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Kuischka ditia i TOB «Kyeyar Mapris
TOB «Kyeys Dapai» : Vkpaiua, 40020, m.Cymn, sy Crpabua, 54
Vipaina, 02092, m.Kuis, Ten.: +38(0542) 77-46 Mogimke 4
BYJ. AJIMaTHHCbKA, 38
Tea.; +38(044) 495-82-88, faxc: 495-82-87 Ieﬂ.ﬂdft .73/1&}’/‘8

CEPTHO®IKAT SIKOCTI

CERTIFICATE OF QUALITY

Haisa upoaykry: CEMIJIOITIHE®, Tabaerkn
Name of product: SAMLOPIN®, tablets
Cuna pii: S(-Yamnoauniny Gecunar exsisanerruo S(-)adnominminy — 3 Mr
Strength: S{-)amlodipine besilate equivalent to S{-)amlodipine — 5 mg
Cepin Ne/ Batch No.: SSBKO017 Poamip ynakorku / Package size:  Ne2R (14x2)
Pecetp. Ne/ A.R.No.: FP/0007/21 Tun ynaxkorrn / Pack type: Bnictep / Blister
Posmip cepii/ Batch size: 1 000 000 tab/tab | JaTa surorosncuusa / Milg. date:  12.2020
Kin-Ts ynakosox / No. of packs: 35714 Tepmin npuaaruoeti / Exp. date:  11.2023
Kpaiua / Market: UKR
Peccrpauiiine nocsinuenns Ne: ; TepMiH AT HeoOMexeHHI
e - UA/9382/01/02 PAIH ZUL HCOD
Registration Certificate No.: unlimited validity
Ne ni/n Hazna anaiisy Cneundirauist PesyawTarn ananisy
Sr. No. Test name Specification Test result
Onne CBITNO-KORTOrO KOJBOPY, kpyrni | Binnosizac
niockounainapuunl - Tabnetkn 3 dackow  Ta
1 aororunom «K» 3 onnoro doky.
Description Light yctlow, round shaped flat face bevelled edged | Complies
with ‘K’ embossed on one side.
lnenTudikanis
S(-)amnoguniny Gecunar Uac yTpHMyBaHHsS OCHOBHOTO fika Ha xpomartorpami | Bianosinac
BHTIPOBOBYBAHOIG  PO3UMHY, OTPHMAHOIO  1ph
KiIbKICHOMY BH3HaueHHI, Mae 36iraTncs 3 wacom
yTpUMYBaHHs Tika S(-)amuonuniny Occmnaty ua
XPOMATOrpami CTAlAAPTHOTO PO3UHILY,
3aniza OKCHA KOBTHIT Tlpn  nojasanHi  po3unHy aMoniio  Tiouianary | Bixnosinae
YTBOPIOETHCA  KOpHUHEBO-uepsone  3abapnicuus
2 po3unHY.
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  S5(-)
Amlodipine Besylate peak on the chromatogram of
the standard solution.
Iron oxide yellow After adding of ammeonium thiocyanate solution the | Complies
brown-red colour develops,
OanopinnicTs A030BaNX AV<LI (L1=15). 9,0
3 OANHHLLL
Uniformity of dosage units AV<LI1 (L1=15). 9.0
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Kuiscnka ¢iain

TOB «Kveym @apn»
Yipaina, 02092, m.Kuis,
BVl AlIMATHHCBKA, 38

Te: -38(044) 495-82-88, (axc: 495-82-87
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K Vipaita. 40020, m.Cywt. syt Crpadina, 54
Ten.: +38(0542) 77- 46 10, d j_m‘y,-?-? 6-1

