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CERTIFICATE OF ANALYSIS

side and plain on other side.

CEPTHOHKAT AHAJIM3A
1. | Name of Product Valmisar A 30/5 AR No.: 2.} Manufacturer Country | India
(Valsartan 80 mg, FGO01742]
Amledipine 5 mg, tablets)
Haflimenysanasn Banmicap A 80/5 Date: Aepxasa-pupobunk Tupin
npoayKuiv (Basacaprau 80 mr, 12/08/2024 ;
Aduroammia 5 mr, Hara:
TabaeTicn) 12.08,.2024 _
3. | Registration ' 4. | Strength/potency of the | 80 mg /3 mg
Certificate No | UA/19273/01/01 medici':‘:‘a! produ.ct
Hosmep peecrpaniii- Cusa fit/ axraBnicTs 80 mr /S mr
] HOIO MTOCEL e JirapenKroro 3acody
5. | Dosage Form Film coated tablets 80 mg /5 mg 6. | Pack Size ..J\"L' 30.(10x3} in blisters
in earton hox
Jirapesia dopma | TabneTru, BpuTi NAiBKOBGOIO Po3mip i run Nb 30 (10x3) y Gaicrepax »
odonguKow, no 80 mr /5 Mr  ¥MAKOBKH, Kapronuiii ynaroesui
7. | Bateh No 14240990F 8. { Date of Mf;mfacturing 06/2024
Hoarep cepit Aara Bupodunurea
Batch Size 509 000 tablets (16 966 packs) 9. | Date of Expiry
Poamip cepif "1 509 000 TadacTox (16 966 ynawonow) Alrasakinuenns Tepminy | 05/2026
: NPHASTHOCTI
10. 1 Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited )
Village Theda, Post Office Lodhimajra, Tehsil Baddi,
District Solan, Himachal Pradesh 174101, Indin
n Mig. lic, Ne: MINB/07/594 & MB/07/593
Hafimenysang, Micuesnaxomkenss ta HoMepH nivensiii seix Maneone Daprachroruranc Jlimirea,
AIAKIEOK 10 BIPODHHUTBY | KOHTPOMIO SIKOCT] Biremx Txena, 110 Aonximaiipa, Texcin Baani, dictpikr
Conan, Ximauaa Npaaew, 174101, Luain
e Bupof. niuw. Ne: MNB/07/594 & MB/O7/593
L1, | GNP Certificates No / Date 007/2023/GMP  Valid till 12.08,2024
Ceprrudirarn sinnosignocri GMP ann Beix AISHOK 00 007/2023/GMP Tepatin it 12.08.2024
BIpoduIUTBY | KOITPoOM0 aKocTi afio (NN HARBHOCTI) HoMepa
nocinant s 6a3i aAannx Eudra GMP
12. | Result of Analysis/ PesyaeTaTit nposeaeis anagizy.
1L | Sr. | Tests | Specifications Results
No. | Howasaukn Crneuntdpivauin Peayanrtarn
Ne
/n
I. DESCRIPTION Dark yellow colored, round shaped, biconvex, | Dark yellow colored, ronnd shaped,

film coated tablets debossed with “T28" on one bhiconvex, film coated tablets dehossed

with 128" on one side and piain on
other side.

i raaaki 3 ineoro Gowky,

Orinc Hdeoenykni  tadserkn,  ekputi  naiskopolo | Jroomyrai TafueTKkH, BKpUTI
obosonkors, kpyvaoi dopmu,
Koawopy 3 rpasilosanusiv «T28» 3 oanoro 60&y opait,  TeMHTOROBTOrO  KOALOPY 1

TEMHO-ZKROBTOIC | HAIRKOBOK abonoxkoio, Kpyriaof

rpammumu;nm «T2 » %, 0AHOUD BORY i

Mear Lecla Hotsl, Anidbieri-Karla Rood,
PHARMACEUTICALS 2 . ;
LIMITED CHN Mo, UZ423PMH YE9RLCO57049

CABLF ;
Andhuri [Eost), Muraboi 400 059, Indie  Eunail

_ IR, umorq}(ow - \ T
2, [DENTIFICATION The retention time of the Amlodipine and { Co np!igs ' > -
Valsartan peaks in the chromatogram of sample ;
preparation  should  correspond  to  the 1 N
Regd. Oliice Phany : 91.22.8667 2800 ks
Atlanto Arcade, Church Road, Fox P PE.22.2975 4599 L Ailiuga Thgdn 80, tedhimapa
MAGLEQDS FORECOX Mumbni - 409 05Y. T8 Rmﬂ;’am Safan

