JIaGopaTopisi 3 KOHTPOJIIO AKOCTI JIKAPCHKHX 32C00

TOB "JOBPOBYT-JIIKUJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuie, syn. Hosropoa-Cisepceka, 6ya.3, HexuTnosi npumiwienns 92, 097-0300797

BucuoBok moao skoceri Ne 214-24 sia 07.03.2024

Hassa npenapary:

INAPOKCHKAPBAMIA-BICTA kancynu no 500 mr, no 10 kancyn y
Gnicrepi; no 10 Gnicrepis y kapToHHii kopoOui

Peecrpauiiinnii nomep: 214-24

Bupobunurso: Hesa Xonaiur A.lLL, Typeuunna
Homep cepii: A118092

Po3smip naprii Bin skol Bigibpano 1625

3pasoK:

Tepmin npuaaTHocri: 09/2026

TOBAPHCTBO 3 OBMEXEHOO BIATIOBIJAJIBHICTIO "BYCT

Binidpano/onepxano Bin: DAPMA", Anteunnii cknan Ne 2, m. Kuie, Byn. Enexrpukis, GyauHok 3,
nosepx |, sitepa A, rpyna npumituens Ne 5

Jlara onepxkannn: 12.02.2024

Bua kourpoao: Hanpasnenus TJIC na naboparopuuii ananis (902)

AHJI (MKS, cnenndixanii), AHJ1 no PIT Ne UA/18217/01/01

BiANOBIAHO 10 AKOY MPOBOANTHCH

aHanis:

Hokaznuku Busozu AHJT Pesyasmam

Onwuc Teepai, eNnaTHHOBI KANCyJ/M 3 HENPO3OPHM POKEBUM Bianoeinae

Cepennsa maca BMicTy
Kancyn
Inenndirauia - BEPX

KOPMYCOM Ta HEMpPO30POI0 CBIT/I0-3€/IeHOI0 KPHILIKOIO, MICTUTh
Bia Ginoro a0 Maiike GinoOro KOJLOPY OAHOPIAHMI NMOPOLIOK
600 mr/kancyay +/- 7.5 % (555 mr - 645 mr/kancyny) 608.0 mr

BinHocHuit yac yTpuMyBaHHA MiKy ripokcukapbaminy Ha Binnosizae
XpOMaTorpami BHIpoOyBaHOro PO3YHHY NOBHHEH BiAMOBiAaTH

qacy yTpHMYBaHHs MiKy riapokcukapGamiay Ha Xpomarorpami
CTaH/1apTHOTO PO3YHHY

Posnananns He Oinbiue 20 xBuiauH Binnoeinae
KinbkicHe BH3HAYEHHS - 475.0 - 525.0 mr (95 - 105 % Bin 3asABeHOl KibKOCTI B ol 503.5 mMr
BEPX Karncyi)

Ynakoska 3riano 3 Bumoramu MK Bianosinae
MapkyBaHus 3riaHo 3 BUMOraMH TEKCTY MapKyBaHHSA Bianosinae
BUCHOBKH: TMepesipenuii 3pazok I'IJIPOKCUKAPBAMIJI-BICTA kancysu no 500 mr, no 10

3asinyBa4 j1ade

kancyn y 6aicrepi; no 10 Grictepis y kapTonHiii kopobui cepii Al18092 supoGuuuTsa
Jesa Xonainr A.1LL, Typeuunna sianosizae Bumoram AHJI no PIT Ne
UA/18217/01/01 3a naBeaeHUMH BHLLE NOKa3HHKAMH




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT SIKOCTI FOTOBOI MPOAYKLIT
Name of product (strength. dosage form, HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /
HaiiMeHYBAHHS NPOAYKTY (J03yBaHHSA, IAPOKCHUKAPBAMIJI-BICTA, kancyau no500 mr, no 10 kancyn y Gaicrepi,
nikapebka (hopma, po3Mip Ta THN NaKyBaHis) no 10 Gnicrepis y kapToHHii KopoOLi
Active substance / Hydroxycarbamide, 500mg / Batch number and size/ | A118092, 2500 packs /
Jlitoua pevonuna Iinpoxcuxapbamin, S00mr Homep cepii Ta i poamip | A 118092, 2500 ynak.
Name and country of manufacture / Deva Holding A.S., Turkey / Date of manufacture / 10.2023
HaiimenyBanHa Ta KpaiHa BUPOOHHKa Jlesa Xosinr ALLLL, Typeuunna | Jlara BUrOTORIEHHA T
MA number / i Expiry date { 3
Homep PIT ‘ UA/18217/01/01 Mp mém 09.2026
: Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
Nanse, m“' and license number of bulvari No: 286, Kapakli / TckiﬁdaggTurkcyf 5 ’ .
manufacturing site / Xonminr AL U %O s Canal B K M ;
Hasid, Ta HoMep NineHsil B A Jlera onninr A.LLL, Uepxeskoii Opranaiis Canai Bonrece Kapaarax Maxauiec
m“mﬁ' ¥ "‘TG Bynbeap dari Ne 26 Kanakni / Tekipaar, Typeuunna
14F issued on 04.05.2010 / 14F sunano 04.05.2010
GMP certificate or EudraGMP re
numbers / GMP ceprudikar abo HA GMPNe DE_BW_01_GMP_2019 0085
Ha EudraGMP
T Result /
est & Method / Teer i meTon Acceptance Criteria / Kpurepil npniimanus Pesyasrar
Hard gelatin capsules with an opaque pink body and an opaque
light green lid, contains a homogeneous powder from white to
Description / almost white color / Complies /
Onuc Teepai kenaTHHOBI KANCyJiH 3 HENPO30PHM pOXKEeBHM Koprycom | Bianosinae
TA HENpPO3I0POIO CBITNO-3EJIEHOI0 KPHILIKOIO, MiCTHTL Bin Ginoro
210 Maike OU10ro KoNbopy OAHOPIAHKI MOPOIIOK.
Mass of content caps / 600 mg/capsule + 7.5% (from 555 mg to 645 mg/capsule) / 600 | 600 mg/capsule /
Maca BmicTy Kancyn mr/kancyny + 7.5% (ot 555 mr o 645 mr/kancyny) 600 mr/kancyny
The retention time of Hydroxycarbamide peak in the
chromatogram of the sample solution corresponds to
Hydroxycarbamide peak in the chromatogram of the standard
HPLC or UHPLC/ solution / Complies /
BEPX abo YBEPX BinnocHmii uwac yTpHMyBaHHA MiKy riapokcukapbaminy Ha | Binnosinae
A XpoMmarorpami BHNpOOYBAHOrO PO3YHHY NMOBMHEH BIANOBIAATH
Identification / uacy yTpMMYBaHHS MiKy riapokcukapGaminy Ha xpomarorpami
InenTrdikanin CTAHIAPTHOTO PO3UHHY
The UV spectrum of Hydroxycarbamide peak of the sample
UV Detector with alpholodlode solution is concordant with the UV spectrum of the standard
matrix / solution in the “Assay method.” / Complies /
Y@ Jlerektop 3 t]m;i‘omonuum UV cnektp nika rizpokcukapbaminy sunpobGysanoro posumny | Bianosinae
MaTpHILeI0 MOBHHEH BiZLNOBIAATH CneKTpy rigpokcukapbaminy
| CTAHJAPTHOIO PO3uHHY B yMOBaX «KibKiCHOTO BH3HAYCHHS.
Water (KF-Method A) / Not more than 1.5 % / 0.5%
Bona (meronom Kapna dimepa) He Oinbiue 1.5 % :
Disintegration / Not more than 20 minutes / 9 mi
4 min /9 xs.
Posnananus He Ginbe 20 xsunun
Dissolution / Not less than 85 % (Q+5) in 30 min / 100%
PosunHeHHs He menme 85 % (Q+5) 3a 30 xpunuu
Assay of Hydroxycarbamide / 95 - 105% (475.0 — 525.0 mg) of the labeled amount /___ 101.3%
Kinekicue puanauennn Iiapokcukapbaminy 95 - 105% (475.0 — 525.0 mr) Bin 3aspnexHoi K’)I{KOC'H 3, “} ;
Uniformity of dosage units / Conforms to Ph.Eur.2.9.40 / s N NComplies /
OnHOpiAHICTE 1030BAHMX OMHHLL Bianoerizae sumoram €ep. dapm. 2.9.40 (" Tl 0 g;\_‘ “} Bianosinae
Urea / Not more than 0.5 % / : \‘! @@:{l detected /
CeuoBuHa He 6inbwe 0.5 % " | HE BusiBAeHO

