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Kufsenia dinia s ’ TOB «Kycym @apan»
TOB «Kycym Papm» ' VYkpaina, 40020, m.Cymd, By, Cxpxﬁnia 54
Yipaiaa, 02092, m.Kiis, Ten.: +38(0542) 77-46-10, ghas
BYN. AIMETRHCHKE, 58 " e-maj it
Ton~+38(044) 495-82-88, garc: 495-82.8 Pharm
Hassa nponykry; CTATOPEM®-H, 1abreTsn
Name.of product; STATORAM®-H; tablets
. Jlizusonpuay anriapaty y nepepaxysani ua nisuronpun — 20,0 mr; »rinpoxnopmsw -
Cm_m Jii1H 12,5 Mr
Strength: Lisinopril dihydrate equivalent to lisinopril —20.0. mg; hydrochlorothiazide — 12.5 mg
: Cepia Mo/ Batch No.: SSH1001 Posmip ynaxosii / Packagesize:  Ne28(14%2)
Peectp. N/ AR.No.: FP/0624/21 | T ynakoskw / Pack type: Bnicrep / Blister
Poamip cépii / Batch size: 130000 TaG/tab | Java miroTonnemis / Mfg. date:  01.2021
| Kin-1n ::ynaxo;olci,'li;N,t"i.-'df packs: 4642 Tepwin npuparuocii/ Exp. date: 12.2022
Kpaiua/ Market: UKR
Peecrpﬁqmne Tocainueina Ne: T 2 13891 161 o valid ta.
Registiation Certificts No: UA/8211/01/01 TepMmin. ail R0 1 valid t0.20.07.2025
N w/n ,lia:ma auanisy Cneumbixauu PeaynerarTic anasisy
| Sr. No. _Test name _Specification Test result
Omue: Bini afo waibke Sini, ¥ yrnl, noex ‘rabnerx, 3 Binnosinae
jxpasnonammu «K» 3 -oaniei ¢Topony i raanki 3
1 : “junrof cropoun
Description “White:%07off white,.round, flat tablets debossed with | Complies
K" on one side and plain on the other | .
‘Inentndixanis Ha xjpomarorpami sunpoSosysanoro posuuny, | Bianosinae
Jlisusonpan ‘oniepkaniit y mmpoﬁynaum «KiaskicHe BH3Ha-
Tizpoxnopriasitn. HGHH, HACH YrpuMyBamits OCHOBHUX nikis MawoTs
ciisnanar: 3 4acami YTpUMYBAHHS -OCHOBHUX MiKiB
2 ~H8:XPOMBTOrPaM POSHHHY TIODIBHAHHA
Identification In Assay, the principal peaks in' the chromatogram | Complies
Lxsmopxﬂ and. obtamed with he test:solution has:ifie:same retention
Hydrochlorothiazide - ; cipal peaks in ‘the chromatogram
obtained with the stvandard solution
Posrignanin He.6intine 15 xpanun 3 xB 40 cex
¥ | Disiategration NMT 15 miinytes 3 min 40 sec
Posunmenus He Mentue 80:% (Q) sigsaspiicHof kinskocti
‘ AisrHonpumy 38 30 Xeunun 98.%
'He metiine 80 % (Q)-in sasnienol xinbkocTi
‘TiapoxaopTialHAy 3845 XBIIHH 103:-%
4 | Dissolution NLIT 80°% (Q):of the labeled amount of Lisinopril
' T ufes 98 %
N (Q) of the labeled amount: of Hydro-
:chloto hiazide-in 45 niinutes 103%
| Oumopiniticts;aosoBanux: AVELT(L1=15,0)
OfIAHHITL
Jisisionipus 3,1
5 Tinpoxnopiiasun: 11,2
‘ Uniformity. of dosage: units AV<LI (L1=15.0)
Lisinoprit B 3.1
Hydrochlorothiazide 11.2
FP/0024/21 Crop./Page Ne: 1 3/of 2
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Knlgcbka ginis e ‘TOB «Kycym Dapr»
TOB «Kycym @apmy. prama, 400”0 M. Cyn,m, nyn (,Hpaﬁuxa, 54
Vipaina, 02092, M. Kxis, i

