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CEPTHOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Hassasne npoaykra: CEMJIOITMH®, tabnetku no 2,5 mr Ne 28 (14 x 2) B Gnncrepax
Name of product: SAMLOPIN® tablets 2.5 mg No 28 (14 x 2} in blisters

Per. Nu: FP/Q52/11 Paimep cepun: 500 000 120n.
A.R,No.; FP/D52/11 Batch size: 500 000 tabl.

Batch No.: SSA1001 KonnuecTso ynakobok: |7 857
Cepna Ni: SSA1001 Number of packs: 17 857

Hata narerosnennn: 03.2011 Cpok roasocrh: 022013

Mfg. date: 03.2011 Exp. date: 02.2013

Perncrpaunortoe cangerenserso Ne UA/9382/01/01, namenenna or 13.10.2009 Ne 739, nelicteyet no 12.02.2014
Registration certificate No. UA/9382/01/01, changes of 13.10.2009 No. 739, is valid to 12.02.2014

Ne n/n [TapameTpni Crieundnkauus PeayawTatsi
Sr, No. Tests Specifications Qbservations
1 OngcaHue CBeTAO-KEATHIE, KPYTNLIE MLIOCKOLMWTHHADH- CooTeetcTByeT

yeckue TabneTku ¢ dackolt ¥ nororHnom «K» Ha
0mHON cTOpoHE.

Light yellow, round shaped flat face bevelled Complies
Description edged with 'K* embossed on one side and plain
on the other side of each tablet.
2 Haentnduxals BpeMs ynepKuBaHHA OCHOBHOFO NHK2 HA CootserctByeT

APOMATOMPAMME UCRbIMYEMO20 PAcMEnpd,
MONYYEHHOH NPH KONHYECTBEHHOM ONPENSNERHH,
AOMKHO COBNANATH C BPEMEHEM YAECPKUBAHNS
nuka S(-)amnonununz Gecunara Ha
XpOMaTOrpaMMe cmaHdapmro2e pacmaopa.

ldentification The retention time of the peak on the Complies
chromatograms of res: solution obtained in
“Assay” should be correspondent to the retention
time of the S(-)Amlodipine Besylate peak on the
chromatograms of the standaerd solution.

3 OnHopoRHocTh He 6onee 2-x w3 20 Tabnetox moryt umeth | Or-3,72% 107,12 %
Mmacchl Tabnertok OTKNOHEHHA 0T CpeliHed Macchl Gonee 4eMm Ha
+ 7,5 % ¥ HA OZHZ H3 HHX HE OO0MKHA HMETH
OTKJIQHEHHA OT cpeaHed Macchr Gonee 4yem Ha
115%.

Uniformity of mass Not more than 2 of 20 tablets can deviate from the | - 3.72 % 10 7.12%
average weight more than + 7.5% and none of
them deviates from the average weight more than

+ 153%.
4 PacnanaemocTs He Gonee 15 Mun 18 cex.
Disintegration Not more than |5 min 18 sec.
5 Hcrupaemocts He Bonee 1 % 0,019%
Friability Not more than 1% 0.019%
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Mpoaaeey - TOB "MMmeadapm JITH", Nokyriatens - ChinbHe YKpailCbKo-ECTOHCHKE niAanlCMCTBO y q)ong"I‘OB"OnTiMa-mapM.n
Haknaghas Ne 10021, Ot 18.04.2014, Tosap - CEMAOMH®, Tabnetu no 2,5 Mr N214X2* - SSA1001_0213_2-60065.tif
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Vipant, 40022, r. Cymst, yn. Crpabinia, 54,
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Kusum FPharm

R {+) Isomer

6 PacTsopenne He menee 70 % (Q) 32 45 Mun

Dissolution Not less than 70 % (Q) in for 45 minutes Complies

(80.60 % - 105.17 %)

7 OmnoponanocTs conepxanng | OT85 % no 115 % 97,35%-113,03%

Content Uniformity 85 %-115% 97.35%-113.03 %
3 Comytcraytoiume npuMecH | He Gonee 2,0 % cyMMbl mpivecedt 0.97 %

Related substances Not more than 2.0 % of total impurities 0.97 %
9 R(+) 13omep He Gonee 1,0 % 0,026 %

Not more than 1.0 % 0.026 %

10 KonyyecTeeHnoe
onpeneneHue: | rabnetka
CONEPXHT

2,5 MT 8(-)amMnonHnuHa

Assay: Each tablet contains
2.5 mg of S(-)Amlodipine

225mMr-2,75Mr (90 % - 110 %)

2.25 mg — 2.75 mg (90.0-110.0%)

2,58 mr (103,20 %)

2.58 mg (103.20 %)

MukpoGuonorueckas
YUCTOTA!

