Kuinenxa dinin o TOB «ilyeyrt Dapyy
TOB «Kyeysr Gaps» ,%@% Vigpanira, 40020, M. Cymi, B\"’l Crpsdina, 54
Viepaiua, (12092, a.Knis, & Tea.: +38(0542) 77-46-10, dake: 77-46-11
By, AmMaTHECHKa, 58 e-mail; plant@kusum.ua
T+ 38(044) 495-82-88, daxc: 495.82-87 /gﬂjklﬂ fkarm www. kusum.ua

CEPTUDIKAT SAKOCT!

= ) CERTIFICATE OF QUALITY
Haspa NPOAYKTY: [IPAMIJIET®, vatneriu, no 5 mr/10 mr
Name of product: PRAMILET®, tablets 5 mg/10 mg
Amnouniny Gecunary y nepepaxyBanni Ha AMTOMHNIH —
Cnna aii y nepepaxysanui na misunonpun - 10,0 Mr
Strength: Amlodipic besilate cquivalent to amlodipinc — 5.0 mg; Lisinopril dihydrate equivalent to
lisinopril —10.0mg e
Cepist Ne / Batch No.: SPH4010 Po3mip ynaxkosrn / I’ackagc size:  Ne30 (10%3)
Pecerp. Ne/ A.R.No.: TP/0678/24 THn ynaKoBKH / Pack type: Baictep / Blister /7
Posmip cepii / Batch size: 100 000 rab/tab Jlara surotonnennst / Mfg. date:  09.2024
Kin-11 yiawosox / No, of packs: 3333 Tepain IpRAATHOCTI / Exp. date:  08.2027
quma / Market: UKR
Pcccrpammlc nocsinucins Ne: L -
Registration Certificate No.: UA/20491/01/01 repMin i a0 / valid o 17.06.2029
Ne n/n Hassa anagnisy i Creundikaunis Pesy iLTaTH ANanizy
Sr. No. Test name Specification Test result o
Qnvc TaGnerkn Gisoro aGo Maitxe Gisioro KOImopy, kpyrsi, | Bilunosinac
suiocki, 3 rpasiosanism «K» 3 oJtiei croponn i
riazKi 3 1HIHOY CTOPOHH.
1 s N ;
Description White to off white, round shaped, flat tablets, Complies
debossed with K’ on one side and plain on the
other.
Inenrudikanis Hach yrpﬂx;i—rvlym'umsl TTocHomnoro  mika  Ha Bionijac
XpOMaTOrpamMax BUNPOGOBYBAHOIO i CranjapTHoro
PO3UMAIB, OTPUMAHNX TIPH KinbKICHOMY BI3NATEHHI,
MQIOTh CIIBNALATH.
5
Identification In Assay, the principal peak in the chromatogram Complics
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution.
PosnananHs : He Sismine 15 XBHIHH 0 x1 53 cex
3 L ; . ; -
Disintegration NMT 15 minutes ; 0 min 53 scc
Po3yHHEHHS He menie 75 % (Q) Bin 3mmu(on KiNbKOCTI
amnonuniry 3a 30 XpHin, 93 %
Ie Metue 80 % (Q) Bin Janpeol KibKOCT
nizuHOTpIILY 3@ 30 XBIIHH, 98 %
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 98 %
KinbkicHe B3HAUCHHS T Bin 95,0 % no 105,0 % Bin 3AABACHOT KiIBKOCT]
aMIIoMANITY B Tabnertui. 100,6 %
5 Bin 95,0 % no 105,0 % sin JasBICROT KibKOCT]
ABMHONPHIY B TabaeTui. 101,4 %
}”06 78024 . T T (,mp 'I’a"e Ne: 1 ;/of"s
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Kiinewiea disist L TOB «Kycym Daprn
TOB «iyeyas Dapy» W%ﬁ}? Yipaina, 40020, M. Cyau, BYIL Cxpsibina, 54
Yiepaina, 02092, MKuTs, Ten.: +38(0542) 77-46-10, ke 77-46-11

