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Registration Certificate No.:

CEPTURIKAT SIKOCTI .
CERTIFICATE OF QUALITY fi/;mpﬂf
] ’Reﬂmd..-,{[;’. .
2 X Ry

| Hasea npoayxry: CEMUIOTITH®, Taénetku no 5 Mr \ OA 51%097589’

Name of product: SAMLOPIN®, tablets 5 mg CEPmmm

Cnna giv; S{-)amMnopuniny Secuirar exeinancrTio S{-Yamnopaniny — 5 Mr W

Strength: S(-)amlodipine besilate equivalent to S(-Jamlodipine — 5 mg Ling PN

Cepin Ne / Bateh No.: 2006469 Poamip ynaxoskn / Package size:  No28 (14=2} ——]

Pecerp. N2/ A.R.No.: FP/06383/24 Tun ynaxosxn / Pack type: Bricyep / Blister

Posmip cepii / Batch size: 1 000 000 Tabab | Marta surorosnemsn / Mig, date:  09.2022

Kin-Te ynaxorow / No. of packs: 33 771 Tepmin npunarnocri / Exp. date: 03,2025

Kpaina / Market; UKR .

Pecorpaiifine noepigvenns N UA/9382/01/02 TePMIH 011 seoGMeweHnit

unlimited validity

| N o/ Hassa ananizy Creundirauia Pesyavrarn ananisy
Sr. No, Fest name Specification Test result
Onnc Caitno-xoBTOrO0 KONBODY, RPYLI MiockouiTiiapnsai | Binmosizac
Tabaericu 3 Packoio Ta AoroTrnor «Ios 3 OfIHOro GoKy.
: Description Light yellow, round shaped flat face bevelled edged | Complies
with K’ embossed on one side.
Ineurndiranis —
S(-ammomuniny Gecunar Hac YIPHMYBAHHA OCHOBHOTO Mixa Ha xpomatcrpami | Bisnosixae
BHIPODOBYBANOND  POIMANY,  OTpHMAHOND npkt
KiBbXICHOMY Buspavensi, mae s6irarics 3 4acoM
YTIPHUMYBAHHS [Ka S(-)amomnniny Gechnary na
XPOMATOrpaMI CTRILAAPTHOrO PO3HIHY.
3anisa oxcHA KOBTHI Ilpr  ronasansi posuMEy  amonio  Tiouwiadaty | Bixnoeinae
YTBODIOCTECA  KOPHMHEBO-YepBOHE  3abapsierut
2 po3YHLY.
Identification
S(-)Amlodipine Besylate ‘The refention time of the peak on the chromatogram | Coraplies
of sample selution obtained in “Assay” should be
correspondent to the retention time of $(-)
Amlodipine Besylale peak on the chromatogram of
the standard solution.
Tron oxide yeliow After adding of ammonium thiocyanate solution the Complies
brown-red colour develops.
OmiopinnicTs Jozonaimx AV<LI(L1=15). 71,6
3 OAWHHIG
Uniformity of dosage units AV<LI (L1=15). 7.6
Pozmananus He Ginpwe 15 xb. 0 x8 20 cex i
4 Disintegraiion Not more than 15 min. 0 min 20 sec
Crupannicts He Binsue 1,0 % 0,21 %
> | Eriability Not more than 1.0 % 0.21 %
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F,N@ n/n Hasra ananisy Crenndixania Pesynvrarn ananisy
Sr, MNo. Test name Specification Test result
PO3YHHEHRS He mennre 75 % (Q) 32 43 x5, 106 %
6 Dissolution Not less than 75 % (Q) in 45 min, 106 %
Cynposingi zominmcs AMBomUIiHY cynporifHa momilnka A
He Oumpiie 1,0 %, 0,273 %
AAnYET S(-)aMI0RRIIHY NAXTOIN:.
He Sinpie 0,50 %. _ 0,002 %
S(-)asnoznnin FIOKO033/31UTYKT TANZKTO3H:
ne Sinsine 0,50 9%, 0,021 %
7 Byns-uxa neinermrdivoBana gomimea:
He Dinsire 0,20 %, 0,021 %
Related substances Awlodipine related compound A: NMT 1,0%, 0.2739%
S{-)amlodipine lactose addict: NMT 0,50 %. 0.002 %
S(-)amlodipine ghicose/galaciose adduct:
NMT 0,50 %. 0.021 %
Any unspecified impurity: NMT 0,20 %. 0.021 %
R{+) Izomep He 6inbwe 1,0 % He suapneno
8 R(+) Isomer Not more than 1.0 % ND
Kinpxiche pusnauenny BiA 4,75 MT 1o 5,25 Mr S(-}amnonuniny 8 1 TafneTni 5,218 Mr
(95 % - 105 % pix sansnenci kinskocti) (104.4 %)
? Assay 475 mgto 525 mg of S{-)Amlodipine per one tablet | 5.218 mg
(95 % 10 105 % of the Jabel claim) (104.4 %)
Mikpobionoriuna unerora 3aranska  KinbxicTs aepobumx  MikpoopTamizmin
’ {TAMC) - me Bimpiue 10° KYOrr < 50 KVO/r
aransHa  KiALKicTe ,l_(pimn;KOBﬁx i Iuricesesux
rputis (TYMC) — ne Ginsme 102 KYO/r <10 KVOir
Biacyruicrs Escherichia colin 1 r Iperiapary BigcyTha
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 colf must be absent perlg Absent

BHCHOBOK: / CONCLUSION:

Hpenyxr Burororneno,

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

YIAKORAHO Ta NPOaHAnizoBano 3TN0 3 BAMOTEME peectpauiinoro noceingenns.

Biznosiaae cranzaptam 1a emmoram GMP.
It complies with GMP standards and requirements.

Cepradikar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

Jineusia na supoGumyrno TiKEPCLKHX 32¢061R;
Licence for medical products production:
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Lius ninreepmxyto, wo sei sHpoOrRvi cradli ang el cepit TOTOLOV POy KIT Oysn aaificneni 8 noskidt sianesimiocr 3 BHMOTAME, 3231AUCIHHMS B YHHNIEH
uncTanosi ¥ GMP, sarseppreini MiNECTEPTEONM OXOPONH 3H0POB" YRpATHN, |3 DHMOPaM peecTpatifingre A0CkE Kpaiin: NpHINAICHI.

1 hereby centify (hat afl the manufacturing stages of this batch of finished product have been carred out in full compliance with the GMP requitements of the
Minisiry ol health of Ukraine and with the requirements of the Marketing Authorisation file of the destnation country,

DIERwAPY

»
bt ia

%04 20075541

RREEA

%
ey 2

Kimix-aganirisx 32, vananLanka BKS Hauansnnx BKA VirosrosaxeHa ocoba
Analytical Chiemist {'Deputy QC Head TQC Head Qualified Person
, , T ; . L le . o] R ; s
a/Name [ E0penenss | Cuaegrnoy 20 r|Gprnonasnns 73 Jee ket so, f,
j T i 7 /
THEnuce/Signature: { o g e j . i
& - ! N Cecsees - .(?Wv_ %ﬂ‘l’:‘cai&aﬁ’/
. A7, /
Hata/Date: STy Z Ry #(/u‘(&,\, f;’i’/ / T /
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