By AIMaTHRCEKS, 58 ’ P
Ten.: +38(044) 495-82-88, daxc: 495-82-87 M‘SM .7, m
Ne n/n Hasea asanisy Crenudlkanis
Sr. No. | Test. name : Specification
Cyiposinai AoMitKy’ Lisinopril related conipounid A — e Ginbine 2,0 %
' Bezothiadinzine related compound A —
6 1é Gimbwe 1,0% 0,108%
Related substances " Lisinopril reldted compound A NMT 2:0 % 0.048%.
.Benzothiadiazine related eompound A:NMT 1.0% | 0.108%
KinsxicHe BHSHaYCHNS Bin95;0 % mo 105 .0 % Bixy 3agBneHOl KimbKOCTI 99,0 %
isunonpuy s oAHiK Tabnerii
Bin 95,0 % no 105,0.% siasaasneHol kinbkoori 954 %
nnpox.uopnmmy B OfHii TabnétL
T | Assay 95,0.%t0:105.0 % of Lisinopril pet tablet of the label | 99.0 %
‘claim
95, 0% to 105.0 %.of: ‘Hydrochlorothiazide. per tablet
.of the label claim 954 %
Mikpobionoriana 4ncrora TaremG  WGIQ AcpoGuix  MIKpoopranisMia ,
{TAMC) - ne: Binsme 1P KVOIr <10KYO/r
‘3aramLHe YMCN0 APIAIDKOBNX T4 IUTICEHEBUX TPHGIB o
(TYMC) = ne. Ginsue 102 KYO/r < I0KYO/r
Bincyrnicts Escherichia coli.» 1 r nipenapary Bincyrus
8 Microbiological purity "Tétal.aerobic microbial count (TAMC):
' NMT 10° CFU/g <10 CFU/g
‘Totalicombined yeasts/moulds count (TYMC):
NMT 10°CFURg. < 10 CFU/g
‘Escherichia.coli.must bg absent per g, .Absent

‘BACHOBOK: ' CONCLUSION:
TIponyxt BRIOTOBICHO; YIIAX0BAHO Ta NpOAHANI3OBAHO SriAHO 3 BMMOraMu peecTpanifiHOTO TIoCBiMeHHS.

WVIENDAPM

‘The product i§ manufactured packed and anialyZed s per requirements of Registration Certificate. ATl
‘Bignosinae craunapram.ta sumoray GMP. : Cepradixar N 009/,2020/GMI’ 'Wﬁ;?:;r "
It complies with - GMP standards and requirements. ‘Certificate No..009/2020/GMP: Ana
Tinerrtiz tia ‘BHPOOHALTBG JikapehKuX 3acobi: Cepin AB. Ne 5980354

Licence for-medical products production:’ Batch AB No. 598054

g 'um,mm mme wpopuama [ nom-ipmloumnoxo lJ.:o ocgm nponynn‘! Gyno BHpoblicHO (BRMOYAI0H my-um-lmmum) T2
! ;3 niscorAl GMIP, atTanOANCHMM ACUEN M Pery ixTOpHHN O RIOM, &
AL, G ! -ropr'émli innemﬁ xpnuu-nnpoGnuxa .60 l:pamu-mnom'epa, Axuio

N2 Withiéntic. and-accurate., This-bateh.of the product was manifactired: (incliding packing/marking).and
bdeNn full concordance: w,ithtbe requirements of GMP imposed by local regulatary- auithorityas well as

uceordmx to.the 'spec Ag
imported, of in-the dossieFiss b
approved in complying witleX

dgsler or the trade Ticence. of ‘8 mamifacturer Country or importing Country if the produict was,
dined” drug prodict. The protocoli-of manufhétiring, packing and analyses were reviewed and

\ _ G . safopatopicio BKS | Havausink, BKSA ‘Viigsuosaxkena bcoba
_ NEMEVEEREHHEN / SQC Lab In-charge QC Head Quahﬁed Pérson.
ulSigaore: | A S - (aw . /
| | Leiorfey | asfsifar 2¢latil ogé/g {/.//
FP/0024/21 | Crop./Page Ne: 2 2/6f2
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Kusum Pharm

Kuiacura diaig

TOB «Kycym ®apm»

