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CERTIFICATE OF ANALYSIS
CEPTHMGHKAT AHAJINZA

1. | Name of Product Valmisar A 160/10 AR No.; 2. | Manufacturer Country India
(Valsartan 160 mg, BAFPS
Amlodipine 10 mg, tablets) 240602946
Raitsiesysasus Banaricap A 166/10 - Jepmnsa-supobuue buais
nponyrnii (Bancapran 160 mr, Date/Tara:
Astnonnnin 10 »rr, 12.08.2024
o TalaeTKi)
3. | Registration 4. | Strength/potency of the 160 mg /10 mg
Certificate No medicinal produet
IMosiep pecerpawiii- UA/19273/01/03 Cura pif/ aerupiriers 160 Mr A0 mir
HOIO BOCRINYCHIR AIKRCHLKOTO 33006y
5. | Dosage Form Film conted tablets 160 mg /10 mg 6. | Pack Size .'M 36 (10x3) in blisters
in carton box o
Jliapenra Gopua Tadserkn, BRPUT WIiBKOBOM 6B0M0HKOI0, o Poawip i Tun ynavopsa, Ne 30 (10x3) y Bavicrepax b
o 160 mr /10 vy . KapToHniit vivtkosd
7. | Bateh No ) §. | Date of Manufacturing
Hostep cepii 142415020 }la‘nt B podigOBa b772024
_Batch Size 338 000 tablets (11 266 packs) 9. | Daée of Expiry
Posasip cepii 338 606 radaerow (11 266 yuaronor) Java saxivgenon 06/2026
TEPMIHY NPRUUNTHOCT

1. | Name, address and license numbers of Mfg unit Macleods Pharmacceuticals Limited
Village Theds, Post Office Lodhimajra, Tehsil Baddi, District
Solan, Himachal Pradesh 174101, India
Mg lic. Ne: MNB/O7/394 & MB/G7/593
Haiiseuysansn, Micuesnaxoxsenun Ta HoMepH Rigeiniit neix ainnnow | Maxmeone Dapsrenrorimicasc Jhstirer,
Tto BHBOBHHINBY | £0HTPOMO fKoeT] Binepx Txema, 110 Joaxisaiipa, Texeis baud, Jlicrpivr
Conan, Ximataan Hpagem, 174101, Licain
L o Bupod., i, No: MNB/7/594 & MBO7/593
11 | GMP Certifientes No / Date H2623/GMP Valid till: 12,08.2024
Ceprugivarn simosinnocri GMP nias seiy alanmuox wo supebunursy | GO7/2023/GMIP Fepain ait: 12.08.2024
i KonTpon sigaeri 2o (rp1 nassiecTi) HoMepa nocHAans o Gaj
amnnix Eudea GVIP
12. | Result of Analysis/ Pesynnrami nposeaeuns anagizy,
IR | Sk | Tests Specifications Resuits
Neo. | Morasuuwi Crenudinanin Pesymurarn
M
i

I DESCRIPTION

Light yeliow calored, oval shaped, bicenvex, film coated
tablets dehossed with “C95™ on one side and plaie on
other side.

Light yeHow colored, "oval shaped,
biconvex, film coated fablets debossed
with *C95" on one side and plain on
othier side.

Orire

Hvoenywai Tadaerin, BRpUT nmaiswoncio ofoaonkmo,
OBANEIOT  dopany, Gnino-keBTOrD KOJILUpY 3
rpasilonmnsiv «C95» 3 ofnoro Goky i rranki 3 inmoro
Gory,

Anoonywk Tabmeriy, BRPITTI
naigroso10  ofionoukow,  esaannoi
dopr,  Gnino-mosrore ROALODY 3

rpagiropaminy «C95» 3 canora oy i
VIAAKI 3 hisero Goky.

2 IDENTIFICATION

The retention time of the Amiodipine and Valsartan
peaks in the chromatogram of sample preparation should
correspond to the Amlodipine and Valsartan peaks in the
chromatogram of the standard preparation as obtained in
the “Agsay”,

