ADAMED

CERTIFICATE OF ANALYSIS Ne 3038/13715910/26
Ceprudixar anaizy Ne 3038/13715910/26

Product/Hpoaykr:

PLETOL tablets 100 mg, Ne60 (10 tablets in blister, 6 blisters in the pack) / INIETOJI rabnerku
1o 100 mr, Ne60 (ne 10 Tabuerox y Guicrepi, 6 Gnictepis B ynaxosni)

Manufacturer/ Bupe@uux: Adamed Pharma S.A. ul. marsz. J. Pilsudskiego 5, Pabianice, 95-200,
Poland/ AT «Anamen ®apmayr, syn. Mapw. k. [lincyacekore 5, 93-200, [1a6’mmiue, [lonsua,

Manufactoring license N/ Jlinensin ua supoGuunreo Ne: 204/0039/15

Marketing Authorization Neo/ Peectpaniiine noceixsienna Ne:

UA/15004/01/02

Marketing authorization holdex/ Bnacunk peecrpaaliinoro nocsiruenum:
SAM Pharmaceuticals Limited/ CEM ®apmacsroTikanc Jlimiren

Batch No/ Homep cepli: 13715910

Batch size/ Posmip cepil: 5 320

Batch active substance No/ Homep cepii axrusRol eyScrannii: 13576789; 13576790

Date of manufacture/{ara supobunurea: 05 2026

Date of expiry/ Tepmin npugaTnocTi: 04 2029
Delivered to/IfocTaBks B: Ukraine/ Ykpatuy
Ne Tests/ [ToxasHER Methods/ Limits/ Coenndixanin: Results/Pesynsrar:
MeToau
1. { Deseription p.1, visually White or off-white, flat-faced, conforms
Onuc 1.1, Bisyaneuo round tablets, debossed on one
side *“100”
Kpyrii, nnacki TabneTky bill BiAROBiZac
‘Gimoro ao mMalxe Ginoro
KOIBORY, ¢ rpasilosaunaM «100»
3 oaxoro 6oy
2. | Diameter p.2, method of 7.8-8.2mm 8,0 mm
manufacturer
Jiadetp .2, MeToR 7,8~ 8,2 MM 8,0 MM
BHpoGHHKA
3. | Average mass p.3,EP 2935 170.0 mg = 7.5% 171,5 mg
{157.3 - [82.8 mg)
Cepeand Maca n3, €295 170,0 Mr £ 7,5% 171,5 Mr
{157,3 — 182.8 Mr)
4, { Uniformity of measured p.d, EP 2.9.40 sccording to the requirements EP conforms
units {(mass of single tablets) 2.940
Quuopigaicrs A030BARKX n.4, €9 2540 BignoBigse

onvHRLE (TabneTok no Maci)

BLINOBIRAE BH 3&;4%:\\
o “*\w’f\
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ADAMED

5. | ldentification: p.5.1 IR — spectrum of test and conforms
Tzewrndixaiin: IR method reference standard must
correspond
ms5.1 IY - enexrp 3paska sinnopixae BiANOBi ARE
9- [Y-crexTpy ¢TaHAaPTHOTO 3pasKa
crexTpodoroMerpin | umnoctazony (USP RS).
USP <1978>, USP
<197K>
p.5.2 The retention times of the conforms
HPLC, EP 2.2.29 principal peaks of the test and
reference solution for the assay
determination must correspond
n5.2 Yac yTpHMYBEHHA OCHOBHOIO miAnOBiNAC
BEPX, € 2229 | uwika Ha xpomaTorpami
BUNPOGOBYBAHOIO POIYHHY MAE
BiATIOBIHATH 4&CY YTPAMYRRHES
OCHOBHOTG MiK4 HA XpoMaTorpami
CTARJAPTHOTO POIAHHY
6. | Chromatographic purity: p.6. Not more than 0.1% - < 0.05%
- 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 ;
-« Any other individual Not more then 0.1% 0.06%
impurity Not more than 0.5% 0.1%
- Total of impurities
Cyyrhi jomimxn 11.6. He 6inesme 0,1% < 0.03%
- Hominixa A BEPX, €9 2.2.29 He Ginniue 0,1% < 0.05%
- Jowmimuka B He Ginpwe 0,1% < 0.05%
- Nomiwka C
- Byas-gka neginoMa He Ginewe 0,1% 1.06%
Homimxa He Gigeme 0,5% 0.1%
- CyMa noMitiior ;

