28.05.2024

iy

AEPXKABHA CHYXKBA 3 TIKAPCBEKUX 3ACOBIIl
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEB

npos. Hanii Ceituunoi, 3, 02099, Texn. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
npo AKiCTh BBe3eHOro B YKpaiHy JikapcbKoro 3acooy

Ne 27415724126

ITA3ONIAHIB-BICTA

{HaliMEHYBAHHA NiKapChKOTO 3ac00Y 3TIAHO 3 peeCTPaUifHHM MOCKIAYEHHAM)

TalJIeTKH, BKPHTI IN1IBKOBOIO 00010HKo010, 0 400 Mr, no 10 Tabrerok y t').dricrepi, mo3

faicTepu B ma4lli 3 KAPTOHY

((hopma prITYCKY, 103YBaHH, BYA NAKYBAHHA NiKaPCEKOT0 3ac00Y)

Homep peectpauifisoro nocainsensn UA/20279/01/02 crpox nii peectpauifinoro nocimuenns 28.11.2028

Cepis nikapcbkoro

BupobHuk

Bseaeno B Y kpainy

Npovokon Bisyansnoro kourpomo sin 28.05.2024 N 1872/4.

3a peayneTaTamu

AOTPHMAHHAM BHMOr 3KOHOAABCTEA LWIOI0 3abe3neveH s IKO0

sacoby Ne GO171A KinbkicTe BBE3€HOrO Nikapchkoro 3acoby IT

OAPOC MT JlimiTen, Maneta

(HaliMeHyBaHHA BHPOGHHKA NikapehKoro 3aco0y, kpaila noxoajkeHns)

TOBAPHUCTBO 3 OBMEXXEHOIO BIIITOBLIAJIBHICTIO
"BYCT ®APMA", iaent. xoa: 44107410

(Haitmenynanna Ta kox 3a EJPIIOY opranyHoi ocolGy abo npizeuuie, iM'e, fjo 6aTekosi dizvunol
ocobnr - nianpuemu, i MicLe NPoXHBAHEA Ta peecTpalifHui Homep o6NikOOT KAPTKY NASTHHKA
noaatkis abo cepis Ta HOMEP MacnopTa)

AEPKABHOIO  KOHTPOJIO  BCTAHOBJACHO, IO

apcekHii  2acif BBEICHP B VYkpainy 3
ikapchKHX 3acois.

Isan SAE;LHHX

anuc) (iniuianufra npispume)




har

DAPOC MT NimiTeq,
HF 62x npomucnosa 3oHa Man ®ap

Bip3epbbyra, BBG 3000, ManbTa
T +35620331000

info@pharosmt.mt | www.pharosgr.gr

CepTtudikat BUNYCKY cepii

KnieHT:

Mistral Capital Management Limited

KpaiHa imnopTep:

YKpaiHa

Hasea npoaykTy, nikapcobKa dopma Ta cuna gii:

MA3OMNAHIB-BICTA, TabneTku, BKpWTI NAiBKOBOK 060/10HKOK, No 400 mr
(MA3OMAHIE 400 mr)

Homepw cepiit WIP:

CG0171TGO171 BGO1716 GGO171

Koa WIP:

CPZP02 TPZP02 BPZP01 GPZP0O1

Homep ynakoeaHoi cepii Ta ii po3amip:

G0171A 693 ynakoBKuK

Koa ynakoeku:

PZPBLO058-0001

Tun i po3amip ynakoBKuK:

ALU/PVC/PE/PVDC 6nictepu x 30 (3 6nictepu no 10 TaBNETOK y KOXKHOMY)

TepmiH NnpuaaTHoOCTI: 02/2027
Koau BUpOBHUYMX JOKYMEHTIB: BMR-00080.01 BMR-00078.01 BMR-00075.03 BMR-00076.03
lata BUroTOBNEHHA: 21.02.2024

BiaBaHTaMeHa KinbKicTb:

693 ynaxkosBKuM

PeecTpauiitHe noceiguerHa /DIN Ref. Ne (akwo
3aCTOCOBHO):