Complics

The RF value of Amlodipine and Valsarean spots
obtained from the sample preparation should correspond
to those of the Amlodipine and Valsartan spots in the

ey

chramatogram of the standard preparution. T ARTNRLAS

” T N CEAVIN e
Tron Oxide. samplies .t

- 3 ' »??;ﬂ / g
A blue colour precipitate should form. L. \ L -
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Regd. Otfice Phone @ 21-22.4647 2800
Aflgnta Arcade, Church Rood, Fox 1 91227925 6599
Near Loala Hotel, Andhori-Kurfa Rood, CABLE : "FORECOX Mumbei -
Apethari [Eost), Mumbei 400 059 Indie  E.moil maclacds@itesnt om
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Titanium Dioxide. Complics
A vellow colour should develop immedintely,
Lienmudirauin Hac  yTpusyBanum  ocHOBHUX  (IKIR Asgtosminy i | Binnosizac
Bancaprany na  xpomarurpasyax sunpodysanoro i
CTARIAPTHONG POIMABIR, OTPUMANUX NPH KL RicROMY
sh3zgaesn, Mac s6iraTocs.
Jaaennn Ry sy amaonuniny sgiucaprany, | Bianosizac
OTPUMAINIY 3. BEAPOGYBAHOTO  pOINNHY  NOBUIN ‘
cnisnapaTie i3 suivenmamu Rp s amfoanniny i
BATCAPTAINY, OTPUMANNX 31 CralUIAPTHOTO PO3UnHY.
Zaniza oxena, Bianosigae
Doprysaiis GaKNTHOFD 3a0aPBACHNST.
Turany anokena, Bianoziaae
Heraiina nonsa swosroro abapsacuig,
3 AVERAGE WEIGHT 4820 mg +5,0 % 481,59 mg o
' Cepeans macn 482,0 mr £5,0 % 481,59 mir
WATER At refease;
-not more than 6,0 % (w/w) 2.7 %
During shelf life:
4 -hot more than 7,0 % (w/w)
' Boaa Ha momenm snnyexy:
-_ue Giasme 6,0 %% m/w 2,7 % B
fIpomazom wepminy npudamnocmi;
-_te Giavue 7,0 % wiv )
DESSOLUTION Not less than 75 % (Q) of the lubeled anount of 13 95 2) 98 3) 99
Amiodipine in 30 min. 4) 97 5 98 ) 1
Not less than 80 % (Q) of the labeled amount of Valsartan | 1} 97 2) 99 3) 1
5 in 30 min. 4) 99 5 99 6 100
o Fozunmennn Ee senw 75 % (Q) sin, 3anniieiof Qb ko amuoaunrdny | 1) 95 2) 98 3) 99
33 30 xpuan. 4 97 5 98 611
He steir 80 % (Q) sin 2asnnaenof kimnrocTi Basgcaprany 1) 97 2) 99 3101
32 30 xpnanw, 4) 99 3 99 ) 100 _
o ENIFORMITY OF Amlodipine
: DOSAGE UNITS Acceptance value (AY) < 15,0 % 2.3 %
Valsartan
Acceptance value (AV) <150 % 1.2 %
OQuanopipuiers nosonaimx Amaoannin
NN, | Hpasiiniannne sucao (AV) — smenme a6 nopismoc 15,0, 2,3 %
Bancapran
Mpuiivaneoe unero (A V) — senme aée popisioe 15,0, 1,2 % _
T ORGANIC At refense:
INPURITIES Amladipine Related compound A - not more than 0.35 % | Below limit of quantitation
Any other unknown impurity - not more than 0.2 % 0.01 %
Total impurities - not more than 0.75 % 0.015%
During shelf tife;
Amtodipine Related compound A - not mote than 0.7 %
Any other unknown impurity - not more than 0.2 %
{ Total impurities - not more than 1.2 % -
Opraniain posMimxn IIpu spnyery:
Aatnopuniny gosineca A — e Ginkme (135 % Hutmse seki RinnKicoro sisnaieinny
Bym,-nka vesinoma goarimen — ue Gincwe 0,2 % {01 %
Cyma fomimor — ye finmwe 0,75 % 0,015 % -
IIpompzon mepainy nprudmmnocmi:
Asunopuning povimea A - ne Gineme 0,7 %
Byau-axa ueskjiosa fovimea — we Giaswe 0,2 %
Cysma gosthnor — e Giasioe 1,2 %
8. ASSAY Al release:
Amlodipine
' Not less than 9.5 mg and not more than (0.5 mg
(95.0% - 105.0% of the declared amount).
Regyd. Office Phone : 93-22.5587 2800 -
HACLEOQODS Aflanto Arcade, Church Rood, Fox L 91-22.2925 6599 vuT}??T . " ; himajro
Near Lealn Hetal, Andhaeri-Kiliz Roud, CABLE : "FORECOX Mumbal < 400 057, Tohsil Baddi, Disn. Selan
PHARMACEUTICALS “Acdheri [Busth, Mumbai 400 659 India Enmil ¢ maclesds@venl.com IH.PY ¥24101, Indio,

LIMITED
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Valsartan
Not less than 152.0 mg and not more than 168.0 g
95.0% - 165.0% of the declared amount),

160.60 mg
160.4 %

For shelflife:

Amlodipine
Neot less than 9.5 mg and not more than 10.3 g

| (95.0% - 105.0% of the declared amount).

