AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitinusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BHCHOBOK
Npo SAKICTH BBE3eHOro B YKpaiHy JIiKapchbKoOro 3acody
16.04.2024 Ne 20557/24/26
®JIYIAPABIH-BICTA

(HaiiMenyBaHHA JKaPCLKOro 3acoby 3ri/iHo 3 peccTpauifHMM MOCBIAMCHHAM)
NOPOIIOK AJIA MPHIOTYBAHHS PO3YHAY 14 iH'exnik a6o indysii mo 50 mr; 1 paaxon 3
NMOPOMIKOM Y KapTOHHIH Kopobui
(dopma BryCKy, 03yBaHHA, BHA NaKyBaHHS Nikapckkoro 3acoby)

Homep pecctpauiitnoro nocsizaenns UA/14389/01/01 crpox aif peectpauiiinoro nocsinuenns HeOOMeKeHUN
Cepin nikapcebkoro 3acoby Ne AU24001D Kinbkicts BBE3eHOrO Mikapcskoro sacoby 1000

BupoGHHK Cinpgas @apma C.P.J1., PymyHis
(naMmenysanna BupoGHHKa likapckkoro 3acofy, kpaiHa MoXo/KeHHs)

Beesewo B Yikpainy TosapucTBo 3 06mMexeno Bignosinaisuicrio "BYCT ®APMA",
inenT. xon: 44107410
(naiimenyBanns Ta koA 3a €/IPIIOY 1opuamunoi ocobu abo npissuine, iM's, no 6arexosi
(iznunoi ocolu - mianpHemus, ii Micue NpoxkuBanHa Ta peecTpauiinuii Homep obnikosol
KapTKH IUIaTHHKA NoJaTKiB abo cepis Ta HOMEp nacrnopra)

IMpoTokoa Bisyansnoro kontpomio sia 16.04.2024 Nz 1331/5.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AHANIZY CEPIT NIKAPCbKOIO 3ACOBY
Ne: S/PF/0218/24
Issued / Buaano: 20 February 2024
Reissued: 29 February 2024

Name of product / HalimeHyBaHHA NpoAyKTY
(strength, dosage form, package size and type /
[03yBaHHA, NiKapcbka Gpopma, po3mip Ta TMN YNAKOBKM)

FLUDARABINE-VISTA, powder for preparation of solution for
injections or infusions, 50 mg, 1 vial in a cardboard pack /
ONYAAPABIH-BICTA, nopowok gna NpMroTysaHHA po3vyuHy Ana
iH'exuUi abo iHdy3ii, 50 mr, no 1 pNaKOHY B KapTOHHIK nauyi

Active substance / [liioua pe4yoBuHa

Fludarabine/50 mg / ®nynapabun/50 mr

Name and country of manufacture /
Hazea Ta kpaiHa Bupo6HMKa

S.C. Sindan-Pharma S.R.L., Romania /
Cingan ®apma C.P.J1., PymyHin

Importing country / Kpaika-imnoptep

Ukraine / Ykpaina

MA number / Homep PN UA/14389/01/01

Batch number and size / Homep cepii 1a ii po3mip AU24001D / 1000 packs/ na4ok
Date of manufacture / flata Bupo6HuuTBa 01.2024

Expiry date / Mpuaarthuii go 01.2028

Address of manufacturing site /
Appeca BUpo6HMYOT AinbHMLI

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania /

Cingan ©@apma C.P.J1., 6yn. lona Muxanaue, 11, cekrop 1, 011171,
byxapect, PymyHin