VYipaina, 02092, m.Kuis,

By, AMaTuHCHKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-17

TOB «Kycym Qapa»

Vipaina, 40020, m.Cysm, syn. Cxpabina, 54
Ten.: +38(0542) 77-46-14), hake: 77-46-11
e-mail: mfo@kusumpharm.com

www, busum.ua

CEPTHOHEAT KAHECTBA
CERTIFICATE OF QUALITY

Hazeanue npoaykra: CTATOPEM®-H, tabncrrm, no 20 mr/12,5 mr, Ne28 (14x2) y 6nictepax
Name of product: STATORAM®-H, tablets 20 mg/12.5 mg, No.28 (14x2) in blisters
Per. Ne: / A R.No.: FP/D696/20 Pasmep cepun: / Batch size: 130 000 tabn ./ tabl.
Cepsist Ne: / Bateh No.: SSHK002 KoauyecTso ynakonok: / Number of packs: 4 642
JlaTta nzrorosaesus; / Mig. date: 09.2020 Cpok rogrocry: / Exp. date; 08.2022
Perscrpaumounoe crugereancrso Ne JA/18211/01/01, aefictayer ao 20.07.2025
Registration certificate No, UA/18211/01/01, is valid to 20.07.2025 ]
Ne n/n Hapamerpnl Cnennduranss PezyasTaTat
Sr. No. Tests Specifications Observations
i Onuec Gini abo maibke 6inl, xpyrai, nnocki rabnerkn, 3 | Bianosigae
rpasitosantay «K» 3 onuiel cToponn i raagki 3
{HWOT CTOpOHHK
Description White to off white, round, flat tablets debossed | Complies
with ‘K’ on one side and pliain on the other
2 TncaTudikauin
Hisurnonpun Ha xpomarorpaMi BunpoGosyBaHore po3uuHy, | Bianorinae
oacpxanifi y sunpoGysanni «Kinskicne sH3na-
Tiapoxnopriasua YEHHA», YACH YTPUMYBAHHSA OCHOBHMX MiKIB Ma-
10Th CHiBMAJATH 3 MacaMy YTPHMYBaHHS OCHOB-
HHUX THKIB Ha XpOMATOrpaMi PO3YHHY NOPIRHAHHA
Identification ‘
Lisinopril and In Assay, the principal peaks in the chromato- | Complies
Hydrochlorothiazide gram obtained with the test solution has the same
retention time as the principal peaks in the
, chromatogram obtained with the standard solution
3 Posnaaanus He Ginpwe 15 xBunus 4 xB 34 cex
Disintegration NMT 15 minutcs 4 min:34 sec
4 Pozunnenns He wvenme 80 % {Q) siz sasBneHoi kinbxocti | 99%
aizwxonpuny 3a 30 xsHAHH
He mepme 80 % (Q) sia sassnenol xinmkocti | 100 %
rigpoxnopriasniy 3a 45 xpunnH
Dissolution NLT 80 % (Q) of the labeled amount of Lisinopril | 99 %
in 30 minutes
NLT 80 % (Q) of the labeled amount of Hydro- 100 %
chlorothiazide in 45 minutes
S QOaxopingicTs Ao30BaHHX AV LI (L1=15,0)
OJINHUIL
Jlisnxonpan 6,4
TiapoxnopTiazua 9.5
Uniformity of dosage units AV LI {Li=15.0) :
Lisinopril and m 6.4
Hydrochlorothiazide V2R 9.5
7RSI\
IuM-:W‘-’""
xud 266 %aul
FP/0G96/20 Crpannua Ne: 1 na 2
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Kuisctka s sg TOB «Kyeyw @apuy»

TOB «Kyeym Dapan Vipaina, 40020, s.Cysu, pya. Cepalina, 54
Yrpaina, 02092, M.Kulg, . Ten.; +38(0542) 77-40-10, daxc: 77-46-11
BYJ. Anmarpgceka, S8 e-mail; info@kusumphanm.com
Ten.; +38(044) 495-82-88. dakc: 495-82-87 /(m«m .7’ harn www kusum.ua
Ne n/n TTapamerpos . Creunipuxanuyg ; Pesynerathi
Sr. No. Tests Specifications Observations
7 Cynposiani goMIIuKy Listnopril related compound A — e 6impme 2,0 % | 0,047 %
Benzothiadiazine related compound A -
e Hinpue 1,0 % 0,088 %%
Relaied substances Lisinopril related compound A: NMT 2.0 % 0.047 %
Benzothiadiazine related compound A:
NMT 1.0% 0.088 %
g KinbkicHe Bu3HayeHus Bin 95,0 % no 105,0 % »in 3assnenol KinsKkocTi 100,6 %

