HEPKABHA CJIY/KDBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKICTb BBE€3€HOr0 B YKpaiHy JlikapcbKoro 3aco0y
09.06.2026 Ne 30041/26/26
EJOKCAJIAP

(HaiimenyBaHHs nikapcbkoro 3acofy 3rifiHO 3 peecTpauliiHUM NOCBIA4EHHSM)
Ta0.,1eTKH, BKPHUTI IIIBKOB0I0 000/10HKO00, 110 60 Mr; no 10 tadserok y GJicrepi; mo 3
OJsrictepu B mauui

((opma BunyCKy, 103yBaHHS, BU NAaKyBaHHS Nikapcbkoro 3acoby)
Howmep peectpauiiitoro nocsinuenns UA/20970/01/02 crpok aii peectpauiiinoro nocsinuenns 08.09.2030
Cepis nikapcbkoro 3acoby Ne HO725A KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 28934

BupobHuk ®APOC MT Jlimiten, Manbta

(HaiiMeHyBaHRs BUpoOHMKA Nikapchkoro 3acoly, kpaiHa NOXOKEHHST)

Baeseno B VipaiHy IlpuBaTHe akuioHepHe ToBapucTBo ""@apmanesTnyna gpipma
"Tapuuus'', inent. kon: 00481212

(HaiitmMenyBaHHg Ta koA 3a €/IPTTOY opuaundnoi ocobu abo npizsuiue, iM'a, N0 6aTLKOBI
diznunoi ocobu - nianpuemus, 1 MicLe NPoKUBAHHS Ta peecTpauiinuii Homep 06.ikoBOT
KapTKH NJaTHHKA N0AaTKiB abo cepis Ta HoMep nacnopra)

Mporokoa BisyansHoro kontpomo sin 09.06.2026 Ne 2795/01.10-26/4.

3a pesynpTaraMM JIep:KaBHOTO KOHTPOJIO BCTAHOBNEHO, IO JiKgpCbkuii 3acib6 BBeseHo B Vkpainy 3

AOTPHMAHHSAM BHUMOT 3aKOHOAABCTBA 1010 3a0e3ne4erHa Akocy! Jikapchkux 3acobis.

Mukona XOJIOJEHKO

(nianuc) (iniuianu Ta npizsuiLe)

Havannuux




vy Pharos MT Limite

- HF62X, Hal Far Industrial Estate
@ S Birzebuggia, BBG 3000, Malta

— +35620331000
— info@pharosmt.mt | www.pharosgr.gr

Ceptudikar sunycky naprii

E

KnieHr:

IMmnopToBaHa kpaina:

BIM Homepwu cepiii:

BIfN con;:

NaryBanbHUit Homep cepii:

Koa nakyBaHHs;

Tvin Ta po3Mmip nakyBaHHA:

Tepmin npugaTHocrTi:

Dok koau supo6HuuTea:

Aata supobruuTea:

Hassa npogyxry, cuna afi, popma:

hpAT da pmauemqua;ipma "ﬂaT:uuqa"
7 ykpa'iﬁ;

| Enokcagap 60 mr, 1 tabneTka BKpuTa 060/10HKOK
80,820 mr egokcabany TO3unaTy MoHorigpaTy

MiCTUTb 60 Mr eflokcabaHy, IO eKBiBasieHTHO

CHO725 THO725 BH0725 GH0725

ICEDX05 TEDX05 BEDX03 GEDX03

HO725A

4

EDXBL0O028-0001

AJTIO/NBX/NE/NBAX Baictepu x 30 (3 Gnicrepu no 10 Ta6neTok koxeH)

11/2027 - -

MT-BR-000036.1  MT-BR-000039.1 MT-BR-000044.1 MT-BR-000049.1

16/11/2025
Kinbkicts Ao S P— | 28934 ynakosox - - =
MA/DIN Ref. No (if applicable): | UA/20970/01/02 SR )

AinbHuui Bupobruutea, Kontponio

—t

3 BupobHnuTeo/Narysanks/KonTpons akocti/103sin Ha BUMYCK:

AKocTi, MakysanHA Ta Buaavi 403BONY Ha

peanisaujio: ®APOC MT Nimiten,
XD62EKc.Kacam InaycTpigkani Xen dap, NaMT/058HM/2025
Xen ®ap, bipzebbyra,
BBl 3000, Manbta
License Number: ML 046
KomenTapi: ’ ) ) ) = )
1. uum 3aseasi0, Wo BUWE3a3HaYeHa iHdopmauia € AocTosipHOIo Ta TouHoMW. Lo napTilo 6yn0 BUrOTOB/IGHO, BKAIOYAIOUM YNAaKOBKY Ta KOHTPO/b AKOCTi Ha

BuLe3asHauyeHoMY(UX) micui{ax), y nosHiii BiAnoBiaHOCTI A0 BUMoOr EC W00 HanexHOI Bupo6HUUOT npakTukK (GMP) micuesoro PEryAATopHOro opraHy Ta
BUMOT BianoBiaHOro(ux) peectpauiiiHoro(ux) Ao3sony(is).