UA/20279/01/02

Micua BMPOBHULTEA, KOHTPOIKO AKOCTI, MaKyBaHHA Ta

Bupo6HuUTBO/YNaKoBKa/KoHTpoab AKocTi/Bunyck:

U ®APOC MT Jlimites
HF 62x npomucnosa 30Ha
ran ®ap BBG 3000
ManbTa
Homep niyeHsii: ML 046
KomeHTapi: N/A

1. Uum A 3aa8n110, W0 HaseaeHa BULLe iHGOPMALIA € AOCTOBIPHOK Ta TOYHOW. Lia napTis 6yna BUrotoBAeHa, BKAKOYAKHM
NaKyBaHHA/MapKyBaHHA Ta KOHTPO/Ib AKOCTI Ha BULLE3a3HAYEHUX AiNAHKAX, ¥ NOBHIKM BignosiagHocTi Ao Bumor GMP €C
MiCLLeBOro peryisaTOpHOro opraHy Ta 40 BUMOT Bi4NOBIAHOrO MapKETUHIOBOro asTopa .

2. 3anucm npo cepiiHy 06pobry, NakyBaHHA Ta aHani3 Oy m nepernsHyTI Ta BU3HAHI TaKMMK, WO Bignosigaots GMP €C 1a
TexHi4Hin yroai. Yci gokymeHTtu 36epiratumyTsca 8 PharOS MT Ltd. npoTtArom npuHaiMHi 04HOTO POKY Micia 3aKiHYeHHA

TEPMiHY NPUAATHOCTI NPOAYKTY.

3. Yu Bynu cyTTeBI BigxuneHHA Big BMPOBHWYOro npouecy, 3a3Ha4eHOro B TEXHIYHIM yrogi, WoAo AKOCTi npoaykty abo

BUMYCKY?

MHi

Nignwuc 3abesneyeHHA AKOCTI:
/anvc/

Buaas: MeTblo [epniopaxio
[Oara: 12/04/24

O Tak (aue. Konito 3BiTy Npo BigXMneHHs)

Nignuc YnosHoBaXKeHOi ocobu:
/ranuc/

Im’s: BikTopia OdeleTaHo
[Oata: 26/04/2024

Bikropia fler aeTtaHo
Bakanasp Hayk. (3 BiAA3HaKolo) PgDip.
YnosHoBaxena ocoba

Croplal
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PharOS MT Limited

HF62X, Hal Far Industrial Estate
Birzebuggia, BBG 3000, Malta
T+35620331000

info@pharosmt.mt | www.pharosgr.gr

CEPTU®IKAT AHANI3Y

Hassa npogykry:

MA3O0MNAHIB-BICTA, Tabnetkn, BKpUTi NaieKoBoto ob6onoHKoto, no 400 mr

3aABHMK: Mictpan Kenitan MeHegxmeHT Jlimiteg

Kopg npogykry: CPZP02/PZPBL0058-0001 Homep cepii: CG0171 / G0171A
Jlata BUTOTOB/IEHHA: 21.02.2024 TepmiH npuaaTHOCTI: 02.2027
TeopeTyHuit posmip napTii: | 50 000 TabneToK BupobHuk API: dopmosa

Homepu cepii PharOS API:

R007261/R008974/R007262 | Homep cepii eMpo6HMKa API: | F192-21009/F192-23003/F192-21010

MeTopg sunpobyBaHHA: FM-00003 Cneuundikauia: FS-00006.01
Ne |Tect
Onwuc
1 | Cneuywndikauyisa - Bunycxky Pesynbtat

KancynonogibHi 6ini Tabnetkn, BKpUTi NniskoBok 060/10HKOMD, 3 TUCHEHHAM «400» 3 ogHoro Bokry. | Bignosigae

|aeHTHUdiKauiiHuii TecT A: BEPX (KinbKicHe BU3HaueHHA)

Cneuudikauis - Bunycky Pesynbtat

Yac YTPUMAHHS OCHOBHOTO I?IiK\{ Ha xpomaTorp:f\Mi aun;:!oﬁy.saHoro pO34UMHY BiANOBIAAE TaKOMY Ha i
2 | XpomaTorpami po34mHy NOpiBHAHHA (Ha ocHOBI TecTy KilbKicHe BU3HaYeHHs).