By Anwarineska, 58 P e-mail: plant@kusum.na
Tes.: +38(044) 4935-82-88, daxc: 495-82-87 /@zmm _/%czrm wivw. kusum.ua
Ne n/n Hazsa ananizy Crieuudixantist Pesyanrari ananizy ]
Sr. No. Test name Specification Test result
Assay 950 % to 105.0 % of the labeled amount of
amlodipine per tablet. 100.6 %
95.0 % 1o 105.0 % of the labeled amount of
lisinopri) per tablet. 1014 %
OpHOPIAHICTH AO3OBAHUX OAMHALL T ‘
AMtopHnin AV<L1 (L1=15,0). 2,1
Jliznyornpui AV<LY (1L1=15,0). 4,0
§ Uniformity of dosage units
Amlodipine AV<LI (L1=15.0). 2.1
Lisinopril AV<LY (L1=15.0). 4.0
Cyrniponijtai ToMinky
Amsoauniny Byjib-fka HEBIIOMa AOMILIKE aMIoIHNIHY:
e 6ibwe 0,30 %, Hipicue pisHs BU3HaNCHHS
CyMa IOMIILOK aMJIOUITIIHY 3 YPaXyBatHAM
Amlodipine Related Compound A: He Ginbwe 1,0 %. | 0,024 %
JIi3HHOTIPHAY Lisinopril impurity D: ne Ginbive 0,20 %; He srABICHO
Lisinopril impurity C: ne Ginvie 0,30 %; 0,053 %
Byzn-ska HeBIOMa AOMilLKA aizpROnPRNY:
ye 6ipe 0,30 %, Hueie piBia BU3HAUCHHA
CyMa JOMIIOK JisHHONpHIY 3 ypaxyBaHHAM
Lisinopril impurity D 1 Lisinopril impurity C:
He Ginwie 1,0 %. . 0,053 %
7 Amlodipine related compound A Amlodipine related compound A ne Gianuie 0,50 %. | 0,024 %
Related substances
Awmlodipine Any unknown impurity of amlodipine: NMT 0.30 %; BDIL.
) Total impurities of amlodipine taking into '
' accownt Amlodipine Related Compound A:
NMT 1.0 %. 0.024 %
Lisinopril Lisinopril impurity D: NMT 0.20 %, ND
Lisinopril impurity C: NMT 0.30 %; 0.053%
Any unknown impurity of Lisinopril: NMT 0.30 %; BDL
Total impurities of lisinopril taking inte account
lisinopril impurity D and lisinopril umpurity C:
NMT 1.0 %. 0.053 %
Amlodipine related compound A Amlodipine related compound A: NMT 0.50 %. 0.024 %
A D/.‘ij‘
o ling
CEPTHGIRATIR
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TOR «Xycym Dapay Vipaina, 40020, m.Cymu, nyn. Crpsbina, 54
Yipaina, 02092, s.Knis, Ten: +38(0542) 77-46-10, daxe: 77-46-11
Byn. Anvarhicska, 58 e-mail: plant@kusum.ua

(8]
Kuischka inis Eg,/ TOB «Kycym dapmy
gy

Ten.: 138(044) 495-82-88, daxc: 495-82-87 /\,/wum .7)/242/"/% www.kusun.ua
No /iy Haszsa ananisy Creundixanis PesynnraTi auanisy
Sr. No. Test name Specification Test result

Mixpob6iosoriuna MncToTa BaraniHe YHCIO aepoGHIX MIKpOOPraHisMin
(TAMC): ne Ginsue 10> KYO/r. < S0 KYO/r
Zaranshe HNCI0 APHIIDKORKX | nuticenenin rpusin
(TYMC): He Ginkiue 102 KYO/r. <20 KYO/r
Bincyrnicth Escherichia coli B 1 v npenapaty. BipcyTtua

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. <20 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpOLYKT BHFOTORICHO, YIIAKOBAHO T4 NPOANANI30BAH0 3110 3 BHMOTAMI PCECTPALLIIIHONG NOCBIANCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bignosijae cranpapram Ta numoram GMP. Ceprudixar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinesis Ha BHPOSHULTRO JIKAPCLKHX 32C00iB: Cepist AB Ne 598054

Licence for medical products production: Batch AB No. 598054

LIa nipTRCPDKYIO, MO KT BHPOGHISIT CTami s uici cepii rovonoi npostykuii Synn aifickeni B OB BIANOBIANOCTI 3 BUMOTaMI, 3A3MAULIHMI B yuHNii
nacranoni 3 GMP, sarepsokeliil MiticTepeInoM 0X0potis 330po0’s YRpaiiit, § 3 BHMOTAMN PECCIPALITHOIO A0CHC KPATHI NIPHBHAMCHUR.

