ADAMED

CERTIFICATE OF ANALYSIS Ne 5308/13575872/25
Ceprudikar ananizy Ne 5308/13575872/25

Product/IIpoayxr:
PLETOL tablets 50 mg, Ne60 (10 tablets in blister, 6 blisters in the pack) / INTETOJI rataerky
no 50 mr, Ne60 (mo 10 Tadnerox y baicrepi, 6 Gaicrepie B ynaxosui)

Manufacturer/ Bupobunk: Adamed Pharma S.A. ul. marsz. J. Pilsudskiego §,
Pabianice, 95-200, Poland/ AT «Agamen ®apma», sy, Mapm, Jix. Ilincyacbkoro

5, 95-200, I1a6’aniue, Ioanuka
Manufacturing license No/ Jlinensia na supoGuunreo Ne; 204/0039/15

Marketing Authorization N/ Peecrpauiiine nocBiguennsa Ne;
UA/15004/01/01

Marketing authorization holder/ Banacuux peccrpanifinoro mocsiguenns:
SAM Pharmaceuticals Limited/ CEM ®apmaceiotikaine JiMiten

Batch Ne/ Homep cepii: 13575872
Batch size/ Po3mip cepii: 2 737
Batch active substance Ne/ Homep cepii akrusuoi cybcrarnii: 13475900;

Date of manufacture/ lata supobunursa: 08 2025
Date of expiry/ Tepmin npunatuocti: 07 2028
Delivered to/llocTaBka B: Ukraine/ Ykpainy S

