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CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY

s/ «LIENPARY

Haspa nponyxry: CEMJIOTIH®, tabnerin 1o 5 mMr ( *( R
Name of product: SAMLOPIN® tablets 5. mg Bl e 0orsee]
Cuna air: S(-)amsoniny GecHnar expiBAIEHTHO S{-)aMIoANiHY — 5 MI \\29\ CEPT%?KAH
Strength: §(-)amlodipine besilate equivalent to S(-Jamlodipine - 5 mg 3N

% »
Cepist Ne/ Batch No.: 2006600 Poamip ynaionist / Package size:  Ne28 (14x2) \\/&Ollmg_&o/'* 5

o ——

Peecrp. Ne/ AR.No.: FP/0695/24 Tun ynaxosku / Pack type: Bricrep / Blister B
Pozmip cepii/ Batch size: 1 000 000 Tab/tab | Jarta suroroenenns / Mfg. dater  10.2022
Kin-1h ynaxosok / No. of packs: 34 477 Tepmin npupaThocti/ Exp, date: 09,2025
Kpaina / Market: UKR
Peecrpauiitne nocsixuenssn Ne: TepMin aii neobMexeri
Registration Certificate No.: Ua/9382/01/02 unlimited validity

Ne n/i Haspa ananisy Crienudiranis PesynuraT ananisy
Sr. No, Test name Specification Test result
‘ Orme CBITHO-KOBTOTO KOJBOPY, KPyraii nnockowwUIinpiuni | Binnosinae
raBuierii 3 Gackolo Ta JoroTHiom «K» 3 omoro oxy.
1 - . : g
Description Light yellow, round shaped flat face bevelled edged Complies
with ‘K’ embossed on one side. ‘
Inenrudikanis
S(-)ammoauminy Gecnar Yae yrTpuMyBaHis 0CHOBHOIO IIiKa Ha XpOMATOTpanmi Binnosigae
BUTIPOBOBYBAHOrO  PO3UMHY,  OTPHMAHOIO TP
KiNpKiCHOMY BM3NAueHRI, mMac 30iraTHes 3 WacoM
yrprMyBanbs nixa S(-)amnoamniny Gecunaty Ha
XpomaTorpami CTAHNapPTHOY0 PO3UHHY.
3aniza okCHI KOBTHH lMpu nojasamni posymiy amonio  riouianary | Binnosinae
YTROPIOCTLLH  KOPHUHEBO-uepBoye  3alapmienis
2 PO3HMHY.
Identification _
S(-)Amlodipine Besylate The retention time of the peak on the chromatogram | Complies
of sample solution obtained in “Assay” should be
correspondent to the retention time of S(-)
Amlodipine Besylate peak on the chromatogram of
the standard solution.
Iron oxide yellow Alter adding of ammonium thiocyanate solution the | Complies
brown-red colour develops.
QuHopinHicTs N030BaHNX AVZLT (LI=15). 11,3
3 OMHEHILL
Uniformity of dosage units AVELI (L1=15). 11.3
Posnananmsi He Ginsiue 15 X, 0 xn 25 cex
Disintegration Not more than 15 min. 0 min 25 sec
CrHpaHRiCTh He Gimpe 1,0 % 0,20 %
5 B i
Friability Not more than 1.0 % 0.20 %
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Ne ni/n Haasa anasnisy Cretntpixanis PesyJibraTH aHanisy
Sr. No. Test name Specification Test result
Pozyunenis He meniue 75 % (Q) 3a 45 xs. 105 %
6 Dissolution Not less than 75 % (Q) in 45 min. 105 %
Cynposinni aoMiwky AMAOLHDIHY CYNPOBiaHa IOMiLIKa A:
He Ginsiue 1,0 %. 0,308 %
Amgyxr S(-)aMIONRITIHY TaKTO3H:
ne Ginse 0,50 %. 0,002 %
S(-)aMIomHIIiH THOKO3AV/ANAYKT FalakTo3H:
we Ghpie 0,50 %. 0,005 %
7 Bynb-ska neipenThdixopana noMilka:
ne Ginpe 0,20 %. 0,025 %
Related substances Amlodipine related compound A: NMT 1,0 %, 0.308 %
S(-yamlodipine lactose adduct: NMT 0,50 %, 0.002 %
S(-Yamlodipine glucose/galactose adduct:
NMT 0,50 %. 0.005 %
Any unspecified impurity: NMT 0,20 %. 0.025 %
R(+) Izomep He 6insuie 1,0 % Hivxue piBHs BHSHAYEHH
8 R(+) Isomer Not more than 1.0 % BDL
Kinvxicne pHsHageHus Bin 4,75 mr 1o 5,25 Mr S(-)amnoauniny b 1 tabnerwd | 5,201 mr
(95 % - 105 % pip saspnenol kinsxocti) (104,0 %)
d Assay 4.75 mg to 5.25 mg of S(-)Amlodipine per one tablet | 5201 mg
(95 % to 105 % of the label claim) (104.0 %)
Mixpo6ionoriuga uncroTa BaranbHa  KUIBKICTL  acpoSHuX  MIKpoopraHisMis
(TAMC) — ne Ginnme 103 KYO/r <50 KYO/r
BaranbHa  KieKicTs APDIMKOBAX 1 TUIICEHEBHX
rpubis (TYMC) - ne Gimsme 102 KYO/r <10 KYO/r
Bincyrnicts Escherichia colin 1 r nperapary Bincyrus
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g < 50 CFU/g
Tota) combined yeasts and moulds count (TYMC):
NMT 102 CFU/g <10 Cr'u/g
Escherichia coli must be absent per 1 g Absent

BUCHOBOK: / CONCLUSION:

TIpORYKT BHrOTOBAEHO, YNIAKOBAKO T POAHANIBOBAHO 3I/IHO 3 BUMOTaMH PCECTPANiHOTO NOCBiNMEnHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosijae crannapram Ta sumoram GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BHpOBHUIUTBO NIKAPCHKAX 3ac00iB:
Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054
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LM NiATBepKyI0, o Bl wupotuiii craaii ans uiel cepii roronoi POy KU Syni 3ifcHCHT B NOBRIN BIANOBIMIOCTI 3 BHMOFaMH, BATHATCHIMM B ynnnii

nacranosi 3 GMP, sarseprentiil MilicTepcTnoM OXOPOHIS 310 yon’s Yipaits, 1% BUMOTAMI PECCTPALIITHOTO ROCHC KPATHN NIPH3HANCHRA,
it ! ! 1 P

 hercby certify that all the manufacturing stages of this batch of finished product have been camried 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.
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Ximik-ananiTsr Pau navabiuka B | Havankhyx BKS ynonlnonamena ocoba
Analytical Chemist _|' Deputy QC Head I QC IHead Qualificd Person
Iv’s/Name: 7/ g ‘/i/ vl G, C.;CCL Cinp cba Ky .é?ux,orw_l_mo 75 | L,i‘é@f'gec a ,/Jé’c/;;e ,\_,/r/é/‘
2l T 3 77
Timmae/Signature: //]/ kx N ‘j".( ';/,/ e
Hara/Date: 4949124 ithiclag, " ';( ‘i /f/”( i 1{2@" !
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