1 hereby certify that all the manufacturing stages of this batch of finished praduct have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination countty,

Ky .?0«)/.»?.‘9)’
. A9
(.,l:{’ﬂﬂDVK/\'f'H.’

Kimik-anamTik 3B, nadoparopicio BKSI | Havaapnnk BKS YriosrOBajkeHa 0coba
Analytical Chemist |/ QC Lab In-charge F QC Head Qualified Person
b B Tpeppumesnsy, | Curempole 26 ts |Sprronemne 75 .
TTisnuc/Signature: W (/.:/h tei/ “ﬂ(}, ST
JralDale: 281y 2510612 2feR
FP/0678/24 Crop./Page Ne: 3 3/0f 3

Page 1/1



IinTecnica giain

TOB «XKycys Dapmn
Yipaina, 02092, n.Knis,
BYil. AIMATHICHKA, 58

ei.: +38(044) 495-82-88, danc: 495-82-87

Knsune Pharin

TOB «Ilyeyst dapam

Vipaina, 40020, s.Cymn, Byn. CipaGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: plant@kusum.ua

www. kusum.ua

CEPTHOIKAT AKQCTY
CERTIFICATE OF QUALITY

Haana nponykry:
Name of product:

MPAMINMET®, radnerkn, 1o 5 Mr/10 Mr
PRAMILET®, tablets 5 mg/10 me

Cuna ail:
Strength:

Annonnniny GechraTy y nepepaxybandi na aMnoanniy — 5,0 yr; Jlisunonpuny murigpaty
¥ nepepaxyBauni Ha siznvonpun— 10,0 Mr

Amiodipie besilate equivalent to amlodipine — 5.0 mg; Lisinopril dihydrate equivalent to
lisinoprit — 10.0 mge

Cepin ¥a / Batch No.: SPH4011 Poasip ynaxonwi / Package size:  Ne30 (10x3) PR
Pecerp. Ne / A RNo.: FP/0679/24 Tim ynaxoski / Pack type: Baicrep / Blister / 'Q"/ B
Posmip cepii/ Batch size: 100 000 tabftab | Mava aroTosmenns / Mis, date:  09.2024 el
Kin-v. ynawonoic / No. of packs: 3 333 Tepmin npuaamiocti/ Exp. date:  08.2027 “\‘3 \ Wif,ﬁ :
TpaYua / Market: UKR \\ \ CEpTv
ii;c,:t'};’fl’;’,’ e N UA0491/01/01 Tephins i 1o / valid to 17.06.2020 W‘