JHIHHOHPHIY B oauidl Tabnerui
Bin 95,0 % no 105,0 % sig 3assnenoi kinskocti | 99,2 %
rigpoxsopriasuay B oauid tabnerui

Assay 95.0 % to 105.0 % of Lisinopril per tablet of the | 100.6 %
iabel claim
95.0 % to 105.0 % of Hydrochlorothiazide per | 99.2%
tablet of the label claim

9 Mikpobionoriyna uncrota | 3aranssie uHeno aepoGHHX MiKpoopraHismia
(TAMC) - ne Bimmne 10° KVO/r smene 10 KYO/r
3aransie 9YHCHO APLKIDKOBHX TA NNICCHEBIX
rpubis (TYMC) - He Ginniue 10> KYO/r merue 10 KYO/r
Bincyruiets Escherichia coli ® 1 r npenaparty Escherichia coli - piacytns s

Ir
Microbiclogical purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g <10 CFUlg
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g <10 CFU/g
Escherichia coli must be absent per g, Escherichia coli is absentper 1 g

SAKMOYEHHE: npoayxt NpoMiBCcAeH, YNAKOBaH M MPOTECTHPOBAH 8 COOTBETCTRHH € TPeGOBAHUSMH DPETHCTPALMOKHOTO
cunetenscTra, OTBeuaeT TpeGosannam u cranaapTam GMP. CeptuduxaT Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements, Certificate No. 009/2020/GMP
JInnessua Ha NPOH3BOACTBO NexapcTBennbix cpencts: Cepus AB Ne 598054
Licence for medical products production: Batch AB No. 598054

r3am. Hasanstuka OKK Hauansank OKK YnojiHoMogeHHOS IO
Analyst T Deputy QC Head 1QC Head o Qualified Person

) ; 2 sl BT ~oes Bl O L. 7 4,
Husa/Name Clotrrids f ootr B Crrrotoae 0 O B pcujm \(-t}m\'; {&/w«{éf{,éf A
1 Signature: A ~Chaia) SN k. w4

oanuck/Signa D@ nt C;"m - _}‘\ ? -.2%%6:&:5&5.?‘%/
Jlata/Date: Y /pv?/ 1';-)___ 3 Ar = Ff:{_,g 1! \ o {ﬂa,c & //f,pf /;f;;
FP/0696/20 Crpannya No: 2 ya 2
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Kulncpka ¢inis

TOB «Kycym Gapm»
Ypaina, 02092, m.Knis,
BYJ. AUIMaTHHCEKA; S8

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

CEPTHOHUKAT KAUECTBA
CERTIFICATE OF QUALITY

Haasanie nponyxra; CTATOPEM®-H, tabaeticn, 11020 mr/12; S:Mr, No28 (14x2) y Gnictepax

Name of product: STATORAM®-H, tablets 20 mg/12.5:mg, No.28 (14x2) in blisters

Per. No: / A,

R:No.: FP/0816/20

Paimep cepun: / Batch size: 130 000 Ta61./ tabl.

Cepns Ne: / Batch No.: SSHK007

KonnuecTro ynakosok: / Number of packs: 4 642

Jara nsrovosncuns: / Mfg. date: 10.2020

Cpoxk rogmocrin: / Exp. date: 09.2022

Perncrpawnonnoe ceunerenscrso Ne UA/18211/01/01, aeiferayet no 20. 07.2025
Registration certificate No. UA/18211/01/01, is valid to 20.07.2025

