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Rt zaanuictio "HIKHITAR” (1 R, nyan Horropoas-Cisepenka, 6v:1.3. neknriose
HpHMiteig 923

CHETNCIEY BMIR T VHCHOTHANGLE S Haboparopii, no npore 3adopEOPBHT ARG 2001 )

BIcHonos o, 10 9k0eTi HKkapeLkoro sacody, mua

I),‘ "(

sl aadoparopine nin 20003.2026 Ne 26-]

ABTXTH AABOPATEPHOIO anani: IV AROCT FRAPCHLKGIO 3acody 14 HCPSBIPQINIT RORESHUREN BLO BT
BERAGEEM MUTOAI KOHTPOAO AKOLTT (anaaiTnyng- HOPMATHIEHOT ZORY MeaTaiil).
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AITAJM3A

I, Name of Producr Valmisar A 160/8 AR No.: 2.1 Manufacturer Country India
(Valsartan {60 mg, BAFPS
Amlodipine 5 mg, tablets) 25005882
Hadistenynanus Basicap A 160/5 Date/lara: Jlepacaga-supodink fris '
HPOAYRUET Bancapran 160 mr, kil
{ s o 29.12.2028
Aaraomunnin 5 v, Tabaerisn)
A1 Registration 4o 1 Strength/patency of the 160 my/s g
Certificate No . edict -aduc '
it et (JA/19273/01/02 ediehal produer -
Honep peccrpandii- Crra 4l / arcrunuicr, 166 /S are
HOUD HocRigenns SHEAPCHKONS 30C00Y
Dosage Form Film coated tablets b Paslisize j\(' S (K0x3) i Blisters
i carton hox
A% g ot P z POIMID §THN YIAROBKR. Ao 30 (10x3) v Saicrepay
Aigapenka dopra Fabaerwy, prputi ABKOBOW 0D0A0HKOIG Posmip i i yrakan 00 )‘ i
y wapromii yuaxooui
T Bateh No Sty 8. Yate of IV Cacturing
142546371 8 E‘.)Me of Manufacturing 1172025
Homep cepit Jar supolinusa
Ratch Size 410 000 tablets (13 666 packs) 9. | Date of Expiry
Posatip cepiy 410 000 radacror (13 666 yirakonow) Aawra sakinvenwn repadny | /2027
upniaarnoecti )

H). | Nawme, address and license numbers of manufacturing unit and quality | Macleods Pharmaceuticals Limited

sontrol areas Village Theda, Post Office Lodhimajra, Tehsil Baddi, Distrier
Solan, Himachal Pradesh, 174101, India

MNB /07/594, MB /07/593

Halinenyparus, MictesHaxoaeis 1a yoseps sinewsiil peix aiusnor | Mariacoie BapaacnioTaraae Jinirea

HO BHPOBMINLTBY | KOUTPOAIO HROCT Bisema Txean, 11O Joaximaitpa, Texeia Bai,

Hicerpiwr Coaae, Xistaaaa Hpagen, 174101, Tuis

NMING 27/594, MB /07/593

T GMP Certificates No / Date G78/2025/GME Valid till 18.10.2027

Ceprudivarn pizaonianoeri GMP gas seix JIasHOK 110 prpotusunrny | (78/2025/GMP Tepain aii 18.10,2027

i ronTpomo arecti afo (NP uassrocrl) wesepa gocuua, & Hasi
gapux Budrva GMP

£2, 1 Result of Analysis/ Peayvabrary upobeiaeuus anaiizy.

Sy, | Tests/ Specifications/ Results/

No. | Hoxkasuus Crremnpirania Pesyanrary

Ne

i

1. DESCRIPTION Dark yellow coloved, oval shaped, biconvex, filty coated | Dark  yellow  coloved, oval  shaped.
tablets debossed with «C94» on one side and plain on | biconvex, fihm coated tablets dehos-sed
other side, with «C94%» on one side and plain on

ather side,
Onue Jsoonyini rabacrin, BRputl wiainkoBow  080a0HK010, HApoorysii  radaersn,  Brpuri  aine

OBILIGT GOPMI, TEMHO-KOBTOF0 ROALOPY 3 Tpasiiopa- | ROBoIo 0008000, 08aAL1I0T  hopaii.
usiat «C94» 3 oanore Gony i ranari 3 imigoro Hoky. TECMUO-AVHTOrG  KOJALOPY 3 tbaunito-

sammin «C%» 3 oanoro Gory | rani-ni 3
) innioro dowy.

