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CEPTHPIKAT AKOCTI
CERTIFICATE OF QUALITY

Haszpa npoRyKTY: TIPAMUIET®, Tabnetion, no 10 Mr/20 Mr
Name of product: PRAMILET?®, tablets 10 mg/20 mg

Amtoauniny 6ecunary ¥ nepepaxyeau’ni Ha amnomkTiit — 10,0 mr; Jlisusoupuny
Cuna nifs aurinpary y nepepaxysamii na nisaronpus ~ 20,0 MT
Strength! Amlodipie besilate equivalent to amlodipine — 10.0 mg; Lisinopril dihydrate equivalent to

lisinopril -~ 20.0 mg
Cepin Ne / Batch No.: SPK4002 “Poamip ynaxosku / Package size:  Ne30 (10x3)
Peecrp. Ne/ ARNo.: FP/0487/24 Tun ynawonxn / Pack type: Bnicrep / Blister
Posmip cepil/ Batch size: 100 000 TaG/tab Iata prroTosnenis / Mfg, date: 06.2024
Kin-Th ynakosok / No. of packs: 3333 Tepmiu npagarsocri/ Exp. dates 052027
Kpaina / Market: UKR
Pecorpaniitne mocsiguenns Ne: T . U
Registration Certificate No. UA/20491/01/03 repmin pif 5o / valid to 17.06.2029

Ne n/n Hassa ananizy Cueundixauis Pe3ysibTath ananisy
Sr. No, Test name Specification Test result
Omnue Tabuetiy 6inoro abo maibie GinOro xonLopy, xpyrm, | Binnosinae
miocki, 3 rpasiioanmsM «10» i «20», PO3MINEHHMH
]PHCKOIO 3 OMi€T CTOPOHH, i a3 JRof CTOPOHA.
1 L . . .
Description White to off white, round shaped, flat tablets, | Complies
debossed with ‘10" and ‘20" scparated by break
line on one side and plain on the other side.
InenTdixauia Yacu  yIpHMyBdHss  OCHOBHOTO nika  ha | Binnositae
XpoMaTorpaMax BHIpOGOBYBRHOTO i CTaHpApTHOrO
POIUMHIB, OTPAMAHYX TDH KINbKICHOMY BU3HAYCHH],
MajOTh CTBIANATH.
2 . . .. . .
Identification In Assay, the principal peak ihe 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 6inmpiue 15 XBRauH 0 xB 45 cek
Disintegration NMT 15 minutes 0 min 45 sec
PosauHeHia He menme 75 % (Q) nin sasnnenol Kinbkocri ] !ij‘?: .
amsoEniny 32 30 XBHITHH. 94 % TN
Hf: senwe 80 % (Q) Bia sanBnenoi KinbKOCTi READAPM
nismionpuay 3a 30 xBaIAM, 98 % JHT s
4 . Ineradixin i
Dissolution NLT 75 % (Q) of the labeled amount of amlodipine %on 2}%{15891
n 30 minutes. N o 94 % CEPTUGIKATR
NLT 80 % (Q) of the labeled amount of lisinopril in
. . o, e
30 minutes. 98 % e oo
KinbkicHe BRINATEHHS Bin 95,0 % 10 105,0 % Bis sassnenol xinbkocTi e
aMJioATiHY & TabneTui. 99,4 %
5 Bin 95,0 % 5o 105,0 % Bin Rasnnieiol KinskocTi
Hi3HEONPHUNY B TAGNETIH. 98,6 %
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Kuisebxa pinis

TOB «Kyeym Papm»
Vipaina, 02092, . Knis,
BYJT. ANMATHHCHKE, 58

Ten.: +38(044) 495-82-88,

Jaxc: 495-82-87

Kusum FPharm

TOB «Kycym Dapui»