7.1 | Dissolution p.7. Not less than 70% (Q) of the Mean: 88%
HPLC, EP 2.2.29 labelled amount is dissolved in 60 (88%-89%)
or SP-method, EP minutes

Posudnenns 2.2.25 He Menme 70% (Q) sia Cepenne: 88%
n7. €3 2.2.29 sasByeHOY KiNEKOCTE 38 60 (88%-89%)
BEPX, €0 2.2.29 XBWAHH
abo C®-meron, CP
2,225
7.2 | Disintegration time p.8, EP25.1 Not more than 7 minutes 03’00
Poznananns 1.8, € 2.9.1 He 6inpiite 7 xsuann 03'00”
8 | Assay of the active substance | p.9. HPLC, EP 100.0 mg + 5% 100,3 mg
2229 (950mg —105.0m
Kinekicre sHsnawenns .9, BEPX, €0 100 Mr+ 5% 100;3 mr
2229 (95,0 mr — M5 @E— AN
9t | Microbiolegical purity: p.12. EP26.12, 9 :
- total bacteria count 26.13,5.1.4 ﬁ% g” HT m 3
- moulds and yeast count ari /g :
- E. coli " LM“‘
MixpoGionoriuns uncrors: | m.12. €0 2.6.12, 5 af_ ) 3
2.6.13,5.1.4
Adumed Bharma $.A.

Fiehkdw, Ul M. Adamkiewiczg sA. 05-152 Crosnow
Tl +48 22 732 77 00, fax 448 22 732 77 00

g-myail: adormmed@&adamed.com.pl
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ADAMED

- saransHe yueno sepofinux

mixpoopreniamis (TAMC) He Binpme 10° KYQ/ir <10

- 3ETAILHE YHCIO

BpUKAMOBHX | IHceHeBHX

rpubis (TYMQ) He Ginpwe 10°KYQir <10

- E. coli BiacyrHicrs (1) BincyTHi

"The result based on periodic test performed in accordance with Internal Procedures
i PeaynpraT 6asyeThes HA IEPIOAHIHOMY TECT], L0 NPOBOAMTHCR BIANOBIAHO 10 BHYTPIMINIX
npoueayp

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 ocourred 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.

Janor 1aa8010 npo cepTedikaning NiATBepAKYETECE, WO BCI £TAMK BRPOSHKIITEA (MaKYBARHA/MADKYREHHSR,
BAKOPHCTAHHR i KOHTPOIS CyBCTaRIL, MaTepianis NEPAMHHOT Ta BTOPAHAOT YNIAKOBOK, BAPOGHMi npowecs,
KOHTPOAE T, yac pEpoCHEYOro Npouecy i KONTPONE KIHLEBOTO NPOAYKTY) BHKOHAN] BIANOBIIHO 10 ¢XBATERO]
TEXHIUHOT JOKYMEHTAU, BrMor Aitounx npasun Hanexuol BupoGruyoi ITpaxrim (GMP) €rponefichkoro
Cowosy Ta samor Donosnoro @apmanerrrauoro Iucnekropary [lonsmi. ¥ npougei supobanurea ne
COOCTEPIraNocH i He A03R0n4N0cH Gy b - AKUX MOXJIMEMX BIIXHACHD Bif 3aTHEPIKEHHX MeTonis BUpoSHHITEE |
KOHTPOAIO.

Cepin siznoeinsc sumoram cnensdirxauil kpaiun - imnoprepa | BunycxacThen B obir.

Date of issue of the certificate:

Jata BUITycKY cepq‘ﬁc]aixa'ra: ' };'06 @2‘6‘

Qualified person/ BianosinansHuii 3a BUTycK:

Gl ‘S;ﬁ( Wﬂm,%ﬂ" gé

. Qualificd Person
Jarosiaw Kodziela
Adamed Pharma $.A. Rejes %‘j% sajowy Rejest Sé}a o Howadzony
Pielikow, Ui M. Adarakiewicza &4, 05152 Crosndw orzez oy E mﬁ‘,w
tel: +48 22 732 77 00, fow: +48 22 732 77 (0 Gospodah SWEGT a»,m‘i[ Aqdowago,
g-mail adamediadomed.com ! pod nr. KRS __lé“hh‘—' AV 7-51-025%; Ropitod zaktadowy.
wwiw Gdarmed.com. ol 718 430 000 PLIN. wpTGC Oy w Catodci.
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