B | r npenapara
ROMYCKAETCR HANMY HE
Gaktepuii:

rpyBos:

Gaxtepun Escherichia coli

Microbiological purity:

1ie Gonee 10%;
3
He Gonee 107,
He nonycxaeTcs Hanwaue B Ir.

5 KOE,

mexee [0 KOE,
Escherichia coli —
OTCYTCTBYeT B | I

Total bacteria per g NMT 10° CFU/g. 5CFU /g.

Total fungi per g NMT 10 CFU/g, <10 CFU /g.

Escherichia coli per g Must be absent per | g. Escherichia coli is absent per
lg.

JAKJIFOUMEHUE: npoxyxT coaTeeTcTBYET TpeSopanismm AHJIl perncTpalMoHHOTO CBHASTENLCTRA,

CONCLUSION: the product complies with the regisiration certificate AND requirements.

8. naboparopueit OKK: Menenxep OKK: Hawansuux OOK:
QC Manager: QA Head:
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Npoaasey - TOB "Tneadapm NTAH", Mokynatens - CninbHe YKparHCbKo-ECTOHCHKE NIANPUEMCTBO ¥ (bopmiqwbmma-tbapmfﬂ
Haxnagnas Ne 10021, Ot 18.04.2011, Tosap - CEMIONIH®, Tabnetkk no 2,5 mr Ne14X2*, ®ain - SSA1001_0213_1-80065.tf



/

000 «Kycym Dapm»

Viparma, 40022, 1. Cyms, ya. CiqiGiza, 54,
+ Teq: +38 (0542) 77 46 10, resu/haec: 7746 11

/d:.mm Pharm

. CEPTUOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Haspanne nponysta: CEMJIOTIHH®. tabaetxn no 2,5 mr Ne 28 (14 x 2) 8 6amctepax
Name of product: SAMLOPINE tablets 2.5 mg No 28 (14 x 3) in blisters

Per, No: FP/055:1 4
A.R.No.: FP/055:11

Paimep cepun: 500 000 Taba.
Bateh size: 500 000 tabl.

Batch No.: SSA1002

Konuaectso ynakosok: 17 857

Cepnn No: §5A1002 Number of packs: 17 857
Jata maroToBnenun: 04.2011 Cpoxk roanocry: 03.2013
M{g. date: 04.2011 Exp. date: 03.2013

Perncrpauncnnoe causereancTso No UA/9382/01/01. usmerenwa o1 13.10.2009 Ne 739, aehersyer 1o 12.02.2014
Registration certificate No. UA/9382:01,01. changes of 13.10.2009 ho. 739, is valid 10 12.02.2014

Ne n/n IMapameTpst
Sr. No, Tests

Cretindnraunsn
Specifications

PelyabTatsl
Qbservations

| Onucanue

Description

04HOR CTOPOHE.

CBET/0-KENThIC, KPYNbIE TLOCKOLUIHHAPH-
yeckue Tabnerxu ¢ fackoi @ JoroTHNom «K» Ha

Light yellow, round shaped flat face bevelled
edged with ‘K’ embossed on one side and plain
on the other side of each tablet.

Cootperctpyer

Complies

2 Hientndurauna

Identification

Bpems yASPKKBAHKA OCHOBHOTO NHKA HA
XPOMATOIPAMME UCHBIMYEMOZ0 PACTSOpA.
NOAYYEHHOM PN KOTHYECTBEHHOM ONPLICICHHH.
LOKHO COBNARATE C BPEMEHEM Y ICPHKHBAHHA
nHKa S{-Jamnonunuud Gecunrara Ha
XPOMETOIPaMME CIaKOaPMHOZ0 pacmaopd.

The retention time of the peak in the
chromatograms of resf solurivn obtained in
~Assay” should be correspundent to the retention
time of the S{-)Amledipine Besylate peak in the
chromatograms of the standard solution,

CoOTBETCTBYS

Complies

3 OanopoaHOCTL
maces TabneTox

Uniformity of mass

1] 5%,
'

He Gonee 2-x n3 20 TabneTok MOTyT HMETHL
OTKNOHEHHR OT cpeaHell macchl fonee 4em Ha
+£7.5 % ¥ By OOHA K3 HHUX He BONKHA HMETh
OTKOHEHHA OT cpeaHeR macchl fonee uem Ha

/
Not more than 2 of 20 tablets can deviate fro@xe

O7-2,70% 103.24 %

~2.70%1w03.24%

t 15%.

