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CERTIFICATE OF QUALITY

Masea nponyxcry: | TIPAMINET®, 1a6aerxn, no 5 Miv20 mr
Name of product:, PRAMILET®, tableis 5 me/20 mg _
. Avnopinisy GecHIATY y TepepaxyDalnl Ba aMIOLHNIH — 5,0'ur; Jlizmronpuny murinpary
Cuna yiifs ¥ nepepaxynanhi na misnsonprn —~20,0 My _
Strength; Amlodipie besilate equivalent to amlodipine — 5.0 mg; Lisinopril dihydrate equivalent to .
) lisinopril - 20.0 me _
Cepis e / Batch No.; SP14002 Posmip ynakonxn / Package size; Ne30 (10%3)
Peeerp. N/ AuR.No.; - FPR/0492/24 Thn ynakomml Pack type: Baierep / Blister
Poznip cepil / Bateh size: 100 000 rabltab | JaTa nurovosnemis [ Mig. daie: 06,2024
Kin-te ynmakosowr / No. of packs: 3 333 Tepsin it p'nna'moc'ri { Exp, date: 05.2027
Kpavna / Markei: UKR
Pegerpanifine nocsigyenns No; . .
Registration Certificate No.: UA/20491/_01/02_ TepMis 1T po / valid to 17.06.2029
I /o Haspa aua.m;ay Creungikauin 7 PesynbTaty ananisy
Sr. Neo. Test name Specification _Test result
Onuc Tabrerxir Ginoro afio maibxe Ginoro kombopy, kpyru,. | Bignosinae
Tuiockd, 3 TpaBlOBNHETAL «5p i «20», posminenimn
PHCKOIO 3 oaIHiEr cToponm, § rapxd 3 imuof cropor,
! Description White 1o off white, round shaped, flat tablets, | Complies
debossed with *5 and *2( scparated by break line
‘on one side and plain on the other side.
Inenrudixanin Yach  vipnMysadus  o¢woBROTO | mika | 1 Bixnosigae
’ XpoMarorpamax sunpoforynanoro i CTAURAPTHOr O
POIUITIB, OTPHMAHHX TPy KiNEKICHOMY BH3HATGRMI,
MalOTE CrisnanaTy,
2 Identification In Assay, the principal peak in the chromatogram | Complies
oblained with the fest solution has the same retention
‘tme ay the principal peak in the chfomatogram
) “obtained with the standard solution.
Posnapanug He Ginsite 15 xsuny 0 xB 37 cex
3 Disintegration - NMT 15 minutes 0 min 37 see
Posunnenss He menwe 75 % (Q) pix sasmierol Kinbrocr]
aMAoANniny 3a 30 xaunus, 93 %
| He menmte 80 % (Q) nin 3asngem0f xinsroer]
" | misnmoupnny 3a 30 xsummy. - 97 %
4 Dissolution NLT 75 % (Q) of the labeled amount of amlodipine |
in 30 minutes, 93%
NLT 80 % (Q) of the labeled amount of lisinopril in
30 minutes, 97 %
Kinskicne suznavenus Bin 95,0 % no 105,0 % vix 2amaenol xiusrocT
amuoauniny B tafiperud, 99,7 %
5 Bin 95,0 % so 105,08 % sinsasmreno KinnkocTi
Jisunonpiury B Tadmeri). 99,5 %
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Kuinenxa pigis TOB «Kycynt Gapan
TOB «Xycym Papans Vipaind, 40020, a.Cymn, Byn. Cipsbina, 54
Yipaina, 02092, m.Kyis, Tex.: +38(0542) 77-46-10, haxe: 77-46-11
ByI, AnmMarincexs, 58 e-mail: plant@kusmm.ua

