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CEPTUDIKAT AKOQCTI
CERTIFICATE OF QUALITY

Haspa nposyrTy: ITIPAMUTET®, Tabrerss, 1o 5 Mr/10 Mr
Name of product: PRAMILET®, tablets 5 mg/10 mg
AMIOJUTIHY Gecunaty y nepepaxysasiii na AMAOARTIH ~ 5,0 mry JI3HHONPIIY AHEIAPATY
Cuna ait y ‘nepepaxynaxmi Ha pizuonpyn = 10,0 MT
Strength: Amlodipie besilate equivalent to amlodipine — 5.0 mg; Lisinopril dihydrate equivalent to
lisinopril — 10.0 mg
Cepin Ne / Bateh No.: SPHA4005 - Posmip ynaxoBKH /Package size: Ne30 (10%3)
Peeerp. Ne / ARNo,: FP/0485/24 Tun ynaxosxn / Pack type: Brnicrep / Blister
Poamip cepii / Batch size: 100 000 Tab/tab Jlara puroTosnenus / Mfg. date:  06.2024
Kin-1 ynakonox / No, of packs: 3333 Tepmin npuaariocti/ Exp. date: 05.2027
Kpaina / Market: UKR
Peccrpauiitne nocsinuenns Ne: L .
Registration Certificate No.: UA/20491/01/01 repmin it no / valid to 17.06.2029
Ne n/n Hasea ananizy Creundlirania PesynbraTiy aHanisy
Sr. No, Test name Specification Test result
Omie Tabnerky Ginoro a6o maibie Ginoro xonsopy, kpyri, | Bixnopimae
nmocki, 3 rpapitoannaM «K» 3 oasiel cTopoBR i
rnanki 3 iHIOT CTOPOHH.
1 . . . .
Description White to off white, round shaped, flat tablets, Complies
debossed with ‘K’ on one side and plain on the
other.
Inenrudikaiis Yac  yrpuMmysanhs — OCHOBHOIO nika  wa | Binnominae
XpOMATOrpaMax BHNIPOGOBYBAHOTO i cranpapTHOTo
PO3YHHIB, OTPHMAHVX NPH KiNbKICHOMY BH3HAUCHHI,
MAIOTh CTIBNALATH,
2 Identification In Assay, the principal peak in the chromatogram Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution.
Poznananns He Ginpuie 15 XBUAHH 0 xB 54 cex
3 Disintegration NMT 15 minutes 0 min 54 sec
Pozunnenns He menme 75 % (Q) Bin 3aasnenoi kinnxocti
aMNonuMiny 32 30 XBATHA. 92% .. ]
He mene 80 % (Q) iyt 3asnrenol KinsxocTi ’ TROATIT]
, nisunonpuiy 3a 30 XBHIKA. 98 % T
4 Dissolution NLT 75 % (Q) of the labeled amount of amlodipine «JUIEIDAR
in 30 minutes, 92 % [M‘“;E'KI}J?.H )
NLT 80 % (Q) of the labeled amount of lisinopril in xon 200754
. _ o, U
30 minutes, 98 % N\ o
Kinskicue pu3nadens Bin 95,0 % no 105,0 % Bin 3agsneHot KitbKoCT BN
. P o (}01\7"“""‘"/ o
aMROAUMIHY B TabneTul. 98,0 % Qg N,
5 Bin 95,0 % x0 105,0 % pin sassneHol KinskoeTi s
nisuronpHysy B TAGNETIH. 98,7 %
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Ne n/n Hassa ananisy Cnewidikanist PesynpraTi ananizy
Sr, No. Test name Specification Test result
Assay 95.0 % to 105.0 % of the labeled amount of
amlodipine per tablet. 98.0 %
5.0 % to 105.0 % of the labeled amount of
lisinopril per tablet, 98.7 %
Oupopignicth AO3OBAHKX OAHHALD
AMnopHDid AV<L1 (L1=15,0). 2,3
Jlizunorpun AV<L] (L1=15,0). 1,9
6 Uniformity of dosage units
Amlodipine AVLY (L1=15.0). 23
Lisinopril AV<LL (L1=15.0). 1.9
Cynposinni ZoMIHKH
AMIIOAUTIIHY Byjte-s%a HesizioMa BoMiluka aMaCHUninY:
e Ginbiue 0,30 %; He pusBiaeso
CyMa JOMILIOK aMJIONUTIHY 3 YPaXyBaHHAM
Amlodipine Related Compound A: se Ginpize 1,0 %. | 0,012%
Jlispsonpuny Lisinopril impurity D: ne Sinbuie 0,20 %; He Brspieno
Lisinopril impurity C: ne 6inbuie 0,30 %; 0,094 %
By b-aKa HepiaoMa AoMillka N3AEOTIPUITY:
He 6innwe 0,30 %; 0,038 %
Cyma pomiwox TisuxODpHIy 3 YpaXyBanaiu
Lisinopril impurity D i Lisinopril impurity C:
e Ginbie 1,0 %. 0,132 %
7 Amlodipine related compound A Amlodipine related compound A: He Ginsime 0,50 %. | 0,012 %
Related substances
Amlodipine Any unknown impurity of amlodipine: NMT 0.30 %; ND
Total impurities of amlodipine taking into
account Amlodipine Related Compound A:
NMT 1.0 %. 0.012%
Lisinopril Lisinopril impurity D: NMT 0.20 %; ND
Lisinopril impurity C: NMT 0.30 %; 0.094 %
Any unknown impurity of Lisinopril: NMT 030 %; | 0.038 %
Total impurities of lisinopril taking into account
lisinopril impurity D .and lisinopril impurity C:
NMT 1.0 %. 0.132 %
Amlodipine related compound A Amlodipine related compound A NMT 0.50 %. 0.012 %
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Ne 1i/nt Hassa ananisy Cneunbixauisa PesyALTaTH aHANI3Y
Sr. No. Test name Specification Test result
MixpoGionoriuna uncrora BaralibHe UHCHO acpoBHmX MikpoopranisMis
(TAMC): ne Ginbie 103 KYO/r. <50 KVO/Ir
BArabHE MHCAO APIKIPKOBIX | NticeHenyX IpHGin
(TYMC): ne Sinpiue 10* KYO/T: <10 KYO/r
Bineyruicts Escherichia coli 8 1 r npenapary. Bincyrus
8
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpOAYKT BHIOTOBJEHO, YNAXOBAHO Ta ApoaHaizoBaHo
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepig AB Ne 598034
Batch AB No. 598054