4 PacnanaemocTs

Disintegration

He Gonee 15 MHH

Not more than 13 min

average weight more than * 7.5% al%) ofy,
them deviates from the average weight ;;%a&’

R
A < ciet,
¥7 i “¥.

£

05 51
L%%}- 2»

5 HcTnpaemocTs He Gonee | % ¥ )‘Hg, . ‘.,
\9 &
. x
Friability Not more than 1% 0.01 % 0,¢
FP/Q55/11 Crparnua Ne: | w3 2

Page No.: | of 2

Mpoaaset| - TosapucTEO 3 OGMEXEHOK BIANOBIAANBHICTIO "I'nepcpapm NTR", Moxynatens - CninbHe YKpatHCbKO-ECTOHCHKE ni,gr
Haknagras Ne 27995, Ot 30.11.2011, Tosap - CEMNONIH®, TabneTkw ho 2,5 Mr-Ne14x2*, daiin - SSA1002_0313_1-60527 tif
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Kulscbxa Qluis

TOB «Kycym ®apm»

chpama, 02092, m.KuiB,
Anua'rmwsxa, 58

TOB «Kycyu ngm»

2
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Page 1/1

Ha3sa npoaykty;: CEMJIOIHE, *raﬁmn
Name of praduct: SAMLOPIN&' tablets
Cuna ait: S(:)amnopuiiing Gecunar, exsisanenTio S(-Jammomuniny - 2,5, ur
Strength; -Jemlodipine besilate eguivlent to S(¢-Jamlodipine ~ 2.5 mg
Cepin N/ Bat¢h No.: $SA1002 Pomip ynaxosxn / Package size:  No28 (14x2)
Peccrp. Ni / AR.No.: FP/0269721 Tumn ynaxosxn / Pack tyjpe: Bnicrep / Blister
Poamip cepii/ Batch size: 1 000 000 7ab/tab: | JaTa suroronnenns / Mfg. date:  04.2021
Kin-ts ynaxosox / No. of packs: 35714 Tepmiwupnparaocri / Exp: date:  03.2024
| Kpalua / Maiket: UKR
Peccrpaniine NOcRImenisg Net 11, s i TepiMilt il HeoBMeketinti
Registration Certificate No.t /93820101 sinlimited validity”
Ne n/n ‘Hiizpa 'ginaalsjyf Crenudiicanig Pwyumnu anajiizy
Sr. No. Test name Specification Test result
Onxc CBiTIO-XDRTOrO KQUEOPY, KPYITIi FUIOCKOMWIHApH<HI | Bianosinae
TabneTxi 3 hacKoI TR IaroTHIIoM «IGr 3 OXHOTO; Goxy:.
! Description nght yellow;. found shapcd flat face bévelled edged | Complies
‘with ‘K” embossed on-one side.
Inentudixanis
$(-)amnonuminy Gecunar "Yac-yTpHMyBaHHA QCHOBHQIO Nika Ha;XpoMaTorpani | Binhosizac
nunpoﬁoxysauom POJUNMY, OTPHMEHOTO npw
‘mmqmmuy BUIHAYCHH], MAE 36iraTicR 3 uacOM
FIpHMYRE nim Sl%wg.uumny tiecmmy Ha,|
‘3asiiza-oxcHa MOBTHIH Hpu BORdBANK{ poztmny ‘aMoHII0 nomauary Binnosinde
yﬂoploerwu ¥OPHIHEBRO-4EPROHE’ 3a6aphiena
2 ‘posunHy;
Identification
S(:JAmlodipine Besilate ‘The retention fime: of the peakon the cliromatogram of | Complies
sqmpk, solution. obitained in “Assay” should be
£0 lent; 1o the-refention. time, of S(:JAmlndipine
-_Besxlate peak .on the chromafogram o the standard
{ ‘sotution,
Iron oxide yellow | Afler-adding-of ammibnium thiocyanaté solution thie Complies
brownsed colour'develops.
| Onmopianicrs nososanmx AVELI (L1=15), 5,0
3 OAHHKUL
Uniformity of dosage units AV<L1 (L1=15). 5.0
FP/0269/21 Crop/Page Ne: | 3/0f 3
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Kulscuxa dinin

