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CEPTUPIKAT SKOCTI
C ER’I IFICATE OF QUALITY
Haspa nponyxry: BAPATOH@, *i;a’ﬁﬂeﬂm; HO 5 MF
| Nameofproduct: ~ BARATON? tablets, 5 mg i . )
Cuanan piys Paminpuay -~ 5,0 Mr
| Strength: | Ramipril =3.0mg | o ,
| CEpm Ne / Batch N(} : SBB4003 | Poamip yNaxonry / .Pacl{-age size:  Ne28 (14x2)
'._Peemp Ne/ A R.\]'o.,_ ¥FP/0281/724 | T;m YHAKOBRH { Pack type: Bricrep / Blister
Posmip cepii/ Batch size: 300 000 'raﬁftab Jara puroronjicuis / Mig. d‘m,. 04,2024
| Kin-1b 3*:13::0501;:./ No. of packs: 10714 | Tepmin npuparroceri/ Exp. date: 03.2026.
| I{'pm}ﬂ fMa;Ret. UKR |
Pcrmpamnﬁc rrocsiguenna Ne: ny e , P |
| UA/18781/01/0] repmin aif ao / valid to 16.06.2026 |
1 Registration Cexuﬁcateh‘qo,.m_____;_,_._‘ l _,'.ﬂ - i e . d
[(Menm | Hazpa anajizy o Criewdixaiis o | PesysnnTaTh apanisy
 Sr.No. | - Test name | Specification - Test result
Onnic _Taﬁinemn JKOBTOFO WH CBi I0-JKOBTOTO mmmpv 3 | Bianosiiae
_--_\apamup}mm JKOBTHM. JTIIMCHTOM, KPYIJH, JUIOCKS,
JiHiE0 TIoxy 3 OJHIET CTOPOWH 1 THAJKI 3 THINOT
1. CTOPOHM.
Description | Yellow to light yellow with characteristic yellow Complies
| pigment, round, flat tablets with break line on one |
| side and plai.il--on- the other side.
InentHdiralis F ]"-Lcrtemp TIOTIMHAHNS mﬁmnw Mae ux,‘_lllcumam Bijnoninae
TaNONHOMY CTIEKTPY paMinpuay.
| ldentification IR absorption spectrum of the residue is concordant | Complies
with the reference spectrum of ramipril.
Po3raiaing | | He Ginpme 15 XBHIHH 1 x8 6 cex
:5 . - i »- | e
Disintegration | NMT 15 munutes i 1 6 sec
PosuyiHeHHs | ' lie: ennie 80 % (Q) BUI AASBACHOT xmmou& 98 Yo
| | paminpuny 3a 15 xsunus |
Dissolition | NLT 80 % (Q) of the labeled claim. of ramipri i 08 %
| 15 minutes
OanopinuicTh A030BAHAX | AV<LI (L1=15,0) 1 12,0
; OAMHAN |
Uniformity of dosage units | AV<I_] (L1=15.0) ” 12.0
o m(_vnp()mﬂm NOMILIKH " C)Md r.:mnpnl unpumv D (dlkC‘lL}]}lpLT:i?llw I
purity) i ramipril impurity E - ne Simpwe 6,0 % 1 1,107 %
| .fnyﬂb*-ﬂ}{}ﬂi EIRN e BTI)}‘}HHHMH ik - ne oinse 0,5 % 1 0,061 %
C yma BCiX BTOPUHHBX Nikie —ne Ginbiue 6,0 % 10,111 %
| Sum of ramipril impurity D (diketopiper azine |
“impurity) and ramipril impurity E: NMT 6.0% 1 1.107 %
| Any other secondary peak: NMT Q0.5 % 0.061 %
'lotfil of al] secondﬂr}’ Dc'ﬂx‘: NMT 6.0 % 0.111 %
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Sr.No. |

Haspa apanisy
- Test name

Cnenngixanis

Specification

PesysibTaTH aHanisy
Test yesult

1 Assay

KinpKicHe spsgaveHns

BiII._QS,O % no 1050 % Bin sassneHol KIJILKOCTT

| paminpuny B ommilf TabreTui

I

: . 95.0 % to 105.0 % of the labeled claim of "ranﬁpr'i'l-.:
{ pertablel |

96.6 %

96.6%

2 )

MixpobionoriHa 1ucToTa

Microbiological purity

NMT 10* CFU/g

3araibHe  UMCHO  aepobHuX  MIKpOOPramisMin
| (TAMC) — ne Ginsmie 10° KYO/r
| 3aransie vieno apixpKoBRX Ta 1iceneBix rpubis
(TYMC) — we Gismpie 10> KYO/r
Bineyrnicts Escherichia coli g 1 1 npenapary

Total aerobic microbial count (TAMC):

Total combined yeasts/moulds count (TYMC):

NMT 10* CFU/g

| <10 CFU/g

<10 KYO/r
- Bincyrus

< 10 CFU/g

Escherichia coli must be absent perg 1 Absent

BHCHOBOK: / CONCLUSION:

JEHO,; YIaKOBaHO Ta --Upﬁa'HmriB‘oB}:Ht}:'.zri DHO 3. BUMOTaMH '_'pee'a:::"rpaui'l‘#im} 'O HOCBIAMEHHA.

TIpoAYKT BHIOTOB

The product is manufactured, packed and analyzed

Rinnonrinac crannapram ta sumoram GMP.

It complies with GMP standards and requirements.

Jlirensin Ha BUPOBHALTEO NiKAPCHKUX 3ac001B:

Licence for medical products production:

LIHM THATBCPILRYIO, 11O BCI BRPOOH)
nactanont 3 GME, satsepapkeniit Mimictepersom OXopoHi 320p0B’ 8 YEpHHK, 13 BHMOramMH pe

I herehy ceitity Hhat a

Ministry of health of Ukraine and w

i the manufacturing stages of this batch of finished. product have been carricd out i full comphance
ith the requirements of the Marketing Authorisation file of the destination country.

as per requirements of Registration Cestificate.

Ceprudixar Ne 080/2023/GMP

Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB MNo. 598054
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Ml CTAT AN _'uiC‘i'-c":'t'-':'p"i‘i"i"{i"rti}m}"iipt}'_ﬂ}f}{ﬂi]‘ Gyan sitificnen » TORKIT BUILOBLAHOCTT 3 BUKOTAMN, JAHANCHIIME B W
CCTPAINHOIO JOCHE KPAlis HpH3NAMCHI.

vith the GMP requirements of the

™r

it v .
N A - j oh p S 4
AL AP MY S W RN ) Sy
AEL I L CBLE 2 T
LHF AN

i Ceecdencay

kS

. /- rd ', tf" ) -
f’{;@/f OIS
L e

i P T i P i VA B Rt o § T I P e o = B £ LR e

Crop./Page Ne: 2 sfol 2




