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JEPKABHA CJIYIKBA 3 JIKAPChKHUX 3ACOEIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoB. Hanit Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
npo AKICTL BBE3€HOro B YKpainy JikapchbKoro 3aco0ly

11.10.2023 Ne 51597/23/26

IMATIHIB-BICTA >

(HaliMeHyBaHHA NIKAPCHKOTO 3aC00Y 3MIHO 3 PeECTpauiAHUM NOCBiTYEHHAM) E
Kancysu 1m0 100 mr; no 10 kancyn B 6aicrepi; no 12 OaicrepiB y nayui 3 KapToHY

(¢opma BHRYyCKY, 103YBaHNA, B NAKYBAHHS Ai KapcbKoro 3acoby)

Homep peectpauiiinoro noceizuenns UA/15420/01/02 crpok nif peectpauitivoro nocsinyenns HeoOMexeHuH

Cepis nikapcekoro 3aco6y Ne ED23003A KinbkicTs BBE3€HOrO JlikapcbKoro 3acoby 858
Bupobunx Cinnan ®apma C.P.JI., PymyHis

(nafiMenypaniis BupoGHuKa JikapcsKoro 3acoby, kpaiHa NOXOMMECHHA)
BaescHo B Vxpainy TOBAPHCTBO 3 OBMEKEHOIO BIATIOBLIAJILHICTIO

"BYCT ®APMA", inenr. xon: 44107410

(naliMeHyBaHus Ta Koa 3a CAPITIOY ropuanusoi ocoby abo npi3sHILe, iM'd, no 6aTekoBi hizuyHoT
0cobH - nimnpuemus, il Micue npoXHBaHHS Ta peecTpauiiHui HoMep 061ik0BOT KAPTKH NJIaTHMKA
noaarTkie abo cepis Ta HOMep nacnopra)

IpoTokoa Bisyansuoro konrpomo sin 11.10.2023 N 3162/1.

3a pesynbTaTaMH IEpKABHOIO KOHTPOJIO BCTAHOBJEHO, MO JiiKapchKHi 3acif Bee3eHo B « YkpaiHy 3
AOTPHMAHHAM BHMOr 3aKOHOAABCTBA LOAO 3a6e3rcyeHHT AKOCTI i

Mrukona XOJIOJAEHKO

(nignuc) {iniuianu Ta npissuiLe)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT AHANIZY CEPII JIRAPCLKOTO 3ACOBY
Ne: S/PF/1314/23
Date: 12 September, 2023

 Name of product / HalimenyBasia npoayxry
(strength, dosage form, package size and type /
AO3yBanua, Nikapcoka $opmMa, posMip T3 THn
|_YNaKoBKu)

IMATINIB-VISTA, capsules, 100 mg, 10 capsules in a blister; 12
blisters in a cardboard pack {N2120) /

IMATIHIB-BICTA, rancyamn no 100 mr, no 10 kancyny ﬁ.mc-repa,
no 12 6aicrepm y nauyi 3 kaprony (Ne 120)

Active substance / fliioua peqoB8ung

Imatinib 100 mg / Imavuni 100 mr

Name and country of manufacture /
Ha3sa 1a Kpaiua BHPODRUKS

S.C. Sindan-Pharma S.R.L., Romania /
Cingan ®apma C.PJ1., Pymysiin

MA number / Homep P UA/15420/01/02

Batch number and size / Homep cepii ¥a it posmip ED23003A / 858packs
ED23003A/ 858 ynax,

Date of manufacture / flara BupoBuuursa 17.07.2023

Expiry date / Cpok npugatHocri 31.07.2025

ANbH#ALLI

Address of manufacturing site / Agpeca BupoBnuM0i

S.C. Sindan-Pharma $.R. L., B-dul lon Mihalache nr. 11, sector 1,
Bucurest:, cod 011171, Romania / Cinaaw Qapma CPJL., 6yn.
loHa Muxanaue, 11, cexrop 1, 011171, byxapect, Pymynin

