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CEPTH®IIAT SIKOCTI
CERTIFICATE OF QUALITY

Hasea nponysry: CEMJIOIIH®, Tafnetin 0 2,5 M
Name of product: SAMLOPIN®, tablets 2.5 mp :
Ciura gt S(-)asutommniity Gecsinar, exsivanestio S()amnommminy - 2,5 mr i
Strengths S(-)amlodipine besilate equivalent fo S{-)amlodipine 2.5 meg 3
Cepisi X2 / Batch No.: 5845003 Posmip ynaxozwit/ Package siza:  Ne28 (14x2) I"
Peeerp, Mo/ AR.No.: FP/0394/25 Tun ynaxonry / Pack type: Baicrep / Blister ['
Poaxmip eepit / Bateh size: 35 060 yn/packs | Mara pHroTonsennn / Mig. date: 07,2025 i
Xpatua / Market: UKR Tepatin npnparuocri/ Exp, date: 06,2028
Pecerpaniitie wocnintenns Mes TepMIH Lif HeobMewenmii i
Registration Certificate No.: UA/9382/01/01 uitlimited validity N
i
N nt/ny Hasea ananisy Crienudicanis Pesynoraru ayanizy
Sr. No. Test name Specifieation Test result :
Onuie Critno-wontoro xonsopy, spyrai rutockomHninaphuni | Biznosinac ‘
TAONETkH 3 (FICKOIO Ta MOrOTHIIOM W 3 oneoro Goxy, :
. Description Light yellow, rouud shaped flat face bevelled edged | Complies
{ L with “K* embossed on one side, :
; ipentudikania '
S(-)ammonnniny Gecnaar ‘4G yTpHMYBaHIS 0cHioBHOTO TiKa 1A xponarorpani | Bisnoninae !
BunpoGonyhanorg POUUHY,  oIpumaHore npu }
KInbKiCHOMY BuZRAveHi, Mae 3Girarses 3 Macoal ;
YIpIMyBanua aia S()astmonnniny Gecunaty wa !
XPOMATOTPAME CTARAAPTHOTO PosuIRYy. !
Janisa oK osTHI| Ipie  gonamammi posanny  aMouito Tiontiamary | Bimnosimae
YICODRIETSCH  KOPAHEEO-MEpLORE aabapanenns,
2 PpO3UlHY,
Identification
S(-)Amlodipine Besilate The retention time ofthe peak on the chromatogram of Complies
sample solution obtained in "Assay" should be
correspondent to the retention time of S(-)Amlodipine
Besilate penk on the chromalogram of the standard
solution,
Iren oxide yellow After adding of ammonjum thiocyanale solution the Complies
brown-red colour develaps,
Onryopinsicts nozopamx AV<Ll1 (L1=15). 9,5
3 OMHHNLE
Uniformity of dosage units AV=L1 (L1=15). 2.5
Poanaganna He 6imeire 15 xa. 1xB 10 ¢ek
% Disintegration NMT 15 min. 1 min 10 see |
Crupanruicrs He Ginvwe 1,0 %, 0,04 % ie
| Friability Not more than 1.0 %, 0.04%

FP/0394/25

Crop./Page Ne: 1 3/of 3

P T e R o,

Page 1/1




o TOBAPHMCTBO 3 OBMEXEHOIO BIMIIOBINAJIBHICTIH)
i, «KYCYM DAPMD
Frsiere Phapn syn. Crpabina, 54, s. Cyn, 40020,

Ten,: (0542) 77 92 30, are: (0542) 77 92 32,
e-mail: plant@kusum,ua, web: www.lusum.ua

Kox ENPTIOV 33525927
Nen/n Haspa ananizy Crenndikauin PesynvTaTit ananisy
8r. No. Test nanie Specification Test result
Posunnenus He menmme 75 % (Q) 3a 45 xz. 100 %
5 | Dissolution Not less than 75 % (Q) in 45 min. 100 %
Cynponinni goasitms Ammonuniny cynponigra noaiixa A:
He 6insrue 1,0 %, 0,007 %
Amayxr SCasmopumity naxTom:
He Ginsue 0,50 %, He sraeneino
S(-Jamnomuniu rioKosa/anyKT ralAKTO:
He bintute 0,50 %. 0.001 %
7 Byne-axa RefgenTidikopana gominika;
He Ginsme 0,20 %, 0,005 %
Related substances Amlodipine related compound A: NMT 1,0 %. 0.007 %
S(-)amlodipine lactose adduet: NMT 0,50 %, ND
S(-)amlodipine glucose/palactose adduct:
NMT 0,50 %. 0.001%
Any unspecified impurity: NMT 0,20 %. 0.005 %
R(+) Isomep He 6innue 1,0 %, He sunenero
5 | R(#) Isomer Not mors than 1.0 %, ND
Kinexicre snsnaucnus Big 2,375 mr mo 2,625 mr S(-Yasnommminy n | 2,621 mr
L -rabnerui (95 % - 105 % pin 3aARierol kinskoerl) | (104,8 %)
9 Assay 2375 g to 2.625 mg of S(-)Amlodipine per one | 2.621 m 2
tablet (95 % (o 105 % of the label claim) {104.8 %)
MixkpoGionoritua witerora 3aramena  xinsxicrs acpodiix  aikpooprauisatin
{TAMC) —ne 6inpme 10° KVO/- <50 KYO/r
3aranmena  kinekicts APDKMKOBAXY | mnicemesmx
Tpubis (TYMC) ~ ne Ginsme 102 KYO/r <10 KYO/r
Bineyrricrs Escherichia coli s 1 r npenapaty Bincyrua
50 Micrebiological purity Total aerobic mierobial count {TAMC):
NMT 10% CEU/g <30 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g <10 CFU/g
Eschericlia coli must be absent perleg Absent