2. IDENTIFICATION The vetention tine of the Amlodipine and Valsartan | Complies

peaks i the chromatogram of sample preparation should
correspond to the Amladipine and Valsartan peaks in the
chromatogram of the standard prepuaration as obtained in
the “Agsay™,

The RF wvalue of Amlodipine and Valsartan spots
obtained from the sample preparation should correspond
to those of the Amlodipine and Valsartan spots in the
chromatogrmn of the standard preparation.
[ron Oxide,

A blue colour precipitaie should form,
Titanium Dioxide.

A yellow colour should develop immediately.

Regd. Office Prong 0 912200667 2800 }
MACLPORS Atlanty Arcade, Chureh Bood, Fax C91.22.9928 6599 et
o tNoar Leate Hotel, Andhar, H UABLE - FORECOX Mamies - 400 D59, Tehsil Badidi, Distt. Salan
1 i . . ,
! ﬁAF\M'&CgU?zCALg Andhen Frsl, Mombon 40 Eomalt | madesdsi@esnl com LB 1240GT, Inu,

LLULGAY

LN ED Gl RO, 24 2390141 985
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Hac yrpustysanus ocnosuux nikis Announniny i Ban-
CAPTANY 1A XPOMATOrPABIAX BUAPOTYBANOLO | CTAMARDPT-
HOFO DOSMHHIB, OTPHMANNY UpR KiAbKICHOAY BH3HAYCH~
i, Mac abirarnes,

Binnoninae

3uavennn Re mistar avaoanning 1 sagcaprany, 0rpisa-
HUX 3 sunpoedysanoere poswuuny nonnnuul cuippagary i3
spanemmsmin Re name amaoauningy 1 sagcapramy,
OTPDHAMIHY 31 CTATRAPTROrO DOy,

Binnoninae

Jaaiza ORCHA

Dopayeanus GAaKuTHOr 32dapBiacHuy, Bianosinac
Turany nwowcus,
Heraltua 10988 sonroro 3adapsiacu, Bimronizac
. AVERAGE WEIGHT 482.0 mg * 5.0 % (457.9 - 506.1) 479.25 mg
& Cepennst maca 482,0 mr £ 5,0 % (457.9 - 506,1) 479,25 mr
WATER At release:
=not more than 6,0 % (w/w) IS
During shelf life;
=not more than 7,0 % (w/w)
4 Bona Ha atosrenn sunyery:
- 1e 6lan e 6,0 % s/nm 3.1 %
Hpouseoy mepatiny npudamuocniz
: - are Blaae 7,0 Y% arim
DISSOLUTION Mot less than 75 Y% (Q) of the labeled amount of )y 100 @) 9 (3) 94
Amlodipine in 30 min. 4 97 (%) 95 (6) 97
Not less than 80 % (Q) of the labeled amount of Valsartan (1y 104 () 101 {3) 98
in 30 min. ) 101 (B 9 (6 103
& Posuunenns He sennt 75 % (Q) siz 3aunaeu07 wiibroeri arropMuiny (100 @ 96 (3) 94
32 30 xnpan. @ 975 95 (6) 97
He srenur 80 % (Q) s sasnnenol kiankocri nad CApTRIY y 104 @ w3 28
31 30 xBwAHH, ) 101 (%) 99 (6) 13
UNIFORMITY QF Antladipine
6. DOSAGE UNITS Acceptance value (AV) < 15,0 % 2.8 %
Valsartan
Acceptance value (AV) <150 % 2.3 %
Ojtmophuicts gosoranux | Asomunig
QLHHHIG Hpuitsansne uncso (AV) - aeinie ado nopisuwe 15,0. 2,8 %
Baseapran
Opuitmannie uncio (AY) - seime afo aopisare 15,0, 2,3 %
7. OQRGANIC At release:
IMPURITIES Awlodipine Related compound A - not mere than 0.35% | Below limit of quantitation
Auy other wnknown impurity - not more than 0.2 % 0.02 %
Total impurities - not more than 0,75 % 0.09 %,

Buring shielf life:

Amlodipine Related compound A - not more than 0.7 %
Any other unknown impurity ~ not more than 0.2 %
Total impuritics - not more than 1.2 %

Opraniuni qominnu

Hpu sunyesry:

AMBOAMI Y oMinRa A ~ e Sintbiue 0,35 %
Byits-strea Henioaa mosminnga — ue 8ianbie 0,2 %
Cyma fgomitmor — ue Sl 0,75 %

Hikue sted Kinbkicuoro suanavens
0,02 %
0,09 %

LIpomazoar wepariney npudamsrocnii:
Astirourainy gosimka A - 11e Gianme 0,7 %
Byabesica nenizosma 1ominma — e 6ianiie 12 Y
Cyna gonintor — e Giape 1,2 %

8. ASSAY

At releases

Amlodipine

Not less than 4.75 mg and not more than 5,23 mg
(95.0% - 105.0% of the declared amount),

7

5.0% rixg
00.2 %

TN 7

Rogd. OHice
Atlanto Accade, Church Rood, Fax
Mear Leelo Hotsl, Andhar Koo Rowd,
Andheri (Fos), suombal. 400 059, intha
CIN Mo, U2ZA 23801 9599005204y
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PHARMACEUTICALS
LIMITED

¢ 9V-22.6667 2800
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TFORE

- muatleadsin

Phone

CABLE

Eaneil

vsol com

JOX"Mumbai - 400 059

Village Theda, PO. Lodhimajre
Tehsil 8Bad:i, Dist. Solan
{H.P} 174101, lndia,
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Valsartan

Not less than 152.0 mg and not more than 168.0 myg 159.66 my

(9:3 0% - 1685.0% of the declared amount). 99.8 %
Forshelf life:

Armlodipine

Not less than 4,75 mg and vnot more than 5.25 mg
(9": 0% - 105.0% of the declared minount).

Valsartan
Mot less than 1520 myg and not more than 168.0 ¢
(95.0% - 105.0% of the declared amount).

Kisnnkicne susnagenis

{ipu aunyery:

Anrotin

Bix 4,75 ne 5,28 s

(95,0-105,0 % niz 3assaenol kiankocri)

5,01 mr
100,2 %

Baacaprau
Bix 152,08 no 168,0 s
€95,0-105,0 % win sassueuoi kiinbroeri)

159,66 mr
99,8 %

17])()1”}{«.’0411 IIl(’[J.‘lfl{)f tl])llf)(llllH()(‘Hll':
Astioistiin

Bix 4,75 no 5,25 mr

(95,0-108,0 % nix sanuienol ignoer!)

Bancapran
Bin 1582,0 o 168,0 mr
(985,0-108,0 % win sansaenol winroceri)

9 MICROBIOLOGICAL
PURITY

Total acrobie microbial count (TAMC) - not more Less than 10 CFU/g

than 10> CFU/g

Tolal combined molds (md veast (TAMC) - not more thur 10 CFU/g

than 10° CFU/g

Lscherichia coli/ly ~ should be absent Absent

Mikpobioaoriana uncrora

He Slasute 100 KYO/r Sawrepiit v 1 r upenapary. He Ginwiue 10 KYO/r

He binsnre 10° KYO/N rpusi v 1 v npenapary. Te Gianme 10 KVO/ir

He sronyeraerunen Escherichia coli y 11 npenapary. Bijteyrui

Comments (if any)

Komenrapi (upn nasiuocti),

Application for Certification

«I hereby certify that the above information is true and acenrate. This serics of products have been
produced (including packaging / labeling) and conducted quality control on fhe above mentoned
stations in full u)mph‘mco with the requirements of GMP, set by the loeal regudatory authority, and
accordance with the specifications contained in the registration dossier or trade license of thie countr v
of the munufacturer ov importing country if the products imported or file specifications in
preparation for the fnvestigationul product. Minutes of production, packaging and testiug were
reviewed sud the correspondence GMPy,

Zassa upo cepradivanio,

«LIEat g miaTRepikyio, W0 uasesena e fndopaaiin ¢ ’Jouompumu Vorounoto. o cepino
HpoiyRIil Gy supodaeno (MSI0UAI0H YARKOBKY / MapryBanus) | BPOBeieHo Kot posn 1 ot
un peme saswaseniin gassnd 5 rondi BixmoriamoeTi 3 Budorasit GMP, RCTANOBICHUEM MICHLCRIA
PCrYANTORIUM  Oprason, 4 rakoewk y siuonitwocrl 3i entenpdirandsnsn, mo  sicvsines o
pecerpayiiinoay qoesc abe pecerpauilinony noecsimicuni xpatu-supobca abo wpalga-ipnoprepa.
MO BPOAYKIIsS Ivioprasaia, Wi v goche enenudianbi Ha OpeuapaT U 0CHRVRTHOr.
firapesrore sacofy. Yporokosn RUpoSHHATRA, YUAKORKE fa anadisic Gyao HEPLTHIY 0
seranosiacho gitosiaicrn GMP »,

MName and position / title of the person issuing the permit issue series /

ﬂpismuuc TR naeaua / 3nannn (\C()GH, HEKA BT

O3B 1A BUIYCR cepil.

