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CEPTHOIKAT AKQCTI
CERTIFICATE OF QUALTTY

Haszma rpoayxry:
Name of product:

IIPAMBIET®, rabdnctxn, 1o 10 mr/20 mr
FRAMILET®, tablets 10 mg/20 mg

Caang gii;

Amaonunigy Secuuraty y nepepaxypanni na avmonsin — 10,0 mo; Jlizunonpusy
HHriApATy Y nepepaxysanki Ha nisvaonpis - 20,0 Mr

Strength: Amiodipie besiiate equivalent to smlodipine — 10.0 mg; Lisinopril diliydrate equivalent to
lisinoprit - 20.0 mg

Cepia Ne / Bateh No.: SPK5003 Posnip ymaxorke / Package size: N3G {10%3)

Pecerp. Ne/ A.RNou FPIO426/28 Tun ynaropxi { Pack type: Bricrep / Blister

Poamip cepil / Bateh size: 3 281 yu/packs Haea purororizenas / Mifg, date: 092028

Kpatua / Market: VKR Tepwin npugatocyi / Exp. date:  03.2028

PRESTHAIINE DOCRIEIN MY 1 iy TepMin mif o / valid to 17.06.2029

Registration Certificate No.:

e /e Haapa anansiy Crrenudrixanis PesyabTaTi auanisy
Sr. No. Test name Specification Test result
Onsc TabneTrn Ginore 260 Maiixe Sinoro kKoanopy, kpyri, | Bianosiae
wicekl, 3 rpashosannsy «10» 1 «20», posainenusu
DHCKORO 3 ok cropon, | raagxi 3 ol cropoxi,
1 Pescription White o off white, round shaped, flat tablets, | Complies
debossed with *10° and ‘20" separated by break
line ou one.side and plain on the other side,
1aenTudikania Yacd  yTpHMYBasHM:  ocHoBHOTO  nixka  #a | Bixnosigac
KpomMarorpaMax suapoCoBYBARORG | CTANLAPTHOro
POSUHHIB, OTPHMARKK (DY KLIBKICHOMY BHIHIYeHH],
MEIOTH CIIBNAAATH,
2 . . . S :
Identification In Assay, the principal peak in the clwomatogram | Complies
obtained with the test solution has (he same retention
time as the principal peak in the chromatogram
ohtained with the standard solution,
Poznananss He Ginbie 135 xpuaz O xn 42 cex
3 i : "
Disintegration NMT 15 minutes 0 min 42 sce
Poswinenis He mermse 75 % (Q) Bia saneacHof Kiavxocri
aMACENNIRY 3a 30 XBHIMH. 98 %
He mernie 80 % () sig aageresol xiasxocri
Alsyponpiory aa 30 X, 100 %
4 5 ; -
Dissoluiion NLT 75 % (2} of the labeled amount of amlodipine
in 30 minutes, 98 %
NLT 80 % (Q) of the labeled amount of Hsinopril in
30 minutes. W%
Kinexione pusnanenna Bizg 95,0 % no 105,0 % six sassnenol kKiaskocii
aMmonAniHy 8 Tafaeri. 98,9 %
Bin 95,0 % no 105,0 % ip sassnenol xinkkocri
JispHOmUAY B TadaeTHi. G7.9 %
> | Assay 95.0 % to 105.0 % of the labeled amount of
amlodipine per tablet, 28.9 %
95.0 % t0 105.0 % of the labeled amount of
isinopril per tablet. 97,9 %
EPDHA426/25 Crop./Page Ne: 1 z/of 3
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FTOBAPHCTBG 3 OBMEKEHOIO BITOBLIAIBHICTIO)
«KYCYM DAPM;

Krsessn Phatom Bya, Cxpadina, 34, s Cywmy, 40020,
ren.: (G342) 77 92 30, daxe: {0542) 77 92 32,
e-mail plant@kusum.ua, web: wwwkosum.ua