BHCHOBOK: / CONCLUSION:

S U S PP

e P SY S

ponykr pyroTosneno, ynakasano ta NPOaRIi30BAHO STiNHO 3 BUMOTAMH peectpanilinoro noceimnenns,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepig AB Ao 508054
Batch AB No. 598054

Jlinewain Ha sipoGuniTso Jikaperkux zacobis:
Licence for medical products production:
«LIEAb AP

Al
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=op 20075891
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CEPTHOmATIE
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0 TOBAPHCTBO 3 OBMEJXEHOXO BIIHOBIIAILHICTIO
{% Y CYM DAPMD

Krsrrn Phaven Byl Crpabina, 54, m. Cymu, 40020,
Ten.: (0542) 77 92 30, thaxe: (0542) 77 92 32,

¢-mail: plant@kusum.ua, web: www.kusum.ua
Kox €JIPTIOY 33525927

Uny nizrsepasyo, o aci vRtpoGu Tl Ang Wi ceplf rotenol nposystit Symi saiflcnei 8 monuil sinnoninuocri BHMOTIMH, 33HAYCHIMIE B HituHiR
uacTanosi 3 GMP, sarsepmneniii Miricteperoom oxopoim azopor’s Yipai, 1 3 sinsorass PEECTPOLITIIOrG HOCKE Kpatis NpIsitaeng,

I hereby cestify that all the manafacturing siages of this batch of finished preduct have been carried out in full compliance with die GMP requirements of the
Minisiry of health of Ukraine amd with the requirements of the Marketing Anthorisation file of the destination country,
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Kistie-anamirie Jar. saGoparopicio BIS {Halmnslmr( BKsA YnosHoBaxena ocoda
Analytical Chemist  #0C Lab In-charse QC Head Qualified Person

Iar*a/MName: G_C{_L"h'l(:)aéh 2, ‘/4{,{ ;mia 0L @g-lmam.ucc:ﬁ? lﬁa&{—&w it 9

r Tinmuc/Signature: Conza ./ //%‘,L/# '_:" C??J.QJ ~ @)71/

Jara/Date: a0kasias '24/53  fous r-{,g(bd?/.z,s Adloflas™
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Lusum Pharm

000 «Kyeym Papri»
Viepauria, 40020, & Cymb, yor. Crpabiea, 54,
Ten:+38 (0542) 77 46 10, Ten/arc: 7746 11