Kusam Pharm

TOB «Kycys Drapar

/
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Ne ni/n Hazsa anajisy Crnenndiranin gé.ym%r\ﬁh ﬁnéa.rmy
Sr. No. Test name Specification l"]‘ est result 4
Poanajantisn He Ginbie 15 xB.
4 Disintegration Not more than 15 min, 0 min ?
CripaHHicTs He Ginbe 1,0 % 0,03 %
5 | Friability Not mate than L0 % 0.03 %
PosunHeHns He mcnme 75 % (Q) 3a 45 xB. 99 %
b Dissolution Not less than 75 % (Q) in 45 min. 99 %
Cynposiani noMillIKH AMIoanniHy CynpoBiaHa fomimxa Al
He 6insme 1,0 %. 0,022 %
AnAyxT S(-)aMnoauniny naKTo3H:
He 6ipiie 0,50 %. 0,003 %
S(-)amnoauniH I0K03a/A1AyKT FAJIAKTO3M:
He binbe 0,50 %, 0,018 %
2 Byas-nxa reinenTindixoBana AoMilLKa:
He Ginsure 0,20 %. 0,006 %
Related substances Amlodipine related compound A: NMT 1,0 %. 0.022 %
S(-)amlodipine lactose adduct: NMT 0,50 %. 0.003 %
S(-)amlodipine glucose/galactose adduct:
NMT 0,50 %. 0.018 %
Any unspecified impurity: NMT 0,20 %. 0.006 %
R(+) Izomep He Binsme 1,0 % 0,006 %
¢ R{+) Isomer Not more than 1.0 % 0.006 %
KinbkicHe BHIHAYCHHA Bin4,75 wr ao 5,25 mr S(-)amnoauniny 8 | Tadnerui | 5,155 mr
4 (95 Y% - 105 % Bix 3asBncHOT KiINLKOCTI) (103,1 %)
Assay 4.75 mg 10 5.25 mg of S(-)Amlodipine per one tablet | 5.155 mg
(95 % to 105 % of the label claim) (103.1 %)
Mikpobionoriuna yncroTa 3aranbHa  KiNBKICTE  acpoOHHX  MIKpOOpraHizmias
(TAMC) - ne 6inpme 10° KYO/r <50 KYO/rr
3aranbHa KIAbKICTh APDKAKOBHX 1 IITICEHEBHX
rpnbis (TYMC) - ne Ginsuie 102 KYO/r < 10 K¥YO/r
Bincytnicts Escherichia coli 8 1 r npenapary BiacyTia
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

BUCHOBOK: / CONCLUSION:

ITpoayKT BHIOTORIEHO, YNAKORAHO Ta IPOAHANIZ0BAHO 3riIHO 3 BHMOTaMH PEECTPAlLiHHOTO MOCRiIUCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Ceprudikat Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598034

Bianosinac cranaapram Ta sitMoram GMP.
It complies with GMP standards and requirements.

Jlinensig Ha BUPOOHHULTBO AIKAPCLKHX 3ac0obis:
Licence for medical products production:

FP/0007/21 Crop./Page Ne: 2 3/0f 3




Kuinenka dinia ' TOB «Kycym @apay
TOB «Kveys @apys N Vicpaina, 40020, s.Cymu, rys. CrpaGina, 54
Vicpaina, 02092, m.Knie, Ten.: +38(0542) 77-46-10.4 ERit
ByIl. Anmarancbka, 58 c-mail: infogfk

Ten.: +38(044) 495-82-88, darc: 495-82-87 z‘f:'a.rum fhm .
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10aM 3 32CALLIYI0, 110 HABEACHR BINLE iHPOPMALLIX ¢ ZLOCTORIPHOIO T2 Tounolo, Ll cepuo npoykuii Gyno supoebacso (BKa1043 'ElKi'i‘iiil‘\ifﬂﬁ'lﬁ A
POBEEHD KOHTPOME Ti AKOCTI HA RHIIEMINAUERTT ALILIILL Y NORHIT BijtosiwOocTI 3 Bvoramit GMP, BCTAHORIEHHMH MictI
TAKOXK BINOBIABO o cnenudikaiiit, mo Micrathes y peceTpauiitnomy Aocke aGo TOprosiil niueHsil kpaiun-supobHuKL
upuAYKUiO iMtopToBano, abe y nocke crelmdikaniit na npenapat jyis Jocai Ay RNOTO Aikapenkoro 3acoby. Tlporokom BUPOGHU
Y10 NNeperIalyTo Ta BCTAHORICHO Bimosiuicrs GMP.