Ne n/nn HapameTptl Crneundurcauwns Pesyantarhi
Sr. No. Tests Specifications Observations
! Onnc Bini abo maibke Gini, xpyri, niocki Tabnerxs, 3 | Binnosinae
rpasitosaniaM «K» 3 ogniel cropons i rnamxi 3
inwos croponn
Description White to off white, .round, flat tablets debossed Complies
with ‘K’ on one side and plain on the other
2 Inenmiixauis .
Jlisssonpun Ha xpomarorpam BunpOGOBysaHoro posuiHy, | Bignosinae
oncpxanif y BunpoGysanni «KingkicHe Buzua-
I'inpoxnopriasua YEHHA», YacH: YTPUMYBAHHA OCHOBHHX MiKi8 Ma-
H0Th CHIBNTANATH 3 HaCAIMH YTPUMYBAHHA OCHOB-
HHX TKiB Ha XpoMaTorpami po3unny NOpisHAlHS
Identification
Lisinopril and In Assay, the principal peaks ‘in the chromato- | Complies
Hydrochlorothiazide gram-obtained with the test solution has the same
retention time as the ‘principal peaks in the
chromatogram obtained with. the standard solution
3 Posnagauns He-Ginbwe 15 xsunun 5x8 10 cex
Disintegration NMT 15 minutes 5 min 10 sec
4 Pozunnennn He wmenwe ‘80 % (Q) sin 3asmnenoi xinnkocri | 104 %
nisHHONpHIY 3a 30 XBHNHH
He ‘menwe 80 % (Q) sin sassnenoi kinsxocti | 97 %
riapoxaopTiasnay 3a 45 xsuanK
Dissolution NLT 80 % (Q) of the labeled amount of Lisinopril | 104.%
in 30 minutes
NLT 80 % (Q) of the labeled amount of Hydro- 97 %
chlorothiazide in 45 minutes
5 Onuopinnicts no3oBanux AV<LI (L1=15,0)
OAMHHUDL
Jlisunonpu 4,2
Tinpoxnopriasun, 7.9
Uniformity of dosage units | AV< L1 (L1=15.0)
Lisinopril and 4.2
Hydrochlorothiazide 7.9
FP/0816/20 Crpannua Ne: 1 n3 2
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Knipcpka dinia

TOB «Kycym dapm» :
Vipaina; 02092, m.Kiiis,

BYJL. AJIMaTHHCbKE, 58

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

Nen/n TTapamerpnt Cneundukatis Pe3yabTaTsi
Sr. Ne. ‘Tests Specifications Observations
7 . | Cynposiuni goMiwku Lisinopril related compound-A — ge 6insiuc 2,0 % | 0,048 %
Berizothiadiazine related campound A -
ue Ginvwe 1,0 % - 0,124 %
Related substances Lisinopril related compound A: NMT 2.0 % 0.048 %
Benzothiadiazine related compound A:
NMT 1.0% 0.124 %
8 KinnkicHe BHanaueHHus Bin 95,0 % no 105,0 % Bin dassneHol KinbkocTi 103,0 %

NM3WHONPHIY B OAHIA Tabneriti
Bin 95,0 % no 105,0 % Bin 3assachol kinskocti | 95,4 %
riapoxJopTiasHay B oAHiii Tabnetui

Assay 95.0 % to 105.0-% of Lisinopril per tablet of the | 103.0 %
label claim
95.0 % to 105.0 % of Hydrochlorothiazide per | 95.4 %
tablet of the label claim

9 Mixpo6ionoriuia uHcToTa 3aranbHe 4ncna aepoGHIX MikpoopraHizmis
(TAMC) - e Ginswe 10° KYO/r Ménme 10-KYO/r
BarasibHe HHCNO APIKIDKOBHX Ta HAICEHEBHX
rpubis (TYMC) — ne Ginbine 102 KYO/r Mente 10 KYO/r
Bincythicte Escherichia coli 8.1 T npenapaty Escherichia coli - sipcytns o

Ir
Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g <10 CFU/g
Total-combined yeasts/moulds count (TYMC): '
NMT 102 CFU/g <10.CFU/g
Escherichia coli must be absent per g. Escherichia coli is absentper 1 g

