AEPXKABHA CHYKBA 3 JIKAPCHKUX 3ACOEIR
TA KOHTPOJIO 3A HAPKOTHKAMMU y m. KHEBY

1pos. Hani¥ Caivinunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €IIPIIOY 37079055

BHCHOBOK
PO SIRICTH BBC3IEHOTO B Yxpainy aikapebioro 3acoby

14.11.2024 Ne 60557/24/26

BAJIMICAP HA 160/12.5/10

(natiMenrynanus nixapesrore 3acoBy 3rimio 3 pecerpanifinim nocsiatenma )
rabuerkn, Brpuri naisroBoLo o6osonKro1o, no 160 mr/12,5 s/10 Mry, o 10 rabaeror y

78

Gaticrepi, o 3 Guticrepu y Kapronniil ynakosui
(popna vunycky, Hosybaniis, pia nakynauis AikapcLROro 3coly)

Homep peccrpauiiinoro nocsinuenns UA/18938/01/02 crpok mif pecerpauifinoro nocsiguenns 10.09.2026
Cepis sikapenkoro sacoBy Ne 14240572 A Kinskicri soesenoro nikapenkoro sacody | 8900

Bupobnnx Maxsieonc Papmacnioturanc Jlimiten, uis
(Halimenyuming supoSunka Nikapeskoro 3ac00Y, KPATHA NOXOAREHIG)

Buesenio 8 Vipaliy Tosapuerso 3 o6merenoino piurosinaapiicrio "MAII EOUC
PAPMACDBIOTIKAJIZ JIMITEN", incur. won: 37554108
(nafivestysanus ma kon s CHAPIIOVY wopnannio? ocobi aba npissne. is's, no Garukoni
diznunoi ocobu - mianprenun, T micue NPOAHBARHA T8 peeCrpaniiinuit nosep obaikaroy
KaprRi prarHiea doparkin abo cepis T Hosmep nacnapTa)

Nporoken sisyansnoroe kowrpono sin 10,10.2024 N 3484/8.
JlaGoparopruit ananis axocri NIKapCHKOro 3acoBy 3nificHe M
JlaGopatropis 3 KOHTPOMO AKOCT] AiKkapeskix 3acobis TOR "HOBPOBY T-JIANIAB" (m. Kuis,

Byn. Hosropon-Cisepebka, 6ya.3, nexuriosi npaMinens 92)
' (HaAMCHYBAHHH T8 MICUCIHAROLKEHHS naBoparopii, ulo Npoesena NABoPRTOPHUI AN #KOCTT)

Bucrosok woso skocri nikapeskoro sacoGy, sinanuli naGoparopieio nin 14.11.2024 No 1693-24
Pesynvraru naboparopuoro aHanisy skocti nikapehKoro 3acoby 3a nepesipeiMi NoKaIHHKAMI Bignonigarors
BHMOraM METORIB KOHTPOJIO 5KOCT (ananiTHYHO-HOPMATHBHOT OKYMEHTALLT).

32 pesynLbTATAME  ACPKABHOFO KOHTPOAIO  BCTAHORAGHO, 1O Jikapchkult 3acil  wsesco B Yipainy 2

ROTPUMANHSIM BHMOTr 3aKOHOAARCTEA {00 385E3NETEHHS AKOCT] Jikapebrux 3aco6in.
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Jasoparopia 4 WOWTPOIIO SROCTE AIRAPeLRIK 33006
TOB "IOBPOBY -MKUJIAR"
Medicines Qualit ¥ Control Laborato Py
LLC “DOBROBUT- LIKYLAB"

Yepaing | 0315 53, M. Kuis, ByN. Hosropoa.Ci BROCkER, OyA. 2 sawuwrnos] Nl 42

Buenonox HIORO AROCTE N 1693-24 niy 14, 11.2024
BAaMIC /\Pl /\ i() 125200 radaeren, Bap nainkono)
‘3

[SIEINRITe

Hasua upenapay: {0 160 air/ PO s, 10 10 rabaeros ¥ Qaierepl, i 2 SR HE TN
e pu)mun }«';m SO

Pecerpatiiingii HOAC: 1693.24

BupoGuirrag: Makeose Mbapay; acuoriiane Misiiren, biaiy

Homep cepi: 14240572 A

Posatip napriv sia gicor Blaidpauy 13900

3palor:

Tepsrin vpunatiroeris 0472026
Tovapucrioe 3 OOMERC IO Bianoni ya. TLHCTIO "MA K EOAC

