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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Haspa nponyxry:
Name of product:

CEMJIOTTIH®, taénetku o 2,5 mr
SAMLOPIN®, tablets 2.5 mg

Cuna i S(-)amyopuriiiy GecHIaT, eXBiBAICHTHO S(-)amnoauniny — 2,5 M1
Strength: S(-Yamlodipine besilate equivalent to S(-)amlodipine — 2.5 mg
Cepin Ne / Batch No.: 2006454 Posmip ynakosku / Package size:  Ne28 ( 14x2)
Peeerp. Ne/ A.R.No.: FP/0697/24 Tun ynaxoskH / Pack type: Bricrep / Blister
Po3mip cepil / Batch size: 500 000 Tab/tab Jlata suroropnenust / Mifg. date:  09.2022
Kin-Tb ynakosok / No. of packs: 16 880 | Tepmin npupaTnocri / Exp. date:  08.2025
Kpaiua / Market: UKR
Peccrpauiiine noceinuenns Ne: Tepmin il neoGMexeHui
Registration Certificate No.: UA/9382/01/01 unlimited validity
Ne n/n Haspa anasisy Crneundgixauis PeayibTaTh ananisy
Sr. No. Test name Specification Test result
Onuc CBiTI0-0BTOr0 KONbOpY, KpyIii ruiockowstninapyusi | Bianosinae
Tabnetku 3 dackoro Ta JororknoM «IK» 3 omHoro Goxy.
1 Description Light yellow, round shaped flat face bevelled edged Complies

with ‘K’ embossed on one side.

laentudikauis

S(-)amnonuniny 6ecunar

Yac yTpUMyBaHHS OCHOBHOTO TIiKa Ha Xpomarorpami Bianosinae
BHIPOGOBYBAHOTO  POIUMHY,  OTPHUMAHOPO  NPH
KinbKicuoMy Bu3HaueHni, Mac 36iraTHcs 3 vacoM
yTpuMysanss nika S(-)amnomuniny Oecunaty Ha

XpoMaTorpami CTaBLapTHOTO PO3UHHY.
3aniza OKCHA XOBTHH Mpu  nonasappi  posymHy aMomBo  Tioujanary Bixnosizae
YIBODIOETBCA  KOPHUHEBO-yepBOHE  3a0apBlIeHAS
2 PO3UHHY.
Identification
S(-)Amlodipine Besilate The retention time of the peak on the chromatogram of Complies
sample solution obtained in “Assay” should be
correspondent to the retention time of S(-)Amlodipine
Besilate peak on the chromatogram of the standard
solution.
Iron oxide yellow After adding of ammonium thiocyanate solution the Complies
brown-red colour develops.
OnHOpIHICTs RO30BAHMX AV<LY (L1=15). 6,3
3 ONVHHILL
Uniformity of dosage units AV<L1 (L1=15). 6.3
Posnapanng He 6inpiue 15 xs. 0 xn 49 cex
4 Disintegration NMT 15 min. 0 min 49 sec
CTHpanHicTs He 6inbie 1,0 %. 0,22 %
> | Friability Not more than 1.0 %. 022 %
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Nen/n Hasga ananiszy Cneundixauis PesynbraTn ananizy
Sr. No. Test name Specification Test result
Pozunnenns He menwe 75 % (Q) 3a 45 xB. 104 %
6 Dissolution Not less than 75 % (Q) in 45 min. 104 %
Cynposinsi goMimxs Awmnoguniny cynposizHa aomimka A:
He Ginswe 1,0 %, 0,358 %
ARyKT S(=)aMIORMNIHY JaKTO3M:
| He Ginsue 0,50 %, 0,003 %
S(-)amnomHiH RIOX032/aBNYKT IAAKTO3H;
e Ginsie 0,50 %. 0,024 %
7 Bynb-sxa neinentudixosana poMimka:
He bimsue 0,20 %. 0,032 %
Related substances Amlodipine related compound A: NMT 1,0 %. 0.358 %
S(-)amlodipine lactose adduct: NMT 0,50 %, 0.003 %
S(-Jamlodipine glucose/galactose adduct:
NMT 0,50 %. 0.024 %
Any unspecified impurity: NMT 0,20 %. 0.032 %
R(+) I3omep He Ginsiue 1,0 %. Hmxwe piBHa BHsHave NS
8 R(+) Isomer Not more than 1.0 %. BDL .
KinbxicHe BusHavenns Bin 2,375 mr o 2,625 mr S(-)amnopuniny 8 | 2,602 mr
1 Tabnetwi (95 % - 105 % big 3azsnenol xinskocTi) (104,1 %)
? Assay 2.375 mg to 2.625 mg of S(-)Amlodipine per one | 2.602 mg
tablet (95 % to 105 % of the label claim) (104.1 %)
MikpoGionorivua yncrora 3aranepa  KiNbKiCTL  aepoGHMX  Mikpoopramizmis
(TAMC) — re Ginbe 10° KYO/r <350 KYO/r
3aranpHa  KiTBKICT: APDKAKOBMX 1 IDHCEHEBMX
rpu6is (TYMC) - ne 6jmpime 102 KYO/T <10 KYO/r
Bincytniets Escherichia coli B 1 1 npenapary Bincyrns
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10? CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHCHOBOK: / CONCLUSION:

IIponyKT BUTOTOR/ICHO, YNAKOBAHO T4 HPOAHANI30BANO 3TiAHO 3 BUMOIAMH peecTpauifnoro nocsinueHHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram Ta sumoram GMP.

It complies with GMP standards and requirements.

Jliuensis Ha BAPOGHULTBO NikapchkuX 3aco6iB:
Licence for medical products production:

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

Cepist AB N2 598054
Batch AB No. 598054

FP/0697/24

Page 1/1

Crop./Page Ne: 2 afof 3




«JVIEJJQAPM
JT)Ls
InevTudixanistms
Kkea 20075891

- Kuleerica'dinisa
TOB '«Kyeym Dapmn
Ykpaiua, 02092, M.ICHTR,
BYSI. ANMATHHCEKa, 58 ;
Ten.: +38(044) 495-82-88, daxc: 495

*
Q
=
2
£ CEPTUDIKATIR
2

A TOB «Kyeym Dapmy

Yipaina, 40020, M.Cybiu, sys, Cxpabina, 54
Tex.: +38(0542) 77-46-10, (axc: 77-46-11
e-mail: plant@kusum.ua

www.kusum,ua

Ll nizemepmwyso, wio sei BupoGHHai cTaNl i pies cepii-rotouol npoaykuii Syan aaiiicheni o noBuik

i Biznosinnocti 3 BHMOFaMH, 3ASHAYCHUMH B YUK

nacranosi 3 GMP, sarsepaenii Minicrepcrsom OXOPOHK 310p0B’s Ykpainn, i 3 sHMOramMy peceTpauiiiioro gocke Kpaiun NpHIHAYEHRS,

! hereby certify that all the manufacturing stages of this batch of finished

product have been carried out in full com

pliance 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-ananiTix
Analytical Chemist

_/3an. naGopatopicio BKS
QC Lab In-charge

Havanpnuk BKS
N OC Head

Vnosuosaxena ocoba
Qualified Person
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Hinnnc/Signature: K, Cruce » _‘,/‘ C‘/bu,J\_
N ) ,
Elara/Date: 03 )44 s l Sy o(_/zr/.q)( a2 Wy
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