N Tests/Tlokazuux Methods/Metoan Limits/Cneundicauin: Results/Pesynbrar:
1. | Description p.1, visually White or off-white, flat-faced, conforms
Onne n.l, sisyansHo round tablets, debossed on one
side “50"
Kpyrni, nnacki Tabnerky sig
Binoro no maiixe Gimoro pirnosigac
KQIBOpY, C rPaRiloBAHHAM «50»
3 08HOTO BoKy
2. | Diameter p.2, method of 6.8-7.2mm 7,0 mm
manufacturer
Hiametp 1.2, MeToA 6.8 —7.2 MM 7,0 Mm
BHpOBHIKA
3. | Average mass p.3,EP 295 110.0 mg + 7.5% 110,3 mg
(101.8 - 118.3 mg)
Cepeana maca n3, E@ 295 110,0 My + 7,5% 1103 Mr
(101.8 - 118.3 mr)
4. | Uniformity of measured p4, EP 2.9.40 according to the requirements conforms
units (mass of single tablets) EP 2.9.40
OaopianicTs LO30BAHHX 4, €D 2.9.40 Bianoeinae pumoram €@ 2,940 sianosiaaec
oauHuns (Tabnetox no Maci)
5. | Identification: p.5.1 IR - spectrum of test and
Tnentudicania: IR method reference standard must conforms
carrespond
Adamed Pharma 5.4, Rejestracja; Krojowy Rejestr 3qdowy, pu
Piefkdw, ul. M. Adomkiewicza 6A, 05152 Czosndw przez Sad Rejonowy dla m.si, Wanrtedw
tel.: +48 22 732 77 00, fax; +48 22 732 77 00 Gaospodorczy Krajowego Re A ANy
e-mail; sdamed@odamed.com p! podl ne. KRS 0000116926, N !
www.adamed.com.pl 718 430 00O PLN, wptacofiy & « c{oécﬂ‘ ¥
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n.5.1 T4 — cnexTp 3pasxa pinnosizae sinnosigac
9- IY-cnexTpy cranaapruoro
COKTPOGOTOMETPIA | 3paska HocTazomy (USP RS},
USP <1978>, USP
<t97K>
p.5.2 The retention times of the conforms
HPLC, EP2.2.29 principal peaks of the test and
reference solution for the assay
determination must correspond
m5.2 Ha¢ yTpuMyBaHHA 0CHOBHOTO BiAnoBinae
BEPX, €d 2.2.29 nika Ha xpoMaTorpami
BHNPoGOBYBAHOTO PO3UHHY MAE
BIANOBIAATR HACY YIPHMYBaHHA
OCHOBHOVO [iXa HA
XpOMaTOTpami CTAHAAPTHOrO
PO3UHHY
6. | Chromatographic purity: p.6.
- Impurity A HPLC, EP 2.2.29 Not more than 0,1% < 0.05%
- Impurity B Not more than 0.1% < 0.05%
- Impurity C Not more than 0.1% < 0.05%
- Any other individual
impurity n.g. Not more than 0.1% < 0.05%
- Total of impurities BEPX, €% 2.2.29 Not more than 0.5% < 0.05%
Cynytai homitin
- Homiurka A § He Ginswe 0,1% < 0.05%
- Homimka B ! He 6inte 0,1% < 0.05%
- Nomiuxa C He Ginstire 0,1% < 0.05%
- Bynie-ska nepigoma
AoMilrka He Ginsine 0,1% i = 0,05%
- Cyma nominox He Simnwe 0,5% t < 0.05%
7.1 | Dissolution p.7. Not less than 75% (Q) of the Mean: 91%
HPLC, EP 2.2.29 labelled amount is dissolved jn (90%-91%)
or SP-method, EP 45 minutes
Posvunuenns 2.2.25 He menwe 75% (Q) eix Cepenne: 91%
m7. €4 2,2.29 3ansneHol Kinkkocti 3a 45 {90%-91%)
BEPX, €® 2.2.29 XBHIIHH
a6o CP-meTon, €D
2.2.25
7.2 | Disintegration time p.8, EP 2.9.1 Not more than 7 minutes 03'00™
Poanasanus n.8, €d 2.9.1 He 6inbure 7 xsunun 03’00
8 | Assay of the active substance p-9.HPLC, EP 2.2.29 | 50.0 mg + 5% 47,9 mg
(47.5 mg - 52.5 mg)
Kinvkicre snanauennn n.9. BEPX, €D 50,0 Mr+ 5% ¢
2.2.29 (47.5 mr - 52.5 Mr) /Aﬁm
9' | Microbiological purity: p.12.EP 26.12, o I
- total bacteria count 2.6.13,51.4 Not more than 10° [U/g 8 BC L BN
- moulds and yeast count Not more than 107 IU/g SV TOKY il T1B \¥
- £ cofi Absent (1g) v ; absgnt 1]
MixkpoGionoriyna uncrora; 1.12. €D 26,12, =l vi ail M
* 3AranLHe YHCNO acPOBHUX 2.6.13,5.14 E" ;
Mikpooprauizmis (TAMC) He Ginbwe 10°KYO/A %,Y <df &
A b |
Adamed Pharma $.A, Rejestracfa: Krojowy Rejestr Seydo

Pierfikdw, ul. M. Adamkiewicza sA, 05-152 Czosndw
tel: +48 22 732 77 00, fox; +48 22 73277 00

e-mal: adamed@adamed.com.pl

www.adamed.com.pl
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ADAMED

- 3arAIbHE YHEH0
OPIKANKOBUX | TUICCHEBHX
rpubis (TYMC) He Sinsme 102 KYO/r <10

- E coli BincytricTs (1) BizcyTHi

"The result based on periodic test performed in accordance with Internal Procedures
! PeryasTar GasyeTsca Ha nepioAMHOMY TECTi, IO NPOBOANTBCR BIANOBIANG A0 BHYTpilIHIX
npouenyp

Itis herewith certified that all manufacturing steps (packaging/labelling, use and control of raw miaterials,
primary and sccondary packaging materials, production processes, in-process and finished product control) have
been performed in accordance with the approved technical documentation and the requirements of current EU
Good Manufacturing Practice (GMP) and requirements of Main Pharmaceutical Inspectorate of Poland. Nor
have occurred any out of specification analytical and evenmal deviations have been investigated and resolved.