Nt n/n Haspa ananisy Crnenndikanin Peaynnraty anagisy
Sr, No. Test name Specification Test resnlt
Omic Tabnerxu Ginoro abo Maibxe Ginoro xonwopy, kpyrai, | Binnosinae
mnocki, 3 rpasitoBanEms «K» 3 opwiel cropoun i
magki 3 inwof cTopouy.
1 g . , .
Description White to off white, round shaped, {lat tablets, | Complies
debossed. with ‘K’ on one side and plain on the
other.
EnenTidirauis Uac  yTpuMyRaHHA  QCHOBHOrO  nika  ua | Biuiosinae
XPOMAaTOrpaMax BHNIPOGOBYBAROTO 1 CTANAAPTHOLD
po3unyis, OTpHMaNX TIPH XEABKICHOMY BH3MadCHN],
MaIOTh CRIBNANATIH,
2 . . i p s
Identification In Assay, the principal peak in the chromatogram | Cemplies
obtained with the test solution has the same retention | -
ime as the principal peak in the chromatogram
obtained with the standard solution.
Posurananes He Ginewe }5 xpunuy 0 x8 49 cex
3 Disintegration NMT 15 minutes 0 min 49 sec
Poztuinens He menuie 75 % (Q) sin sansrenol kimukoeri
aMnomininy 3a 30 xern. 95 %
He meime 80 % (Q) Bia 2asnpnenoi xinLkocTi
nisRHonpINy 3a 30 XBuaun. 98 %
4 ; : s
Dissolution NLT 75 % (Q) of the labeled amount of amlodipine
in 30 minuies. 95 %
NLT 80 % (Q) of the labeled amount of lisinopril in
30 minutes. 98 %
Kinskiciie pu3nanentis Bin 95,0 % no 105,0 % pin 3agsucuol xinnkocTi
A amnonnniny B TaneTisi. 101,8 %
2 Bin 95,0 % noe 105,0 % Bia 3aaBReHol KinbKOCT
AizuHonpHAy B Tabnetui. 100,3 %
FPA6T922 Crap./Page Ne: 1 3/0f 3
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Kiinesra grinin

TOR «Xyeym Bapa

Yrpaina, 02092, . Knis,

By ANMITIHCHEA, 58

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

TOB «Iycyn Dapam

Vxpaina, 40020, m.Cymu, syn. Cxpsbina, 54
Ten.: +38(0542) 77-46-10, dare: 77-46-11

e-mail; plant@kusum,ua
whww, kusum.ua

Ne ni/n Haspa ananizy Crienndicayin Pe3ynbTaTi ananizy
Sr. No. Test name Specification Test result
Assay 95.0 % o 105.0 % of the labeled amount of:
amlodipine per tablet. 101.8 %
95.0 % to 105.0 % of the labeled amount of
lisinopril per tablet. 100.3 %
OmnOPIAHICTE HO20BaNUX OJBIHHLE
AMnoninin AV=LI (L1=15,0). 1,8
JNizunonpin AV<LI (L1=15.0). 3,2
g Uniformity of dosage units
Amlodipine AV<L1 (L1=15.0). 1.8
Lisinopril AV=L] (Li=15.0). 3.2
Cynposiani nomiwn
Annomininy Byan-nxa nepinoMa JOMilIka amMuoauniny:
He Ginswe 0,30 %; Hisxnie pibhs BHIHAMEHMA
Cyma noMilok aMI0RADIRY 3 YPpaxyBanuaM
Amlodipine Related Compound A: ne Ginswe 1.0 %. | 0,024 %
Jlizunonpsiny Lisinopri] impurity D: se 6insure 0,20 %; He pnsnaelio
Lisinopril impurity C: ne Gintwe 0,30 %: 0,046 %
Bymb-Axa HeRifoMa JIOMIOKa JZHHONPHTY:
He Glrsime 0,30 %; Huzoie pibas B13HatieRHA
Cyma fAOMIMOK RiSHHOMPHAY 3  YpaxyBaHHAM
Lisintopri] impurity D i Lisinopril impurity C:
He Ginsre 1,0 %. 0,046 %
7 Amlodipine related compound A | Amlodipine related compound A: ne 6inswe 0,50 %. | 0,024 %
Related substances
Amlodipine Any unknown Impurity of amlodipine: NMT 0.30 %; BDL
Total impurities of amludipine talking into
account Amlodipine Related Compound A:
NMT 1.0 %. 0.024 %
Lisinopril Lisinopril impurity D: NMT 0.20 %; ND
Lisinopril impurity C: NMT 0.30 %; 0.045 %
Any unknown impurity of Lisinopcil: NMT 0.30 %; | BDL
Total impurities of lisinopril 1aking into accoum
lisnopril impurily D and lisinopril impurity C:
NMT 1.0 %. 0.046 %
Amlodipine related compound A | Amlodipine related compound A: NMT 0.50 %. 0.024 %
ff—?{uu\ir_l,{
JTAELPATM
Ji'lj,‘l.u__ ]
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Knipenka rnise