Bigibpauolonepixaito nin: DAPMACHIOTIHS \113 HIMITEL". Avveunni exan \n'. sy
BY.Q fosGyua, 3

Hary ONePAALITIS 21002004

Bua xowrposnio; Hanpawsenng T AC na AASOPATOPHIT ditaais {902}

AN (MK, eneundirauii), MK 1o I N U VISY3ISAT 00

BUIHOIHQH() A0 aKoT HPpOBOATL e
IR TR

JHorazin Buswou A7 Ce syt
Onue Hpoonyii ralieri, BRRITE BAI8KOBOIO eBOROHRI, wumumn' Birnosinge
dopst, Gajno-xostoro ROALODY 3t pusiingminay Coge
QUAOIO oy 1 st 3 inmoro oy,
benrndiranis o Yacen Yrpustysanus  riwin A0 Y, Bascapranmy 1 Bianon

rinpox: wpridsngy  ua SpoMATOrpRMAN  einpoGonysanore |
CTALAPTHOrO  posymniny, OTPUMAHIN  fipy UL EICHOMy

Bisnaue i, mae 3Giraticey,

2, Ocuosni— naasn aMaoauniny, BCaprany 1 Fianosigue
rim)mu(m*rizmr(y HL XposaTorpasiax BUIPOGOBY RAHOrG

POsULtY nosnuni Bianosizee 5 HAYEHIM RE ocnounng

FRBIALAY Ha .\pQ.\:’{*II(}.'p(l:\M,\ BI.,’,IH()Ri;’lH(.)H) L'"HH{;’(EEP1'5?0!‘(')

posuy

Cepeanst saca 432,60 air w2 5.0 04
Kinnkicse pisnaveny - Bir 9,25 sir a0 HO73 Mrasio: untiny 8 raGaerd HL D we
AMnomimin (92,5 % - 107,5 % pin Fadsacnol kinwkoer)

Kinvkicne sinnavenuy - Bin 148.0 s 10 172 QM ancaprany s waiaery RN VI
Bancapran _ (92,5 % - 107.5 9, BLL S00BA€ 40T Kiftb oo 1)

Kinsxicne BH3HAUCHIY - Bia 1hs025wr a0 13 4 373 M viapox; ropriaznay ooy 126065
Fiapoxnopriamg (92,5 % - 107.5 % niy susteaenal Kiancoer)

Yuaxosii Briang unsor MICS Bizaosima
Mapkysanun SPIHO BiMor TCRCTY StapkyBatiy Blanenipae
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CERTIFICATE OF LYSIS
CEPTHDMRAT AHAJI3A

ame of Product

It S
(Valsartan 160 mg, 24002732
Hydroehtorathinzide 12,5 mg,

- L.Amlodipine 10 mg, tablets)

I Haitsenvemuog 1113 f ' Baamicap HA Date:
i (Buacaprean 160wy, 11872024
Uitpusaoprining 12,5 MI Hava:
'A-\\l.fimlnniu 10 wir, Tabacriy) f[ 1.08 ();-t

ji\‘l:mul':nclm'er Country | Iadia
|
l

of the | 160 mp/ (2.5 mal 10 nig

nal produ et

Stren L{(h/pn(cm

i
medi !

JAI8938/61/02
LANIS38I01102 (60 /12,3

osige Form

e ng/10 my
Jkapcnka Gropsin AVACTRY, BRIy

HIRITSTI STERY
I N HINOB R St ) fieticrepn

B;l(_clyl N

Bate of
Lt
Dateal Expiny
Hava sanievenns
| £epNiny nparnocy
acleods Pharmaceuticals Limitec
Village Theda, Post Office Lodhimajra, Tehsil Baddi, Districs Sutan.
Himachal Pradesh 74101, India
Ny MNBAI7/594, Ne MB7/593
A DApMRCLIOTHINAC  TisiTo:
s Txesa, 110 oaxisaiipa, Texein Basai,, lierpine Coaan,
Niswaaa Hpuaem, 174101, Diain
) B340 NMBOTR93

Paniip cepii,

I pa2026

W T Name, address

N U T Aupounr
e 1 Gasi iy Eudy

LELRLE o LS

ests ! Specification “wniwﬂi&“ ity
: No. Howmynswa | Chenndinanin Pesyaniarg
A
L -
T Deseription “White calonred, oval shaped, biconve ﬁ;;?»?;cﬁ(.\hl(t debussed witly

Wihite coloured, ov haped,
¢ biconvey film coated iblets
o debossed with *T23" on one side

one side and plain on other side.