License number of manufacturing site /
Homep niuensii supobuunyoi pinbHuui

14F issued on 23.07.2018 / 14F suaaHo 23.07.2018

. A Result /
Test / Tecr Specification / Cneundirauis —
Appearance / Onuc White or almost white lyophilisate / Complies /
Binwit abo maiie Binuii niopinisosaHmi NOpoLLIOK Bignosigae
Identification / |lgenTndikayia
- HPLC/ meTop BEPX Complies with Rt of the reference substance/ Complies /
BignosigHicte 3HauyeHe Rt nikie Ha xpomatorpamax | Bignoeigae
BUNpo6yBaHOro Ta CTaHA3PTHOrO PO3YMHIB
- Ultraviolet absorption / metog Y& Complies with reference solution spectra/ Complies /
36ir  cnektpis  nornuHadHa  sBunpobyeaHoro  Ta | Bignosigae
CTaHAAPTHOTO PO34MHIB
Water content (K.F.) / Not more than 5,0% / 22%
Bmict Bogu (32 K.Piwepom) He 6inblwe 5,0% :
Dissolution time/ Yac po3umuHeHHs Not more than 15 seconds / He 6inble 15 cekyHg, 4 sec/cek
Mass uniformity / Comply with requirements / Complies /
OpHopigHicTb A030BaHMX OAMHHUbD Bignosigae Bumoram Bignosigae
Assay (HPLC)/ 50,0 mg £ 5% (47,5-52,5) mg/vial 50,4 mg/vial /
KinbkicHe BuaHaveHHn (BIMX) 50,0 mr £ 5% (47,5-52,5) mr/dnakoH 50,4 mr/dnakoH
Related compounds (HPLC) / CnopigHeni
Aomiwku (BIHKX)
Early eluting impurities /
AomilKku, aKi paHo eNnoTbECA:
- Iso-ara-guanine- monophosphate/ Not more than 1,0 % (He 6inbwe 1,0 %) 0,23
i3o-apa-ryaHi H-moHodocdar
- isoguanine/ izoryaHix Not more than 0,2 % (He 6inbwe 0,2 %) ND
- other individual impurities of degradation / Not more than 0,2 % (He 6inbwe 0,2 %) 0,05
iHWi InguBigyanbHi NnpoayKTH Aerpagauii
Late eluting impurities/
Lomiwku, AKi Ni3HO eNoIoTbCA:
- 2- fluoroadenine /2-dnyopoageHuH Not more than 0,2 % (He 6inbwe 0,2 %) 0,01
- 2- fluoro-ara-adenine /2-dayopo- apa-ageHiu Not more than 0,2 % (He Binbwe 0,2 %) ND
- other individual impurities of degradation/ Not more than 0,2 % (He binbwe 0,2 %) 0,05
IHwWi iHavBigyanbHi NnpoayKTK Aerpagauii
Total impurities / Cyma gomiwok Not more than 2,0 % (He 6inbwe 2,0 %) 0,4
Bacterial endotoxins / Not more than 7,7 EU/mg Fludarabine / <77
BakTepianbHi EHAOTOKCUHU He 6inbwe 7,7 MO/ mr ®nyaapabiHa !
Sterility / Must be sterile / Sterile /
CrepuneHicts Mae 6yt cTepunbHUM CrepunbHui
Sindan Pharma | 11 lon Mihalache Bivd, |1 (+40) 213181767

| 011171, Bucharest 1, Romania |  (+40)213181777 Page 10f 2
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AHAM3Y CEPIT NIKAPCbKOrO 3ACOBY
Ne: S/PF/0218/24
Issued / BugaHo: 20 February 2024
Reissued: 29 February 2024

FLUDARABINE-VISTA, powder for preparation of solution for
Name of product / HalimeHyBaHHA NpoaykTy i
injections or infusions, 50 mg, 1 vial in a cardboard pack /
(strength, dosage form, package size and type /
03yBaHHA, nikapcbka popma, po3mip Ta TMN YNAKOBKK) ®NYAAPABIH-BICTA, nNOpOLIOK AN MPUTOTYBaHHA PO3UMHY ANA
A ! ! iH'eKuii abo indysiii, 50 mr, no 1 pnakoHy B KapTOHHI navw
Active substance / fliloua peuoBuHa Fludarabine/50 mg / ®nynapabux/50 mr
Name and country of manufacture / S.C. Sindan-Pharma S.R.L., Romania /
Hassa 1a KpaiHa eMpobHuKa Cinpan ®apma C.P.J1., PymyHin
Importing country / KpaiHa-imnoprep Ukraine / Ykpaina
MA number / Homep PIN UA/14389/01/01
Batch number and size / Homep cepii a ii po3mip AU24001D / 1000 packs/ na4ok
Date of manufacture / flata BupobHuuTBa 01.2024
Expiry date / Npugathuii ao 01.2028
Address of manufacturing site / S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Appeca BUpoBHUYOT AinbHULI Bucuresti, cod 011171, Romania /
Cinpau ®apma C.P.J1., 6yn. lona Muxanaue, 11, cekrop 1, 011171,
Byxapecr, PymyHia
Lcwyise niimbet of maiiaciuriog sk / 14F issued on 23.07.2018 / 14F sugawo 23.07.2018
Homep niyensii sBupobHuUyOi AinbHKMUI