TOB «Kycyar Dapum
Vrpaina, 02002, m.I(uin,
8YN. AJNINATHHCEKS, 58

Ten.: t38(044) 495-82-88, daxc: 495-82-87

igt:%y

Ksstim Pharm

TOB «Kyeym Bapyn

Yicpaiha, 40020, m.Cyay, Byn. Crpabina, 54
Ten.: +38(0542) 77-46-10, duaxe: 77-46-11

c-mail: plamt@kusum.ua
www.kusum. e

e n/n Hasra apanisy Crnennrircaiin Peaynsrars ananisy
Sr. Na. Test nanie Specification Test result
MixpoBionorizita unetota Jaransue ucno aepolGHAX MIKpOOpraHizMiB
(TAMC): ne 6insme 10? KYO/T. <50 KYO/r
Jaranyie wnene ApixgorosHx { nnicenesnx rpnbis
{TYMC}): ne Ginsme 102 KYO/. <20 KVO/r
Bincyroicr Escherichia coli B 1 r npenapary. BincyTHs
3 Micrabiological purity Total aerobic microbial count {TAMC):
’ NMT 10° CFU/e. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g, <20 CFU/g
Escherichia coli must be absentper 1 g, Absent

BHUCHOBOK: / CONCLUSION:

Tponyxr BuTOTOBIENO, YNAKOBANO Ta HPOANANIZOBARO 3TIMI0 3 BUMOTAMY peecTpaliinoro noceinuenns,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac crannapranm ta pamorast GMP.
It complies with GMP standards and requiremens.

Jiuensin na BupoBHNITEO NiKapChEHX 3ac0Gis:

Licence for medical praducts production:

Cepridicar No 080/2023/GMP
Certificafe No. 080/2023/GMP

Cepisr AB Ne 593054
Batch AB No. 598054

Llim migTsepasylo, uie nci snpolinai craadd jum sGei cepii rororal nPOAFRIT Bynu 3pificHensi B nonuil nianonianocT 3 RIIMOTAMI, ABEICHINT B ANART
naeraHoni 3 GMP, satnepmrenilt MinicTopernonm OXOpOHI 3X0pOD’a YRpaiH, 1 3 BHMOTMMN PECCTPARIRIGTO MOCKE KPATHH NPHIIANCINA.

1 hereby centify thal all the manufactusing stages of this batch of finished product have been canded ot in full compliance with the GMP requirements of the
Minisiry of health of Ukrine and with the requirements of e Marketing Authorisation file of the destination country.

