn)

Sum of all related N.M.T. 0.8 % (equivalent to 32 ugltabl) /

substances/ He Ginbise 0.8% (exsianenTro 32 MKr/Tatn) 0.0%

Cyma ycix criopigennx

CNosyK

Residual solvent 0.1%

Isopropanol/
3anKoBIit POIUMHHMK-
laonponanon

by GC/N.M.T. 1.0 % (equivalent to 2 mg/tabl} /
X1 He Ginbwe 1.0 % (exsiBanexTHO 2 Mrfrabny

Page 2 of 3
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Batch Quality Certificate for Medical Product Ne 36/24

Ceptudikar akocTi cepii NikapchKoro sacoby Ne 36/24

Product: XEFOCAM®, film-coated tablets 4 mg Ne10 /

MpoayxT: KCE®OKAM®, TabneTky, BKPUTI NNIBKOBOIO OBONOHKOI, N0 4 Mr Ne10

Manufacturing date/[laTa sUpOBHNLTEA! 07.02.2024 Batch number/Cepist: 12754105
Expiry date/T epMiH npuaaTHoCTI: 0112027 Batch size/Poamip cepii: 19080 packs/ynaxkosoK
“Microbiological purity */ by Ph. Eur. 2.6.12, .’».Tcs’.“fé}“’éﬁ“ﬁ'i“ééﬁf”iﬁ56&'.’"":2’.%’1’"12, 76.13,5.1.4 Conforms/
MikpoSiororiuHa WcToTa 4 Bignosipae
TAMC — NMT 10° CFU/g ! He Binblue 10% KYOf 0 CFUIa/KYOIT
TYMC — NMT 10? CFUig | He Binsue 102 KYOIr 0 CFUIgIKYO/r
Escherichia  coll |

Escherichia coli absentin1g | BipCyTHICTD Escherichiacolis 11

absent in 1
giBincyTHICTS
Escherichiacolis 171

TTest is done at the beginning and at the end shelf life by sampling methods /
1 TecT NPOBOAMTLCRA HA NOYATKY i B KiHLyi Tepminy abepiranHst, 38 meTonom subipkosoro KOHTPOMK.
: Py
P vy
Qualified Person / ynosHosaxeHa ocoba: Elena Puhimann N L
Date of signature / [lata nianncy: 0606 Uy
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NEPXKABHA CJIVKEBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMU Y KUTBCB KTl OBJIACTI

npoB. Ceitauanoi Haxii, 3, M.KniB, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
IO AKICTh BBE3€HOI0 B Ykpainy nikaperxoro 3acofy

02.07.2024 Ne 31922/24/10

KCE®OKAM®

(HaliMenyBanus HKapcBkoro 3acoGy 3rinmo 3 peectpauifingm TIOCBITYCHHSM)
Ta0JETKH, BKPUTI ITIBKOBOKO 000J10HK0¥0, 10 4 Mr 110 10 TabJIeToK y Oaicrepi; o 1 Oaricrepy
B KAPTOHHIH Kopoo6ui

(bopma Bunycky, nosysanms, g MaKyBaHHS TiKapcrKoro 3acoby)
Howmep peecrpaniitroro nocsinuenns UA/] 0245/01/01 crpox xii beectpaniitioro nocsixuenns 01.01.2099
Cepis ntikapcrkoro 3aco6y Ne 12754105 KinbkicTs BBe3eHOrO Mikapcrkoro 3acoby 12960

Bupo6uuk Takena I'm6X, mice BHPOOHHUITBa Opanien6ypr, Himegunua

(HaliMeHyBanHg BHPOGHHKa JTiKapcskoro 3acoby, kpaina TIOXOIKEHHS)

Beeseno B Vipainy Togapucreo 3 06mexenoro BixnosinaasuicTio "ACIHO VKPAIHA",
inent. kon: 42274733

(HaitMenyBanns Ta xog 3a E€IPTIOY topranunoi 0coby abo Tpi3BHINE, IM'S, IO 6aTEKOB] ¢izuunol
0co6u - mixnpuemus, if Micue TIPOXKUBAHHA Ta peecTpaliifiHmif HOMep 001iKOBOT KapTKH MiaTHuKa
nonarkis aGo cepis ta HOMep nacnopra)

IIporokoun Bisyansmore koutposmo Bix 27.06.2024 N 1824/10.

3a  pesymbratamm ACPIKABHOIO  KOHTPOTIO BCTAHOBNEHO, 100 JiKapchkmit  3aci6 BBE3CHO B VYkpainy 3

AOTPUMMAHHAM gumvor 3AKOHOLABCTBA MO0 3a6E3MICUEHHS TKOCT] JIKAPCEKUX 3ac06iR,

(7 (BTG e (infianm ra npizsyuLe)
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