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CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa npouyxry: TIPAMUJIET®, rabnerky, no 5 mr/20 mr
Name of product; PRAMILET®, tablets 5 mg/20 mg
AMIOARIIHY GeCANaTy y nepepaxypaHni Ha aMmnounis — 5,0 mr; Jisunonpuny anrinpary
Cuna il y iepepaxysanii Ha gisuxonpun — 20,0 Mr
Strength: Auilodipie besilate equivalent to amlodipine ~ 5.0 mg; Lisinopril dihydrate equivalent to
lisinopril - 20.0 mg
Cepis Ne/ Batch No.: SPI4004 Posmip ynaxonxu / Package size:  Ne30 (10%3)
Pegerp. N/ ARNo.: FP/0673/24 Tun ynaxoskn / Pack type: Bnicrep / Blister
Posmip cepii / Batch size: 100 000 rab/tab JaTa suroropnenna / Mfg. date:  09.2024
I(in-1e ynakorokx / No. of packs: 3333 Tepmin npunaruocti/ Exp. date:  08.2027
Kpaina / Market: UKR
Pecerpaniiine nocsigaenns No: ; N
: 2 il i
Registration Certificate No.: UA/20491/01/02 TepMin mii go / valid to 17.06.2029
Ne n/i Haspa ananizy Crenudixauis PezysipTaTh ayanisy
Sr, No. Test name Specification Test result
Orie Tabnerxn Ginoro abo maibxe Ginoro konsopy, kpyrni, | Bianosinae
TROCKi, 3 rpaBiioBanHaM «5» 1 «20», posninemmy
PHCKOIO 3 OJIHIET CTOPOHH, § PAAIKI 3 IHINOT CTOPOHIA.
1 . . . ;
Description White to off white, round shaped, flat tablets, | Complies
debossed with ‘5" and ‘20’ separated by break line
on one side and plain on the other side.
[nenrudikanis Yacu  yTpuMyBaHHA ~ OCHOBHOro  nika  na | Bianosimac
XpomaTorpaMax BUIpoSOBYBAHOTO | CTANJIAPTHOTO
PO3YMHIB, OTPHMAHUX NPH KUILKICHOMY BH3HAUEHHI,
MaloTh CHBNAAATH.
2 T . o ) .
Tdentification 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.
Posnapanus He Ginpure 15 XBWinH. Oxn 12 cex
3 - . . .
Disintegration NMT 15 minutes 0 min 12 sec
Pozuwienns He menme 75 % (Q) vig 3assienol kbipkocti
amnouniny 3a 30 xpunny. 94 %
He meniue 80 % (Q) vin 3agnnenol kinLkocT
Jizusonpuny 3a 30 xewus. 100 %
Dissolution NLT 75 % (Q) of the labeled amount of amlodipine
in 30 minutes, 94 %
NIT 80 % (Q) of the Jabeled amount of lisinopril in
30 minutes. 100 %
Kinnkictie Bu3nayenys Bin 95,0 % no 105,0 % sij 3as8seB0T KiNbXOCT
amsioanniny B Tabnerwi. 101,0 %
5 Bin 95,0 % n0 105,0 % six 3assuesol Kinbkocri
nizuHonpuny B Tabnerui. 101,8 %
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Amlodipine related compound A

No n/n Haspa ananisy Creundixauist PesynbTary apanisy
Sr, No. Test name Specification Test result
Assay 95.0 % o 105.0 % of the labeled amount of
amlodipine per tablet. 101.0 %
95.0 % to 105.0 % of the labeled amount of
lisinopril per tablet. 101.8 %
OXHOPIAKICTE NO30BAHHX ONHHALE
Amiionuniy AV<L1 (L1=15,0). 1,7
Jlisunonpun AVLLT (1.1=15,0). 2,8
8 Uniformity of dosage units
Amlodipine AV<LY (L1=15.0). 1.7
Lisinopril AV<LI (1L.1=15.0). 2.8
Cynpopizni roMisxy
AMIIOIUIHY ByRb-1Ka HEBiIOMa AOMIlIKA aMIOMMIINY:
ne Ginpwe 0,30 %; Hipxote pisiis prssavienns
CyMa I0MIIDOK aMIONAIMIHY 3 YPaxyBaHHiM
Amlodipine Related Compound A: we inviue 1,0%. | 0,025 %
Jlisuponpuny Lisinopril impurity D: He 6insme 0,20 %; He BusgBICHO
Lisinopril impurity C: e 6inswe 0,30 %; 0,047 %
Bynb-sKa HeBinoMa foMilka Ai3uHonpiuy:
He Ginsine 0,30 %; Hipiere pisns BH3HAYEHIS
Cyma JOMIWIOK J3MHOTpWY 3  YPAXYBaHHIM
Lisinopril impurity D i Lisinopril impurity C:
ue Ginsnie 1,0 %. 0,047 %
7 Amlodipine related compound A | Amlodipine related compound A: ye Ginpme 0,50 %. | 0,025 %
Related substances
Amlodipine Any unknown impurity of amlodipine: NMT 0.30 %; BDL
Total impurities of amlodipine taking into
account Amlodipine Related Compound A:
NMT 1.0 %. 0.025 %
Lisinopril Lisinopri! impurity D: NMT 0.20 %; ND
Lisinopril impurity C: NMT 0,30 %; 0.047 %
Any unknown impurity ol Lisinopril: NMT 0.30 %; BDL
Total impurities of lisinopril taking into account
lisinopril impurity D and lisinopril impurity C:
NMT 1.0 %. 0.047 %
Amlodipine related compound A: NMT 0.50 %. 0.025 %
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Ne n/n Hassa ananisy Crnenndixanis Pesyarrari ananisy
Sr. No. Test name Specification Test result
MixpoGionoriuga umucrora 3aranbHe WHeno aepoSHIX MiKpoopranismis
(TAMC): ne 6invue 103 KYO/r. <350 KYO/r
3aransue YHcHO APHLKILKOBKX i ruticenesnx rpudis
(TYMO): ue 6inpie 102 KYO/r. <20 KYO/r
Bipcyruicrs Escherichia coli B 1 rnipenapary. BincyThs
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. <20 CFU/g
Escherichia coli must be absent per 1 g. Absent