The batch meets the requirements of the quality specification of the country — importer and is released.

Harow 3as8050 npo ceprngikaliio NiATESPIKYETRCH, 1O BCi eT4MH BupoGHILTREA (naKysaHHH/MaDKYBaNHA,
BHKODHCTAHASA | KOHTPOL cySeTanuil, matcpianis nepsisnot tTa BTOpHHHOT YIaKoBoK, aupoGHUYI npouecH,
KORTPONS [ia Yac BUpoSHUMOTO NPoLEcy | KOHTPOIL KiHueBoro NpOUYKTY) BHKOHAHI BiANOBIAKO A0 cXBaneHo!
TCXHiYHOT ROKyMcHTauil, Bumor Ailounx npasun Hanexuol BupoSuiyot Npaxixast (GMP) Erponciiceioro
Comosy 12 BuMor INonosroro @apmauceTHanoro laenexropary [onswi. ¥ npoueci BUpoGHKITE He
CTIOCTEPIranoca i He 0380AN0CH GYIb - AKUX MOMTMBIX BiAXMICHR BiJ 3aTBEPIKEHUX MCTORIB BHPOGHHLTRA |
KOHTPOMIO.

Cepin niqnoni.uac BEMOraM cneuudikaull kpaing - imnoprepa i Bunyckaersen B o6ir.

Date of issue of the certificate: 01.09.2025
Hata sunycky ceprudikara:  01.09.2025

Qualified person/ Biznosizaneuuii 3a sunyck:

Adomed Pharma S.A. Rejestracia: Krojowy Rejestr Sgdowy, prowcdzggy
Pienkow, ul. M. Adamkiewicza 6A, 05152 Czosnow przez 5Qd Rejonowy dia m.st. Warsza

tel.: +48 22 732 77 00, fox: +48 22 732 77 00
e-mall; adamed@adamed.com.p!

www. ademed.com.p
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CERTIFICATE OF ANALYSIS N2 3037/13719722/26
Cepradikat ananizy Ne 3037/13719722/26

Product/TIpoayxT:
PLETOL. tablets 50 mg, Ne60 (10 tablets in blister, 6 blisters in the pack) / ILXETOJI Tabnerxn
fo 50 mr, Nu60 (no 10 rabnerok y Gaicrepi, 6 SnicTepin B ynakonui)

Manufacturer/ Bupofunk: Adamed Pharma S.A. ul. marsz. J. Pilsudskiego 5,
Pabianice, 95-200, Poland/ AT «Aaamen @apma», sy, Mapm. Tx. Hiacyacskoro
5, 95-200, INa6’anine, Honsma

Manufacturing license No/ Jlinensia na pupoGanureo Ne: 204/0039/135

Marketing Authorization Ne/ Peecrpaniiine nocpinuenus No:
UA/15004/01/01

Marketing authorization holder/ Baacnux peccrpauiiinoro nocsiguenns:
SAM Pharmaceuticals Limited/ CEM ®apmacrioTikanc Jlimiten

Bateh No/ Homep cepii: 13719722
Batch size/ Po3mip cepil: 2 384
Bateh active substance Ne/ Homep cepii akrusnel cyGerannil: 13597778;