DEVA HOLDING A.S.

Headquarters Halkal Merkez M 1 Ek J, No 1 Kucukcek b L t 1 Tel }
i N K k . Fa i Manufacturing Site k M N Tel + 3 1 * Cerkozkoy4
Manufacluring Sile (A k NaJAP " Tek + Fa | » Kartepe Manufacturing Site ; 7 1

www.devacomien | www.sasipharma com
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT SIKOCTI TrOTOBOI MPOAYKLUT

Name of product (strength, dosage form, HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /

HaiimenyBanusi NPOAYKTY (103VBAHHA, I'JIPOKCHKAPBAMIJI-BICTA, kancynu 10500 mr, no 10 kancyn y Gaicrepi,
AiKapeka hopma, po3MIp TA THN MAKYBAHHS) no 10 Guictepis y kaproumiit kopobui

Active substance / Hydroxycarbamide, 500mg / Batch number and size/ | A118092, 2500 packs /
Jitoua pevosBuna Fiapokcuxapbamia, S00mr Homep cepii Ta ii poamip | A 118092, 2500 ynax.
Name and country of manufacture / Deva Holding A.S., Turkey / Date of manufacture / 10.2023
Halimenypanus Ta kpaina supobHHKa Jlepa Xonminur A.LLL, Typeuunna | JlaTa BUroToBICHHA i

MA number / Expiry date /

Hlouep PI1 : UA/18217/01/01 ﬂ’::pw - 09.2026

Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
s bulvari No: 26, Kapakli / Tekirdag Turkey /
manufacturing site / / g i

- o6 Jlesa Xonninr A.1LL, Yepkeakoit Opranaiiz Canal bonrece Kapaarak Maxanneci
H. 'm'. ¥ T4 Bouep el » q i bynbsap ®ari Ne 26 Kanakni / Tekipaar, Typeuuhna

g 14F issued on 04.05.2010 / 14F sunaso 04.05.2010

GMP certificate or EudraGMP reference :
numbers / GMP ceprudikar abo nocunaHus GMPNe DE BW 01 GMP 2019 0085

Name, address and license number of

na EudraGMP | U
Result /
Test & Method / Tecr i meron Acceptance Criteria / Kpurepil npuiimanus P
) e3YNLTAT
Hydmxylar?me hydmchlondcf Not more than 0.15 %/ Not detected /
liapokcunamin riapoxiopua He Ginbwe 0.15 % He suasneno
chlatcd substances/ Any unspecified impurity / Not more than 0.10 % / Not detected /
Cynposiani 1oMimku byab-aka Hecneuudiyna qomilika He Ginbwe 0.10 % He Buassieno
Total impurities / Not more than 1.0 % / Not detected /
Cyma nomimox He Ginbie 1.0 % He Buapneno
TOksl sevoute skrabie comt Not more than 1000 CFU/g/ 0 CFU/g/
(TAMC) / 3aranbHa KinbKicTh ;
p ey -, | He Ginse 1000 KYO/r 0KYO/r
aepobuux mikpooprauismis (TAMC)
Microbiological purity / | Total yeasts and moulds count
MikpoGionoriuna (TYMC) / 3aransHa KiibKicTh Not more than 100 CFU/g / 0 CFU/g/
YHCTOTA IpixIKOBMX Ta iiceHesux rpubis | He Ginswe 100 KYO /r 0KYO/r
(TYMC) 20
Escherichia coli Apscnl sk i A_bscnl inigf
Bincytua s I r Bincyrus 1 r
Comments: /
Komenrapi: ! Sl |

| i
The batch meets the requirements of QCM for MA Ne UA/18217/01/01 / {
Cepis sianosinae sumoram MK no PIT Ne Ne UA/18217/01/01

I hereby certify that the above infprmation is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality conttol at the above mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the Spemf’c.atmns in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were Tewewed and found to be in compliance with GMP/

Llum 8 3aceiuyio, 10 HaBeaeHa Buutc iHpopmauia € goctoBipHo Ta TouHow. L0 cepito npoaykuii 6yno BupobieHo (BKMIOYAKYH
NaKyBaHHA/MapKyBaHHA) Ta NMPOBEACHO KOHTPOJL il AKOCTI HA BHILE3a3HAYEHIH nibHULI ¥ noBHill sianosiaxocti 3 sumoramu GMP,
BCTAHOB/ICHHMH MICLIEBHM PETYJIATOPHHM OPraHOM, @ TaKOXK BIANOBIAHO N0 cneumdikauii, WO MICTATHCA Y peecTpauiiiHOMy 10Che
KpaiHH-iMropTepa, AKWO Npoaykuilo imnoptosano. [TpoTokonu BHPOOHMUTBA, NMAaKyBaHHi Ta aHaiisis Gysno nepernsHyTo Ta
BCTAHORJIEHO Bianorianicts GMP

Complied by / IMTiaroTosneno
Issued by / 3arsepmxeno
Quality Control / Koutpons skocTi
(Full name & signature & Date / [T1B, nianuc i nara)
h}‘L «lo N Qolar
P e S S TN D

DEVA HOLDING A.S.