BMCHOBOK: / CONCLUSION:

FIpoHyKT BHIOTOBNCHO, YITAKOBAHO Ta NPOAHATIZOBANO 3I1AHO 3 BUMOIaMH PEECTPanifHOro NOCHI 14ERHA.

The product is manufactured, packed and analyzed

Bimnosinae ctannapram 1a sumoram GMP,
Tt complies with GMP standards and requirements.

Jluensis ua BUPOOHUIIBO JHKAPCHKHUX 3ac00in:
Licence for medical products production:

as per requirements of Registration Certificate.
Cepradixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

1lind nizraepOKyI0, 1O BCE BAPOGHHY) CYAAIT A LT cepii roTosol nposyKuit Synn snificueiti B noBHIi BIANOBIMIOCTI 3 BIMOTAMH, 3A3IAYCINMMA B LIl
yacranosi 3 GMP, sarsepuxeisiii MiticTepersom 0xoposst 340pon’s Yxpaity, i 3 BAMOraMy peecTpaiiiHoro A0ChE KPaiHH NPHSHAUCHAR.

1 heteby certify that all the manufacturing stages of this batch of finished product 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 country.

Ximix-aHanitux
Analylical Chemist

{%C Lab In-charge

Yrnosuosaxena ocoba

Mavamsnnk BKS]
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as. naGopatopieio BKA
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CEPTU®DIKAT SIKOCTI
CERTIFICATE OF QUALITY