Vicpaing, 40020, m.Cymy, Byt Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

e-mail; plant@kusum.ua
www.kusuni.ua

Ne n/sr Hazpa anamisy T Creundikanis Pe3ynnTaTH ananizy
Sr. No. Test name Specification - Test result
Assay 05.0 % to 105.0 % of the labeled amount of
amlodipine per tablet. 99.4 %
95.0 % to 105.0 % of the Jabeled amount of
lisinopril per tablet. 98.6 %
OpiopifmicTs JOICBAHUX OJUHHITh - T
Amnopunin AV<LL (L1=150). 2.9
_ Jli3RHONIPRA AVELL (L1=15,0). 2,8
6 Uniformity of dosage units ]
Amlodipine AV<LI (L1=15.0). 2.9
Lisinopril AV<LL (L1=15.0).
Cynposijii oM iKH 'M—
AMIIORMTIIHY Byne-ska HeBIAOMA JOMILLIKD aMADAKIIRY:
e Ginbie 0,30 %; “He suspiieno
Cyma JOMIIIOK AMAOANTTINY 3 YPaxyBaHisiM
Amlodipine Related Compound A: ye Ginbe 1,0%. | 0,012 %
Jlisunonpuny Lisinopril impurity D: #e Ginpme 0,20 %; He susBiicHO
Lisinoprit impurity C: He Ginbiue 0,30 %, 0,101 %
Byns-Ka HeBizIoMa roMilKa HizHHOMPHAY:
ne Ginpure 0,30 %; 0,040 %
Cyma pomimox  sisuuoupasy -3 ypaxyBasHsam :
Lisinopril impurity D i Lisinopril impurity C:
ne Ginpme 1,0 %. 0,171 %
4 Amlodipine related compound A Amlodipine related compound A: we Giabiie 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 ): NMT 0.20 %, ND
Lisinopril impurity C: NMT 0.30 %; 0.101 %
Any unknown impurity of Lisinopril: NMT 0.30 %; 0.040 %
Total impurities of lisinopril taking into account
lisinopril impurity D and lisinopril impurity C:
NMT 1.0 %. 0.171%
Amlodipine related compound A Amlodipine related compound A: NMT 0.50 %. 0.012 %
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Kufpeuica dinin

TOB «Kyeym drapm»

Vepaina, 02092, m.Kuis,

BYSY. AIMaTHHCRKa, 58

Ten.; +38(044) 495-82-88, daxc: 495-82-87

Kustm Pharm

TOB «Kycym Dapm»

Vipaiua, 40020, m.Cymn, 8yJL. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxc! 77-46-11

e-mail: plant@kusum.ua
www.kusum.ua

Ne /e Ha3pa aHanisy Cnenudikauin PesylbTaTH aRanisy
Sr. No. Test name Specification Test result
MixpoGionoriuna YacToTa Bara/sHe YHC/0 aepobHAX mikpooprasizMis
(TAMC): we Ginswe 10° KYO/. <50 KYO/r
JarapHe YHCIO- APUKIKOBIX | ITCeHEBIX TprGiB
(TYMC): ne Ginsue 10> KYO/r. <10 KYO/r
Bigcymmicts Escherichia coli & 1 1 mpenapaty. Bincyrna
8 Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TTpoLyKT BUTOTORNEHO, YIIAKOBAHO Td TpoaRANi30BaHO 3TIIHO 3 BAMOTaMH PeECTPARIAHOID NOCBIAEHHA.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
CeprndixaT Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Bianosigac craunapraM Ta BRMOTaM GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BUpOGHULTBO NIKAPCHKHUX 3acobis:
Licence for medical products production:

Ly DiATsepibiy1o, o Bei pupobinmi craii s nici cepii roToBoT NPORYKIUT Gyaw apdiicheni B oM BIANORIAROCTS 3 BHMOTaMH, Aa3EUCHIMI B Ui
sacranopt 3 GMP, zaraepwreniit Miniorepersom oXoposu anopon’s Ypaiiy, i3 BUMOramm peCCTPauifioro A0CKC KAt IPHINAUCHNS.

1 hereby cestify that all the mainufacturing stages of this batch of finished product have been camvied out in full compliance with the GMP requirements of the

Minigtry of health of Ukraine and with the requirements of tho Marketing Autherisation file of the destination country.
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Vnosnopaxena ocoba
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