| Oune FRIL BRI ABROBO0 060300 K010, HRAILNOT hopan, 6,10~ FAAmomysai radaeriy, BEPIIT;
H HOBTOIO KOALUPY & rpasiiowaunnm «C96 3 oan010 Bowy | CHUINT S inmoro Hony., I wainkonoo HHO0NRMO, o 0T
! ; : T ) Ly Gl
{ hopya, Gaino-wontoro woanopy
; | rpasiosannm «C% 3 0000
i Meatification ] ]
S : v HERTSY . - o o : . i . 3 .
[ BY HPLC U The retention time of the Amlodipine, Volsirtan and Hydrochlorothinzide peaks i ? Complies
{ i the eliromatogram of sample preparation should correspond to that of Amlodipine, ’
H . . B N u §
i i Valsartan and Hydrochlorothiazide peaks vespectively in the chromatogrnm of the |
H §

tnadard preparation as obtained in the fest A I
Fhe RE vatue of Amlodipine, Valsartan und Hydrovhlorathinzide spots obtained
from the sample Preparation: showld correspond 1o thase of the Amladipine

Valsartan and Hydroe inzide spots ohtained Tram the standard preparati
Q¢ YEPUMYBAN T i riapuxaoporis g ¥ ooia

.

} Hinis AMAGRBTHNY,  BagCapTHN

L XpoMRTOrpasax sapolynannre | CTAUAAPTHOrO poryunis, orpumanng npu
I gianwicuomy BUINAYCI, Mac sGirn e,

Ocuonui naysn ASLAOARNIEY, BasCApTANY | 1 POy ¥ XPOMATOU MY
siapobyaaore POYEHNY  woRruni sianosizary Huenuny RE ocuonpuy
WHIMAN 18 Sponaror LLnonignoro era pruove posuany,
432,60 mgt 5.0%

i
{
i

Dissulution
i Amlodipine

35 than 78 % (Q) of tabe
in 30 min

597 1 96 3y 9
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| Ba, wapian
(c.l Mine sa ")

Be azothiadi wzine  relat
i compound A

x Chlorothinzide

C Devalent Valsarin
Hydrachlorothiazide
dimer

Amfadipine related
compound A (hmpurity b
as per PHLEUR)

Any ather unspecified
degradation product
Lotal degreadation prody

f
|
|
j

D Benzothiadiszine e fated !

! compound A

i Chlacothiazide
 Devalery! Valsartan
Tivdreocarothinzide
dimer

Amlodipine relared
compaund A (Impurity
as per PHLEUR)

Any uther vuspecified
degr .ul.umn p mlm(

L bemoriagiasing aosin e .
Naoporiawma
L len ACPUAY BEACRPTUY
nvep viapoys poTiatay
AMaoanuiny xosimra A
(omivnen D) 1a Ph.Eur)
By swnii neiaenr o
wanii HPAANKT potiaay
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Bl npuay Y posaay
© vt npoaysrin ponay

He wenm 80 Yo (()) Ba JCaprany i msmwmn KL ROCT] t

ANstng

bya wruii neixentn i~

Not less than 80 %, (Q) of ﬂﬂ)clcd amaunt of Vadsartan

{in 30 nin

; usy lll.m 80 W Q) of Llho Jod muuunt 0
i in 30 min

I He weny

yevroehlorothiazide

ed { Not more than { B
Not more than 0,5
Not more thay 0,2
Not more than 0.3

i Not more than 6.3

| Not more than 0.2

L Not more than 0.8
Not move than 0.2
Not more thun 0.5

Not more than 0.5

i
i
|
!
;

|

Not mare than 0.2

Not more th

an 2.0

Sne 0,8 %,
e Binine 9,5 %
ue Hianine 0,2 %
e fian e 0,30 %,
tte Giznane 0,30 %%,

e Gianute 0,2 9%

A
e Gizbane 1,8 %
se Glapane 0,2 9%
' e Gisane 4,50 %,
e Ghanuie 0,50 %

ue fiavue (0,2 %

9% 2y oy, R
L T PR
FD98 1 98 3wy,
P98 sy 090 ) g

1y 97 2y g 3} 98
4% 5 98 &) 9y
o9 99 3) 1o,
P4} o 5) 16t o) o
9Y8: 1 98 3199,
L8 8 9 o)t

.06 %
Betow Limit of Quantitation
§ Bedow 1imig uf Quantitation

Below Limit of Ouantitation

Below Limit of Quantitation
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| 006 %,

