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Haspa nponywery: BAPATOH®, ma6nerky, no 10 mr
Name of product: BARATON®, tablets, 10 mg
Cnaa pnii: Paminpiny — 10,0 mr
Sirength: Ramipril - 10.0 mg
Cepin Ne / Batch No.: SBCH010 Posnip ymaxosien / Package size:  Ne28 (14x2)
Pecerp. Mo/ A R.No.: FP/0529/24 Tun ynaxosxi / Pack type: Grnicrep / Blister
Poamip cepil/ Batch size: 150 000 Ta6/1ab Hara surorossicnin / Mfg. date: 07,2024
Kin-Te ynaxonox / No. of packs: 5357 Tepmin upuzatioceri / Bxp. dater  06.2027
Kpatua / Market: UKR
Pecerpauifine nocsigucuns Ne: n A .
Registration Corfificate No.: UA/18781/01/02 TepMIH MY Ao / valid to 16.06.2026
M /i Haspa ananizy Cremspivanis PeaynbrarTn annsnisy
Sr. No. Test name Specification Test result
Onue Tabnerxn XOBTOra WH CBITHO-NOBTONO Koisopy 3 [ Bimnosinac
XADAKTEPHAM  KOBTHM  NIFMCHTOM,  OBAMBH,
) Apoonyxai, Faaki 3 oBox cropin
Description Yeliow to light yellow with characteristic yellow Complies
pigmenl, oval, biconvex tablets plain an both sides
[renrnpiranis IU-CRCKTp MOPAMHANHA 3UMMUIKY Mac nianosigaT | Blanopiaac
CTANCHHOMY CIIEKTPY PAMINpHIY
2 Identification IR absorption spectrum of the residuc is concordant Complics
with the reference spectrum of ramipril
Posmapanma He Sinbule 15 xtsm 1 x8 10 cex
3 Disintepration NMT 13 minutes 1 min 10 sec
Po3uImeHns He menwe 80 % (Q) sin sasmrenoi xinekocri | 98 %
panminpimy 3a 15 xpunim
4 Dissolution NLT 80 % (Q) of the labeled claim of ramipril in | 98 %
15 minutes ) =
/r/‘::r-:a Jt
Ouopimticrs 1o208amx AVL] (L1=15,0) 4,7 © 4
5 OZEHLL Egon
Uniformity of dosage units AVZLE (L1=15.0) 4.7 It
r,'[mmnpig:-"; a0y
Cynposiuni poMiln Cyma ramipril impurity D (diketopiperazine im- mﬁmﬁj’
purity) i ramipril impurity E - e 6insme 6,0 % 0,719 %
Bynw-nwail inwnit sropununii nix - 1te 6insine 0,5% | 0,013%
CyMa peix propmitimx nixie - ue Sinnme 6,0 % 0,031%
6 Related substances Sum of ramipril impurity D (diketopiperazing
impurily) and ramipril impurity E: NMT 6.0 % 0.719%
Any other secondary peak: NMT 0.5 % 0.013%
Total of all secondary pealks: NMT 6.0 % 0.031 %
FP/0529/24 Crop./Page No: | 3/of 2
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Nen/n Hassa ananizy Crenndlirenitis Pesyanratn ananisy
Sr. No, Test name Specification Test result
Kiankicne mmnauennn Bin 95,0 % mo 1050 % sin 3asnnenol kinioct 999 %
paMinpriy B ouisi Tabnerii
1 Assay 95.0 % 10 105.0 % of the labeled claim of ramipril | 99.9 %
per lablet
MixpoGionoriuua wxeroTa Sarajee  wucAO  aepoBHux  MikpoopraniaMis
{TAMC) - 11e Binvwe 10° KYOir < 10 KYOIr
3aransEe YHCHO APDRAKOBIX T2 TNiCEHenKy rpudie
(TYMC) ~ ne Ginnine 102 KYOfr <10 KYQfr
Bincyriicts Escherichia colivs 1 1 npenapary Bincyrun
8 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g < 10 CFU/g
Total combined yeasts/moulds count {TYMC):
WNMT 102 CFU/a <10 CFUfg
Escherichia coli nist be absent per g Absent

BHCHOBOK: / CONCLUSION;

HponykT snrotomnens, ynaxosano ta NPOANWIT30BAHO 2Fias0 3 BIMOraMH peecTpaniiinore nocsinuensn.
The produet is manufactured, packed and analyzed as per requirements of Registration Cerlificae.

Cepragicar Xe 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB Ne 598054
Bateh AB No. 598054

Bianosinae crangapran o sivoran GMDP.
It complies with GMP standards and requirements.

Jlinensia wa nupoGmunroo Nikapeniny sacobio:
Licence for medical products production:

Hers ninreprosyio, mo sei onpodinsi cranit AnA Hict eepil roronoi npoyxi Gyan spiRcueni B nonkif HANOBIIHOCTI 3 BHMOTMH, JBHPICHIMY 8 Yini
micTanoni 3 GMP, smvseprokenift Misiciepersom OXOPOHR JAOPONE YRNAINN, |3 MIMOTAMM PECCTPAIHTNGTY 2000€ KPATIM NpPH3NAYCn,

| bireby cornfy that all the manufucluring stages of this bateh of finished product have been carried oot in fiull compliance with (he GMP requireiments of Lhe
Minisiry of kealth of Ukraine ond with the requirernients of the Marketing Authorisation lile of the destination ¢ountry.
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