TOB «Kycym dapm»
Vxpaina, 02092, ».Knuis,
By/l. ANMaTHHECEKA, 58

Ten.: +38(044) 495-82-88, axc: 495-82-87

o
TOB «Kycym ®apm»
Ykpaina, 40020, m.Cymis, byji. Cxpabina, 54
Ten.: +38(0542) 77-4 ' 11

Kusinme Pharm

MEAL >

?, KYCYM qnpw l—:.
Mn/n Hassa-quanizy Clleuud»ixauin %
8r. No: Testname Specification e ( nl
- | Posnanawms He Ginsme 15 x8, o : -,M,C\"
4 | Disintegration NMT 15 min. 0 thin 34 536
" Cruparmicts He Ginsize 1,0%. 0,09 %
5 | Frisbility Not more than 1.0 %. 0.09 %
Posikenns He mexmre 75 % (Q) 33 45 xa. 100 %
6 | Dissolution 'Not less than 75% Q) in 45 min. 100 %
Cynposinni aomimxnu Amioguminy cynpoBinHa nosinmke A: »
ne6mmc 1 0 %, 0,035 %
0,001 %
S(-)amommmmoxoaa/awn rAMAKTOSN: 1
16 Ginsuie 0,50 94, 0,002 %
7 Byng-axa neinearisdixonana gominnca:-
e Givsine 0,20 %, 0,013%
Related substances, Anilodipine related compound A: NMT 1,0 %. 0,935 %
S( )amlodnpme lactose:adduct: NMT 0,50 %. 0,001 %
‘ 0,002 %
LAY { . 0,013%
R(+) Isoniep ‘Hebimme 1, o% 0,006 %
) R(+) Isomer . Not more than 1.0 %. 0.006 %
Kimsxicie Bsmsauena ig 2,375 mr po 2,625 wmr S )amxomnay 5| 2,531 Mr
1 fmﬁneml (95 % - 103 % sin3asmnepol- kinexoeri) | (101,2'%)
? Assay 2:375:mg to 2.625 mg. of ‘S(-JAmlodipine per one.| 2.53] mg
‘mblet (95 % 0 105 % of the label claim) (10122 %)
Mixpobiosioriuta uncrora BaramsHg  KiIhKiCTS aepodnmc MiKpoOpranisMis
(TAME) - ne. Gmuue 10’ KYOh < 50 KYOir
3arannna  KinsKicTs: .mmohux i naicenennx, _
-rpubis,(TYMC) ~ne-ineme 107 KYO/r <]OKYO/r
Bineyrnicrs Escherichia coll's 1 v-ppenapaty Biacyran
10| Microbiological purity “Totalmerobic:titcrablal court (TAMC):
NMT 10* CFU/g <50 CFU/g
‘Total combined yeasts and méulds-count (TYMC);
NMT 10*CFU/g < 10 CFU/g
Escherichia colr must be absent per'1 g Absent
BHCHOBOK: / CONCLUSION:
Ilpoayxr BUIGTOBNICHO, YIIAKGBAHO. nnyoauulsoiauo 3riAHO 3 BIMOrAMY - pcem'pamﬁﬂom noceiguenns.
The product is manufactured, pucked-ahd dnalyzed as per requirements: ‘of Reg < ertificat
Bianosinae crampapyas 7a prmoran GMP, ‘Cepraiikar I& 009/2020/GMP
It-complies-with GMP.standards and requirements, Certificate No. 009/2020/GMP
JliticHsia na BAPOGHAITIBO- nikapesiin 38¢o61n: Cepin AB W 598054.
Licefice for mediéal produets production: ‘Baitchi AB:No, 598054

FP/0269721

Page 1/1
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Kufscrxa dinis TOB «Kycym ®apm»
TOB «Kycym api» ~ Vipaina, 40020, m.Cynu, sy, Cxpabina, 54
Vipaiia, 02092, M.Kuis, Ten.: +38(0542) 77 SO 1]
BYJI. AAMaTuBCEKa, 58 — 2 erin 4 e SN
Tem.: #38{044) 495-82-85, paxc: 495-82:87 Kusim Pharm N