Headguarters Halkali Merkez N

4 - # Cerkezkiay-2 Manutacluring Site K M i 3 Te « Gerkeziiy-4
Manufacturing Site k } b N K 1 Te a 1 » Kartepe Manuf acturing Site F

| waw.devacomiren | www.sastpharma com
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JAEPKABHA CJ1YXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npoB. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo sAKiCTH BBE3€HOI0 B YKpaiHy JiKapcbKOro 3acody

08.03.2024 Ne 11589/24/26

I'NJIPOKCUKAPBAMIJI-BICTA

(HaiiMeHyBaHHA JIIKAPChKOro 3acody 3rijHO 3 peecTpalliiHUM MOCBLIYCHHAM )
kancyJu no S00 mr, mo 10 kancya y dJicrepi; mo 10 6JicTepiB y KapToHHIii KOpoOui

(popma BuNyCKy, MO3yBaHHA, BH/ NaKyBaHHs! JIIKapchKoro 3acoly)
Homep peectpauiiinoro nocsiguenns UA/18217/01/01 crpox aii peectpauiiinoro nocsinuenns 08.07.2025
Cepis nikapcbkoro 3acoty Ne A118092 KinbkicTb BBe3eHOTO JiKapchkoro 3acody 1625

BupoGuuk Jesa Xomminr A.IL., Typeyunna

(HaiiMeHyBaHHA BHPOOHHKA JIKapChKOro 3acoly, KpaiHa IMOXOJKCHHS )

Beeseno B Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BLAITOBLIAJIBHICTHO
"BYCT ®APMA'"', inenr. xon: 44107410

(HaiiMenyBanus Ta Ko 3a €JIPTIOY jopuamuunoi ocobu abo npizsuine, iM's, o darbkori GizuuHol
0coOH - niAnpHeMus, i1 Miclle POKMBAHHS Ta peecTpaliiiHuil HoMep 00MIKOBOT KapTKH IJIaTHHKA
nojarkis abo cepis Ta HOMep nacnopTa)

Iporokoa Bizyaasnoro koutpomo ix 05.02.2024 N- 404/1.
JlabopaTopHuii aHani3 AKOCTI JIKapchKoro 3acoly 3iicHeHHil:

Jlabopatopis 3 KOHTpoOJIIO AKOCTI Jikapebkux 3aco6iB TOB "JIOBPOBYT-JITIKMITAB" (M. Kuis,
ByJ1. HoBropoa-CiBepcbka, 6y/.3, HOKUTIIOBI TpHMilleHHs 92)

(naiiMeHyBaHHA Ta Micle3HaXo ke s TabopaTopii, 1o nposena nabopaTopHuii aHanis AKoCTi)
BucHOBOK 11010 SIKOCTI Jlikapchkoro 3acoby, Buaanuii naboparopiero in 07.03.2024 Ne 214-24

Pe3ynbTaTi 1a60paTOPHOTO aHANIZY SKOCTI JIIKapchKOro 3acoby 3a nepeBipeHUMH MOKa3HHKaMu BiINIOBIAI0OTH
BHMOTI'aM METO/IIB KOHTPOJIIO AKOCTI (aHATITHYHO-HOPMAaTHBHOT JIOKYMEHTAIIiT).

3a pe3yneTaTaMH JIepKAaBHOTO KOHTPOJIO BCTAHOBJIEHO, IO JIKapchKWii 3aci6 BBezeHo B YkpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHO/ABCTBA 111010 3abe3NeyueHHs SKOCTI JIikapchKHX 3aco0iB.

HavanbHuk

(nocanoBa ocoba oprany JIepKaBHOTO KOHTPOIIO) (mianue)

M.IL




i

JAEPKABHA CHNIYXKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dIls.gov.ua, Kon €JIPI1OY 37079055

BHUCHOBOK
Nnpo SAKIiCTH BBE3eHOro B YKpaiHy JikapcbKoro 3acoby

08.03.2024 Ne 11590/24/26

I'JIPOKCHKAPBAMIJ/I-BICTA

(HaliMenyBanns aikapeskoro 3acoby 3riano 3 peecTpadiinum nocsiaueinam)
ganeyan no 500 mr, no 10 kancya y 6iaicrepi; mo 10 Guicrepis y kapronniii kopo6ui

(hopma BunyCKy, A03yBaHHA, BWL NaKyBsanns Aikapcukoro sacoby )
Homep peectpauiiinoro nocsiguenns UA/18217/01/01 crpoxk aii peectpauiiinoro nocsinuenns 08.07.2025
Cepis nikapcbkoro sacoby Ne A119195 KinbkicTs BBe3eHOro Jikapeskoro 3acoby 300

Bupo6umk Jlesa Xonuiur A.LLL, Typeyunna

(nalimenysanns supobumnka nikapecukoro 3acoby, kpaina NOXoAKCHNN)

Bseseno B Ykpainy TOBAPUCTBO 3 OBMEXKXEHOIO BIIINMOBJIAJBHICTIO
"BYCT MAPMA", inent. kon: 44107410

(nafimenyBanna Ta ko 3a CJIPTIOY opuantinoi ocoGu abo npizsuute, iM's, no Garukoni
(izmnol 0coGH - nianpHeMLA, 1T MICUE NPOKHBARKA Ta peCcTpalliRHUA HoMep obaikosol
KapTKu nuiatHuka noaarkis abo cepis Ta HoMep nacnopra)

Mporokoa sizyainnoro kowrpomo sia 05.02.2024 Ne 404/2.
JlaGopaTophuit ananis AKOCTI Jlikapcbkoro 3acoby saiiicHeHuii:

JlaGopaTopist 3 KOHTPOJIO SKOCTi Jlikapchkux 3aco6is TOB "INOBPOBY T T-JIIKUJIAB" (M. Kuis,
syJ1. Hosropos-Cisepcbka, 6yi1.3, HOKHTIOBI npuMiluenns 92)

(HafiMenyBanis Ta MiclesnaxoukeHns raboparopii, o nposena saboparopHuii anaiis AKOCTI)

BHCHOBOK W00 SKOCTI JliKapehKoro 3acoBy, Buaannii naboparopicio sin 07.03.2024 Ne 215-24
PesynbraTi 7aGOPATOPHOro aHaslisy AKOCTI Nikapcbkoro 3acody 3a fiepeBipeHUMM NokasHukamMu BIANOBLLAIOTL
BHMOTAM METO/LIB KOHTPOJIIO AKOCTI (AHANITHYHO-HOPMATHBHOT AOKYMEHTALT).