License number of manufacturing site /
Homep niueHsil supobrnuci aineHuui

14F

[T

Test / Tect Specification / Cneywdinanin Restilk/
Pesynntar
Appearance [ Onuc Hard capsules, light orange coloured, body im*ﬁr%ﬁted 100 mg" h
with black ink. Capsules contain light yellow powder / Complies /
TBepai kancyns, CBITAO-OPAMKEBOrO KONLOPY, 3 MBDKYBIHIAM Blarosiaae
HOPHOTO KONLOPY « 100 mge Ha Tinl kancynn, Kancyau micTaTs
(TOPOLLIOK CBITAO-MOBTOFC ROALOPY
Identification / inewmudivauin '
~ HPLEC® [ BEPX* The retention time of major peak on the chromatogram of the
test solution obtained in Assay test corrgsponds to the
retention time of major peak in the chromatogram obtained .
with reference solution. / Cimmp "?S/
X | Bianosigae
Ha xpomarorpami sunpobysanHoro POIUUHY, OAEPHAHGIO Y
KiAbKICHOMY BU3HEYEHHI, YAC YTPUMYBAHHA QCHOBHOO nigy
Mac BIANOBINATH 4ACy YTIPUMYBAHHA OCHOBHOFO niky Ha
XPOMaTOIPami pO3UHHY NOPIBHAHHA.
Ultraviolet absorbency spectrum of the test solution should
have its maximums atid minimums at the same wavelengths as
the reference solution. / Complies /
YnorpadionetoBuil criextp normHaKHA sunpobosysanoro | Bianosiase
POIHUHY NGBKHEH MATH MaHCUMYMK T3 MIHIMYMK 33 TUX C3MUX
AOBKKH XBH/Ib, WO | POIUMH NORIBHANKHA.
identifi WW,!
inenmdivauia -? SERMKIB ** Orange red colour is produced. / Complies /
Titanium dioxide / Tutauy plokcug Mae 3'aBaarica opanmeso-4epaoHe aaﬁapsnwaﬂ. Bignosigae
Iron oxide [ 3aniay okcupg Dark blue colour is produced. / Complies /
Mae 3'asnaruca TemHo-Gnakurne sabapsaeHHs, gianosigae
Water / Bopa B Not more than 5% / He binslie 5% 4
Sndas Flrme | 11 10n Mihalache Bivd, b2 (+90) 21 J1IB 1767 Page 10f3
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT AHANIZY CEPI MKAPCHLKOIO 3ACOBY
Neo: S/PF/1314/23
Date: 12 September, 2023

Name of product / Halimenysanns npogyxry
{strength, dosage form, package size and type /
AO3yBaHHA, nikapcbka $opma, poamip Ta MR
YNaKoaK#H)

IMATINIB-VISTA, capsules, 100 mg, 10 capsules in a blister; 12
blisters in a cardboasd pack (Ne120) / |
IMATIHIB-BICTA, kancynau no 100 mr, no 10 K3ncyn y Baicrepi;
no 12 Gaicrepw y navaui 3 kaprony (Ne 120)

Active substance / liioua peyosuna

Imatinib 100 mg / Imaruaid 100 mr

Name and country of manufacture /

5.C. Sindan-Pharma S.R.L.,, Romania /

Ha3sa 1a kpaita supobHuka Civgan Qapma CPJ., Pymynis

MA number / Homep PN UA/15420/01/02

Batch number and size / Homep Cepli 1a il posmip ED23003A / 858packs
o B ED23003A/ 858 ynak.

Date of manufacture / flata supOBHAUTES 17.07.2023

Expiry date / Cpok npugaTtHocT 31.07.2025

Address of manufacturing site / Aapeca BupobHIYOT
AinbHuLi

5.C. Sindan-Pharma S.R.L., 8-dul lon Mikalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Ciugan ®apma C.P.A., byn,
iova Muxanaue, 11, cextop 1, 011171, byxapecy, Pymyrin

License number of manufacturing site /
Homep siuensii Bupobunyoi ainsHuui

14F

Uniformity of dosage units* / Shall meet the requirements of Ph. Eur, 2.9.40 / Complies /
Onvopinsicr A0zaBaHMX OAHHMLIL ¥ Mae suTPUMYBaTH BUMOTY €sp.Papm. 2.9.40. Bianosinae
Dissolution / Pozaunenns Not less than 80 % (Q} of the {abelled amount I
He menwe 80 % (Q) sig 3ansAeHOT KiLKOCTI 208
Assay of imatinib calcu lated with reference
to 100 % substance / 95,00 mg/capsule to 105,00 mg/capsule /
Kinbxicue suanavenun imatuniby, y Bin 95,00 mr/kancysy ao 105,00 mr/kancyny 9
nepepaxysasni #a 100 % peyosuny
Related substances / Cynyrii gomits
IBRCO1{N-(2-methyl-5- aminophenyi}-4-{3- |[Not more than 20 ppm /He Giabee 20 ppm 3
piridyl)-2- pirymidine amine) /
IBRCO1 (%{&memx;»&ami&acbenin)—d-{a-
FHPUAKA)-2-NIpUMIRMH amMin)
IBRCO3 {4-{4-methyl piperaziny) methyl) Not more than 20 ppm /He Sisnvwe 20 ppm 6
benzoic acid dihydrochloride) /
IBRCO3 {4-(4- metns ninepasnnin METHN)
Anrigpoxnopug, Gensoesoi kncnoth)
IBRCO2{N-{4-methyl.3-[{a-(3- pyridynil}-2- | Not more than 0,15 % / He Biasuie 0,15 %

pyrimidynil]- amino}phenyl}4-methyi
benzamide methane sulfonate) /

IBRCO2 (N -[4-mern-3-[{4-(3- Mprnaumin}- 2-
nipumiguninl- amino] dperinld- merun
beHsamig Metau cyabdonar)

Other irmpurities, individuat /

I RoMIWKK, GRPEMO

Total impurities / 3aransHud sMmicT Aomiok

Not more than 0,15 % / He Biasue 0,15 %

Not more than 1,0 % / He Sinbige 1,0 %

Sindan Facnma VEIoN Mihalache Bivd,
OV 71, Bucharest §, Romania

£ Lvda) 28 318 1207
- 0N 3181777
(4401213124498
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT AHANIZY CEPI NIKAPCHKGIO 3ACOBY
No: S/PF/1314/23
Date: 12 September, 2023