Reconstituted solution 25,0 mg/ml (water for injection) / BigHoBnenwii po3umnH 25 mr/mn (y Boai Ansa iK'exuii)

Appearance / Onuc Clear to slightly opalescent, colorless or almost colorless solution/ .
i P Complies /
Mposopuit abo 3nerka onanecueHTHU posumnH, BesbapsHunin abo | . b
= % Bianosigae
maitme 6esbapBHuiA
Coloration / 3a6apsnenictb Colorless or pale yellow solution within the limit of colour
reference BY 5 / Complies /

PosuuH nosuHeH 6yt GesbapsHum abo Tpoxm woBTyBatum, | Bignosigae
BUTPUMYIOYM NOPIBHAHHA 3 €TAN0OHHMM po3yuHom BYS

Clarity / Npo3opicrb Solution in the limit of opalescence of reference Ill / Complies /

PO34MH NOBUHEH BUTPUMYBATK MNOPIBHAHHA 3  €TafNOHOM :
Bignosigae

kanamyTtHocri |1l

pH 7,7£0,5(7,2-8,2) 75

Visible particles / Bugumi yactim Solution free of visible particles / Po3uuH nosuHeH 6ytu sinbHKWiA | Complies /
BlA BUAMMUX YACTUHOK Bignosigae

Sub-visible particles / Hesuaumi vacTku

=210 mcm / 2 10 MKm Not more than 6000/vial / He 6inbwe 6000/dnakoH 87

-2 25 mem / 225 MKm Not more than 600/vial / He 6inbwe 600/dnaxoH 2

The batch meets the requirements of QCM for MA Ne UA/14389/01/01 /

Cepin eignosigae sumoram MKA go PN Ne UA/14389/01/01.

Reissued according to CoA template from 28 February 2024

| 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 full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP /
Lium A 3acsiauyio, WO HaBeaeHa Bulie iHGOpMaUia € AOCTOBIPHOI Ta TOYHOW. Lia cepia npoaykTy byna BurotoBnexa,
BKAKOYAKOUM NaKyBaHHA/MApKYBaHHA Ta KOHTPOAb AKOCTI Ha BULLE3a3HaueHil(Mx) AinbHULI(AX) B NOBHIA BignosigHoCTi A0
sumor GMP MiCLLeBOro peryaioiouoro opraly Ta Ao cneumdikauii y peectpaujiitHomy A0CbE KpaiHu-imnopTepa. 3anucu npo
cepiiiHy 06po6Ky, NakyBaHHA Ta aHanis Bynu nepesipeHi Ta BU3HaHI TakMMM, WO BiANOBIAA0TE GMP

SERARREEN
Compiled by / NiarotosneHo __,"'.'q"' ) P “9\_ lssued by / 3arsepaxeHro
Quality Control / KoHTpoAnb AKOCTI: [/ d Qualified Person / YnoeHosaeHa ocoba:

(Full name, position, signature) ,! .'f &%\Z‘%‘y “': \ (Full nnrmé' sition, sr’(;lE:rr.ir.ﬂ:jg (s:o’\ P T %
'En%chuﬁmmvﬁﬂupw»w W, Fo, $ gs/ e
Date / flata: 94 01. Zal4 W 3

&3/ Date / flaTa:

I“\’{:m Byt {_",'l\\/’/‘ "
Qe A% .0 ohAn
sindan Pharma | 11 lon Mihalache Bivd, | ¢ (+40)213181767
{ 011171, Bucharest 1, Romania |  (+40) 213181777 Page 2 0of 2
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