2 Byno nepesipeHo 3anucu woao 06po6ku naprii, nakysaxHs Ta aHasizy, i 6yno BCTaHOBNEHO, WO BOHU BiAnosiaaTs BUMOram GMP EC Ta TexHiuHO| yrogu.
Yci sokymeHTH s6epiratumyTies y komnauii PharOS MT Lid. LWOHAMMEHLUE OAMH PiK NICAA 33KIHYEHHA TePMiHY NPMAATHOCTI NPOAYKTY.

3. Yu 6ynu skich cyTTeBi BigxMAeHHA Big BMPOG""7° NpoLecy, 3a3HaYeHOro B TeXHIYHIN yrogi, om0 akocTi npoaykuii abo ii Bunycky?

V Hi Tak {AnBucs Koniio 38iry 3 BiiXUNeHb)

YnpasniHna akictio, Nianuc: YnosHoBsaxeHa Ocoba, Mignuc:

Quality Assurance Signature: Qualified Person Signature:

- ’"3{/ VM-Pharm.

Date:

sued 8y Matthew Mh

Al

f?/“l{&fgg
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HF62X, Hal Far Industrial Estate
Birzebuggia, BBG 3000, Malta
+35620331000
Www.pharosgr.gr

info@pharosmt.mt |

Batch Release Certificate

Client:

PriSC “Pharmaceutical firm “Darnytsia”

-

Importmg cnuntry

UA

Product Name, Strength & Dosage Form:

| Edoxadar 60 mg film-coated tablets
1 film-coated tablet contains 60,000 mg
of edoxaban, equivalent to 80,820 mg of
| edoxaban tosylate monohydrate

.—WIP Batch Numbers: CH0725 THO725 BHO725 GH0725 a
WIP Code:  ceoxos  TeoXos  mepxoz GEDX03 -
l Packaglng Batch Number - WW; HO725A ‘ _ﬁ j o |
Packaging Code: EDXBL0028—0001
| Pack type ond Size: _ = ALU/PVC/PF./PVDC Blisters x 30 (3 blisters of 10 toblets each] T I
i.. Expiry Date: 7:‘11/2027 7777 e - __
| Manufacturing Doc Codes: MT-BR-000036.1 MT-BR-000039. 1 MT-BR-000044.1 MT-BR-000049.1
Manufactﬁring D~atei - [ 16/11/2025 o T
Quantityshipped - 28934 Packs - —
| MA/DIN Ref. No (if applicable): | ua/20970/01/02 - ’

Slte/s of Manufacturing, Quality Control,
Packaging and Release:

[ Manufacturnng/l’ackagmg/ Qu;ﬁiy Control/ Release:

| Phar0S MT Limited )
Ne MT/0S8HM/2025

Hf62x, Qasam Industrijali Hal Far,
Hal -Far, Birzebbuga, BBG 3000,

| Malta

License Number: ML 046

Comments:

1 Ihereby declare that the above information is authentic and accurate. This batch has been manufactured, including packaging 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 requirements of
the applicable Marketing Authorisation/s.

2 The batch pracessing, packaging and analysis records were reviewed and found to be in compliance with EU GMP and Technical Agreement. All
documents will be retained at Phar0OS MT Ltd. for at least one year beyond the product shelf life.
3. Were there any significant deviations from the ma facturing process stated in the technical agreement concerning product quality or release?

Qualified Person Slgnature, ’ “oaﬂna Pajak

:{aﬂ INA Quaiitied Person
S(oU (204

Quality Assurance Signature:

M

Issued By: Matthew Degiorgio

Date: [?’(O(\c /&éé

Name:
Date:

Page1of1
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“» -
«j) Y HF62X, Hal Far Industrial Estate
— = Birzebuggia, BBG 3000, Malta
_— +35620331000

info@pharosmt.mt | www.pharosgr.gr

CEPTUDIKAT AHANI3Y

Hassam npogykry: Enokcaban 60 mr, TabneTku 8KpUTi 06010HKOIO
MA 3amoBHuUK: MpAT ®apmauestuuHa dipma "Aapuuus"
Kop npoaykry: CEDX05/EDXBL0028-0001 Homep cepii: CH0720/H0725A
[ata BupobHuuTsa: 16/11/2025 Tepmin npugaTtHocTi: 11/2027
TeopeTuyHmii po3mip cepii: 1000000 Tabnerok Bupo6bHuk AdI: Morepen
®APOC Ad| Homep cepii: R011208 Homep cepii A®I Bupo6HuKa: ED106-25004
Tect Metog; FM-00020 I.r Cneuudikauia: FS-00047.04

Ne Tect

Onuc
1 Cneundikauja — nossoneHo Pesynbrar

HoBTi, Kpyrnoi Gopmu TabneTkM BKPUTI NNIBKOBOIO 060NOHKOIO TaBETKM 3 TUCHEeHHAM "60" 3

- Binnosigae
04HOro GOKY Ta rafeHbKi 3 iHWoro Goky. FRIRR - |
laeHTndikauin Tect A: BEPX
Cneuudikauia — go3soneHo Pesynbtat
Ha xpomatorpamax sunpo6osysaHoro PO3YUHY | PO3YMHY MOPIBHAHHA, OAEPKaHWUX B po3gini Blanosizae
"KinbKicHe Bu3HaueHHA", yacu YTPMMYBaHHA OCHOBHOrO Nika MaloTb criBnagaTty AToBIA,
2 & s ialhd i W i nad B (- S = = b o | S— -
laenTudikauis Tecr B: Y
Cneumdikauia — no3soneHo Pesynbrat
Y®-cnektpn enokcabaH A BUNPOGOBYBAHOrO PO3YMHY | PO3YMHY MOPIBHAHHA MalOTh
' pn eq y An p Y p y I p y nop Bianosiaae
cniBnagatu
KinbkicHe BU3HaueHHa (HPLC)
3 Cneumdikauin — no3soneHo Pesynetar
95,0— 105,0% Bia HOMiHanbHOrO BMICTY Epokcabany 99,0%
CynposigHi aomiwku (BEPX)
Cneumndikauia — no3soneHo PesynbTtart
4 F . 3 _ — i . -
Haiibinbwa HecneumndikosaHa aomiwka He 6inbuwe 0,2% BRT

Cyma AOMILLIOK He 6inbwe 0,5% BRT

CropiHka 133
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hy @ X HF62X, Hal Far Industrial Estate
— Birzebuggia, BBG 3000, Malta
= +35620331000
info@pharosmt.mt | www.pharosgr.gr
CEPTUDIKAT AHANIZY
Ha3sBam.npogykry: Epokcaban 60 mr, TabneTku BKpuUTi 06010HKOIO
MA 3amoBHuUK: MpAT ®apmauesTuyHa pipma "fapHuusa"
Koa npoaykry: CEDX05/EDXBL0028-0001 Homep cepii: CHO0720/H0725A
Jata Bupo6HUUTBa: 16/11/2025 TepmiH npugaTHOCTI: 11/2027
TeopeTuyHuit posmip cepii: 1000000 TabneTok BupobHuk ADI: Morepen
®APOC Adi Homep cepii: R011208 Homep cepii ADI BUpo6HuKa: ED106-25004
Tect MeTog; FM-00020 t.r Cneumdikaujis: FS-00047.04

Ne

OaHopigHicTs go30BaHMX oanHuub (MeTtog, nps

OaHopigHicts macy (BignosigHo ao €®, 2.9.5)

-PO3Mip11 (aiametp)

Tect

Aomiwku Hitposaminie [LC-MS/MS] f

Cneumndikauis — go3soneHo Pesynbrar
3 B o ‘ BQL L6 0,083
N-HiTpo30-aM3MeTUN-eaoKcabaH He Ginbwe 1,667 ppm pr?m; 4

Po3uuHeHHs (BEPX)

Cneumdikauia — gossoneHo Pesynbrar

Min: 81,5%
Q 75% Big, HOmiHanbHOrO BMmicTy esokcabaHy posunHAETLCA 3a 30 X8 BiANOBIAHO no €9, 2.9.3-1.

moro BMSHGHEHl;ﬂ) (BianosiaHo po €%, 2.9.40)

Cneuundikauis — gossoneHo Pesynbrar

MpuiimanbHe uncno ana nepwux 10 4030BaHUX 0AUHULL MeHLWe abo AOpiBHIOE L1, y BiacoTKax. | 2,0
AKWo npuitmansHe uncno Ginblue L1, Y BiACOTKax, TO BUNPOGOBYIOTHL HacTynHi 20 no308aHUX

OAMHUUD Ta PO3PaxXoOBYIOTh NPUIAMaNbHE YUCAO.