3a pe3yibTATAMH  JICPKABHOIO KOHTPOIO BCTAHOB/CHO, IO nikapcekuit  3aci6  meeseno B Vepainy 3

AOTPHMAHH bKHX 3acobis.

MReLOAABCTBA L1040 3a0e3neyeHHA AKOCTI Jii

Muxkona XOJIOJIEHKO

duiany Ta npissnuic)

(nianumc)




JlaGopaTtopisi 3 KOHTPOJIIO SIKOCTI JTIKAPCHKHX 32C00
TOB "JOBPOBYT-JIIKHJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Yxpaina , 03153, m. Kuis, Byn. Hosropoa-Cieepcbka, 6ya.3, HemuTnosi npumiwerns 92, 097-0300797

BucHoBok moao skoeri Ne 215-24 Big 07.03.2024

NAPOKCHKAPBEAMIJI-BICTA kancynu no 500 mr, o 10 kancyn y

H - 5 G : : 2 :
vk, s Swd Guaicrepi; no 10 GnicrepiB y KapToHHIH KopoOLi

Peecrpauiiinnii nomep: 215-24

Bupoouuurso: Hesa Xonaiur A.LLL, Typeuunna

Homep cepii: Al119195

Posmip maprii Bin sikoi siniGpano 300

3pa3oK:

Tepmin npuaarsocri: 10/2026
TOBAPHUCTBO 3 OBMEXEHORK BIATTOBIJAJIBHICTIO "BYCT

Binibpano/onepxkano Bin: DAPMA", Anrreunnii cxnan Ne 2, m. Kuis, By Enexrpukis, 6yannok 3,
nosepx 1, nitepa A, rpyna npumituens Ne 5

Jara onepxanns: 12.02.2024

Bua kontpoaio: Hanpasnenns TJIC na nabopatopuuii ananis (902)

AHJI (MKS5, eneundikanii), MK no PIT Ne UA/18217/01/01

BiANOBiAHO 10 AKOT NPOBOAHTLCH

amanis:

Hoxaznuxu Bumozu AH/T Peszyavmam

Onuc Teepai, skenaTHHOBI KarcyJiH 3 HENPO30PHM POKeBHM Bianoginae

KOPITYCOM Ta HENpOo30poi0 CBIT/I0-3€J1CHOK0 KPHIIKOK, MiCTHTh
BiZ GisIoro 10 Maiixke Ginoro KONbLOPY OAHOPIZAHMIE NOPOLIOK

Cepeana maca BMicTy 600 mr/kancyny +/- 7.5 % (555 mr - 645 mr/kancyny) 603.0 mr
Kancyn
Inentndikauis - BEPX BianocHuil yac yTpuMYBaHHA MiKy riapokcukapbaminy Ha Bianosinae

XpoMaTorpami BUNpoGyBaHOro PO34YHHY MOBHHEH BiNoBinaTH
yacy yTpUMYBaHHs MiKy FiApokcHKapOaMiLy Ha XpoMaTorpami

CTAHIAPTHOIO PO3YHHY
Posnananns He Ginbiue 20 xBunux Bianosinae
KinbKicHe BH3HAYEHHA - 475.0 - 525.0 mr (95 - 105 % Bia 3asBieHOT KinbKocTi B oaHiil  507.6 mMr
BEPX Karncysi)
Ynakoska 3riaHo 3 sumoramu M5 Bianosigae
MapkyBaHHs 3riIHO 3 BUMOTaMH TEKCTY MapKyBaHHs Binnosigae
BHCHOBKM: INepesipennii 3pasok I'IJIPOKCHKAPBAMIJI-BICTA xancyan no 500 mr, no 10

Kkarnicyn y Gnictepi; no 10 Gaictepis y kapTouHiii kopobui cepii A119195 pupoGHuuTBa
Jesa Xonainr A.LLL, TypeuunHa Bianosinac sumoram AHJI no PIT Ne
UA/18217/01/01 3a HaBeIeHUMH BHLIE NOKAZHHKAMH

Irop JIECHK




Adding health to life...