Valsartan .
Not less than 152.0 mg and not more than 168.0 mg
{(95.0% - 105.0% of the declared amount}.

Kinswicie anznavenus

LIpir gunyerys

Amnoaunin
Bia 9,5 no 10,5 mr
(95,0-105,0 % nin 3agchenol KisskoeTi)

16,28 mr
102,8 %

Bancapran
Bin 152,0 1o 168,0 mr
(95,0-105,0 % pix 3ausaenof RiIBIOCTI)

160,60 s
1004 %

LIponuieon mepyiny npudwnnocmi:

Axsnoannin
Bin 9,5 a0 10,5 s
(95,0-105,0 % pia sassacnol kianroeri)

Baacapran
Bix 152,0 no 168,0 mr
(95,0-105,0 % nin 3anssenoi kinskocri)

9. MICROBIOLOGICAL
PURITY

Tatal acrobic micrebial count (TAMC) — not more than
10° CFll/ ¢

Less than 10 CFU/ g

Total combined molds and yeast (TAMC) — not more
thau 10° CFU/ g

Less than [0 CFiY/ g

Escherichia colilp — should he absent

Absent

MirpobGiosoriuea wicrora

He Gimmne 10° KYO/r Bakrepiii y 1 r npenapary.

He disnine 10 KYO/r

He Ginnwe 10 KYQ/r rpufiv y 1 r npenapary.

He 6ionre 10 KYQ/e

He nonycraernen Escherichia coli ¥ 1 r nipenapary.

Bincyrni

Comments (if any)

Kamentapi (npn nassuocri).

Application for Certitication

"I hereby eertify that the abuve information is true and accurate, This serics of products have heen
produced (including packaging / labeling) and. conducted quality control on the above mentioned
stations in full compliance with the requirements of GMP, set by the lacal regulatory authority, and
in aceordance with the specifications contained in the registration dossier or trade license of the
coutttry of the manufacturer or importing country if the products imported or {ile specifications in
preparation for the investigational product. Minutes of production, packaging and testing were
reviewed and the correspondence GV P,

Jassa npo ceprrudinanin.,

«Lluat 51 niaTsepmssyio, Mo iramenens sune inopaani ¢ zoctTosipueio i Tounvio. Ho cepimo
npeaywnii Gyno supobacno (nicmoaatonn yiasonky / MAPRYBAHINY | BPOBEILIG KONTPONE T sncocTi
HA BiuLe sxansentii aiannuni 6 nesaii sixnorianocTi 3 pumorasir GMP, RETAOBACHIAT Micien I
PEFYARTOPUMAM  OPIMIcM, A TAKOA Y mianosianocri M cnewndivauissmm, 1o sicrsivoen w
peeeTpaniitiosy  aoche wbo peecrpagiiinoymy  nocusinnenni kpafuu-supobuuka  abo  wpafin-
iMBopTepa, ARIMO  DpogymNis IMBOPTORANA, W B A0ChLE cocmrivaniii na  npenapar

| BeCRELKYBANOre JikApcLEoTe 3ncoBy. Tiporokenn mupolHmnTaa, yuakobww ta auniizis Hyaa

HEPRELLHYTO | ReTauosieno signesianicrs GVP ».

Name and position / title of the person issuing the permit issue scries /
Hplisinie v nocada / 3pamun ocobi, sea piaana 1035l o BRIIYCK cepil.

Prepared by Checleed by Appeoved by o
Reviewer Manager QC Manager QA
Zakir Hussain Sajag Pralash Rudresh Komar L
L 12.08.2024 12,08.2024 12082024 e
Printed by/ Happywonano: Rudresh Kumar ' Printed on/ Huapykosane: 12.[_18&({2:4:? :\ 2

This is electronically generated report, hence signature s not required,
Ue enrexTpomiiii ssiv, Tomy nigmmne we moTpiGen.

Regd. Office Phone : 21.22-6647 2800 . Ftigy -
HMACLEDDS Adlanta Arcodo, Church Road, Fox : 911??~?9?5 6599 ?iﬂ?gnl,hﬂdn/?@ ’oldhirnmm
MHARMACEUTICALS Moar Loola Hotal, Andhori-Korla Road,  CABLE @ FORECOY Mumbai - 400 059 "5 ehsil Baddh, D) ..Sqmn
Andheri (Easy), Mumbai 400 059, India  E.mail |, mocloods@ventl.com {H.EYT 1, lachn,

LIMITED

CiN Mo, UZd 239 9BYPLCOST0AG