SAKJNIOMEHHUE: nponykr npoH3BCACH, YNAaKOBAH H NPOTECTHPOBAH B COOTBETCTBHH C TPECOOBAHHAMM PETHCTPALMOHHOTO
ceuaeTenseTsa. OTBEUacT TpeboBatna™ u crannaptaM GMP. Cepruduiar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies.
with GMP standards and requirements. Certificate No. 009/2020/GMP
JInuensus va NpOH3IBOACTBO NekapeTBeHbIX cpeact: Cepns AB: Ne 598054
Licence for medical products production: Batch AB No, 598054

;BaM. Havansinka OKK | HauansHiuk OKK Y IONHOMOUEHHOE JINLO
1 Deputy QC Head /QC Head Qualified Person

Mms/Name: '&’ﬂuw&: £.10. éZ"LuDIL_Q)J_)QD e pﬁ%‘m W ﬁ@z«pﬁﬂfﬂj [

Toanucsy/Signature: ,.??% ’C:{w . G’\\"’v %& 01 ELLet ‘497/

Hara/Date: /s /0 / _,,{ fa G /f o> j :{,O a——c \ \”\3‘” a/ (b/a&]

FP/0816/20 Crpannua Ne: 2 113 2
Page No.: 2 0f 2
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Kufgcuka dinin

TOB «Kycym ®apmn

VYipaina, 62092, . Kuls,

BYJL -ASTMATHHCEKA, 58

Ten.: +38(044) 4958288, daxc: 495

3 '\é’b{‘_ 5
8287

TOB «Kycym @apm»
Yipaita, 40020, ».Cymu, syn. Crpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11
e-mail: mfoCkusumphann com
wivw.kusom.ua

CEPTHOMKAT KAYECTBA
CERTIFICATE QF QUALITY
3 [ Hassaume npogysra: CT ATOPEM®-H, a6netxa, mo 20 /12,5 wr, Ne2g (14x2} y 6aicrepax
i Name of product; STATORAM@»{-L tablets 20 mg/ 12.5 mg, No,28 {1- 4x2§ in blisters
Per, No: / AR.No.: FP/0818/20 Paamg cepun: { Batch size: 130 000 Tabn/ mbl.
E Cepuy Ne: / Baich No.: SSHK00S Koawvecrno ynakonor: / Number of packs: 4 642
; ATa HiroTosaena: { Mfp. date: 10,2020, Cpox: TDAHOCTHS Exp. ‘date: 09:2022
Perucrpannonioe cennerenncroo N UA/I8211/01/01, neficrsyét na. 20.07.2025
E Registration eceriificate No. UA/’[ 821 140 101, is valid to 20. 07 2025
Neufu Napamerpu Cnewinpukdnnn Pesyanrarm
5 Sr. No. Tests Specifications Observitiois
3 ! Onuc buni abo maline Bini, xpyrom, miock:: Tabaetin, 3 | Bianosinge
i | Tpasiroparmam «K» 3 ‘ommiei cropowm i rmaiki 3
ot cropbs
Description White to off white, round, flat tabh::s ‘debossed | Coinpliés
with “K* on one side and plam on; ﬁac other .
2 Dienmidixanyis
: Jizanongin Ha xpomarorpami BrripoGosysanoro ‘pastmiy; | Bianosizac
¥ Gacpkaniii y sunpoSysanai «Kinsxicue Buina-
}‘ Cinpoxnoptiazna 1cmm» HACH YTpUMYBauHs DCHOBNMX. mivis Ma-
: T CniEnazgath 3 wacamn muuymﬁa OCHOB-
R mxm ‘Ha xpauarorpam poaquagfmmaunmm
Tdentification :
Lisinopril-and In Assdy, the principai Peaks in the ‘chromato- | Gomiplies
Hydrochlorothiazide “gram obuained with the test solution has the same '
Télention: time as fhe pringipal peaks  in the
chmmat_g;nm obtained with the standard solution
3 Pasnagaskus He 6ianma’1's xawmu ] 5'-xn-=§?"t:’ék3
Disintegration NMT 15 minutes S wiin 7 g6c
4 TosysnucHHs- He veuwe 80 % (Q) six sassicnol kubroon | 103%
mSUHONPHAY 33 30 XBitniy
‘He senme 80 % (Q) »in zadenenci kinbxoeti | 102 %
rippoxnopriay HAYy 32 45 ABRTan
Dissalution NLT 80 %1Q).of the tabeled amount of Lisinopril | 103%
in.36:minutes
NLT 80 %(Q) of the labieled amount of Hydro- 102%
cchlorothiazide in 45 minutes
5 OmHopianicts nonseann AVZLL(L1=15)
LIS
Jlisititohpan. 4,8
Tiapoxnopriasua 7.0
Umfarmtty ofdosagc units | AV<L! (L1=15.0)
i Lisinopril-and 48
Hydrochlorothiazide 7.0
FP/0818&/20 ‘Crpaimia Ne: § M2