BMMOrM BMKOHYIOTbCA, AIKILO KiHLEBE NpUitManbHe Yucao A4na 30 4030BaHUX OOUHULL MEHLUE,

abo popisHioe L1, y BifICOTKaX, | OAEH iHAMBIAYaNbHUIA BMICT Y AO030BaHiit ognHuLi He €

MEHLWUM

(I-L2x 0,01) M i He € 6inblumm 3a (1+ L2 x 0,01)M. L1 popieHioe 15,0 i L2 popieHioe 25,0.

Cneumndikauia — possoneHo Pesyabrar

: . . : . . " ignosigae
He 6inbwe 2 oamHuu;j MOXYTb BIAXUNATUCA Big cepeaHboi Mack Binblue HidK Ha + 5% Bianoaina

HoaHa oguHKUA He mae BigxunaTuca Bif, cepeaHbOl Macu Binblue Hix Ha + 10%

Cneundikayia — gossoneHo PesynbTtat

10,4 mm £ 5% (9,9—10,9 mm) 10,5 mm

Cepente: 85,6%

CropiHka 233
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HF62X, Hal Far Industrial Estate
Birzebuggia, BBG 3000, Malta
+35620331000

info@pharosmt.mt | www.pharosgr.gr

CEPTUDIKAT AHANI3Y

HasBam npogaykry: Enokcaban 60 mr, Tabnetkn BKpUTI 06010HKOIO
MA 3aMOBHUK: MpAT ®apmauestuuna dpipma "HapHuua"
Kog npoaykry: CEDX05/EDXBL0028-0001 Homep cepii: CHO720/H0725A
[ata BupobHUUTBa: 16/11/2025 TepmiH npugaTHocTi: 11/2027
TeopeTuuHuit po3mip cepii: 1000000 Tabnetok Bupo6Huk AdI: Morepen
PAPOC A®| Homep cepii: R0O11208 Homep cepii ADI BUpo6HMKa: ED106-25004
Tect Metoga;: FM-00020 I.r Cneuudikauis: FS-00047.04
Ne | Tectr
Mikpob6ionoriyHa uucrora (Bignosinae €d metogam, 5.1.4-1, 2.6.12 - 2.6.13)
Cneumdikaujia — nossoneHo Pesynbrat

10 3aranbHe umcno aepobHux mikpoopranismis: | 103KYO/r {makcumanbHO gonycTume yucso = 2000) < 10 KYO/g

‘ rpu§ia:

Escherichia coli:

3aranbHe Yncno ApiKAKOBUX/MAICHEBUX

| 10%KYO/r (MaKcMmanbHo aonycrtume yucao = 200)

<10 KYO/g

BigcyTHil/r

BigcyTHiN/r

t - HennaHosi BUNpo6yBaHHA: BUKOHYIOTLCA Ha KOMKHINM 10-i napTii a6o npuHaiimHi Ha 0AHIM NapTii Ha piK, 3aNEXHO 8ig, Toro,

AKa 3 HUX mae HaﬁBMLIJ,y 4acroty.

BukoHyloTbCA Ha KOsKHili 104 naprii abo NPUHAAMHI TPUYI Ha PiK, 3aNEKHO Bif, TOrO, AKa 3 HUX MAE HatBMLLY YacToTy. AKWO
OTPUMaHWIt pesynbTaT nepesuiye 0,5001 ppm (30% x nimiT Al), TO 3aCTOCOBYIOTHCA NAAHOBI BMNpObyBaHHA.

Us naprtis npoaykTy sianosigae Bumoram PharOS MT 3riAHO 3 BULLE3a3HAYEHO crneuudikalieio.

Prepared By:
Qualdity

Authorised By:
Qualified Person

[

N1\ Date: '
{018, [ ?5)@3@ 5j? 26
g : B9 Ml
s |
" .‘i.v‘ : Date

3 — - PP
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CERTIFICATE OF ANALYSIS

17 Limited

HFB2X, Hal Far Industrial Estate

Birzebuggia, BBG 3000, Malta
435620331000

www.pharosgr.gr

]