Ten.: +38(044) 495-82-88, dakc: 495-82-87 Knsunme Phare wwyw.kusum ua
Ne n/n. Haspa ananizy ' Crewdircanin Pesynerari auasizy
-Sr. No. Test name Spceification Test resnlt
Assay 95.0 % to 105.0 % of the Iabeled amount of
anilodipine per tablet. 99.7 %
95.0 % to 105.0 % of the Jabeled amount of
lisidopril per tablet, 99.5 %
OnropianicTs N03OBANNK oAURHIL ' '
Anopnnin ‘ AV<SLL (L1=15,0). 4,0
JliznroTipun AV<L1 (L1=15,0). 3,1
6 Uniformity of dosage units
Amlodipine AVZLL (L1=15.0), 4.0
Lisinopril AV<LI (L1=15.0). : 3.1
Cynposiani xoyimsn - '
AMromniny ByHp-n1xa nesifoma moMinika aMmnonniy:
Re Gimsoe 0,30 %; He suasneno
Cyma pomiuox aMIonuminy 3 ypaxyBaHHsM .
Amlodipine Related Compound A: ne Ginpiue. L,0%. | 0,013%
Jlisnuonpuny. Lisinopril impurity D: ne Ginuine 0,20 Y3 He sussneno
Lisinopril impurity C: ne Giswe 0,30 3 0,101 %
Byne-sxa nepinoma xomitika niznsonpuny:
He Giyeie 0,30 %; 0,041 %
Cyma fomimox misanonpuny "3 VpaxynaHLaM .
Lisinopril impurity D 1 Lisinopril impurity C:
He bbnniue 1,0 %, 0,142 %
7 Amlodipine related compound A Amlodipine related compound A: ne &inpuie 0,50 %. | 0,013 %
Related substances
Amlodipine Any unkuown impurity of amlodipine; NMT 0.30 Y ND
Total impurities of amledipine taking into _
account Amlodiping Related Compound A:
NMT 1.0 %. 0.013 %
Lisinopril Lisinopril impurity D: NMT 0.20 %; ND
Lisinopril impurity C: NMT 0.30 %; 0.101 %
Any unknawn impurity of Lisinopril: NMT 0.30 %; | 0.041 %
Tolal impurities of lisinopis] taking mio account
,Iisino_prii impority D and lisinopril impurity C:
NMT 1.0 %. 0.142%
| Amlodipine related compound A Amlodipine related compound A: NMT 0.50 9. 0.013%
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Kntoenien thinis . TOB «Kycynt ®apnymy
TOB «¥ycynt ®apusy ; Vigpaina, 40020, m.Cyms, syn, Crpabina, 54
Vipaina, 02092, M.JKuiz, Ten.: +38(0542) 77-46-10, dpaxe; 77-46-11
BYI1. AJTMATHHCLEE, 58 e-mail: plant@kusom.na
Tea.: +38(044) 495-82-88, paxc; 495-82-87 /{MHM .7) herrin . www kst ua
Ne nfne Haspa ananizy Cneanpiranin PeayapTati ananisy
Sr. No. Test name Specification Test resulf
MikpoGionoriyua yheroTa 3aramie yneno aeoBuHX MIKpoOprasismis
: (TAMC): e Ginswe 10° KVO/T, <50 KVO/r
arankne urcno APHIICKOBKX | IiiceneBx Tpubin
(TYMOC): #e 6insme 102 KYO/r, <10 KYOir
Bineymicts Escherichia colf 8 1 v nipenapary. Bigcyras
8 Microbiological purity Total acrobic microbial count (TAMC):
NMT 103 CFU/g. ‘ <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/e. <10 CFU/g
Escherichia coli must be absent per 1 g, Absent

BHCHOBOK: / CONCLUSION:

TIpopykT BUrOTORNCHO, YIAKOBANG T2 NPOAHANISOBANO 3rilHO 3 BHMOTaMH peecTpalifisoro nocniftenns,
The product is manufactured, packed and analyzed as per requirements of Regisiration Certificale,

Binrosinae cTannapTam 1a snMoran GMP. Ceprndirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Ceriificate No. 080/2023/GMP
‘Jlinensia na papoGmyrso AiKapChKIX 3ac0Gis: Copis AB N 598054

Licence for medical products production: . Baich AB No. 598054

Liusm nigeraepioxyio, 1o uei snpoGunyl cranii 018 wied cepil roTonol npoaykuiT Byrs aaiftenoni & monkil BIANORINHOCT] 3 DHMOTAMY, 3AINAEHHMH B YHHKIA
nnctanopi 3.GMP, satoepmrenii MinierepeTsoM oxopoiy snopos’s Yrpaiun, i 3 witmoramy pecopanisuioro 10CBE KPafHi NpH3HAMEHS,

I hereby certify that all the menufacturing stages of this batch of finished product have been cavried out in Fall compliance with the GMP requireinents of the
Ministy of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country,

Ximix-ananitak [3an. naGoparopicio BKA | Havanounk BIOL Vnosuosa#ena ocoda
Analytieal Chemist | QC Lab In-charge TQC Head Qualified Person
I’ n/Name: : 1%}{&&“@ -’%’//M&é‘-’[ﬁ GeA, @’Lﬁw"‘—fw‘ reTG u%écméfw 4
ITimnme/Signature: Aol A T Crand %gzﬁz&zmm}/
/4 | 3 7
Jata/Date: 45 / 9&[ Aot ,/J/pc%,‘/, rsfetfasy . 45 /ayg %J}'/
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