laeHTNdiKauinHmi TecT B: YO

Cneumdikauin - Bunycky Pesynbtat

Y®-cnekTp, OTPMMaHWIA Nig Yac NigroToBKM 3pasKa, BiANoBigae CNeKTpy cTaHAApTHOro npenaparty. | Bignosigae

|peHTHdiKaLia TUTaHY giokcuay

3 | Cneumdikauis - Bunycky Pesynbtat
YTBOPEHHA BiJ }OBTOro A0 TEMHO-NOMapaHYeBOro Kobopy. Bignosigae
KinbKicHe BM3HaueHHA (BEPX)

4 | Cneymdikauis - Bunycky Pesynbtat
95,0 - 105,0% Big, 3aaBneHOi KinbKocTi MasonaHiby 99,3%
CynpoBigHi gomiwku (BEPX)
Cneumdikauin - Bunycky Pesynbtat

> MakcrmanbHa iHAMBIgyaNbHA HEBIZOMA AOMILLKA He 6inbwe 0,2% BRT**
3aranbHa KifbKICTb AOMIWOK He 6inbwe 1,0% BRT**
PosuuHeHHA (BEPX)

6 Cneundikauis - Bunycky Pesynbtat
Q =80% 3a 15 xBWUnuH BignosigHo ao €sp. Papm. 2.9.3-1. ald e

Cepegne: 100,6%
OpfHopigHicTb macu (eidnosidae €sp. Papm. memod 2.9.5)

7 Cneundikauis - Bunycky Pesynbtat

He Binbwe 2-x oguHnub > AW £ 5% Bihnasinae

HoaHoi oauHuui > AW £ 10%

Crop 132
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p ‘ﬁ’ HF62X, Hal Far Industrial Estate
har \’ E 5 Birzebuggia, BBG 3000, Malta
- T 35620331000
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CEPTUODIKAT AHANIZY

Hasea npogyKry: MA3O0MNAHIB-BICTA, Tabnetkn, BKpUTi NaieKoBoto ob6onoHKoto, no 400 mr
3aABHMK: Mictpan Kenitan MeHegxmeHT Jlimiteg
Kopg npogykry: CPZP02/PZPBL0058-0001 Homep cepii: CG0171 / G0171A
Jlata BUTOTOB/IEHHA: 21.02.2024 TepmiH npuaaTHOCTI: 02.2027
TeopeTyHuit posmip napTii: | 50 000 TabneToK BupobHuk API: dopmosa
Homepwu cepii PharOS API: R0O07261/R008974/R007262 | Homep cepii BupobHuKa API: | F192-21009/F192-23003/F192-21010
MeTopg sunpobyBaHHA: FM-00003 Cneuundikauia: FS-00006.01
OpHopigHicTe fo3oBaHUX oguHMUL (Bapiayia macu) (eidnosidae Esp. Papm. memod.9.40)
Cneyudikauia - Bunycky Pesynbrar
MpuitmansHe umcno nepwux 10 go3osaHux oguHuub meHwe abo popisHioe L1 sigcoTkis. AKwo
8 |npuiimancHe uucno Ginbwe L1 BigcoTkie, nepesipAloTb HacTynHi 20 A030BaHWMX OAWMHWUBL Ta
po3paxoByloTb NpUiManbHe 4Yucno. Bumorn BUMKOHYKOTbCA, AKWO KiHUese npuiimanbHe yucno 30 AV: 21
[030BaHUX oauHWLL MeHwe abo popisHioe L1 BigcoTkis i oaeH okpemuid BMICT y A030BaHIl oanHULj '
He € meHwmm Hix (1-12 x 0,01)M abo 6inbwe Hix (1+L2 x 0,01)M. L1lgopisHioe 15,0, a L2 pgopisHioe
25,0.
Posmipu (goexuHa X WwnpuHa)
9 | Cneundirauin - Bunycky Pesynbrar
18,0 mm x 7,1 mm +5% [(17,1-18,9) x (6,7-7,5) mm] 18,1 mm x 7,1 mm
Mikpo6ionoriune gocnigwenna™ (Bidnosidae E€sp. ®apm. memod 5.1.4-1, 2.6.12, 2.6.13)
Cneyudikauia - Bunycky Pesynetatn
10 | TAMC: 10° KYO /r (makc. npuitHaTHa Kinbkicts = 2000) <10 KYO/r
TYMC: 10 > KYO /r (makc. gonyctima Kinbkicts = 200) <10 KYO/r
Escherichia coli: Biacytha [r BigcyTHini B 1r