Product Name: Edoxaban 60 mg Film-Coated Tablets
MA Holder: PriSC "Pharmaceutical firm Darnytsia"-UA
Product Code: CEDX05/EDXBL0028-0001 | Batch Number: CHO725/H0725A
Manufacturing Date: 16/11/2025 Expiry Date: 11/2027
Theoretical Batch Size: 1000000 tablets API Manufacturer: Morepen
PharOS APl Lot Numbers: R011208 APl Manufacturer Lot Number: ED106-25007
Test Method: FM-00020 I.r. Specification: FS-00048.04
Description :
Specification — Release Result
Yellow, round-shaped film-coated tablets debossed with “60” on one side and plain on the other .
e i 2 Complies
ldentification Test A: HPLC
Specification ~ Release Result
The retention time of the major peak of the sample solution corresponds to that of the standard C i
solution (based on Assay method). omplies
Identification Test B: UV
Specification — Release Result
| Th trum of Edoxaban in the le solution ¢ ds to that of Edoxaban in the standard ,
| The s.pec um of tdoxaban in the sample solution corresponds to that of Edoxaban in the standar Complies
| solution.
Assay (HPLC)
Specification — Release Result
' 95.0- 105.0% of Edoxaban label claim 99.0%
Related Substances (HPLC)
Specification — Release Result
Max unspecified impurity NMT 0.2% BRT
Total Impurities NMT 0.5% BRT

Pagelof3
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> - HF62X, Hal Far Industrial Estate
F: hanr @ S Birzebuggia, BBG 3000, Malta
= T +35620331000

info@pharosmt.mt | W www.pharosgr.gr

CERTIFICATE OF ANALYSIS

Product Name: Edoxaban 60 mg Film-Coated Tablets

MA Holder: PrJSC "Pharmaceutical firm Darnytsia"-UA

Product Code: CEDX05/EDXBL0028-0001 | Batch Number: CHO725/H0725A
Manufacturing Date: 16/11/2025 Expiry Date: 11/2027
Theoretical Batch Size: 1000000 tablets APl Manufacturer; Morepen

PharOS API Lot Numbers: R011208 APl Manufacturer Lot Number: | ED106-25007
Test Method: FM-00020 I.r. Specification: FS-00048.04

Mitrosaminé impurity LC-MS/MS]E

5 Specification — Release Resuit

N-nitroso-desmethyl-edoxaban NMT 1.667 ppm BQL ({LOQ 0.083 ppm)

‘ Dissalution {HPLC)

! Specification — Release Result
6
) Min: 81.5%
Q = 75% of Edoxaban label claim dissolved in 30 min in accordance with Ph. Eur. 2.9.3-1.
| Mean: 85.6%
[V Uniformity of Dosage Units {Content uniformity) (Complies with Ph. Eur. Method 2.9.40)

' Specification - Release Result

7 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 2.0
acceptance value.The requirements are met if the final acceptance value of the 30 dosage units is | AV;

less than or equal to L1 per cent and no individual content of the dosage unit is less than (1-12 x
0.01) M or more than (1+ L2 x 0.01)M. L1is 15.0and L2 is 25.0.

Uniformity of Mass (Complies with Ph. Eur. Method 2.9.5)

[+ -]

Specification —~ Release Result

| NMT 2 units > AW £ 5% Complies
No unit > AW + 10%

Page 2 of 3
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CERTIFICATE OF ANALYSIS

Product Name: Edoxaban 60 mg Film-Coated Tableﬁ

MA Holder: PriSC "Pharmaceutical firm Darnytsia"-UA

Product Code: CEDXO05/EDXBL0028-0001 ! Batch Number: CHO0725/H0725A
Manufacturing Date: 16/11/2025 Expiry Date: 11/2027
Theoretical Batch Size: 1000000 tablets APl Manufacturer: Morepen

PharOS API Lot Numbers: R011208 APl Manufacturer Lot Number: | ED106-25007
Test Method: FM-00020 I.r. Specification: FS-00048.04

Dimensions (diameter)

1
’ .

9 | Specification — Release Result

10.4 mm £ 5% (9.9 - 10.9 mm) 10.5mm

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

Specification ~ Release ‘ Result
10 | Total Aerobic Microbial C:;nt: 10°fu/g (max. acceptable count = 2000) ‘ <10 cfu/g
| Total Combined Yeasts/Moulds Count: | 10%fu/g (max. acceptable count = 200) <10 cfu/g
| Escherichia coli Absent /g Absent /g ]
‘

t Non-Routine Testing: Performed on every 10th batch or at least one batch per year, whichever has the highest frequency.
£ Performed on every 10th batch or at least three times per year, whichever has the highest frequency. In case a result obtained is above 0.5001 ppm (30% x Al
limit), then routine testing will apply.

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

I (o foee
Authorised By: _,/'a/;’ Date: ( @ /(.',Y{ (/ 9252\%

Qualified Person N

Page 3 of 3
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