: muclecds@vsal com H.P) 124107, Indio.
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Amlodipine and Valsartan peaks in the
chromatogram of the standard preparation as
obtained in the “Assay”. )
The RF value of Amledipine and Valsartan spots | Complies
obtained from the sample preparation should
correspond to those of the Amlodipine and
Valsartar spots in the chrematogram of the
standard preparation.
Iron Oxide. Complies
A blue colour precipitate should form.
Titaninm Dioxide, Complies
A vellow colour should develop immediately.
LnenTuiranin Hac yrpumyaanua ocHoBHMX nikis Asyioauaniay | Bianosinae
i Bascaprany Ha XpoMaTorpamax
BuUNPolYBAHOrO | CTAHAGPTHOrO  PO3YHHIB,
OTPHMAHNX NIPH KinLkicHomy sH3uadeHni, mac
abiraTuies.
3uavenun Ry maaM amaoauniny i nancaprany, | Bianosinae
oTpuMaunx 3 BHNPobyBaHOro po3unHy nosuHli
criBnagaTn iz uivemamu Re nags asnoauniny
i BageapTany, OTpPHMAHNX 3 CTANARPTHOrC
PO3uNHY.
3aniza oxeua. . Bianosinae
PopmyBauns GraruTHOrO 3a6apRACHIIL,
Turany Anoxcu, Bianosinae
Heraiiua nonsa soBTOr0 3adapbaictinn.
3 AVERAGE WEIGHT | 241,0 mg & 5,0 % (228,95 — 253,05) 240,93 mg
Cepepnnn maca 241,60 mr * 5,0 % (228,95 — 253,05) 240,93 mr
WATER Al release:
-not mote than 6,0 % (w/w) 3.8 %
During shelf life:
4 ~not more than 7,0 % (w/w)
’ Boaa Ha yvoyenm sunyery:
: - n¢ Ginvwe 6,0 % mim 3.8 %
Hponuzoat mepminy npudaniiocnil:
- He Oinsme 7,0 % m/m
DISSOLUTION "1 Not less than 75 % (Q) of the labeled amount of 1) 98 23 9% 3 92
Amlodipine in 30 min. 4) 92 5) 88 6) 93
Not less than 80 % (Q) of the labeled amount of Iy 1e1r 2 99 3 98
Valsartan in 30 min, 4) 97 5 97 5 99
> Posuunenns He seuwn 75 % (Q) sia zaneaenol KiapkocTi D e’ 2y 96 »H 92
aMAoAHNIHY 3a 30 XxBuanH. ; 4 92 5 88 & 93
He menm 80 % (Q) sig 3anpaeno¥ kinLkoeri 1yt 2y 99 3) 98
saacaprany 3a 30 xennuu. 4 97 5 97 6) 99
6 UNIFORMITY OF Amlodipine
' DOSAGE UNITS | Acceptance value {AV)< 150 % .
Valsartan
Acceptance value (AV) < 15,0 %
Oauopiniiers AMIoptRIN
MOBOBAHINX OMIEHIIUE Mpuiimansre  sncao  (AY) — memue  abo
aopismoe 15,0,
Regd. Offize Fhene : 21-22-6667 2800 M"““‘"~ M//
%{&GLEODS Adlants Arcade,Church Rood, Fox s 91.22.7995 5599 villoge Thadn, #O. todhimajro

Mear Legln Hotal, Andheri-Kurls Koad,  CABLE @ FORECOX Mumbar - 400 657, Tehsil Baddi, Disn. Sofan
pHARMACEUTlCALS Andlri [Eoant, Mumbni 400 059, Indic  £.moil muclaodsfbvsnt.com {H.EP 174201, Inefio.
LIMITED CIN Mo, UZa 239 YB9PLLT 5 7009
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BasicapTan
IIpuiimansae
popisHioe £5,0.

quchio (AV) — wmeume abo

3,7 %

7. ORGANIC
IMPURITIES

.

Af release:

Amlodipine Related compound A - not more
than 0.35 %

Any other unknown impurity - not more than
0.2 %

Total impurities - not more than 0.75 %

Below limit of quantitation

0.01 %
0.02 %

Duriug shelf life:

Amladipine Related compound A - not more
than 0.7 %

Any other unknown impurity - not more than
0.2 %

Total impurities - not more than 1,2 %

Opraviuni gomiwien

Hpu sunyexy:
AMJoasuiny aomimka A — e iasime 0,35 %

Hipkue Meki KinsKICHOTO BilZHAMEeHN s

Byan-sika ueBinoma aomiuika — ae bigsire 4,2 % | 0,01 %
Cyma pomimor - ne 6innine 0,75 % 0,02 %
Hpomsizon mepsiny npudamnocmi:
Annonnainy noMiwka A — ue Gigsie 0,7 %
Bynan-fika vepigonma nomimika — we Sinewe 4,2 %
Cyma pomilnok — ne Giaswe 1,2 %

8. ASSAY At release:
Amlodipine
Not less than 4.75 mg and not more than 5.25 mg | 5.07 mg
(95.0% - 105.0% of the declared amount). 101.4 %
Yalsartan
Not less than 76.0 mg and not more than 84.0 mg | 80.53 mg
(95.0% - 105,0% of the declared amount). 100.7 %o
For shelf life; '
Amlodipine
Not less than 4,75 mg and not more than 5,25 mg
{95.0% - 105.0% of the declared amount),
Valsartan
Not tess than 76.0 mg and not more than 84.0 mg
(95.0% - 105.0% of the declared amount).