1 hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according Lo the specifications included in the registration dossier or the trade licence of 3 manufacturer country or importing country if the product was
impored, or in the dossier of product specifications for the examined drug product. The protecols of manufaciuring, packing and analyses were reviewed and
approved in complying with GMP.
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Kuiscbka ¢itin

TOB «Kycym ®apm»
Ykpaina, 02092, M.Kuig,
ByJl. AJIMaTHHCLKE, 58

Teut.: +38(044) 495-82-88, dakc: 495-82-87
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i TOB «Kycym Papm»
Yxpaina, 40020, m.Cymu, Bya. Cxpabina, 54
Tea.: *325(()547) 77-46 10 daxe: 77-46-11

Kusum Pharm

Name of product:
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CEPTHO®IKAT AKOCTI 73 B
CERTIFICATE OF QUALITY \z RYCYM DA, | 2
vengikauiiinni /N
Hazma npoaykry: CEMUJIOTIIH®, trabnetkn
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SAMLOPIN®, tablets

Registration Certificate No.:

CuJa aii: S(-)amnoauniny Gecunat exBiBanieHTHO S(-)aMmIoaHNiHYy — 5 Mr

Strength: S(-)amlodipine besilate equivalent to S(-)amlodipine ~ 5 mg

Cepin Ne / Batch No.: SSBKO18 Po3mip ynakoskn / Package size:  Ne28 (14x2)
Peectp. Ne/ A.R.No.: FP/0010/21 Tun ynakosku / Pack type: Baicrep / Blister
Po3mip cepii/ Batch size: 1 000 000 Ta6/tab | daTa Buroromaenns / Mfg. date:  12.2020

Kin-1b ynaxosok / No. of packs: 35714 Tepmin npugatnocti/ Exp. date:  11.2023

Kpaina / Market: UKR

Peccrpauiitne nocsinuennsa Ne: UA/9382/01/02 TepMmiu il HeoBMexeHnH

unlimited validity

Description

Ne n/n Hassa anaajisy Creundirauin PesyawTaT ananisy
Sr. No. Test name Specification Test result
Onuc CBITO-KOBTOIO KOJLOPY, KPYIT IUIOCKOLWWinapHyni | Bianosinae

Tabnerky 3 dackoro Ta norotnom «K» 3 opHoro Goky.

Light yellow, round shaped flat face bevelled edged | Complies
with ‘K’ embossed on one side.

Inentndixauia

S(-)amnoauniny Secunar

3aniza OXCHA XKOBTHIH

Yac yTpHMyBaHHS OCHOBHOIO Nika Ha Xpomatorpami | Bianosinae
BHNPOGOBYBAHOIO  PO3UMHY, OTPUMAHOIO  NpH
KIJIbKICHOMY BM3HAYEHHi, Mae 30iraTHCa 3 4acoM
yTpuMyBaHHa mnika S(-)amnoannivy OGecuiaaty Ha
XpOMATOrpami CTaHAAPTHOTO POIUMHY.

Tlpu nonasanui  polumMHy amouio Tiouiadaty | Binmosizae
YTBOPIOETRCH  KOPHYHEBO-YEPBOHE  3abappicHis

2 po3uHHy.
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 S8(-)
Amlodipine Besylate peak on the chromatogram of
the standard solution.
Iron oxide yellow Afier adding of ammonium thiocyanate solution the | Complies
brown-red colour develops.
OnHopiaHicTs A030BAHUX AV<LI (L1=15). 1,2
3 OLMHMILB
Uniformity of dosage units AV<L1 (L1=195). 1.2
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Kuiscrhka dinis

TOB «Kycym ®apm»

Ykpaina, 02092, m.Kuis,

ByJ1. AsimarHHebKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87
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g TOB «Kyeym ®apur
Yxpaina, 40020, M.Cymn, sy;1. Crpsabina. 34

