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CEPTUDIKAT JKOCTI
CERTIFICATE OF QUALITY
Hazsa npoaykry: SAPATQH®, tabnerxky, o 5 mr
Name of product: BARATON®, tablets, S mg
Cuna pii: Paminpwy — 5,0 Mr
Strength: Ramipril - 5.0 mg
Cepig No / Bateh No.: SBB4002 Posmip ynakoesku / Package size:  Ne28 (14x2)
Peectp. Ne/ A.R.No.: FP/0074/24 Tun ynaxosky / Pack type: Baicrep / Blister
Poasmip cepii/ Batch size: 300 000 Tab/tab Hara surorosnennn / Mfg. date:  01.2024
Kin-re ynaxonox / No, of packs: 10714 Tepmin npnnatHocti / Exp. date:  12.2025
Kpaina / Market: UKR
Peecrpaniiine nocpiguenus Ne: N T
Registration Certificate No.: UA/18781/01/01 TepMiH i o / valid to 16.06.2026

Noon/a Hazsa ananizy Caenndivania Pe3ynanhTaT aHamizy
Sr. No. Test name Specification Test result
Onuc TabneTkyu OBTOrO 4H CBITIO-KOBTOTO KOuopy 3 | Binmominae
XapaKTepHUM JKOBTAM NIrMeBTOM, KpYIii, THIOCKI, 3
nigielo nominy 3 oamiel cropomu i ruamki 3 immo¥
1 CTOpOHM.
Description Yellow to light yellow with characteristic yellow | Complies
pigment, round, flat tablets with break line on one
side and plain on the other side.
Inenrndixauis [U-crieKTp NOIIMHAHHA 3ajMIIKY Mae Biznosinary | Bimnosinae
ETATOHHOMY CICKTPY PaMiNpiy.
2 Identification IR absorption spectrum of the residue is concordant | Complies
with the reference spectrum of ramipril.
Poznananys He Ginbure 15 XBumun 0 xB 53 cex
4 Disintegration NMT 15 minutes 0 min 53 sec
Posuunenss He memme 80 % (Q) sin sassnenoi kimerocti | 96 %
paminpuity 3a 15 Xxpunvy
% | Dissolution NLT 80 % (Q) of the labeled claim of ramipril in | 96 %
15 minutes
OnHOpiAHICTS NO30BAHMX AVLSLI (L1=15,0) 9,8
5 ONVHULD
Uniformity of dosage units AV<LI (L1=15.0) 9.8
Cynposinui [oMitmku Cyma ramipril impurity D (diketopiperazine im-
purity) i ramipril impurity E — e Sineme 6,0 % 0,946 %
Byme-sixuit inmuil Bropussmi nix — He Gineie 0,5 % | 0,004 %
Cyma BCiX BTOpMHHEX NiKiB ~ He 6inbie 6,0 % 0,108 %
6 Related substances Sum of ramipril impurity D (diketopiperazine
impurity) and ramipril impurity E: NMT 6.0 % 0.946 %
Any other secondary peak: NMT 0.5 % 0.064 % o
Total of all secondary peaks: NMT 6.0 % 0.108 % Ax‘m
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Ne n/n Hazpa ananizy Crienndixanis PesynbTaTH aHanizy
Sr. No. Test name Specification Test result
KinskicHe BU3HA4YEHHS Bin 950 % mo 1050 % sin sassnexol kimekocti | 96,9 %
paminpruty B onsii Tabnerni
7 Assay 95.0 % to 105.0 % of the labeled claim of ramipril | 96.9 %
per tablet ;
Mixkpo6Gionoriuxa yucrora 3aranteHe  UHCNO  aepobHMX  MIKpOOpraHizMis
(TAMC) - ue Sinpme 103 KYO/r <10 KYO/r
3aranbye YHCHo APHKIHKOBHX Ta TliceHeBux 1pubis
(TYMC) — ne Ginsme 102 KYO/T <10 KVYO/r
Bincyrnicts Escherichia coli .1 r npenapary Bincyras
& Microbiological purity Total aerobic 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:

IIposyKT BUTOTOBNEHO, YIIAKOBAHO Ta IPOAHANI30BAHO 3riAHO 3 BUMOTAMH PEECTPaiHOr0 NOCBIAMCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosixae craupapram ta Bumoram GMP,

It complies with GMP standards and requirements.

Jlitensis va BupoGHUUTRO JiKapchKuX 3acobis:

Licence for medical products production:

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

Cepin AB Nz 558054
Batch AB No. 598054

LM niaTeepmkyio, mo Bci BUpoOHII cramil Ans wiel cepil roTorof npoaykuii Sysy suificheni B NOBHIA BIANOBIANOCTI 3 BUMOTAMH, SA3HAUSHUMH B uHHHiH
HacTanosi 3 GMP, 3atsepmxeniit MinicTepcTBOM OXOPOHA 320pOB’S YRpainy, i 3 BIMOraMy peecTpatifHoro 10Che Kpaiiu NPH3HAueHus.

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 Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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