CE PTlf! IDMI{'AT KAY ECTE:;‘,&,

Haspanne nponyxta: CEMJIOTTTH®, Tabnerka tio 2,5 Mr Ne 28 (14 % 2) y 6iicTepax
i Name of product: SAMLOPIN® tablets 2.5 mg No-28 (14 x 2) iri blisters:
Per, No: / A.R.Nos: FP/619/15 " Pasmep. cepnn: / Bateh size: 500 000 aba./tabl.
Bateh No.: / Cepug Ne: SS5A5003 ‘Konusicerno: YOAKOROK! {:Number of packs: 17 857
_Hara wsrorosaennn: / Mfg. date: 07.2015 _ (Ipmc onocThn:/ ExXp. ciate' 06 2018
Perncrpannonnoe:cenaerenscree Ne UA/9382/01/01, ueficrayer jip 13.02,2019
Registration certificate No. UA/9382/01/01, is valid to 13,02.2019
Ne n/n Napameips Cretudukanis. Pesynsrarst
Sr. No. Tests Specifications Observations
b Omicanue CBETHO-KEITTbIE, KPYPIBIE TNIOCKOUMIHIAPH- ~Coorgeicrsyer
weckie TadneTkn ¢ dackoit wnorotunom «K» Ha
OJtHOH CTOPOHE:
Description Light -yellow; round shaped flat- face bevelled | Complies
edged with ‘K” embossed on one side and plain
e on the otherside of each tablet.
2 Hnenrnukanss ‘
St-)wrtnodununa becuncan Bpems  yiepxnsanui OcHoBHOrO nuka Ha | CootpetctRyet
XPOMATOTPAMME:  UCHBIMYEMOZ0 pacmsopa,
HOMYUEHRON IPH. KOAMUECTBERHOM DHpEASIEHni,
JOIDKHO CORMAMATE © BpeMEHeM YHCpKHBaRHA
nHKa S(-)amMaoaumina fecunara Hd
XPOMATOrpaMMe crandiapiiiogd pacmsopa.
HKenesa oxcud sweantonti [Ipn nodasaenyn pacTropa aMMoHus THotkanata | CoorseTcTnyer
oBpAIYETCH  KOPHUHEBO-KPACHOE OKpAlliMBating
pacTROpa.
Identification
St-JAmlodipine Besilare The refention time of the peak on the | Complies 27
chromatograms  of rest solition obtained in :%
“Assay” should be correspondent to the retention Y v/  (JIERDAPM
time of ‘the S{-)Amlodipine Besilate peak on the ,’?“ TR |
chromatograns of the standard solution. 124 ool
Ferric oxide yellow After ammoniiin. thiocyanate solution ‘adding; a'| Complies \,} a
brown-red colour appears. “«\ s
3 OAHOPOAHOCTS AVZLI (L1=15) LI=403 oy 15,
NO3HPOBAHHBIX SAMHHIL wghg:;‘ﬁ;"
Uniformity of dosage units | AV=L1 (L1=15) 1L1=403
4 PdcmagaemMocTs He Gonge 15 MuH 00 nysr 17 cex.
Disintegration Wat more than 15 min 00 min. 17 sec.
3 HUcrupaemocts He 6omee 1,0 % 0,07 %
Friability Not more than 1.0 % 0.07%
6 PacTsopeHe He metice 75 % (Q) 32 45 Muk. 92,8 %
Dissolution Not less than 75 % (Q)-in 45 minutes 92.8 %
FP/6L9/1S Crpanpua Ne: | uz 2
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000 «Kycym Dapay
VYrpana, 40020, © Cyatr, yir. Crpbnsa, 54,
Tesw: +38(0542) 7746 10, renspawe: 7746 11

Kusum Pharm

yueroTa;

Dfwee 9acao apobHbIX

sugpoopranuasos (TAMC)
of1uee YUCHO APOKAKEBLIX 1
necuennix rpubos (TYMC)
Oreyrersne Escherichia coli
B | ropenapara.

Micrabiological purity:
Total bacteria per g
Total fungi per g
Escherichia ool per g

it
(¥ rsﬁmbgﬂvﬁ
; mﬁf:::%cw? 5971
Ne i/u Iiapamerpsl Cuenugp;‘jlc_?um \‘Q’?ﬁp 2ysETE 1
Sr.No. | Tests o Specifications ; (23
7 Conyrersyiomme npumecn | He bonee 2,0 % cymmsr npimeceit 0,134 %
____ Related substances Not more than 2.0 % of total impurities -0.134 %
8 R(*) Isomep He Gogee 1,0 % 0,117 %
R (*) Isomer Not more than 1.0 %  0.117%
G Kositigorennoe 2375mr - 2, 625-mMr - 2,578 mr
onpegenere: rafmerka (0195 % mo 105 % or 3assneHHoro komuuectsa) | (103,12 %)
CONEPIRIT
2.3 Mr S(-)aMuogHITHHA
Assay: Each tablet contains | 2:375 mg - 2.625 mg 2.578 mg
2.5 mg of S(-)Amlodipine | (95 % -105 % of labeled claim). (103.12 %)
10 MukpoBHOROrHUCCKAS '

He.fonee | 0° KOF/r;

ne Gonee 10° KOEr.
He nomycxaercs wanmune B 1.

NMT 10’ CFU/g.
NMT 10 CFU/g.
- Must be absentper 1 g.

menee 50 KOE/r,

‘Mense 10 KOB,
Escherichia eoli —
oTCYTCTRYET B 1 T

«50 CFU /g.

<10 CFU /g

Escherichia cvli is absent per
lg.

SAKMIOYEHWE: 1pofysT NPOUIBELEH, YIAKOBAH 1 NPOTECTUPORAH B COOTBETCTBHA ¢ TPEOOBAHHAMH  PETHCT PALHOHROr0
csineTenersa. OTseaeT TpeboBatum 1 crantapTam GMP. Cepraduskar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies
with GMP standards and requirements, Certificate No. 067/2014/SAUMPIGMP

Ty D IIeKape TREHHBLIX CPEACTB:
&

D productlon

Cepusi AB Na 598054
‘Batch  AB No. 598054

«TJEIPAPM
JT»
InenTudikavinnui
xop 20075891
ang
CEPTHDIKATIB

B’ﬁn,'ﬂ'aﬁbparopueﬁ OKK: Havansuug OKIC Havanenmc QUK
: Analyst-. " / ;,;:;\_“_ In-charge of QC lab.: QC Head: f\P QA Head:§ el ;,/ =
, Hara: / Y i Hara: r\”\\n 0% Hara: DEML Hara: XW.‘) | q/\ 6%“?‘;
| Dute: 4. 08 /% | Date: - Date: |2.0% 14 Date: \
FP/G19/15 P Crpanutn Ne: 2 13 2
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