Lum 2 3acsivyio, o RaseneHa Bhne injopmautis € 40cToipHaia Ta Tounow. Lho cepixo nposykuil-Gyno-supoSineio (axmokyfy
TIPOBCACHD. KoKTPOE 1T AKocTi Ma SwillcIasHACHIA ALKHAUT ¥ TIORRIA BiANOBIAKOCT. 3 BMOraMH GMP, scTanoBacHM” MicR(L
Taxox. mignosigno Ao cheindixauifi, wo Mictamica y:pecstpawifinomy .aocse a6o Toprosill Ningiail. xpaim-BrpoGHix\GE
nponyxiiilo iMnopronano, abo y aocse eneussdixaniii Ha-npenapaT ang nocninxysasoro nixapeskoro sacofy. Mp p
Gyno NEPErNAKYTO TA BCTAHORNEHO BiamoRiaKicTs GMP, =~

1 hereby confirm that the above mentioncd information is authentic and accurate, This batch of the product was manufictured (including packing/marking) and
its quality ontrol was.performed at.the site mentioned above in full concordance with the requiremenits of GMP imposed.by‘local regulatory autbority gs well as
according. o' the specifications. included in the fegistration dossier or the trade liéente: of 8 inanufictufer country or imiporting couniry if the product was
importcd, or jis the dossicr of product specifications for the examined drug product. The protocols of manufactring, packing and apalyses were reviewed and
approved in complying with GMP.
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Xistix-ananitnx %a:; #avansruxa BKA | Havanexiic'BKST YnosHogaxeHa ocoba
Andlytical Chemist _/Deputy QC Head QC Head Qualified Person

e T ST T S
_n_inquc/Signam:c: _ %f% | o Sl O\\V} gL ots
Jlara/Date: 26 /o9 /2027 | N st{onlay L4 /0y 0
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000 «Kyeym Dapm»

Vipasta, 40022, r. Cyme, yi Cepem, 54,
Ten. +38(0542) 7746 10, ren/asc: 7746 11

Kusum Pharm

6 Pactsopenne He menee 70 % (Q) 32 45 mun | Cooterctayer .
(89,48 % 9931 %)
Dissolution Not less than 70 % (Q) in for 45 minutes Complies
(89.48 % — 99.3] %)
7 Ouxnropoarocts codepianua | OT 85 % 10 15 % 94.27% 104.74 %0
Content Uniformity 85 %-115% 94.27 %~ 104.74 %
3 Conyteraytomme npumec | He Gonee 2,0 % cymmel npumecei 0,09 %
Related substances Not more than 2.0 % of total impurities 0.09 %
0 R{+) I3omep He Gonee 1,0 % 0,004 %
R {+) [somer Not more than 1.0 % 0.004 %
10 Konnuecteennoe 2.25Mr—2, 75 Mr (90 % - 110 %) 2,57 mr (102.80 %)
onpegenexne: | TabneTxa
COAEPHKHUT

2.5 mr S(-)amaonun1Ha

Assay: Each tablet contains
2.5 mg of S(-)Amiodipine

235 mg -2.75 mg {90.0-110.0%)

2.57 mg (102.80%5)

MukpoGuonorayeckan
4HUCTOTA:
& 1 r npenapara
AONYCKAETCA Hajiuy e
bakTepui:
rpudos:
Gakrepun Escherichia coli

Microbiological purity:

| he Bonee 107
i e donee 107

He nomyckaercs HanyaHe B Ir.

menee 10 KOE.
mexee 10 KOE.
Escherichia coli -
OTCYTCTBYET B ! T.

Total bacteria per g NMT 10° CFU/g. <10 CFU /g,

Total fungi per g NMT 102 CFU/g. <10CFU 7g.

Escherichia coli per g Must be absent per | g. Escherichia cali is absent per
e

3AKAIOUYEHME: NpomykT MpowaBeneH, YakoBaH M NPOTECTHPOBZH B COOTBETCTBHH ¢ TPEGOBAHWAMM DETHCTPALIMOHHOTO
ceuAerenscTsa. Oraevaer TpeboBaiiaM W craHgaptam GMP,

)
NG

oDt
._ o

3z} ]é;%opa'rop%ﬁ OKK:
Ine a}Qe of QC lab.;
b

LE OV £ Date:

Merenkep OKK: /7,

QC MMW

Hara: i ‘“g
4<% 2

+| Hawansrux OOK:

FP/05S11

By oy & 890 & o st S

Crpanmia Ne: 2 ws 2
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Mponasey - TosapucTso 3 obMekeHoko signosigansHicTio "Mneadapm NTRT, Mokynatens - CninbHe YKpaiHCbko-ECTOHCbKE migr
Haknagras Ne 27985, Ot 30.11.2011, Tosap - CEMNIONIH®, TabneTku no 2,5 mr Ne14x2*, dain - SSA1002_0313_2-60527 tif
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