Date of manufacture/ Java smpobunnrsa; 05 2026

Date of expiry/ Tepmin npuaaTrocri; 04 2029
Delivered to/TlocraBka B: Ukraine/ ¥Yxpainy
Ne Tests/Tloxazunk Methods/Meroan Limits/Cnenndikaunis: Results/PezynnTat:
1. | Description p.1, visually White or off-white, flat-faced, conforms
Onuc n.}, pisyasHo round tablets, debossed on one
side *50”
Kpyrni, nnacki Tabnerku sig
Ginoro ao maibke Giroro Bignosixae
KOABOPY, ¢ rpaBiioBaHHaM «50»
3 oAHOIO BOKY
2. | Diameter | p.2, method of 6.8-7.2mm 6,9 mm
manufacturer :
Hiamerp 0.2, Meron 6.8 — 7,2 Mm 6,9 MM
BipoGHrKa
3. | Average mass p3, EP 295 110.0 mg £ 7.5% 1083 mg
{101.8 — 118.3 mg)
Cepeaun Maca n3, Ed 2.9.5 110,0 mr + 7,5% 108,3 mr
(101.8—-118.3 mr)
4. | Uniformity of measured p4, EP 2.9.40 aceording to the requirements
units (mass of single tablets) EP 2.5.40
OnHopiIHicTs J030BAHEX n4, € 2.9.40 pinnosigac BHMoraM EH LG,
QIHHHILS (TAGIETOK 110 Maci) '
5. | Identification: p5.l IR — spectrum of test afde
FaenTudixaiis: IR method reference standard mugf 5
correspond =

Adamed Pharma 5.4,

Pierkow, ul. M. Adamicgewicza 6A, (15-157 Crosndw
el +AR 22 73Z 7T 00, foo +48 22 732 77 00

e-mait adameadfacomed.com.o!

weyw, cdamead.com gl

ADAMED

Rejestraciar Krajowy Reje
rzez Sad Rejonowy dig m
Gaospadarczy Krojoweno Rel
pod ne KRS 0000114524 NIRRT




ADAMED

3.1 T4 — cneicrp 3paska Biamosinae BiAMOBIA2E
- [Y-cnexTpy CTARJAPTHOTO
criextpodoToMeTpis | 3pa3ka winectasony (USP RS).
USP <1978, USP
<197K>
p.5.2 The retention times of the conforms
HPLC,EP2.2.29 principal peaks of the test and
reference solution for the assay
determination must correspond
n5.2 Yag YIPHMYBEHHA OCHOBHOFD BlAROBIAAE
BEPX, €4 2.2.29 niKa H2 XpoMaTorpami
BUNpoGOBYBAHONO POIUHHY MAE
BiANOBINATH WaTY YTPHMYBAHHSA
OCHOBHOTO IiKA HA
XpoMarorpeMi CTaHAgPTHOTO
PO3YRHY
6. | Chromatographic purity: p.6.
- Impurity A HPLC, EP 2.2.29 Not more than 0.1% < 0.05%
- Impurity B Not more than 0.1% < 0.05%
- Impurity C Not more than 0.1% < 0.05%
- Any other individual
impurity 1.6. Not more than 0.1% < .05%
- Total of impurities BEPX, €0 2.2.29 Not more than 0.5% < 0.05%
CymyTai gomiumks
- Homiga A He Ginsme 0,1% < 0.05%
- Homimka B He Ginsie 0,1% < 0.05%
- Homiumea C He Ginsme 0,1% < 0.05%
- Byns-sixe nepinomMa
JoMilKa He 6inne 0,1% < 0.05%
- CymMa DOMiloK He 6uieiue 0,5% < 0.05%
7.1 | Dissolution .7 Not less than 75% {Q) of the Mean: 90%
HPLC, EP 2.2.29 labelled amount is dissolved in (89%-92%)
or SP-method, EP 45 minutes
PosunnesHs 2225 He menme 75% (Q) sit Cepensie: 90%
nl. €5 2229 sanBiieHo! KiAkkocTi 3a 45 (89%-52%)
BEPX, €3 2.2.29 XBHIWH
a6o CD-meTon, €O '
2,2.25
7.2 | Disintegration time p.8, EP2.9.1 Not more than 7 minutes (200~
Poznanasus 0.8, €5 2.9.1 He Ginbe 7 xpuani 02°00”
8 | Assay of the active substance | p.9. HPLC, EP 2.2.29 | 50.0 mg + 5% 48,2 mg
(47.5 mg - 52.5 mg)
KinpRicHS BHZHaYSHHA n.9, BEPX, €9 50,0 Mr+ 5% 482 Mr
2229 {47.5 mr —52.5 mT)
9! { Microbiological purity: p.12. EP2.6.12,
- total bacteria count 2.6.13,5.14 Not more than 10° IU/g <10
- moulds and yeast count Not more than 10? [U/g <10
- E coli Absent (1g) absent
MixpoGionoriyna YHCTOTA: .12, €@ 2.6.12,
- sarameke qucao aepobux | 2.6.13,5.1.4
Mikpaopranizmis {TAMC) He 6insme 107 KYO/r <10
Adomad Phorma S.A. Rejestaciar Rrajowy Rejestr Sqdowy, prowadzony