Kinekicue puanavenun | IIpu euavexy:

AMJII0ZHNIH
Bin 4,75 no 5,25 mr 5,07 mr
(95,0-105,0 % sia 3ansaenol KinbROCE) Hil 4 %
Bancapran
Bin 76,0 no 84,0 mr 80,53 mr
(95,0-105,0 % niz sasBnaeHo! KinbKOCT) 100,7 %

Hpomazom mepyMiny npudaninochii;
AmMaoauniu

Big 4,75 no 5,25 mr

(95,0-105,0 % pig 3ageaeno kiaskocri)

Bauacapran
Bin 76,0 no 84,0 mr

(95,0-105,0 %% six yaasaenoi kKinnwocti) sy z’a:‘f_,;‘, )
9. MICROBIOLOGICAL | Total aerobic microbial count {TAMC) - not Les ';"g__h(ih%l()_f;t‘;‘it‘.{)‘{,'gh
PURITY more than 10° CFU/ g T 21, e
Total combined molds and yeast (TAMC) — not Les thin 10 CFUggE 4
1Y VL A
N7 A
‘\.\-‘_'f_' - - -,-y
Ragd, Office Phone @ P1.22-6667 2800 ST
MACLEODS Atlanta Arcade, Church Ro.nd, i Foa o -9]-?1‘?-‘29’.‘215 6599 ) l|ing""a'1he¢:}rzf’_ﬂ() Levdh;,m,igr.
i’ARMACEUT' CALS Maar Leeta Hotal, Andhori-Kuria Roadd, CABLE - "FORECOX' Mumbani - 404 0 Tahsi! Baddi, Disk. Salan
P Andhari o), Momboi. 400 G539 India E-moil  : moclgods@veal.com {H.P] 174101, Indi.

LIMITED

CIN Mo, Y24 23901 989PLL052049




MACLEODS
NITHERER e

more than 10° CFU/ g

Escherichia coli/lg - should be absent Absent
Misepobiosorivuma He 6iabwe 10° KYO/r Gaxrepifiy I 1 Menwe 10 KYO/r
UHCTOTA UPENAPATY.

He Ginbwe 10° KYO/T rpn6is y I r npenapaty. | Menwe 10 KYO/r

He ponycraetnen Eschericlia coli y L1 BigeyTni

upenapary.

13.

Comments {if any)

Koxenrapi (npu uasisHocti),

Anpplication for Certification

"1 hereby certify that the above informatien is true and accurate. This series of praducts
bhave been produced (including packaging / labeling) and conducted quality control on the
above mentioned stations in fult compliance with the requirements of GMP, set by the
local regulatory authority, and in accordance with the specifications contained in the
registration dossier or trade license of the country of the manufacturer or importing
country if the products imported or file specifications in preparation for the
investigational product. Minutes of production, packaging and testing were reviewed and
the correspondence GM Py,

3assa npo cepriedixanio,

«llum 8 migToepmsyiw, wo napedena sulle ingopmauin ¢ gocrosipuowe i Tounowo, Lo
cepiio npoaykuil Gyno BipOGAEHO (BKIOYAIOYH YNAKOBRY / MAPKYBAHHSY) | Hponcrens
KOHTpoJib Tf Akocri HA BAULe 3a3Haveniil ginsnni 8 nosuiii einnosignocri 3 sitaorans
GMP, petanoBiensmn MicHeBHM PeryAfTOPHAM OPraHoM, a TAKDK Y sianesidirocti i
cneungivanigrg  mo  mieraThen B peccTpauiiinoary aocke  afo  peccrpauiiinomy
nocsiguenni kpaluu-snpobunka abo wpalHu-iMAoOPTEPa, HKULO NIPOAYKUIN iMTIOpTOBANA,
4H B foche cneundikamil wa npenaparT ANA QOCHIAKYBAHOrO JHKAPCLKOre 3acody.
Mporoxosn pupoduHUTER, YOaKOBKHE Ta aHalizis Oyno nepernanyro i BeTauosiaeno
sinnosignicre GVP »,

_.
g

Name and position / title of the person issuing the permit issue series /
Ipispuie Ta ocaga / 3pannn ocoln, LKA BHAASA 103610 Ha BHAYCK cepil.

Prepared by Checked by Approved by B
Reviewer Manager QC Manager QA
Zakir Hussain Sajag Prakash - Rudresh Kumar
12.08.2024 12.08.2024 12.08.2024
Printed by/ Hanpysosano: Rudresh Kumar | Printed on/ Hanpywxosano: 12.08.2024 B

This is electronically generated report, hence signature is not required.
[Le epexrpomsnii spit, Tomy nignnc ve noTpiben.

Regd. Glfice Phone @ 91-27.6667 2800
WMACH EODS Aflanta Arcode, Chueeh Rood, Fox : 91.22.29%5 65599

ada PO Ladhirajea

. Maor Loela Hotal, Antiheri-Kurin Raesd, CABLF ;: FORECOX Muminci - 4040 Q5Y, Tehsﬂ Baddi, Disn. Solan
HARMACEUT!CALS Andhari (Best), Mumboi- 400 039, India E mioil . mocfecdst@vsnl.com H.PY V74101, Inciio,
LIMITED CIN No. UZ4Z39MH] 9898LC 052049