/Zf/ffff/fm}?ﬂ/% 3105 AL e 111
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KuiBerra dinig

TOB «Kyeym @apms
Yigpaina, 02092, s.Kuis,
BYH. AMMariAceka, 58
Tesr.: +38(044) 495-82-88, dasc: 495-8;

2 @

S TOB «Kyeym Mrapms
; N Vicpaina, 40020, w.Cyms, Byn. Ckpsbina, 54
= /¢ Ten.: +38(0542) 77-46- 10, pare: F7-46-11

, ¢-mail: info@kusumpharm.com
,’%ﬁ;}n 2 harm www kusom.ua

Ne ni/n [apamerpur Citeuudmxanna Pesynuraria
Sr. No. Tests Specifications Observations
7 Cynposiani noMikn Lisinopril r¢lited compound A — e Sinbie 20% |.0,048%
Benzothiadiazine related compound A —
He Gimsie 1,0 % 0,125 %
Related substances Lisinoptil related compound A: NMT 2.0 % 0.048 %
Benzothindivzine related compound A:
NMT 1.6:% 0.125%
& Kixnkicue musnaucnig Bix 95,0% no 105,0 % sin sanpnenol kimkoeri | 99,3%
ABMHOTPUIY. B 0AMIH TabneTy
Bin-95,0 % no 105,0' % nin sasknenol kinekocti | 95,8 %

riapoxnopTiasiay B onii TaGreTI

Assay 95.0'% 10'105.0 % of ‘Lisinopril per tablet .of the 99.3-%
fabel claim o -
95.0 % to 105.0 % of Hydrochlorothiazide per | 95.8 9%

tablet of the label claim
9. MixpoGionoriuna mictora SaransHe-wicno acpoGaux MiKpOOPranizMis
{TAMC) - ue Binsue 10° KYOrr ‘menme 10 KYOh
3arannie GHesto apinkikoBHX TA NCEHEBUX:
Tpubis (TYMC) - ne Ginsure 104 KYQ/ ‘senmre 10 KYO/r
Bintyruiers. Escherichiacofis 1 ¢ mpEuapary Escherichia coli - iincyua s
Ix '
Microbiological purity { Total aerobic thicrobial count (TAMC):
NMT 10°CEU/g <10CFllg
Total combined yeasts/moulds count (TYMC):
NMT 107 Crurg ‘ <T0-CFU/g
Escherichia coli mustbé absentper g, Lstheridhiacoliisdbeiitperl g |

SAKJMOYEHHE: npoxykt npowssencn, ynaxosan ¥ TPOTECTUPOBAH. B COOTBETCTHINM € TPEL
cmuacTenborsa. Diseusc “TpeGoBaHIEM 1 CTdHAApTAM Gmncwﬁgk@rﬁtmmozﬁﬂqmg__A

“CONCLUSION: thie product is manufactured, packed and analyzed as per ‘R:g'ig'mlioh-Cﬁﬁﬁﬂtﬂ'-fﬁquircmentg.,lt complies
with GMP standards-and requirements, Certificate No, 009/2020/GMP o

Jinneitug ns'xyﬂﬁ‘mpnchﬂo;xempcmcuﬁuxtp‘enﬁs; Cepuz AB No 598054

Licénice for medical products produetiori: Bateh AR No. 598054

GoBARIAM PeTHCTgALNOIHOrG

e ._,g%‘ *"‘"/33»1 HasamsHKa OKE Hauam.uux OKK “Ynonsomoenuoe no
4 W2 T Deputy QC Head {QCHead. Qualified Person_____
N W i N Y TR
T 22lreles | aths\o L ]
FPA818/20 ‘ Crpannita No:'2 u3-2-
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