‘,,.r'.‘_"’f**~.\
SETRPANIA

SAARHDAPM

Wil

RHATTIENLS

o 2001501
B

CEMWMIRATIE

Ximik-ananithk

Analytical Chemist

)gau. naGopatopieio BKSE {Hal:mn,max BK3
QC Lab In-charge QC Head

Ynomronadena ocolba
Qualified Person
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Kufsenien drisin TOB «R‘y‘cy.u Papsi»
TOB «llveysr dhapam Yxpaina, 40020, y.Cymn, sya. (.xpsrﬁma_, 54
Vipaiia, 02092, a.Knis, Ten.: +38(0542) 77-46-10, dharec: 77-46-11
BYZ. ANMATHHCERS, 58 e-mail: plant@kusum.ua
Tea: £38(044) 495-#2-88, daxe: 495-82-87 /{i'wam .7%52/4;; wwiw kusum.ua
CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
Hasma nponyicry: TIPAMIJTET®, vabnetrny, 110 5 Mr/10 -
Name of product; PRAMILET®, tablets 5 mg/10 mg
Ampopuniny Gecunary y nepepaxysanni Ha amnonumiA — 5,0 mr; Jizmronpuny IuTiapary
Cuna pii: ¥ nepepaxysanni pa aisnaonpit — 10,0 Mr
Strength: Amlodipie besilate equivalent to amlodipine ~ 5.0 mg; Lisinopril dihydrate equivalent to
lisinopril — 10.0 me _—
Cepis Na/ Bateh No.: SPH4009 Poamip ynaxoswn / Package size:  Mo30 (10%3) ,f{;ff.ngtf;'_lj [ oy
: ) S
Peeerp. Ne / A.R.No.: FRI0677/24 Tnn ynaxoskn / Pack type: Buicrep / Blister /%\\\/1_1” .
T [0 RS KPR LAY
Poamip eepit/ Batch sizes 100 000 TabMab Hara suroronyenns / Vifg, date:  (9.2024 [/ -‘f:/ HENG
. T
Kin-h ynaxanoi / Nn, of packs; 3 333 Tepatin upnpavioeri / Exp, date;  08.2027 “ :‘L ro ",‘ﬁ%_
e N m
Kpaiua / Market: UKR \\j{;. CEREY
Peccrpauiitte nocsinuenny Ne: s : "’Z?5‘---e 2
Registration Certificate No.s UA/20491/01/01 TEPMIH &if no / valid to 17.06.2029 \\\ﬂ@ o
Jb i/ Hasna ananisy Cnemtpirania Peayavrarn anamizy
Sr, No. Test name Specilication Test result J/J'
Onue Tabnerry Ginoro abo maife Ginoro KOneLopy, Kpyri, | Bignosinae
miockl, 3 rpashosannmy «l» 3 opuict CEOPOHH §
raaaki 3 inmol cropomt,
! Description White 10 off white, round shaped, flat tabiets, Complies
debossed with *K' on one side and plain on the
other.
LnenTtndixanin HacH  yIprMysauns  ocnosmoro  nika | ka Binnonigac
Xposarorpamax sunpoSosynaioro i cransaprioro
PO3MHUIR, OTPRMERIX IpH KifLKiCHOMY BH3HAveHH],
MAIOTE CIIBTIANATI,
. dentification In Assay, the principal pesk in the chromatogram | Complies
obtained with the test solution has the same retentjon
time as the principal peak in the chromatogram
abtained with the standard solution,
Posnaganns He 6ineme 15 xennun 0 xB 37 cex
3 Disintegration NMT 15 minuates 0 min 37 sec
Pozunnenns He mestue 75 % (Q) iy 3asnieror KifibroeT] ;
BMIIOANNINY 3a 30 xpMIHH, 93 % :
He memne 80 % (Q) nin samanenot kinsxocri i
hizunonpiury 3a 30 Xeunny, 971 %
4 Dissolution NLT 75 % (Q) of the Jabeled amount off amlodipine
in 30 minutes. 93 %
NLT 80 % (Q) of the labeled mnount of lisinopril in
30 minutes. 97 %
Kinexicie suznavenus Bin 95,0 % no 105,0 % min saspnenol Kinbkocti
. aMAoANNINY & TabneTn], 99,5 %
2 Bin 95,0 % x0 105,0 % Bin sansncuor Kinbkoeri
JHIUUONPUAY B TaGRCTLI, 1004 % J
FPi0677/24 ) Crap./Page Me: | v/of 3

Page 1/1 éj’ Q. /):ﬂfji_f/
I7 07 A I




Kuiseni

it dinin

TOB «Kyeyar drapam

Vipaina,

02092, m.Knis,

BYIL AJMaTiiehka, 58
Ten.: 138(044) 495-52-88, daxe: 495-82-87
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* TOB «Kycym tapam

Yrpaing, 40020, M.Cymu, nyn. Cxpading, 54
Ten.: +38(0542) 77-46-10, (are: 77-46-11

