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CEPTHUDMIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npoayxry:
Name of product:

BAPATON®, Tabnerxu, no 10 Mr
BARATON®, tablets, 10 ng

Cuaa jiis

Paminpsry - 10,0 mr

Strength: Ramipril - 10.0 mg -
Cepis Ne / Batch No.: SBC4012 Posmip ynawonkn / Package size:  No28 (14%2)

Pecerp. Ne/ AR.No.: FP/0018/25 Tun ynaosku / Pack type: Buicrep / Blister

Posmip cepii / Batch size: 5 181 yn/packs Jlara surotopienns / Mfg, dater 12,2024

Kpaina / Market: UKR Tepmin npumarnocti/ Exp, date: 11,2027

Peecrpanifine nocpiavenns Ne:

JA/18781/01/02

Tepmin nii o / valid to 16.06.2026

Registration Certificate No.:
Ne n/n Hassa apanaisy Crendpicanin PesynbraTi ananisy
Sr. No. Test name Specification Test result
Onme TaBleTH JKOBTOT0 MM CBITHO-KOBTOro kosbopy 3 | Binnosiiae
XAPAKTEPHEM  OKOBTHM  Ni'MCHTOM,  OBaNbHi,
| ABOOMYK, Ak 3 060X cTOpiH
Description Yellow to light yellow with characteristic yellow { Complies
pigment, oval, biconvex tablets plain on both sides
Inenrndikanis TU-criekTp NOMTMHAHNS 3aNMUIKY MAc BIANOBIAATH Bignosiiae
ETANOHHOMY CIIEKTPY PaMinpHity
"
Identification IR absorption spectrum of the residue is concordant | Complies
with the reference spectrum of ramipril
Posnapanis He Ginpuie 15 xpunun 0 xu 55 cex
Disintegration NMT 15 minutes 0 min 55 sec
Posunerns He wmeute 80 % (Q) sig sassnenol xinskocri | 93 % «'”’//El\w AR
paminpiuty 3a 15 Xsunun o e
Dissolution NLT .80 % (Q) of the labeled claim of ramipril in | 98 % TIAENPAP
15 mmultes [ T
lnau’mdwix.auiﬁx 7
OnHOpiAHiCT HO30BANIX AV<LI (L1=15,0) 3,1 \‘ 5 xon ﬁ?ﬁém
s ONMHHILD \ BN, CEPTHDIKAT
Z,
. . . / >
Uniformity of dosage units AVZL1 (L1=15.0) 3.1 N 4:;«;01 ——
. . e R e e
Cyirposizifi JoM iKY Cyma ramipril impurity D (diketopiperazine im- RS eaiees?
purity) i ramipril impurity E - ne Guisie 6,0 % 0,669 %
Byap-sxnii inumii sropuimmil nik — we Gisive 0,5 % | 0,041 %
Cyma Beix propunHux nikis — He 6innwe 6,0 % 0,074 %
Related substances Sum of ramipril impurity D (diketopiperazine
impurity) and ramipril impurity E: NMT 6.0 % 0.669 %
Any other secondary peak: NMT 0.5 % 0.041 %
Total of all secondary peaks: NMT 6.0 % 0.074 %
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Ne n/n Haspa ananisy Creundikauis Pe3ysbTaTH aAHANIY
Sr, No. Test name Specification Test result
Kinsxicue puzHaueHns Bin 95,0 % no 1050 % sia sassncuoi xiapkocri | 97,8 %
paminpuity B ojHiif TabneTui
! Assay 95.0 % to 105.0 % of the labeled claim of ramipril | 7.8 %
per tablet
Mikpob6ionoriyna 4icTora 3arankie  YMCno  aepolHHX  MIKPOOpranismis
(TAMC) — ne 6innwe 10° KYO/r <10 KYO/r
3arankHe HUCo APUKIDKOBHX Ta niicenenux rpndin
(TYMC) ~ ne Ginsme 10 KYO/r <10 KYO/r
Bincyrnicts Escherichia coli s 1 ¢ npenapaty Bincyrhs
g Microbiological puritly Total acrobic microbial count (TAMC):
NMT 10 CFU/g < 10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g <10 CFU/g
Escherichia coli must be absent per g Absent

BUCHOBOK: / CONCLUSION:

TIpoiyKT BHIOTOBIEHO, YNAKOBAHO Ta IIPOANANIZ0BAKO 3MIHO 3 BUMOraMi peceTpaniiioro MOCBIAMCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac cragnaptam Ta sumoram GMP.
1t complies with GMP standards and requirements.