| Haszna npopykTy: [IPAMUIET®, Tabnetki, 110 5 Mr/20 Mr T
Name of product: PRAMILET®, tablets 5 mg/20 mg
Amnonuniny fecunaty y nepepaxypanyi na AMTORNDIN — 5,0 M1 Jliznnonpuity anrinpary
. Cnna nii: y nepepaxyBaHsi Ha TIBHBOTPHN — 20,0 mr
Strength: Amlodipie besilate equivalent to amlodipine — 5.0 mg; Tisinopril dihydrate equivalent to
lisinopril - 20.0 mg - ]
Cepist Ne / Batch No.: SP14003 Pozmip ynakosxn / Package sizet N30 (10x3)
Pecerp. Ne/ ARNo.: FP/0494/24 Tun ynakopkn / Pack type: Lricrep / Blister
Posmip cepii / Batch size! 100 000 rab/tab Jara puroTonnenns / Mig. date: 06.2024
Kis-re ynaxonow / No. of packs: 3333 Tepmin npunatiocti/ EXp. date:  05.2027
Kpaina / Market: UKR
Peccrpauiiige nocrigenns No: s . :
. e 4 vepmin i xo / valid to 17.06.2029
Registration Certificate No.: UA/20491/01/02 PR ALLAO hd o
Nen/n Hassa apanisy Crenndiranis Pesyaprary auanizy
Sr. No. Test nanme Specification Test result
Onwuc Tabneriu Giioro abo maibke 6ioro KoIbOPY, kpyrai, | Binnosinae
anocki, 3 rpasiioparaM «5» { «20», PO3AIEHIMN
PHCKOJO 3 ORHi€] CTOPONH, i rvazk 3 IBIOY CYOPOK.
Description White to off white, round shaped, flat tablets, | Complies
debossed with €57 and ‘20° separated by break line
on one side and plain on the other side.
Tnenrndixanis Uacn  yIpuMyBasBs  OCHOBHOTO Tika  mHa | Binnosigac
XpOMaTOrpamMax BMIpoGOBYBaHOro i CTaHpapTHOro
PO3UNHIB, OTPUMAHIX NpPH KiNbKICHOMY BHZNATCHHI,
MaloTb CHIBNIANATH.
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.
Poanamanus He Ginpiue 15 Xprii 0 xB 45 cex
Disintegration NMT 15 minutes 0 min 45 sec
Pozynnenus He mene 75 % (Q) Bin 3annaesoi KinbkoeTi -
aMioIIT Y 32 30 XBUAKH. 95 %
He menme 80 % (Q) in sasmnenol KiNLKOCT (
nizpronpwty 3a 30 XgIH, 98 % ¥y -
4 ) ) i ((L/“;jlq,',uj
Dissolution NLT 75 % (Q) of the labeled amount of amlodipine gyt
in 30 minutes. 95 % 20070
NLT 80 % (Q) of the labeled amount of lisinopril in Cepy s
30 minutes. 98 % Hibikiryy
Kinbkione prstauenns Bin 95,0 % 10 105,0 % Bizt 3as81H0i KibKoCT] :’f/);-,},“‘“(;{()’;ﬁ{ :
AMACANIIHY B TaGncTi. 99,6 % e
5 Bin 95,0 % no 105,0 % Bin sasmieHol KINBLKOCTI
JH3VHOMPIIALY B Tabnerul. 99.5 %
FP/0494/24 Crop./Page No: 1 3/0f3
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Ypaina, 40020, m.Cymu, By, Cxpsdina, 54
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Ne ni/n Haspa ananizy Crreundixanist PeayanraTu ananizy
Sr, No. Test name ) Specification ~ Test result
Assay §5.0 % to 103.0 % of the labeled amaunt of
amlodipine per tablet. 99.6 %
95.0 % to 105.0 % of the labeled amount of
lisinopril per tablet. 99.5 %
Onﬂopim«ﬂc*n: JO30BAHNX OJMXHHLE e E
AmonHnig AVLLL (L1=15,0). 2,4
JlisHBOTIPHIL AVLL (L1=15,0). 2,0
f Uniformity of dosage units
Amlodipine AV<L1 (L1=15.0). : 24
Lisinopril AV<LI (L1=15.0). 2.0
CynpoBifi oMilmH N T
Annoamniny Byb-sika nesinoma oMilIKa AMROMHITHY:
e Ginpue 0,30 %; He BUABIEHO
Cyma ROMIILOK AMJOJIMITIHY 3 YPaXyBanHiMm
Amlodipine Related Compound A: ne Gisniue 1,0%. | 0,012 %
Jlisunonpuiy Lisinopril impurity D: ue Gimsnie 0,20 %, He BusBieno
Lisinopril impurity C: ne Gimbue 0,30 %; 0,115%
Bysb-Ka HeBinoMa JOMIUIKa Ni3HHONPHIY:
e Ginsue 0,30 %; 0,047 %
Cyma  jlomimox  nizwrompuAy 3 ypaxyBaHHiM
Lisinopril impurity D i Lisinopril impurity C:
ye 6inpie 1,0 %. 0,162 %
7 Amlodipine related compound A Amlodipine related compound A: e Ginbite 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 %; 0.115%
Any unknown impurity of Lisinopril: NMT 0.30 %; | 0.047 %o
Total impurities of lsinopril taking inlo account
liginopril impurity D and lisinopril impurity C:
NMT 1.0 %.
Amlodipine related compound A Amlodipine related compound A: NMT 0.50 %.
AERDAp)g
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Ne n/n Hassa ananizy Creundixanis Pe3yabTaTH aHANI3Y
Sr. No. Test name Specification Test result
MikpoGionoriiua 4ucToTa Jaranbhe Y0 acpoBHIX Mikpoopranismis
(TAMC): re Ginswe 10> KYO/r. <50 KYOIr
3aransHe YHACIO APLIKOBHX i IiCCHEBHX rPHOiB
(TYMC): ne Ginsue 102 KYO/r. <10 KYOfr
BincyTnicts Escherichia coli B | r nipenapary. BincyTus
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.

ischerichia coli must be absent per 1 g.

<10 CFU/g
Absent

BMCHOBOK: / CONCLUSION:

[TpOAYKT BHIOTOBIEHO, YNIAKOBALO Ta POAHANIZOBAHO 3TIAHO 3 BUMOTAMH PEECTPaUIHOTO TIOCBIAHEHISL.
‘The product is manufactured, packed and analyzed as per requirements of Registration Certilicate.

Ceprudixar Ne 080/2023/GMP

Bianonizae crapaapraM Ta pumoram GMP.

It complies with GMP standards and requirements.

Jlivensia na BUpOGHHLTBO JIKAPCHKHX sacofis:
Licence for medical products production:

11 NEATHEPIVRYIO, MO BLT BRPOGHI cranii

nacranosi 3 GMDP, satscpiokehili MiHICTCpCTROM OXOPOHY 3aopos’s Y

1 hereby certify that all the mavufacturing stages of this b

Ministry of health of Ukraine and with the requirements of the Marketing

s €T cepii roToBol BpOY!
Rpain, i3 BIMOraMH pe

atch of finished product ha

Certificate No, 080/2023/GMP

Cepin AB Ne 598054

Bateh AB

No. 598054

Kuii Gy 3aificneni B nosuiit BIANOBLAROCT] 3 BHMOTAMN, 3A3NAYCHIIMK B
€CTPALITIHONO A0CKHC KPATHM TIPH3NANCIBIAL,

YHAHIY

ve been carried out in full compliance with the GMP requirements of the
Authorisation file of the destination country.
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Analytical Chemist
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QC Lab In-charge
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Qualified Person

QC Head
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