= o . : :
* He pyTMHHMII TecT: NPOBOAMTLCA Ha KOXHIWA 5 cepii, 33 yMOBM, WO Nepiog 4acy MK nonepeaHbO NepesipeHolo cepii Ta
HOBOW cepii He NepeBuLLYE 6 MicALLIB

Lia cepisa npoayk1ty Bignosigae sumoram PharOS MT signosigHo a0 HaBeaeHoi Bule cneundikaii.

NigroTysas:

. manuc, : 12/04/24
fAkicTb /mannc/ fata /04/.
3aTBEpPAXKEHO: _

YNOBHOBaXeEHa ocoba /mignnc/ Aara: 26/04/2024

*¥ BRT - Hmxue nopory 3siTHocTi / Below Reporting Threshold

Crop 232
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Batch Release Certificate

Client: Mistral Capital Management Limited

—

Importing country: UA

Product Name, Strength & Dosage Form: | PAZOPANIB-VISTA, film-coated tablets 400 mg (PAZOPANIB 400 mg)

WIP Batch Numbers: CG0171 TGO171 BGO171 GGO171
WIP Code: CPZPO2 TPZPD2 BPZPO1 GPZPO1
Packaging Batch Number and Size: GO171A 693 Packs
Packaging Code: PZPBLO058-0001
Pack type and Size: ALU/PVC/PE/PVDC Blisters x 30 (3 blisters of 10 tablets each)
Expiry Date: 02/2027
Manufacturing Doc Codes: BMR-00080.01 BMR-00078.01 BMR-00075.02 BMR-00076.03
Manufacturing Date: 21/02/2024
Quantity shipped: 693 Packs
MA/DIN Ref. No (if applicable): UA/202759/01/02
Site/s of Manufacturing, Quality Control, | Manufacturing/Packaging/Quality Control/ Release:
Packaging and Release:
Phar0s MT Limited
HF 62X Industrial Estate
Hal-Far BBG 3000
Malta
License Number: ML 046

Comments:

\#

F

1. I hereby declare that the above information is authentic and accurate. This batch has been manufactured, including packaging/labelling and
quality control at the above mention site(s), in full compliance with the EU GMP requirements of the local Regulatory Authority and with the
specification of the applicable Marketing Authorisation/s.

2. The batch processing, packaging and analysis records were reviewed and found to be in compliance with EU GMP and Technical Agreement. All
documents will be retained at PharOS MT Ltd. for at least one year beyond the product shelf life.

= B Were there any significant deviations from the manufacturing process stated in the technical agreement concerning product quality or release?

m [ ves (see copy of deviation report}

Quality Assurance Signature: Qualified Person Signature:

m\ 10, GoiTaud
Issued By: Matthew Degiorgio Name: f

Date: ‘8(9(( {z(( Date: Jgé/ou/}ol‘( .

V!Ct_on‘a DeGaetano

Sc. (Hons.), Pgp;
Qualified Pérs%?p'

Page 1 of 1
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CERTIFICATE OF ANALYSIS

Product Name: Pazopanib-Vista 400mg Film-Coated Tablets
MA Holder: Mistral Capital Management Limited
Product Code: CPZP02/PZPBLO058-0001 | Batch Number: CG0171/G0171A
Manufacturing Date: 21/02/2024 Expiry Date: 02/2027
Theoretical Batch Size: 50,000 Tablets APl Manufacturer: Formosa
PharOS API Lot Numbers: R0O07261/R008974/R007262 | APl Manufacturer Lot Number: | F192-21009/F192-23003/F192-21010
Test Method: FM-00003 Specification: FS-00006.01
Description
1 Specification — Release Result
Capsule-shaped, white, film-coated tablet with “400” debossed on one side. Complies
Identification Test A: HPLC (Assay)
Specification — Release Result
The ret:ention time of the major peak in the chromatogram of the sample solution corresponds Complies
to that in the chromatogram of the standard solution (based on Assay method).
? Identification Test B: UV
Specification - Release Result
The UV s.pectrum obtained from the sample preparation corresponds to that of the standard Complies
preparation.
Identification of Titanium Dioxide
3 Specification — Release Result
Yellow to dark orange colour is produced. Complies
Assay (HPLC)
4 Specification — Release Result
95.0 — 105.0% of Pazopanib label claim. 99.3%

