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CEPTHMIKAT AKOCTI
CERTIFICATE OF QUALITY

Name of

Hasea npoaynry:

product:

BAPATOH®, Tabnerkn, no 5 Mr
BARATON® tablets, 5 mgp

Cuna gii:

Paminpsmy — 5,0 Mr

Registration Certificate Na.:

Strength: Ramipril - 5.0 mg

Cepiu Ne/ Bateh No.; SBB4008 Poamip ynagoni / Package size:  No28 (14x2)
Peectp. Mo/ A R.No.: FP/O66G/24 Tan ynakosxn / Pack type: Enicrep / Blister
Po3nip cepii/ Batch size: 300 000 Tad/taly Hata puroresneins / Mfg, date: 08,2024

Kin-m, ynaxosoi / No. of packs: 10 714 Tepaiw npraaTocri/ Exp. date: 07,2027

Kpaina / Market: UKR

ocerpauRng nOCBIRIeIn Xe: 1y, 1710101 repasin it R0 / valid o 16.06.2026

Ne n/nn Hazna ananisy Crenmiranis Peaynsramn ananizy
Sr. No. Test name Specification Test result
Oniic TaGneTki XOBTOTO Wi CBITIO-KORTOrD XONLOPY 2 | Binnosidac
XAPAKTENHIM KOLTHY NIrMCHTOM, hpyrm mroeki, 3
niticto nomisy 3 omuiel cropomy i rmapki 3 inmoi
. CTOPOHIL
Description Yellow to light yellow with characteristic yellow | Complies
pigment, round,, fiat tablets with break line on one
side and piain on'the ather side.
InenTHpixauis IY-crextp nmornMBankg 3ATHIOKY MAc BIAAOBIAATH | BilNnosinae
STANOHHOMY CTIEKTPY paMinpHay.
Identification IR absorption speclrum of the residue is concordan! Complies
with the reference spectrum of ramipril,
Poanaganns He Ginbiue 15 xprimm 0 xB 49 cek
3 Disintegration NMT 15 minutes (0 min 49 sec
Poaynuenna He menwe 80 % (Q) miz samsnenol kimnkocH | 99 %
paMinpuny 3a 15 xpunun
+ Dissolution NLT 30 % (Q) of the labeled claim of ramipril in | 99 %
15 minutes
OnpopianicTs kozobannx AV=L1 (Li=15,0) 54
s OCHHHHIL
Uniformity of dosage units AVSLI (L1=15.0) 5.4
Cynporinui nomimxs Cyma ramipril impurity D (diketopiperazine im-
pusity) i ramipril impurity E — e 8igpue 6,0 % 0,706 %
Bynp-swnii i ropismyii nik - e Ginsiie 0.5 % 0,042 %
Cyma peix BTOPHHRMX niKiB - Jie Ginnwe 6,0 % 0,064 %
6 Related substances Sum of ramipril impurity D (diketopiperazine
impurity) and ramipril impurity E: NMT 6.0 % 0.706 %
Any other secondary peak: NMT 0.5 % 0.042 %
Total of #ll secondary peaks: NMT 6.0 % 0.064 %
FPA0G66/24 Crop./Page Ne: 1 afof 2
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Vipaina. 02002, .1 nin, B\ CEPIMMATR Teur.: +38(0542) 77-46-10, dane: 77-46-11
8ys. AJMaTHHCERD, 58 \;3;-. e-mail; plant@kusum.ua
Ten.: 1 38(044) 495-82-88, danc: 49 \-‘:8% e Y2472 jg ﬁﬁ/"ﬂ& wivw kusum.ua
N oy
Ne ni/m Hassa ananizy Crnemnivauis Pesyanraru anaizy
Sr. No. Test name Specification Test result
Kinpriche Busnaiesng Bin 950 % no 1050 % sin szasonenol xinbroct 89,7%
payinpuny B oauii Tabrerni
T | Assay 95.0 % to 105.0 % of the labeled clain of ramipri) | 99.7 %
per tablet
MixpoGionoriusa yncrora BaraskHe wicno  aepoBHMX  MIKPOOPraRismis
(TAMC) —ne Ginsme 10° KVO/r < 10 KYO/r
3arankHe MHCIO NPHKIROBHY TA NiceHerHx rprbie
(TYMC) — ve Ginume 102 KYO/r <10 KvyOrr
Bincyruicrs Escherichia colia 1 ¢ npenapaty Bincytus
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <10 CFu/g
Total combined yeastsfmoulds count (TYMC):
NMT 10® CFU/g <10 CFU/g
Escherichia coli must be absent perg Absent

BUCHORBOK: / CONCLUSION:

Hposnyxr surotopneno, yrakosano Ta TIPOAHAIIZ0RAHO 3FI/HO 3 BHMOIAMM PeECTPALITHIOrD OCRATeHHS,
‘The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae erausapran a simoram GMP. Cepradinar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jiinensisn na supoGurLRO AikapeLksx 3acotis: Cepist AB Ne 598054

Licence for medical products production: Batch AB No, 598054

Llism nipTeepssxyio, wo ek mpofinmi craii Aas et cepil roTorot npoayruil Gyau aaificneni o nosmis BiANUBLINOCTE 3 SHMOranS, JAIHAUCHIME 1 YnHiT
macTusiesi 3 GMP, aaynepawenifl Miticreperpasm OXDPOHN s20pos’s Yepaiun, | 3 simoramm peecTpaniiinero pocsc kpaliit npisaaels,

1 hereby cenify that alt tie manufacturing stages of this batch of finished praduct have been carried out in full complignce with the GMP requirements of the
Ministry of health of Ukmine and with the requirentents of the Marketing Authorisation fle of the destimation country.
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Ximix-apamitng 1éem. naoparopicio BKA | Havanuhux BICGI YroBHOB®KEHA 0CoTa
T Analytical Chemist  [TQC Lab In-charpe b QC Head Qua]iﬁcd Person
» . - 5 a o d & 2. /
Tar*s/Name: k_,_“,,,_.,,. E 4 CE.&(.CJ‘W)O & Zeir C,wz_.a:f:_Qa—e;r—-o IR c,/_gleéazg},-ﬂf{éé -’;f
. - l i 1 / P '/
Tiznue/Signature: &!/ CGH-W i .({,”W — ?/&Cfi (Cigicad 7
Aata/Date: R0 Qvltely Lt 1 ofax ol
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