Koz CHPITOV 33525927
Ne nfa Hasia ananisy Crnenndixanis Pesyapran anaxisy
Sr, No. ‘Test name Specification Test resuit
OurepiunicTt A030B8HHX ONHHULE
ANIOIHIN AV {1.1=15,0). 4.8
Jisunonpun AVSLE (R1==15,0), 55d
& Uniformity of dosage units
Amledipine AVZLI{L1=15.0}. 4.8
Lisinopril AV=LL (LI=15.0). 52
Cynposigui gomizku
Asnonuniny Byne-sxa BeRIAOMA ROMILIKA EMIONRIHEY!
He Gimpuie 0,30 %, He suanaeno
Cysa A0MULIOK aMIOSHATIRY 3 YPAXYBAIHAM
Amlodipine Related Compound A us Sinzine 1,0%. | 0,611 %
Jsanonpuny Lisinopril impurity I e Ginsine 0,20 %; Hupaae pipys RUBHAUSHHSA
Lisinopril impurity C; ne Ginsiae 0,30 %; 0,053 %
Byar-aka gesizoMa noMilrea FizuHOmPUIY:
Ae Ginsie 0,30 %; (1,058 %
Cyaa  JoMimiox  nisHHOIDHAY 3 YpaxyRaumM
Liginopril impurity D i Lisinopril impurity C;
He Ginpse 1,0 %. 0,186 %
7 Amiodipine related compotnd A | Amlodipine related compound A e Olnsine 0,50 %, | 0,011 %
Related substances
Amlodipine Any unknown impurity of amlodipine: NMT 0,30 %%; ND
Total impurities of amlodipine taking into
account Andodipine Related Compound A
NMT 1.0 %. 0.011%
Lisinopnl Fisinoprit impurity [0 NMT 0.20 %; BDL
Lisinopril impurity C: NMT 0.30 %; 0.053 %
Any unknowsimpurity of Lisinopril: NMT 8.30 %; | 0.058 %
Total mpurities of lsinopril taking into aceount
lisinopril impurity 1 and lisinopril impurity ¢
NMT 1.0 %. 0.186 %
Amlodipine relaied compound A | Amlodipine related compound A: NMT 0,50 %. 0.031 %
FPH426425 Crop/Page Ne: 2 5/0f 3
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TOBAPHCTBO 32 OGMEXKEHOIO BLANTOGEI B AJIBHICTIO

«KYCYM DAPMD

syt Crpabizg, 54, m. Cymn, 400620,
ten.: {0542) 77 92 30, daxe: (05423 77 92 32,
g-mail: plant@kusan.ug, web: www.kusum.ua

Kop €JIPHOY 33525927
Ne n/u Hazea ananisy Cremndikasis PesyanTary aHaIizy
Sr. No, Test name Specification Test result
MikpoGioaoriisa 4HeToTa 3aranpHe 480 acpoduux Mirpoopranizyis
(TAMCY: se Siaine 10° KYO/R < SO KYO/r
JaranbRe dncIo MpbKipkoBrs 1 naiconessx rpubis
(TYMC): ne Ginpie 10° KYO/T < 20 KYO/r
Bincyruicts Escherichia coli 8 1 T npenapaty. Biacyrns
: Microbiological purity Tatal asrobie microbial count {TAMC):
NMT 10° CFU/g. < 50 CFl/g
Tatal combined veasts/moulds count (TYMC):
NMT 10° CFU/g. < 20 CFll/g
Escherichia coli must be absent per b g, Absent

BHCHOBOK: / CONCLUSION:

TIponyKT BUCOTODASHE, YHIKOBAND T4 NPOARANIIOBAHO 3TIHO 3 BUMOTAMH peceTpalifiiore HocsipienHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Hinenais ma Bupofauieo FiKapeLKIX 3acolis:
Licence for medical products production:

Cepia AB Ne 598054
Batch AB No. 598054

[ist TiTReppyIo, Mo kel Brpofuml cri 94 Wiel cepli roTosol mpoayKuil yau 3ifiesen] b HOBIHN BLATOSTAIONN 3 BUMOTANMY, TRTHACHIEMH B UHIEHE
e ranoni 3 GNP, satnepkenii Minicrepotpoy 0xX0poHy S10pas’s YRpaiing, | 3 BMOTaNG PEECTPAITTHOTO ROChe KpaTHH HHIMI eI,

1 hereby centify that a8 the manafbetuning stages of this batch of fmished product liave been carmied out in fulf compliance with the GMP requirements of the
Mirdsiry of healh of Ukrine and with the requirements of the Marketing Authorisation file ofthe destination couniry.
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Xinix-arasiTng as. nadoparopicio BKA | HMavansnix BKJ VitorHoBamens ocoba
Analytieal Chiemist  'QC Lab In-charge 7 (C Head Qualified Person
v’ afName: ;/,;’/QA s ananl ? @'ﬁ.{;;g; N Foe {_!,uwc motsing P8 /'-'".4 /’"‘
lipnue/Signatare; g,fg’;?) &y s
Hara/Date: ORI Rt
FPO426/25 Crap./Page Ne; 3 3/of 3
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TOBAPUCTRO 3 OBMEXEHON) BIIITOBIANBHICTIO -
«TTIENOAPM T TR
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e 2O075ED
18,