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

Ne n/ne Hazsa ananizy Crenupircais Peayamnrara ananizy
Sr, No, Test name Specification Test resnit
Assay 95.0 % to 105.0 % of the labeled amount of
amlodipine per tablet. 99.5 %
95.0 % to 105.0 % of the laheled amount of
lisinopril per 1ablet, 100.4 %
Quuopinkicts mozoranmx ommui
AMITOMREH AV=L] (L1=15,0), 3,3
Jlisnnonpun AV<LI (L1=150). 4.5
6 Uniformity of dosage units
Amlodipine AV=LI (L1=15.0). 3.3
Lisinopril AV=L] (L1=13.0). 4.5
Cyniposinni gomimxy
Amnomminy Byath-nxa nesinoma somimxa aMnomRniny:
e bineme 0,30 %; Husiote pisag sHsyatenny
Cyma zoninrox AMAOAMITIHY 3 YPaXYBARHIM
Amlodipine Related Compound A: e Ginswe 1,0%. [ 0,024 %
Hiznnonpumy Lisinopril impurity 1: ne 6insie 0,20 %; He wuasneno
Lisinopril impurity C: ne 6itpine 0,30 %:; 0,04] 9%
Byns-nxa nesinoma nomMimya HisHHODpHAY:
He 6inbiue 0,30 %; Hrnieue pisis srsnadenns
Cyma  gowmiuok NI3HHONPHAY 3 ypaxyBasmaM
Lisinopril impurity D i Lisinopril impurity C:
se Binsue 1,0 %, 0,041%
7 Amlodipine related compound A Amledipine related compound A: ne 6inswe 0,50 %. | 0,024 %
Related substances
Amlodipine Any uiknown impurity of amlodipine: NMT 0,30 %; BDL
Total impuritics of amledipine taking inio
account Amlodipine Related Compound A:
NMT 1.0 %. 0.024 %
Lisinopril Lisinopril impurity ID: NMT 0.20 Y, ND
Lisinopril impurity C: NMT 0.30 %, 0.041 %
Any vnknown impurity of Lisinopril: NMT 0.30 %; | BDL
Total impurities of lisinopril taking into account
lisinopril impurity D and lisinopril impurity C:
NMT 1.0 %. 0.041 %
Amlodipine relaled compound A | Amlodipine related compound A: NMT 0.50 %. 0.024 %
b "ﬂf:‘“'{mui\
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TOB «Kyeyn Papam

Vipaina, 02092, s Kuis,

BYIL ARMaTHHCLKE, 58§

Ten.: +38(044) 493-82-88, (axc: 495-82-87

TOB «Kyeys Gapay

Yrpaiia, 40020, s.Cymu, nyn. Crpadina, 54
Ten.: +38(0542) 77-46-10, dawe: 77-46-11

e-muil: plant@kusum.un
www.kusum.ug

N n/n Hazpa ananizy Cnemndixanin PesyanTaTi ananizy
Sr. No. Test name Specification Test result
MixpoGionoriyma wncrora 3aranniic uveno aepotiimnx Mikpoopraisvin
(TAMC): ne 6inswe 103 KYOIT. <S50 KYOir
3aranyHe WHeno Apbraxosnx i wHeenenmy rpnfiia
(TYMC): ne Gimpue 102 KO/, <20 KVOIr
Bincyrsicts Escherichia coliz I ¢ npenapaty. Bincytua
s Microbiclogical purity Tolal acrobic microbial count (TAMC):

NMT 10° CFU/, <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g, <20 CFU/g
Escherichia coli must be absent per | g. Absent

BHUCHOBOI: / CONCLUSION:

Iponyxr prroTonnene, ynakosano Ta

The product is manufaciured, packed and analyzed ag per requirements of Registration Centificate,

Cepridikar Ne 080/2023/GMP
Certifieate No. 080/2023/GMP

Cepin AB Mo 598054
Batch AB No. 598054

Bignosinae craunapram ta smvoran GMP.,
It complics with GMP standards and requirements,

Jliueu3ia Ha supoBHHUTEO nikapebxi 3acoBin:
Licence for medical products production:

Lhnss ninruepmxyio, mo nei BRpoGHIYi cranil ana niey cepil roTono npojysniT Gynut agiicseni » nosniil BIANORIAHOCT] 3 mystoram,

NpoaHAni3oBaNg rigNo 3 BuMoramy peceTpaLtifnoro noceinuenns.

3WINANCI M B UHINTR

Hacranoni 3 GMP, satoepwxeniil Minicrepcmont oxoponn sopos’s Yrpafitn, { 3 piMora peceTpanifioro rocse Kpaiing npisiasenan.

L hereby cextify that z1] the mamufacturing stapes of this batch of finished product have been eavied owt in full compliance with the GMP requirements of the
the requirements of the Marketing

Ministry of health of Ukraine and with Awthorisation file of the destination colntry.
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