Name of product / HalimeHysanns npoayxry
{strength, dosage form, package size and type [
RO3YBaHHA, AIKApCHKE  POpMa, poamip T2  TUR
| YNAKOBKK)

. IMATINIB-VISTA, capsules, 100 mg, 10 capsules in a blister; 12
blisters in a cardboard pack {Ne120) /

IMATIHIB-BICTA, kancynu no 100 mr, no 10 Kancyn y 6nicrepi;
o 12 Baicrepm y nauui 3 kapyouy (No 120) :

Active substance / fliioua peuopuna

| Imatinib 100 mg / imatuni6 100 mr

Name and country of manufacture /

| S.C. Sindan-Pharma S.R.L., Romania /

Ha3Ba va xpaita sMpobruka Cingtan ®apma C.PJL., Pymysin
MA number / Homep Pl UA/15420/01/02
Batch number and size / Homep cepii ta i poamip ED23003A / 858packs
| ED23003A/7 858 ynax.
Date of manufacture / [lava supobuuurea 17.07.2023 -
Expiry date / Coox npugarsoct 31.07.202%

Address of manufacturing site / Aagpeca BUPOBHUYOT
AlnbHwig

5.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Cinpan ®apma C.P.N, 6yn.
loHa Muxanaue, 11, cexrop 1, 011171, byxapecr, Pymyiin

License number of manufacturing site /
Homep ninensit snpobruuot ginbmumui

14F

Micrebiological contamination /
Mikpobionoriuna uncrora***

Total aerobic microbial count (TAMC) /
3aranure uucno aepobuux
MiKkponpranismis {TAMC)

Total yeasts and mould count (TY8MC) /
3aranbHe SMCA0 GPIKIDKOSUX T3
niicenesux rpubis (TYMC)

Escherichia coli

NMT 10° CFU/g / He Binvie 10° KVO/r.

Absentin 1 g/ Bigcytrictea 1 1.

< 100

NMT10* CFU/g / He Ginswe 10?KYO/T. <10

Complies /
Bianosinae

Theoretical welght of content: 254 mg/capsute

*not performed during stabifity testing

**the test is not performed for fifted capsules. There are transferred results from the ernply capsule analysis.

**¥#1) At release - the test is performed on prissary packed capsules for the first 3
2] During shelf fife - the parameter is performed during the stability studies in ac

POIPAXYHKOBE Maca BMICTY Rancyau: 254 mr/Rancyay.

* - He npoBoAMTLLA RiA HAC sunpoliysars crabisbHocTi

** . gunpobynannn e NPEGBOSHTLCA NA9 HANOBHEHMX Kancys. 2acTOCoNakg PLIYNLTITH AKARIZY NOPOXKHIX KanEyn
¥E¥1) Tpw sunyoxy NRGAYRIE - BrNRODYBaNKA NPOBOAKTLCR ANN KARCYA, YNTSROBINMX ¥ BEDBHHHY YNAKGBRY, JIH OEDILRK 3 ARCAIABMX COPIR T nepamx
3 POMMCADBIEK COPIN, & HATIM AR KOXKHOT 5-0F CEDIL.
2) HipOTHIOM TR pMINY FDARTHOCT - hapamerpu epesipniobon B Xoal Avcaigmensy CrabiabrocT BIAHOBIZHO A0 NPOTOKGY AOCAIMKONE CTaBLALIOCT.

The batch meets the requirements of QUM for MA No UAS15420/01/02/
Cepin signosinae sumoram MKR s0 PI Ne LAS15420/01/02

| hereby certfy that the above information is authentic and accurate. This batch of
packaging/labeling and {yuaiity controi at the above mentioned site(s) in full compliance with

pilot batches and first 3 industrial batches and thess every 52 batch,
cordance with the stability studies protocol.

product has been manufactured, inciuding
the GMP requirements of the loeal Regulatory

Authority and with the specifications in the Marketing Authorization of the importing country, The batch processing, packaging and analysis

records were reviewedand found to be in compliance with GME./ Lum 5 3aceigiyio, IO HaBepen

BijnoBinHoCT A0 BuMor GMP MICLIEBOIO PEIyHI0Y

& *pra HY %3 ,a:r,n&tg'e:umbiua il y peectpauiiinomy Socee HpaMbo e

a Buwie ingopmallin € 10CTOBIPHOI0 Ta TOuMHMO.

3anucu Npo

Lin cepin nponyxty Byna 8uroTomieia, BRAIOSZIOUH n:g‘mﬂa}sﬁijsa‘mn T3 KOHTROJIL AKOCTI Ha Bulie3asHaveHik(mx) ainbuuui{ax) 8 nosuit
o)

cepiey abpobry, nakysanna va ananis Gyau nepepi

Compited by / [Tigrotosneuo
Quality Control / Kontpons axocri;
{Fulf name, position, signatire)
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