54, M. Cy’\m 40020

CEPTIHDIKAT AKOCT]
CERTIFICATE OF QUALITY

BYIL ,_laBHHOBC}.KOI 0 1mimp1ﬂ

o e o AR i A g R

El

Hazsa nponyrTy: TIPAMIJIET®, radaeTxy, no 10 mr/20 wro
Name of product: PRAMILET®, tablets 10 mg/20 mg B
_ Awananiey Gecraaty ¥ IepepaxyBalii 1a aMnoanms - 10,0 mr; Hisunonpuny Jurinpary vy
Cana gif nepepaxysarHi Ha Aiannonpun — 20,0 mr
Strength: Amlodipie besilate equivalent to amlodipine — 10.0 myg; Lisinopril dihydrate equivalent to
liginopril — 20.0 mg
B 1 ~
Cepin No/ Bateh No.: PKS001UA POsMip YUAKOBKE S  1eah plwny
- Package size:
Poccrp. Ne £ ATRNo.: GP/EP/0820/25 i i Baicrep / Blister
Pack tvne:
. _— s Aara supobumraa / 3
Poamip cepif/ Batch size: 3 155 yn/packs My, date: - 10.2025
Kpaina / Market: UKR Tepin npwparsocti/ 09,2028
&exp. date; 0 0 i
Pecerpauiiine nocsimienny No: I b :
Rewistration Cortificate No.s UAR0491/01/03 repMin aii o/ valid 1o 17.06.2029
Jlinensia #a erpofamareo KikapeLRNX 3ac0bks: fes nomepy, 8ig 26.09.2023 poxy
Licence for medical products production: without number, from 26.09.2023
Ne /e Ha3ssa finaaisy Crerudrinanin Pe3yILTaTs anamisy
Sr. No, Test name Specifieation o dest resnlt
Cnuc Tabnerky Ginoro abo madxe Hinoro xoawopy, | Bignorinae
Kpyri, iocki, 3 rpasiosaHEsM «10» 1 «20»,
POSLEHINMM PHEKOIO 3 ouie] cToponn, 1 nasd 3
1 Description HEIOL CTOPOTH. Complies
White to off white, round shaped, ilat ablets,
debossed with *10* and ‘20° separated by break
line on one side and plain on the other side.
InerTrdikania UacH  YTPMMYBaHHS-  QCHORHOTO  Iixa  Ha | Binpoinae
RPOMATOTPAMAX BHIPOGORYEAHOID | CTEHAAPTHOTO
PO3YHHIB,  OTPHMAHHE  OpH  KixkKicHoMmy
BU3AUCHHI, MAIOTH CIBTAIATH.
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
clromatogram obtained with the standard solution.
Posnapasums, He 6immme 15 xsamaa 0 x5 25 cex
. Disintegration NMT 15 minutes 0 min 25 sec
FPoiunienyn He menue 75 % (Q) pit zanBacHOT KITBKOCTI
AMAGAHTHRY 32 30 XBRIME. 99 %
He memue 89 % (Q) 8ig 3amsnenoi kinskocti
TMiSHAOOPANY 33 30 XrMnu, 98 %
4 ; ; ; i
Dissolution, NLT 75 % (Q) of the labeled amount of
amlodiping in 30 minuies, 99 %
NLT 80 % (Q) of the labeled amount of Hsinopril
in 30 minutes. 98 %
Kinkxicae puzpaggans Bim 95,0 % oo 105,0 % sin sagsnerol simkocti
aMAQJEHTIIHY B TalureTi. 97,3 %
3 Big 93,0 % oo 105,0 % »ij sassnenol Kinbkoceri
HisWHONPIRY B TaneT. 97,8 %

GPFPIOBL0/25.