Bisnosinae cranzaprtam 1a iamoran GMP.
1t complies with GMP standards and requirements.

Tlinenzisl #a BUpOBHUITBO NiKApCbKHX 3ac06iB:
Licence for medical products production:

Tl niraepLicyro, 1o sei supoGHmi cTaii i niei copii raToBo
sactanoni 3 GMP, sarTnepmxenifi MinicTepcTnom oXopoHis 310poB’s

! hereby certify that all the manufacturing stages of this batch of finished product have been carried out in ful
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

J;ihxoa 33525927 % %
S reEss

3PUHO 3 BUMOFaMU PEECTPALHOT0 TIOCBIIEHHA.

i npoaykuii Gynu aificners 1 noRuif BIAUOBIANOGT] 3 BHMOFaMI, SAIBAMCHUMH B yUHHif
YKpainm, | 3 BUMOTaNH PCCCTPaLIBHOro A0che kpailiy npusnadenns.

1 compliance with the GMP requirements of the

FIETIRAPM
N
lueHyudinatinrme

xoa 20075891

151
CEPTUOIKATIR

{3as. naboparopicio BKA
QC Lab In-charge

XiMix-aHaiiTHK

:/l-laueun,x-lmc B
Analytical Chemist

QC Head

VriopHOBAXEHA 0c00a
Qualified Person
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