, Huseae sewi KB
| Huase vewi B
’ e seai KB
f Huwsie weni K
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i,

) ;k-\mlndipinc f From 9.5.0 1 10.5 myg of Amlodipine per tahlet ; 1.2 m;':“ ’
1

(O8,0% - 105,0 % of label claim) 2.0 %
om 182.0 1o 168.0 my of Valsartay 162.0 my
_per tublet (95.0% - 1050 % of iahel claim) 1012 %
From 11.878 t0 13,125 my of Hydrockiorothinzide 12013 mg
HHLY 0

iny

j

Amlodipine g of Amludipine per tablef

abel elaim)

O mg of Valsarin

abet claim)
droehlorothin

of ial

(Y25 % - 17,3 v
From 148.0 10 172,

10 13,4378 g |
$% ~ 107.5 v,

Bin 9.5 mr a0 10,3 s AMAOANNINY R’ Tadacrni
(954 % - 108,0 % nix saupacnoi RigaLrocri),
Bi 1820 s 10 168.0 mr BRACAPTINY
i er (95,0 % - 1050 i1
W8S s 20 13,125 w :
alierni (98 - 1080 %

HL2 ar
1024 %
1620 my
1012 %
12,613 wi
HIY.9 «4

|
.
i
i
|
|

Lost mmtepais
BiaY,25 me a0 10,75 wr A
L AIZS Yo - 07,8 % sig snamacnor whanroeri),

Bia 48,0 w10 172,0 mr BirICHPTAUY

Borabaerui (92,5 %, . 107.5 % nin sasnsenof gianicocr
Bia 11,5625 s 10 134375 wr- viapoxaopriazany

B ‘l'li(h‘l(“l‘l_l_l;(‘)?.,s Y - 1073 % pin sanunenor KRIbROCT),

f <At refease:
A% iy
L2 ; fn drug is allowed: o
! Total werobic microbial count (TAMC) - Not more than 10° Cltiy, Less than 100 CRU fu
! Total combined molds amd yeust (TYMC) - Not more than 107 CIL Ty ¢ heess than 100 CFy
3 sscherichin coti in 1 g e uld he ah ent
i Vo npenapari touyeracroons
! ARrRAaLEe veno aepobanx MiRpoopranisin (TAMC) - ue Gianane 10 KYO /1y Mewme HI0 KN O
: - HRALIE UNCH0 APIRLROBUY | uBidemiy rpudis (TY MO )~ ue Giame 10 KYO 7 r Menute 100 K'Y O
o He iy erichin cofi n | v upenapary. ] Biaeyinn
h# CNOt routine fest for Batel velease criterin. Test o be performed nn Gist three bate os At cvers fentl bateh or oy

ik n!'vw:: Y

Koswewrapi {1
Havnnoctil,

DO BIUPOSY BASTHI HPOBO 11 eyt 111t HEPNIN EPLON BIRPOBIBE W paing. a4 1oy o Kissniii aeciiio n
AR O T80, aacraie paninge S ) .
« hereby certi ¥ that the above information Is true and aceur ries of produets have been praduced {ine
packaging / labeling) and condueted quality control on the shove mentioned stations in full complianee with the
vequirements of GMP, set by the local vegulatory authority, and in accordance with the specitications contained in the
registration dossier or Grade leense oF the country of the manutacturer or snporting cowntry it the products imported or
file spevifications in prepavation for the investigationa) product. Minutes of production, puckaging and testing wepe
keviewed and the cor CMPe i
«llnm w ui; FBEPARYI0, IO HABCACH: Bruge indopaanin ¢ erogipron 1 ronugomw, 1l cepho apoviniv Gy.ao whpodieno
(Braoatonn YURROBRY { sapeysangy) | IPURCACHD ROWFPo., ¥ uvoeri un winme wendii ddanini s nonuii
BEOBIAKOCTT 3 nustoravy GMP, neratosacuig VHEREBHN ot MEOUDHEN OGO i PiRoW N osioni e i
CHCHBPIRANGNI, 110 MicTIE, en B pecerpasiitnomy aoene abo n pecerpadiinony wocniavenni Kpattne-supoGiomen nio
Kutim-isioprepa,  sicune HPOAYKUN IMUOPrOBas, swn 5 Q00 cucundivauii ny fpenR aan e
AIRAPELROTO oy, Hporokom supobuyurag,
. A0 nusor GMP » : 5

aud position / title of the person issuing the permit issue seriex / Tpissuume va noeann ¢ BRI, QCODI, HIeH By
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