Crop./Page Na:
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CERTUGIKATIE

Ne n/nn Hasra ananizy Caenndirain Pesyzsrarn anasxisy
Sr. No. Test name Specification Test result
Assay 95.0 % to 105.0 % of the labeled amount of
amlodipine per tablet. 97.3 %
050 % to 105.0 % of the labeled amount of
lisinopril per tablet. X1.8%
CunopiiHicTs BO30BRHNX OIHHIL, e
Amnoaunin AVELL (L1=15,0). 5.9
Jiizrgonpun AVELL(L1=150]. 52
¥ Uniforimity of dosage units
Amlodipine AV=LY (L1=15.0}. 5.9
Lisinopril AVSLL (L1=15.0). 52
Cynposinui poMminxg
AMnogsniny hynp-siKa HePLIOMA TOMINKA AMIORHRIHY:
He Binsine 0,30 %;. He BussagHo
Cyna noMimoK aMITORUITIRY 3 YPAXYRAHHEM
Amlodipine Related Compound A: ye Glee 1,0 %. | 0,023 %
Jisonpuy Lisinopril impurity I ne 6lisiwes 0,20 %4, Huoxue piens
BH3NAYEHN
Lisinopril impurity C: we fineme 0,30 %; 0,058 %
Byms-ara serigoma 1oMinika aizuuonpny:
ue fineute 4,30 %%; 0,040 %
CyMa  JOMHIOK  AIMHONPHIY 3  YDRXYBRHHAM
Lisinopril impurity 1 i Lisinopril impurity C:
He Ginsie 1,0 %. 0,130%
7 Amlodipine related compound A | Amlodipine related-compound A Ho Giasme 0,50 %. | 0,023 %
Related substances _
Amlodipine Any unknovwm impurity of amlodipine: NMT 030 %; | ND
Total impurities of amlodipine taking into
account Amlodipine Refated Compound A:
NMT 1.0 %. 0.023 %
Lisinopril Lisinopril impurity D: NMT 0,20 %; BDL
Lisinopril impurity C: NMT 0,30 %; 0.058 %
Any inknown impurity of Lisinopril: NMT 0,30 %; 0.040 %
Total impurities of lisinopril taking into account
Iisinopril impurity D and lisinopril imspurity C:
NMT 1.0 %. 0.130 %
Amlodipine refated compound & | Amledipine related compound A: NMT 0.50 %. (0.023 %
MixpoGionoriuna suorora 3aransBe TACTO aePOTHIY Mikpoopranizis
{TAMCE): ue Gimpue 10° YO/, < SOKYO/r
" Baransie WMCHO APDRIKORX 1 TUTCeHERIX TpUdis
(TYMC): 1e Ginse 102 KYO/r, <R KYO/r
Bincyruicrs Escherichia coli g 1 1 npenapary, Bineyraa
g ;
Microbiological purity Total aerobic microbial conat (1AM
NMT 10° CFU/g. < 50 CFiig
Total combined yeasts/moulds count (TYMC):
NME 10 CFU/g. <20 CFl/g
Escherichia coli mustbe absentper 1 g, Absent

GP/EP/OR20/25

Crop./Page Ne: 2 s/of 3




.
Cladpharm

TOBAPUCTBO 3 OBMEXEHO BINFIOBLIAANBHICTIO
«TTIEIIDAPM JITI»
pyn. Hasunoscexoro I'praropis, 54, m. Cymu, 40020

3AMBA TIPO CEPTHOIKALH D

SR g e et U

i e LI L T SR RS e Lt

Llam RUEIBERINIYIO, 100 B pupolbunal ¢ranil naa niel cepil rotosol npoaykull Ovid a3gifcHen] n noRMIE BIANORDINOCTI 3
BIIMOFaMH, 3a3HateiMy B ugRBiH nacraponi 3 GMP, sawsepresiit MiwicrepcTion oxoporn 3nopos’s YipaiHi, 1 3 BUMOraM#
PeEcTPpallifiHore A0Che Kpaily NpHINAICHHY.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in fulf compliance with
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the

destination country,
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Maxigeny BKH
QC Officer

ﬁHaHa.ummx BEKA
" QC Head

Hasarerak B3
QA Head

VrtosyosaikeHa 0coba
Qualified Person

IS / Full Name;

e .
'?j""ﬁ’@.éﬁéﬁéﬁ ,}é &

Gmﬁ A e ] .C-v-.CD‘_

Y Paceaco A0

Z%;?fum@@w{;;a
L

Thinnec [ Signature; %’;—m’r’: e s [//5,},]/ ¢ /{ B
i Elry s | refirfts | gefisdn A HRIRT
GP/FP/OE20/2S Crop./Page Ne: 3 3/0f 3



http://www.tcpdf.org