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Jhiuen3sis va sEPoGHHILTEO NIKAPCLKUX 3acobin;
Licence for medical products production:

LM DisepiayI0, Mo nei pupoSi craii ans uicl cepit rotonol npoaykuii Gyau SAICHCHT B NOBHIN BIANOBIHOCTI 3 BHMOTAMH, 3A3HAMSHIMI B 41K
yactaoni 3 GMP, saTnepmkeniil Miticrepernon oXopomH 380pos’s Ykpaitm, i 3 pyorasu PEECTPATNIOTO ROCHE KAt NPHIHAUCHIR,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Uksaine and with the requirements of the Marketing Authorisation file of the destination country.
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CERTIFICATE OF QUALITY B\ CEmiamg
e
Hassa npoayiery: BAPATOH®, Tabnetsy, no 10 mr N
. : ; ) g gror?
Name of product: BARATON, tablets, 10 mg oY
Cnna ait: Paninpuny - 10,0 me
Strensth: Ramipril - 10.0 mg
Cepin o / Batch No.: SBC5001 Poamip ynaworien / Package size:  Ne28 (14x2)
Peectp. Mo/ ARNo.: FP/0154/25 Tun ynawoss / Pack type: Bricrep / Blister
Possip cepii / Batch size: 5 149 yn/packs Jara suroronneuns / Mg, date:  02.2025
I{patna / Market: UKR Tepmin npugaTiioeri / Exp. date: 01.2028
Pecerpauiiine nocsinuenns No: A— .
Registration Certificate No.: UA/18781/01/02 TepMin AT o £ valid to 16.06.2026
Jeu/n Haspa ananisy Crienndiicanin Pesysnrari ananiy
Sr. No. Test name Specification Test result
Oniic Tabnerkn HOBTOLO 4i CHIIAC-XOBTOro kouLopy 3 | Bimnonizae
XAPAKTEPHHN  HOLTHM  JHFMEHTOM,  OBanLHi,
I Joonyic, rraaxi 3 ofox cTopiH
Description Yellow to light yellow with characteristic yellow | Complics
pigment, oval, biconvex tablets plain on boih sides
{neirnpicaniz IY-cnexTp mornnBaHHA 3ANHINKY Mac sinnosinary | Bianosinae
GTANOHHOMY CTICKIDY paMinpiuy
2
- Identification 1R absorption spectrum of the residue is concordant | Complies
with the reference spectum of ramipril
o Posnananun He Gimmine 15 xpmnin 0 x1 46 cox
: Disintegration NMT 15 minutes G mun 46 sec
Poausinenns He semue 80 % (Q) min zansmenol sinukocti | 96 %
paminpusy 3a 15 xsunun
4 . : . . -
Dissolution NLT 80 % (Q) of the labeled claim of ramipril in | 96 %
15 minutes
OanopianicTs A030BaKHY AVZLI (L1=15,0) 6,6
s oI,
Uniformity of dosage mits AVILI{L1=150) (]
Cynponiii RoMIIKY Cyma ramipril innpueity D (dikt:iupip'.‘l‘il?:;;l:'-—- im- T
purity) i ramipril impurity IT - ne Giamwme §,0 % 0.792 %
Byap-axuii inmit woprnndd nix - ne Giawue 0,3 % 1 0,038 2,
CymMa ueix BropHusmx Likis ~ e Ginre 6,0 % 0.076 %
¢ Related substances Sum of ramipri} impurity 13 (dikelopiperavine
impunity) and ramipril impurity 133 NMT 6.0 % Q7929
Any other seconclary peak: NMT 0.5 %, 0.038 %5
Total of all secondary peaks: NMT 6.0 % Q76
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Ne nimr Hasna ananizy Cneundinanin PeayuiuTaTI AtLETIBY
Sr. No. Test name Specification Test resnlt
Kinuxicie ensiayens Big 95,0 % ne 1050 % Big zasasnenoi xinekocri | 99,1 %
paminpuny b oxuiilf raGuerii
L Assay 95.0 % to 105.0 % of the labeled ¢laim of ramipril | 99.1 %
per tablet
MixkpoBionoriuna YHeToTH Baranene  ancno  acpoGHBX  MIKPOOPrasismMis
(TAMC) - ne Ginpwe 103 KYO/ir <10 KVQOiIr
3arannne YHCAO APHKAKOBIX TA niiceHenIx rpybis
(TYMC) - ne Ginswe 102 KYO/r <10KYOfr
Bincyrnicrs Escherichia colf s 1 r npemapary BigcyTng
& Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g < 10 CFU/a
Total combined yensts/moulds count (TYMC):
NMT 10? CFU/g <10 CFU/g
Escherichia coli must be absent per g Absent

BHCHOBOK: / CONCLUSION:

TEpOAYKT BHFOTOBACHO, YTHUCORANO 12 TIPOIHANIZ08MHO 3TIAHO 3 BHMOTAMIL PLECTPANIEHOrO NOCBIAMEHHA,
Fhe product is manutactured, packed and analyzed as per sequirements of Registration Certificate.

Bianosigac cranaapTas Ta ansmoram GMP,

It complies with GMP standards and requirements.

Jlinelrsin va supobunino Nikapebkux 3acobin:

[icenee for medical products production:

Ceprudircar Ne 080/2023/GMP
Certificate No. 080/2023'GMP
Cepinn AB Ne 598034

Bateh AB No. 598034

Elust tnaroep;oivio, wo sei BupolHusse eruii s nicd cepil rotouod npoyianii Byais aaifcneni b nopuifl HANGNIWIACTI 7 BUMArAMT, FIIAICIIMIL 1 i
naermon 3 GMP, sarscpasenilt Milhciepcinost oX0ponI 340p08' YRPATMM, § 3 #IMO M PCCCTIRITHGTO J00LC KPAin BRpnHaucingt,

1 heaeby cenify that all the manufacturing stages of thig batcl of Rnslied produet hive been carrivd out in full compliance with the GMP requirenrents of the
Mindstry of health of Ukinine and with the sequirements of the Marketing Authorisation lile of (e destinaion commry.
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