|

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT SIKOCTI FOTOBOI IMTPOAYKLUIT
Name of product (strength, dosage HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /
HaiiMeHYBAHHSA MPOAYKTY (J103YBaHHA, INAPOKCHKAPBAMI-BICTA, kancysu no500 mr, no 10 kancyn y Gaicrepi,
nikapeeka (popma, po3Mip Ta THI NAKyBAHHS) no 10 Guicrepis y kapTouuiii kopoGui
Active substance / Hydroxycarbamide, 500mg / Batch number and size/ | A119195, 2500 packs /
Jliloua pewoBuna l'iapokcukapbamin, S00mr Homep cepii Ta ii poamip | A119195, 2500 ynak.
Name and country of manufacture / Deva Holding A.S., Turkey / Date of manufacture / 11.2023
Haiimenypanua Ta Kpaina BUpoOHHKa Jlesa Xomainr A.lLL, Typeuunna | Jlara BUFOTOBJICHHA i
MA number / Expiry date /
Howmep PI1 UA/18217/01/01 Tp: 1o 10.2026
¢ Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
Pasng; addresa Md license nusmber of bulvari No: 26, Kapakli / Tckiidagg'l'urkey / : .
manufacturing site / Xonainr AL, Y it Opranaiiz Canal bonarece Kapaarak Maxamueci
Hsss, T4 HOMep Ni i Sraot L‘[eaa onniur A.LLL, Yepxesko# Opranaiis Canai Bosre p
ni.ﬂb!lﬂll,le e » Bynseap dari Ne 26 Kanaxni / Tekipaar, Typeuunna
14F issued on 04.05.2010 / 14F sunano 04.05.2010
GMP certificate or EudraGMP reference
numbers / GMP ceprutpikar abo HA GMPNe DE_BW_01_GMP_2019 0085
na EudraGMP i h
Test & Method / Tecr imeron e kb R st Bheawis/
PeayasTar
| Hard gclalin‘capsulcs‘ with an opaque pink body and an opaque
! light green lid, contains a homogeneous powder from white to
Description / { almost white color / Complies /
Onuc { Teepai enaTHHOBI KaNcyJiM 3 HENPO30PHM POMKEBHM KoprycoM | Bianosinae
| Ta HEMPO3OPOIO CBITIO-3E/IEHOI0 KPHIIKOIO, MICTHTEL BiA Ginoro
_ 110 Maibie 6iNI0ro KoJILOpY ONHOPiAHHI NOPOLIOK.
Mass of content caps / 600 mg/capsule + 7.5% (from 555 mg to 645 mg/capsule) / 600 | 585 mg/capsule /
Maca BmicTy Kancyn mr/kancyny + 7.5% (ot 555 mr no 645 mr/kancyny) 585 mr/kancyny
The retention time of Hydroxycarbamide peak in the
chromatogram of the sample solution corresponds to
Hydroxycarbamide peak in the chromatogram of the standard
HPLC or UHPLC / solution / Complies /
BEPX abo YBEPX BinnocHuii wac yTpuMyBaHHA mniky riapoxkcukapbaminy wna | Binnosinae
XpomaTorpamMi BHNpoOyBaHOro po3YHHY NMOBHHEH BIANOBIAATH
Identification / vacy YTPHMYBAaHHA MiKy riapokcukapbaminy Ha xpomarorpami
LnenTudikanis CTAHJIAPTHOTO POIYHHY
The UV spectrum of Hydroxycarbamide peak of the sample
UV Detector with a photodiode | solution is concordant with the UV spectrum of the standard
matrix / solution in the *Assay method.” / Complies /
Y Jlerekrop 3 (poToaioanow0 UV cnektp nika rigpokcukapdaminy sunpoOysaHoro posuuny | Bianosinae
MAaTpPHLEIO { MOBHHEH BiANOBIATH CneKTpy riapokcukapGamisny
{ CTAHJAPTHOIO PO3uHHY B yMoBax «KiIbKICHOTO BH3HAYEHHM.
Water (KF-Method A) / Not more than 1.5 %/ I 0.6%
Bopaa (meronom Kapna dimepa) He oinbe 1.5 % ol
:))isintcgralion / | Not more than 20 minutes / 10 min / 10 xs.
o3nanaHHA i He Oinbme 20 XBHIHH
Dissolution / '1 Not less than 85 % (Q+5) in 30 min / 102%
PosunHeHHs \ He mene 85 % (Q+5) 3a 30 xsuiuH g
Assay of Hydroxycarbamide / | 95 = 105% (475.0 - 525.0 mg) of the labeled amount /___ 99.8%
Kinbkicne uznauenns I'inpokcuxkapbaminy 95 - 105% (475.0 - 525.0 mr) Bin 3asBeHOT KiZEROCT 5 H‘: e
Uniformity of dosage units / Conforms to Ph.Eur.2.9.40 / ',.//’/-' DR RN Complies /
OAHOPIAHICTD J030BAHHX OJHHHLIL Bianosinae Bumoram €sp. dapm. 2.9.40 / ~/ Qng p ._‘"\;\g\innnsinae
Urea / Not more than 0.5 % / it \ ENiot detected /
CeuoBuHa He 6inbine 0.5 % > BHsABRIEHO

DEVA HOLDING A.S.

Headquarters Merkez Mah. k N K - L 3 v 51 Tel: +& 32 Fax
1. N Te Fax i 23 » Cerkedkiy-2 Manutacturing Site !
Manutfacturing Site A ) - b . Tel « Fax: +& * Kartepe Manutacturing Site

www.devacomirfen | www.easipharma.com
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Adding health to life... .

| { DEVA
|
I I
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT SIKOCTI TOTOBOI NPOAYKLITT
Name of product (strength, dosage for HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /
HaiimenyBanHsi NPOAYKTY (103yBaH INJAPOKCHUKAPBAMII-BICTA, kancysan no500 mr, no 10 kancyn y 6aicrepi,
aikapeeka (popma, posmip Ta THR ) no 10 6aicrepis y kapToHHIH KOpoOLi
Active substance / |: Hydroxycarbamide, 500mg / Batch number and size/ | A119195, 2500 packs /
Jliloua peyoBuHa ligpoxcnxapbamin, S00mr Homep cepii 1a il poamip | A119195, 2500 ynak. |
Name and country of manufacture / Deva Holding A.S., Turkey / Date of manufacture / 11.2023
HaiimenypanHs Ta Kpaina BUpoOHMKa Jlesa Xosminr ALLLL, Typeuunna | Jlara BHrOTOBJIEHHA ges
MA number / UA/18217/01/01 Expiry date / 10.2026
Homep PI1 [punaruuii 1o
s Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
Name, &dd.ress a.nd license number of bulvari No: 26, Kapakli / Tekirdag Turkey /
manufacturing site / T T %O Hs Canal B K S 1k y
K Ta Homep i i¥ BupoBHHsIOT Jlesa onninr A.LLL, Yepkeskoii Opranaiis Canal Bonrece Kapaarak Maxaneci
TG ™ Bynesap dati Ne 26 Kanakni / Tekipaar, Typeuunna
S 14F issued on 04.05.2010 / 14F suaano 04.05.2010
GMP certificate or EudraGMP reference
numbers / GMP ceprudikar abo nocunants GMPNe DE_BW _01_GMP_2019 0085
Ha EudraGMP
Test & Method / Tecr i meron Acceptance Criteria / Kpurepit npmhum s
! Pesyasrar
Hydmxylarqine hydrochloride / Not more than 0.15 % / | Not detected /
linpokcunaMiu rigpoxiaopun He Ginewe 0.15 % i He BuaeneHo
Related substances/ Any unspecified impurity / Not more than 0.10 % / Not detected /
CynposiaHi 10MilIKH Byab-aka vecnieuudiuna gominika He 6inbwe 0.10 % He BusrneHo
Total impurities / Not more than 1.0 % / Not detected /
EpiSsseTies Cyma siomiujok He Ginbwe 1.0 % He Buasneno
Total aerobi¢ microbial count - g
(TAMC) / 38ransHa KinsKicTs :"‘6'?“”“ {hlagoéog,gi }Jigf g ;;lg?}
aepobHuX Mikpoopl*anizmin (TAMC) e : :
Microbiological purity / | Total yeasts and moulds count
MikpoGionoriuna (TYMC) / 3aranbHa KinbKicTh Not more than 100 CFU/g / 0 CFU/g/
YHCTOTA NpbkIKOBHX Ta ruticenesux rpubis | He 6insme 100 KYO /r 0KYO /r
(TYMC) : :
Escherichia coli A_I)senl i A_bscm nlg/
Bigcytwa s I r e & Bigeyrna Ir
Comments: /
KomenTapi: =]