Pagelof3
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CERTIFICATE OF ANALYSIS
Product Name: Pazopanib-Vista 400mg Film-Coated Tablets
MA Holder: Mistral Capital Management Limited
Product Code: CPZP02/PZPBL0O058-0001 | Batch Number: CG0171/G0171A
Manufacturing Date: 21/02/2024 Expiry Date: 02/2027
Theoretical Batch Size: 50,000 Tablets API Manufacturer: Formosa
PharOS API Lot Numbers: R0O07261/R008974/R007262 | APl Manufacturer Lot Number: | F192-21009/F192-23003/F192-21010
Test Method: FM-00003 Specification: FS-00006.01

Related Substances (HPLC)
Specification - Release | Result
D
Maximum Individual Unknown Impurity NMT 0.2% BRT
Total Impurities NMT 1.0% BRT
Dissolution (HPLC)
Specification — Release Result
6
Min:  99.3%
Q = 80% in 15 minutes in accordance with Ph. Eur. 2.9.3-1.
Mean: 100.6%
Uniformity of Mass (Complies with Ph. Eur. Method 2.9.5)
7 Specification — Release Result
NMT 2 units > AW + 5% C I
No unit > AW £ 10% TS
Uniformity of Dosage Units (Mass Variation) (Complies with Ph, Eur. Method 2.9.40)
Specification — Release Result
8 | The acceptance value of the first 10 dosage units is less than or equal to L1 per cent. If the
acceptance value is greater than L1 per cent, test the next 20 dosage units and calculate the
acceptance value. The requirements are met if the final acceptance value of the 30 dosage units | AV: 2 1
is less than or equal to L1 per cent and no individual content of the dosage unit is less than (1-L2
x 0.01)M or more than (1+ L2 x 0.01)M. L1 is 15.0 and L2 is 25.0.
Dimensions (length x width)
9 Specification — Release ‘ Result
18.0mm x 7.1mm £5% [(17.1-18.9) x (6.7-7.5)mm] ' 18.1mm x 7.1mm

Page 2 of 3
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CERTIFICATE OF ANALYSIS

Limited

HF&2X, Hal Far Industrial Estate
Birzebuggia, BBG 3000, Malta
+35620331000

www.pharosgr.gr

Product Name:

Pazopanib-Vista 400mg Film-Coated Tablets

MA Holder: Mistral Capital Management Limited

Product Code: CPZP02/PZPBLO058-0001 | Batch Number: CG0171/G0171A
Manufacturing Date: 21/02/2024 Expiry Date: 02/2027
Theoretical Batch Size: 50,000 Tablets APl Manufacturer: Formosa

PharQS API Lot Numbers:

RO07261/R008974/R007262

APl Manufacturer Lot Number:

F192-21009/F192-23003/F192-21010

Test Method:

FM-00003

Specification:

FS-00006.01

Microbiological Examinationt (Complies with Ph. Eur. Methods 5.1.4-1, 2.6.12, 2.6.13)

Specification — Release Results

11 | TAMC: 10° cfu/g (max. acceptable count = 2000) <10 cfu/g
TYMC: 102 cfu/g (max. acceptable count = 200) <10 cfu/g
Escherichia coli: Absent /g Absent in 1g

+ Non-Routine Testing: Performed on every 5" batch, provided the time period from the previously tested batch and the new batch is no longer

than 6 months

This product batch complies with PharOS MT requirements as per the above listed specification.

Prepared By:
Quality

M)

Date:

(2/0¢/2¢

Authorised By:
Qualified Person

Date:

VNOeSoua
( |

Qé/aq/zpza ...............
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