Tea.: +38(0542) 77-46- | Dethawes J7-46-11

e-mail: iy »6’“ : ‘.\2; 010

Kusum Pharm

Ne n/n Haszpa ananisy Crneundikauin
Sr. No. Test name Specification
Po3najnanus He 6inbue 15 xs.
) Disintegration Not more than 15 min.
CrupasHicTs He 6Ginbwe 1,0 %
. Friability Not more than 1.0 %
PosuunenHus He menue 75 % (Q) 3a 45 xs.
6 Dissolution Not less than 75 % (Q) in 45 min.
CynposiaHi AoMilKy AMIOAUNIKY CYNPOBiAHa AOMIlIKa A
He 6insiue 1,0 %. 0,024 %
Annyxt S(-)amnoguniHy J1aKTo3H:
e Ginpie 0,50 %. 0,001 %
S(-)amMnoanniH FI0K03a/a/UTYKT I'AfaKTO3H:
He 6insie 0,50 %. 0,002 %
7 Byns-fka HeineuTHbIKOBaHa JOMillIKa;
He Ginsuie 0,20 %. 0,002 %
Related substances Amlodipine related compound A: NMT 1,0 %. 0.024 %
S(-)amlodipine lactose adduct: NMT 0,50 %. 0.001 %
S(-)amlodipine glucose/galactose adduct:
NMT 0,50 %. 0.002 %
Any unspecified impurity: NMT 0,20 %. 0.002 %
R(+) Isomep He Ginse 1,0 % 0,006 %
8 R(+) Isomer Not more than 1.0 % 0.006 %
KinpkicHe BH3IHAYCHHSA Bix 4,75 Mr 1o 5,25 mr S(-)amnoauniny B 1 Tabnerui | 5,167 mr
o (95 % - 105 % sia 3aA87CHOT KiILKOCT]) (103,3 %)
Assay 4.75 mg to 5.25 mg of S(-)Amlodipine per one tablet | 5.167 mg
(95 % to 105 % of the label claim) (103.3 %)
MixpoGionoriaHa yncrora 3aranbHa KiNBKICTh aepoGHHX MiKpoopraviamis
(TAMC) ~ He Ginsiue 10° KYO/r <50 KYO/r
3aransHa KiNLKICTH APIKKOBHX 1 IUiCEHEBHX
rpubis (TYMC) — se 6insiwe 10 KYO/r <10 KYO/r
Bincyruicts Escherichia coli 8 1 T npenapaty Bincytns
10 Microbiological purity Total acrobic 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:

[MpoayKT BHFOTOBACHO, YIIAKOBAHO Ta NPOAHANI30BAHO 3riAHO 3 BUMOTaMH PEECTPALITHOTO NOCBIAYCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosiaae cranpaptam ta Bumoram GMP.

It complies with GMP standards and requirements.

Jliuen3is Ha BRpOSHMUTBO JliKapcsKUX 32c06iB:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054
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Crop./Page Ne: 2 3/0f 3




e

Knincuka dinia : TOB «Kycym ®apw
TOB «Kvcym dapm» Vkpaina, 40020, m.Cymn, sya. Cxpabina, 54
Yipaina, 02092, m.Kuis, Tea.: +38(0542) 774

BYJl. AJIMATHHCbKE, 58 e-mail: i

Ten.. +38(044) 495-82-88, daxc: 495-82-87 Kusum Pharm

Lltm 2 3aCBiA4YI0, LIO HAREACHA BHILE iHOPMALLiA € NOCTOBIPHOI Ta TouHo0, Lo cepilo nponyxuii 6y:10 BiupobineHo (sk (Q}ﬁ \r'm(;

TIPOBCACHO KOWTPO/Ih i AKOCTI Ha BHILEIATHAUEN]H AiNLHULI Y NOBRIN BianoriwocTi 3 BuMoramu GMP, BeTaHoBIEHHMM

TakoK BIANOBIAHO 20 cneundixauifi, wo MiCTRTLCH y peccTpauifimomy focse abo Toprosili niuensii Kpaiun-BHpobH

npoaykuito iMnoprosano, abo y rocke cnenndikauiil va npenapaT A focnipkysanoro mikapeskoro sacoBy. Ipotokoau aup

Byn0 neperaanyTo Ta BCTAHOBNEHO BianoBiAHicTs GMP. <
N errd

I hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including pSEl(ﬁ1g/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and

approved in complying with GMP.
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