The batch meets the requirements of QCM for MA Ne UA/18217/01/01 /
Cepis sianosinae sumoram MKS no PIT Ne Ne UA/18217/01/01

I 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 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/

Llnm s 3aceiuyio, mo napeneHa suije iHpopmaiis € 10CTOBipHOW Ta TouHOw. Llio cepiio npmfyuuu Oyno BHpoGieHO (BKIIOUAIOYH
NaKyBaHHA/MapKyBaHHa) Ta ﬂpOBCﬂu{IO KOHTPOJIb 11 AKOCTI Ha BHUIE3A3HAYCHIH MiNbHMILI Y ﬂOBl’lﬁ Binnosianocti 3 Bumoramu GMP,
BCTAHOBJICHHMH MICLICBHM PEryJIATOPHHM OpPraHoM, a TaKOokK BIINOBIAHO 10 creurdikauiii, mo MICTATHCA ¥y peecTpauiiiHoMy N0CkE
KpaiHu-iMropTepa, AKWIO NPOAYKUWio iMnoprosano. [IpoTOKONIM BHPOOHMIITBA, NAKYBAHHA Ta aHani3ie Oy/J0 NeEpernAHyTO Ta
BCTAHOBJIEHO Bianosianicts GMP

. B .

Complied by / TI eHo =
Issued by / Qunllfwdl’erséﬁi?ﬁbnuoma\
Quality Control / Ko b AKOCTI - (Full name & s:gmfttw & Date f ['[IB ;
(Full name & signature & / B, mianue i nara) :
Wl Gothe Wt o) "‘“?@f 17 ‘f //m
(:_'Hf—_ R Af O\l.nor A\ S 7 4 "‘

DEVA HOLDING A.S.

Headquarters

i | i Tel
ad, M b Tal ’ ] Fax i » Garkerkoy-2 Manutacturing Site K Mah. | E N Tk Tel: +
Manufacturing Site 1. A 3 A Kapak . Tek 4 Fax: + 16 A3 o Karlepe Manufacturing Site h

Fax ” 1 » Gerkokiy-4

www devacom.trien | www.easipharma.com
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AEP/KABHA CHYKBA 3 IKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitimunof, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
PO SAKICTH BBE3€HOro B YKpaiHy JIiKapcbKoro 3aco0y

16.04.2025 3 Ne 19180/25/2611

NAPOKCUKAPBAMUI-BICTA

(nafiMenyBanig JKapeLKoTo 3acoBy 3ri10 3 peccTpatiitniuM MoceijMeHHIM)
kaneyan 1o 500 mr o 10 kancys y 6Jjicrepi; mo 10 daicrepis y kaprouuii Kopooui

(opma BUnyCKY. J03yBaNN, BU NAKYBAHHA JiKApPCLKOro 3acoby)
Homep peecrpauiiinoro nocsiauenns UA/18217/01/01 crpok aii peecrpauiiinoro nocsinvenns 08.07.2025
Cepist nikapebkoro 3acody Ne A20728 KinbkicTh BBe3eHOr0 fikapebkoro 3acody S86

Bupobuuk Jesa Xonuinr A.lll., Typeyunna

(naiiMenyBaHus BHpoOGHHKA Nikapchkoro 3acoly, KpaiHa NOXO/UKEHHN )

Beeseno i Ykpainy TOBAPUCTBO 3 OBMEKEHOR BIINOBITAJIBHICTIO
"BYCT ®APMA", inenr. kon: 44107410

(nafimenyBanis Ta koa 3a €JIPTIOY opuansnol ocobu abo npiseuie, iM'a, no darukosi (izuunol
0COBH - rmanpuemin, i MiCUe MPOXHBANHS Ta peccTpauiHHUi HoMep 00:1IKOBOT KapTKH NiaTHUKA
noaarkis abo cepif Ta Honsep nacnopTa)

IMpoTtokon BisyansHoro koutposio ein 16.04.2025 N» 1248/01.10-25/5.

OHTPOMIO  BCTAHORJGHO, L0 Jikapchkuii 3aci6 BBeseno B Ykpainy 2

Ba L1010 3abesneueHHs aKocTi NiKapébKkux 3acoiis.

Mukona XOJIOAEHKO

(nizanumc) (iniuianm Ta npiipuie)




Hepxasna ciyxba Yxpainu
3 JIIKAPChKMX 3ac06iB Ta KOHTPOJIIO 3a
HapKOTHKaMH

Jepxasue nianpuemereo "lentpaasna
Jadoparopis 3 aHadi3y SIKOCTI JiKaApCLKHX
32¢c00iB i Mexmuanol npoaykuii"

State Service of Ukraine on Medicines
and Drugs Control

&)
State Enterprise "Central

Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaina, 04053, m.Kuis, ayn.Kydpsecera 100

men./chake (044) 272 57 98

web: www.clab.com.ua, e-mail:

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98

centrallab@clab.com.ua web: www.clab.com.ua, e-mail. centrallab@clab.com.ua

Ceprudikar anamizy Ne 0336 sin 14.03.2025

Hazea 3paska:

Pecerpauiiinnii nomep:
Bupodunk:

Homep cepil:

Micue sinbopy spaska:
3aMOBHHK!
Cynpopianuii J0KyMeHT:
AxT Bindopy 3paska:
Cran 3paska:

JaTa oTpumanns 3paska:
Jatn BUKOHAHHA pobiT:
Bua kourtposio:

Micue nposeenns
AISIBHOCTI:

H/L, Binnosiano ao sikoi
NPOBOANBCS aHAJIZ:

IAPOKCHKAPBAMIZ-BICTA, kancyau no 500 mr, no 10 kancyn y 6aicrepi, no
10 Gnictepin y kapToHHIH KOpoOUi

0432.25

Jesa Xonaiur A.LLL, Typeuunna

A20728

TOB "BYCT ®APMA"

Hepxasna cmyxba Ykpaihu 3 siikapebkux 3aco0is Ta KOHTPOIO 34 HAPKOTHKAM K
Jluer No 1757-002.0.1/002.3/2-25 Bin 11.03.2025 p.