Piefikdw, Ul. M. Adamkiewicza A, 05-152 Czoindw
tel: +48 22 732 77 OC, fox, +48 22 73277 00

e-mait: adamadBadamed.com.pl

www . odamed.corm.pl
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ADAMED

- 3ATANBHE HYHCIIO
APIMAKOBHX | NJTiCEHERHX
rpubis (TYMC) He Ginswme 1R KYO/r <10

- E. eoli Bigeymaicrs (1r) Bincyri

'The result based on periodic test performed in accordance with Internal Procedures
1 PesynsTar Gasyerses Ha REPiOXMUAOMY TecTi, L0 NIPOBOAKTECA BLIKOBIIHO 0 BHYTPILOHIX
npoueIyp

It is herewith certified that all manufacturing steps (packaging/labelling, use and control of raw materials,
primary and secondary packaging materials, production processes, in-process and finished product control) have
been performed in accordance with the approved technical documentation and the requirements of current EU
Good Manufacturing Practice (GMP) and requirements of Main Pharmaceutical Inspectorate of Poland. Nor
have occurred any out of specification analytical and eventual deviations have been investigated and resolved.

The batch meets the requirements of the quality specification of the country — importer and is released.

Janoro 3888010 Opo cepradiranio maTeepAKyeThed, RO BCi €TAIM BHPOOHWAITRA (NAKYBAHHA/MAPKYBAHH,
BHKODPHCTAHHS | KOHTPOIE cyGeTannil, maTepianis nepeuunol Ta BroprHROT YilakoBOK, BHpOOHHUI ApoLecy,
KOHTPOTK 16/ Yac BAPOSHMYOro IpoLecy i KORTPOE KiHUEBOTO POAYKTY) BUKOHAH] BIAMOBIIHO 10 CXBANEHOT
TeXHIYHOT A0KYMEHTALLT, BUMor Airouux npaeun HamexHo! BupoGrrot Ilpaxtuxn (GMP) Crponeficrkoro
Colosy T sumor [onoesoro GapManerruanoro Incnexropary Nonsut. ¥ npoueci supofuuiTEa ne
CTOCTEPIrasocs i He Ao3RONANOCH 6YAL - AXUX MOXKTHBHX BIIXWUACHE Bif 3UTBCDIKCHHX METOAIB BUPOORNLTBE i
KOHTPOIO,

Cepin sianorinac sumoranm cneundixauil kpaiau - imnoprepa i BamyckacTben B obin
Date of issue of the certificate:
Tata unycxy cepruixara: 7/ FTOEREL

Qualified person/ BiznosinassHKii 3a BUITYCK:
Osobs Wykwalifikowsna

i) foch Ve

Jarostaw K

Adamed Pharma S.A. Rejestrocio: Krojowy Reigs

Pigfkdw, ul. M, Adomidewiczo A, 05152 Crosndw przez $qd Rejonowy o e

fel: +48 22 722 77 00, fax +48 22 732 77 00 Gospodanczy Kooy

e-rmail: agameg#adomed.com.pt pad nn KRS 06001 Fﬁ Vﬁ Qg! Aok icrcdowy
www.adaned.corm.pl 718 430 000 PLN, y /
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