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HAEPKITKCITYXKEA

AEPIKABHA CJIYVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 2A

' HAPKOTHUKAMMU Y KUIBCLKIN OBJACTI

npocnexr Banepin JloGanoscuroro, 51, m. Kuis. 03110, Ten/ipare: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon CHPIIOY 37078774

BHCHOBOK
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‘ No 54747/19/10

AMJIOLIMUM 5 MT

(nafinenyeaims nikapenkoro 3ac0By 3rijino 3 pecerpanifingm NOCKI IS )

TadjieTics 1o 5 mr no 10 Tabuaeror Yy baicrepi; no 3 Gaicrepn y KAPTOHNII Kopobui
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omep peecirpauiiinoro nocsinuenns UA/] 4494/01/02 crpox nit peccrpauiiinoro nocsinvenny 04.11.2020

Cepin sixapEbkoro sacoGy Ne 19065757 Kinekicrs sresenoro nixapeskoro 3acoBy 9000

Acino Gapma Al [LBeAnapis

{rafisertynaing BUPODIHKA Nikapebkary sacoby. Kpaii MONOJGREIHI8)

Towapuerso 3 06mesmenon BiAnosixanbicrio "ACIHO YKPATHA",
inenr. con: 42274733 ;

(afimenysanng ra wos sa CAPTIOY 1OPHAHNHOT 0CoGH 400 upisnuie,
OCOBH - i pHemi. iT Micne mposcaai s 1

ins 110 Garhkoni iz
PECCTPAIERIHA novep oBaiconoT KAPRTKH HIAATITHEKD
noATIie abe cepin ra nonep nactopra)

Ipotorea pisyanuuoro keurpomio pin 23.08.2019 N 3147/1.
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In the evdnt of any digcrepancies or doubt betweean Engli

Dr. Peter Sommer,
Qualified Person /

Murep Com Mep,

ynonﬂomoquHoe Muye

08.07.2019

HAY BEPCUAMY Ha a

sh and Russian language versions,

HITIMACKOM 1 pycck

ns 7 mg amlodipi
g amiodipine/

(B ynakoskax):

oduct: /

ne besilate, which js

3 biisters in carton box/

B Bnucrepe; 3 Bnucrepa s K&PTOHHO KopoBke

19065757

9000

RAMLP70032

19065757

, Bupceer 2, 4253 Nuctepr,

7 ] Dr. Peter Sommer
" QP/Fyp
¥ / Acine Pharmg AG
§ 7 ,q S
&/ / 7/ il '

&
the English [an
OM A3bIKaX npey

guage version shaij
MyLUeCTBE HHyI) cuny




HaumBroranue
Date of Manufa
lata
EXpiry Date: /
$LDOK roaHoCTY:

atenial Number in SAP: /
oMmep MaTepua
Isis Numbq
D AHanuaa

Tests|/

Appearance /

P

DnucaHue

o]

toenHns macca

nits
DaHOBOAHOCTL

o Y o T Y sl

Water/content /

Dissolution /
HacTeppenune

| Identify Amiodi

Identification A
(by HRLC) /
Wpenr thukayus
(BIKX)

entification B
y UM}/
EHTHDUKaL ks

-

Birs
Pho

WWW.acino. swiss

Namd of the Pre

foUsBoAC

Moxazateny Kayge

\verage mass /

Iniformity of dd

O3UPPBaHHBIX &

PaspaBnuBanHuy

Acino Pharma Ad
[veg 2, 4253 |
e +41 61 77

sduci: !

tturing: /
TBAa:

Bl":f}

2CTBa

sage

ine:g :! Wa

=3

B (Yo)

[poaykra:

na 8 SAP:

AMHUY | E

Certificate of Analysis / Ceptudmkar Ananusa

Amlocim 5 mg,
AMJTIOLINM 5 M

01,04.2019

Pasmep Cepuu (s nakosxax):
SAP Batch no: /

Homep Cepuy s SAP:

Date of Analysis: /

tablets 5 mg Ne 30 (10x3) in blisters/
T, TabneTtiu no5 mr Ne30 (10x3) B Bnucrepax
Batch Number Finished Product: /
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Requirements 7
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Results /
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aHanuaa

Complies /
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White round, biconvex, uncoated tablets,
plain on both sides /

Kpyrnele ABORAKOBLINYKNble TaBneTky Genoro
LBeTa, rnankuve c oBeyy CTOpPOH
220 mg * 49, (211.2-2288 mg}/
220 mr + 4 9, 211,2 - 228.8 mr
Conforms to Ph, Eur. 2,040

Coome'rcmyeT

219.8 mg /
222,2 mr
21

TpeboBaHuam

Hormxen CooTBEeTCTRORATL
40

Z260N/260H 121N/121 H

2 80% (Q+5) of label claim after 15 min ;
280% (Q+5 %) OT 3asBneHHoro
canepxanns sa 15 MUHYT

EHTUPMKaU Mg AMnoaununa:

Retention time (sample) corresponds to
retention time (reference) /

Ha XpoMarorpamme WCnbiTyemoro pacreopa,
NOMyYeHHOHU npu KOInuYyecTeeHHOM
onpenenetnn, spems YBepxuBanus
CGCHOBHOrO Nuka fomxHo COOTBETCTBOBATE
BpeMeHu ynepxusanug OCHOBHOI® Nuka Ha
XpPoMaTorpamme pacreopa CcpaBHeHus

The spectrum of a sample and g reference
solution obtained between 400 and 200
nm shows an absorption maximum
around 360 nm /

Cnekrpe) UcnbiTyeMoro ¢ CraKflapTHoro
PacTBopa, nonyyeHsbie g auanaszoxe or 400
A0 200 um NokaseiBawT MaKcumym
nornelesus npu ANvHe BONHLI okono 360
HMm
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AMJTIOLIMM 5 M, Tabnetkn no 5 mr Ne30 (10x3 B Bnucrepax
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4.75 - 5.25 mg (95 - 105%) / 5
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ofpeadnenne 4,75 -525 mur (95 - 105 %)
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Who isgued the Batch Release: / Qualified Person /

Pamunun n AOMKHOCTL / 3BaHue Inya, Mutep Commep,

KOoYopog Buifano Raspewenue g BbINYCK Ynonnomoqermoe Muuo
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Acino|Pharma AG
Birswaig 2, 4253 Lje sberg (BL), Switzerland
Phone +41 61 775 BO 00

www.hcino.swiss
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