Ne Bia 11.03.2025

3pasox B CTaHI NPUAATHOMY JUIA NPOBEIEHHS BUIIPOOYBaHDL

11.03.2025

11.03.2025 - 14.03.2025

3a posnopsakeHHaM Jepkasoi cyxOu Yipainn 3 1ikapchkix 3acodiB Ta KOHTPOIO
3a Hapkotukamu ("IM", INocTanosa 902)

JIT «llenrpanpia nabopatopis 3 aHani3y AKOCTI IKapChKUX 3ac00iB | MeanyHOT
NPOAYKLII

MKHA 1o p.n.Ne UA/18217/01/01, 3miun

MokasHukn

Bumorn HO l Pesyneramm

Onuc

laeHTUdhikauis

CepeaHna maca BMicTy
Kancynu

TBepAi, *enaTMHOBI Kancynu 3 HENPO30PMM POXEBUM KOPNYCOM Ta
HEeNpO30POI0 CBITNO-3ENEHOI0 KPULLKO, MiCTUTL Bif Binoro ao Maitxe
Binoro konLOpY OAHOPIAHVIA NOPOLLIOK.

1. BEPX abo YBEPX. BigHOCHWiA Yac yTpuMyBaHHA Niky
riapokcukapbamingy Ha xpomaTtorpami BUNpoByBaHOro po3dnHy
MOBWUHEH BIANOBIAATK Yacy yTpUMyBaHHA niky rigpokcukapbamigy Ha
Xpomarorpami CTaHAapTHOro PO3unHy

2. Y& OetekTop 3 choTogioaHolo matpuueto. UV cnekTp niky
rinpokcukapBamigy Ha xpomaTtorpami BUNpoGyBaHOro po3ymHy
NOBUHEH BiANOBIAATY CNEKTPY rigpokcukapbamify cTaHgapTHoro
po3uuHy B ymosax "KinbkicHoro BusHayeHHs"

600 mr/kancyny + 7,5%: 555 - 645 mr/kanc.

Bignoeinae

Bignoeinae

Bianosigae

591,8 mr/kanc,

PosnagaHHa He Ginbwe 20 xB. Bianosigae
KinbkicHe Bu3HaueHHs FagpokcukapBamiay: 95-105% eif 3asBneHol KiNbKOCTI B OAHIA 4926 Mr

Kancyni: 475,0 - 525,0 mr
Ynakoska 3rigHo Bumor MKH Bianosinae
MapkyBaHHs 3riaHo sBumor MKA Bignosinae
BHCHOBKH: Ceprudikar ananizy Ne 0336 sin 14.03,2025 ninrsepukye, wWwo nepesipeHnii 3pasok npenapary

I'JIPOKCUKAPBAMI/JI-BICTA,
KapToHHill kopodui, Ne cepii A
sumoram MK no p.n.Ne UA/]

Jupexrop

AN, B AnihA

v né Spﬂemr no 10 kancyn y Gnicrepi, mo 10 Gaicrepis y
. B Hun(} flesa Xonaiur A.lLL, Typeuunna Bianosinae

MU BHLIE NMOKASHHUKAMH.

Kineun ceprudikara aHaniay .Ne 0336 Bin 14.03.2025

Cowmm 4 a4



Adding health to life... .

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
. CEPTUDUKAT SIKOCTI 'OTOBOI MPOAY KL
Name of product (strength, dosage form, HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /
HaliMeHyBaHHS [IPOAYKTY (J103yBAHHS, I'JIPOKCHKAPBAMIA-BICTA, kancynu no500 mr, mo 10 kancyn y 6micrepi,
| Aikapcbka opMa. posMIp Ta THN MaKy BatHs ) o 10 Guicrepis y kKapTOHHI# KOpoOL
Active substance / Hydroxycarbamide, 500mg / Batch number and size/ | A20728, 2417 packs /
Jlitoua peuornna | linpoxcukap6amia, S00mr Howmep cepii Ta ii poamip | A20728, 2417 ynak.
Name and country of manufacture / Deva Holding A.S., Turkey / Date of manufacture / 120094
HaiimenyBaHHg Ta kpalHa BUPOOHHKA Jlera Xompinr A.ILL, Typeuunna | Jlara BUrOTORIEHHS )
o e UA/18217/01/01 PAPIR adey 11.2027
Homep PI1 Ipuparunii no
i Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
N adl:lr.ess a‘nd license puimber of bulvari No: 236, Kapakli / Tekiﬁdagg'l'urkey / g y ®
(IRBILNC R (U S Xonainr AL, Y e aii3 Canal bonrece Kapaarak Maxanneci
Hazra. agpeca ta Homep niuensii BupobHHuOf ,IE;leBa g s Mg it P ;
AT YJ1bBap ®ari Ne 26 Kanakuni / Tekipaar, Typeuunna
14F issued on 04.05.2010 / 14F sunauo 04.05.2010
GMP certificate or EudraGMP reference
numbers / GMP ceprudikar abo nocunanus GMPNe DE_BW_01_GMP_2023_0141
Ha EudraGMP
Test & Method / Tect i meToa Acceptance Criteria / Kpurepil npuiiManas e
PeyyabTar
Hard gelatin capsules with an opaque pink body and an opaque
light green lid, contains a homogeneous powder from white to
Description / almost white color / Complies /
Onmuc Trepai KenaTHHOBI Kancy/IH 3 HEMPO30pMM POKEBHM Koprycom | Bianoeizae
Ta HENMpO30POK) CBITJIO-3€/IeH0I0 KPHIIKOI0, MICTHTH Bia Oimoro
Ao Maibke 6iI0ro KoTLOpY OGHOPIIHKI MOPOIIOK.
Mass of content caps / 600 mg/capsule = 7.5% (from 555 mg to 645 mg/capsule) / 600 | 601 mg/capsule /
Maca BMiCTY Kancyn mr/kancyiy = 7.5% (ot 555 mr a0 645 mr/kancyay) 601 mr/kancymny
The retention time of Hydroxycarbamide peak in the
! chromatogram of the sample solution corresponds to
Hydroxycarbamide peak in the chromatogram of the standard
HPLC or UHPLC / solution / Complies /
BEPX a6o YBEPX BigHocHnii wac yTpHMYBaHHA TMiKy rifpokcukapbamizy Ha | Binnmosinae
Xpomarorpami BHNpoOyBaHOro pO34HHY MOBHHEH BiINOBidaTH
Identification / yacy YTPUMYBaHHS TiKy rigpokcukapbaminy Ha xpoMatorpami
ImenTugikauis CTAHIAPTHOrO PO3YHHY
The UV spectrum of Hydroxycarbamide peak of the sample
UV Detector with a photodiode | solution is concordant with the UV spectrum of the standard
matrix / solution in the “Assay method.” / Complies /
Y@ Jlerextop 3 POTOAIOAHOK UV cnektp nika rigpokcukapdamiay sunpofysanoro posuuHy | Bimnosinae
MaTpHLEIO MOBHHEH BiAnoRiaaT CNEKTpY riZipoKcHKapOamigy
CTAHAAPTHOrO po3unHy B yMOBax «KiTbKiCHOTO BH3HAYEHHIY.
Water (KF-Method A) / Not more than 1.5 %/ 0.4%
Bopa (meTonom Kapna ®imepa) He Ginswe 1.5 % ’
Disintegration / Not Tore than 20 minutes / 10 min / 10 xe.
PosnanaHus He Ginbue 20 xpuann
Dissolution / Not less than 85 % (Q+5) in 30 min / 96%
Po3unHeHHs He menme 85 % (Q+5) 3a 30 xBunuH
Assay of Hydroxycarbamide / 95 - 105% (475.0 — 525.0 mg) of the labeled amount / 101.6%
KinbkicHe Bu3HadenHA ['iapokcnkapOaminy 95 - 105% (475.0 — 525.0 Mr) Biz 3asBnenol KinbKoOCTi :
Uniformity of dosage units / Conforms to Ph.Eur.2.9.40 / Complies /
OJHOPIAHICTb 1030BAHHX OJMHHILb Binnosinae Bumoram €pp. dapm. 2.9.40 Bianoginae
Urea / a Not more than 0.5 %/ Not detected /
Ceuosuna ' He Ginpme 0.5 % He sussneno
BEVA HOLDING A.S. ember of EastPharma .é

P ag e/ CTO]J'j.I'IKa 1 f2 www.devacomirzn | wwweassipharmacom



Adding health to life... .

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT SIKOCTI FOTOBOI MPOAYKIII

Name of product (strength. dosage form, HYDROXYCARBAMIDE-VISTA, capsules 500 mg, 10 capsules in a blister, 10
package size and type) / blisters in a carton package /

HaiiMenyBaBHsa HPOAYKTY (103vBauns. INJAPOKCHKAPBAMII-BICTA, kancynu no500 mr, no 10 kancyn y Gaicrepi,
nikapebka opMa. posMIp Ta THI HaKyBaHHs) no 10 6nicrepis y KapTOHHIH kKopoOui

Active substance / Hydroxycarbamide, 500mg / Batch number and size/ | A20728, 2417 packs /
Jiro4a pe4oBHHA Iizpoxcuxapbamin, 500mr Howmep cepii ta il poamip | A20728, 2417 ynak.
Name and country of manufacture / Deva Holding A.§., Turkey / Date of manufacture / 122024
Haiimenypanns Ta KpaiHa BHPOOHHKA Jesa Xonaiar A1, Typeuunsa | Jlata BUTOTORJIEHHS '

g{fM::“;E"” ! UA/18217/01/01 ﬁ’;"“” da‘;; ; 112027

manufacturing site /
Haspa, agpeca Ta HOMeEp JileH3il BUpoOHHUOT

St Deva Holding A.S., Cerkezkoy Organize Sanayi Bolgesi Karaagac Mahallesi Fatih
hmne MEs Bl e e of bulvari No: 26, Kapakli / Tekirdag Turkey /
Jera Xonainr A.1LL, Yepkezkoit Opranaiiz Canai bonrece Kapaarak Maxanneci
PR Bynbeap ®arti Ne 26 Kanakui / Texipaar, Typeunna

' 14F issued on 04.05.2010 / 14F Bunano 04.05.2010

GMP certificate or EudraGMP refereﬂce
numbers / GMP ceprudikar aﬁc
na EudraGMP

GMPNe DE BW 01 GMP 2023 0141

i . Result /
Test & Method / Tect | meToa Acceptance Criteria / Kpurepii npuiimanns Pesvanyas
Hydroxylamine hydrochloride / Not more than 0.15 % / Not detected /
I'inpokcunamiz rigpoxnopun He Ginbwe 0.15 % He suasneno
Related substances/ Any unspecified impurity / Not more than 0.10 % / Not detected /
Cynposinni IOMIIKH | Byns-ska Hecnenndivua gomimka | He Gisbwe 0.10 % He BusBneHo
Total impurities / Not more than 1.0 % / Not detected / |
Cyma nomimok He 6inbwe 1.0 % He Buasneno |
Toty aem,b]c m'cmb“?l s Not more than 1000 CFU/g/ 0 CFU/g/ |
(TANIC) / Sacankes sikxices He Ginsiie 1000 KYO/r 0KYO /r
aepoOHux MikpoopraHizmie (TAMC) '
Microbiological purity / | Total yeasts and moulds count
MikpoGionoriuna (TYMC) / 3aransHa KinbKicTb Not more than 100 CFU/g / 0 CFU/g/
qHCTOTA ApDKDKOBKX Ta niiceHeBux rpubie | He Ginbwe 100 KYO /r 0KYO/r
a (TYMC)
i | Escherichia coli Apsent inlg/ AP mentin 1 gi
BigcytHae I r Bigcyrua I r
Comments: /
Komenrapi:

Cepis sinnosinae sumoram MK no PIT Ne Ne UA/18217/01/01

BCTAHOBIEHO BiznoeiaHicte GMP

The batch meets the requirements of QCM for MA Ne UA/18217/01/01 /

I 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 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/

[lum s 3aceivyio, WO HaseneHa Buule iHGOPMAUis € NOCTOBIPHOI Ta ToyHOIO. Lo cepito npoaykuii Oyno BHpoOAEHO (BKIOYAN0OYH
naKyBaHHA/MapKyBaHHA) Ta TIPOBENEHO KOHTPOMS 11 SKOCTI HA BHIE3a3HAYEHii AinbHALI y NOBHIH BimmosiaHocTi 3 pumoramn GMP,
BCTAHOBJICHHMH MICIIEBHM DETYIATOPHHAM OPraHOM, @ TAKOX BiANMOBIZHO A0 crneuudikauiif, mo MicTATECA Y peecTpauiiHOMy AOCHE
KpaiHH-iMropTepa, SKIWO NPOAYKWK iMmopToBaHo. [IpoTokonu BHPOOHHUTBA, NaKyBaHHA Ta aHanisis Oyno nepernaHyTo Ta

Complied by / TTigroToenexo
Issued by / 3atsepmkeno
Quality Control / KonTpob 8K0CTi
(Full name & signature & Date / T1B, nignuc i zaTa)

Qualified Person / ¥ nosHoBaxkeHa ocoda
(Full name & signature & Date / I11B, nianuc i nara)

MNal~_ coxe__
—— w”\ 8 S Ui

WW;

DEVAhIIIHGﬁ S.
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