Prepared by/ATinrorosiesno

Checked by/ITepenipeno Approved bv/3arrepraeno

Reviewer

Manager OC Manager QA

ZAKIR HUSSAIN

RAKESH RAN R \JI‘%H SUNDER SINGH

29.12.2025

16:39

035 08:38

29.12.2025  17:03

Printed by/Haapyxonano:

Rudresh Kumar

| Printed on/ Ha; xpsmmm)- ()S/"w")

Note: This document has been generated clectronically with E-Signature,

lipayivea: Ceprudikat IreHepoBuHo ABTOMATHYII0 3 CACKTPONINM HIIHCOM.

CNo.: C250004101

MACLEODS

Rogd, Qfficy Phaoae ; 91-22.6667 2800
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teor Lealn Motol, Andhaeri-3uco Road, CABLE + "FORECOX Mumbiai - 400 D59, ”ENWL‘M{:‘ D:sn. Soian
Acdhurt (Fasn), Mumbal 400 052, lndia Fanail macieadsdivenl.com tH.Py 174 101, lenchia,
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MEDITEC

TAB «Megirexr, 01103, m. Kuis, syn.Kiksigse, Syg.11 «Anod.12
m.Mepuiria, By, Kinouesa, 6yg. 36

+38 (067) 247-09-71;e-mail: info@meditec.ua
«24» Bepezens 2026 p.

Bux.Ne7-24.03.26

CEPTU®IKAT CTEPMIIBHOCTI TIPOTYKIII

Leit ceprudixar nananmit mapraepam TOB «Megitek» i € MiATBEPHKEHHIM TOrO, 1O TIPOAYKIIA
naptii G73-0326

sKa BKasaHa B JIoNaTKy € CTEpUIILHOIO Ta BiIOBIIae BUMOTaM TEXHIYHOTO PErIaMEHTY OO

MeAnYHUX BUPOOiB. TepMiH MpumaTHoCTi: 5 poKiB.

Pesysnbrar TecTy Ha 0CTaTOUHY KOHLEHTPAL{IO OKCHIY €THIICHY — BIAOBIIaE BAMOTAM.

PesynbTar 610710TI4HONO TECTY — POCT MIKPOOPTaHi3MiB BiACYTHII.

JlozaToK: nepetik XanaTis Ta MOKPUTTIB [0 SIKOTO BiIHOCUTHCS 1eH cepTH(ikaT Ha | apKyIi.

Bucmmit O.A.

TOB «Megirer», 01103, m. Kuis, By, Kiksigse, 6yl «An.12
138 {087 247-0% i meditec.ua
MEDITEC PO 3974 4823, nfp 26







NEPKABHA CHYXKBA3 JIMKAPChKUX 3ACOBIB
fﬁxKOHTPOHK)&XHAPKOTMKANleM.KMGBI

{1pos. Haait Capitsmtiol. 3, 02099, Ten. (044) 795-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IIPIIOY 37079055

BMCHOBOK

npo aKicrTs BBE3CHOTO B Ypainy jgikapcnLkoro 3a¢00y

Ne 39239/25/26

07.08.2025

BAJIMICAP A 160/5
{uafMeHY BT AKIPChROND sacolBy o 3 pecerpaitii
FaBIeTKH, BRPH T IMIBKOBOIO 060501K010, 110 160 Mr/S Mr; 1o 10 TabuerorRy
gaicrepu y wapTottniii yrnawosii
({(popMa BUILYCKY, A0Sy BOHNAR, @i/l AUKY BAHHA HKAPCHKOCO 3aco0y)

(AN |l()Cl!i}.l‘lclllHlM)
gaicrepis 10 3

Momep peccTpauifiioro nocsineHHs UA/19273/01/02 crpok aif peecTpauifiHoro noCsinCHIS 27.03.2027

Cepist Hikapenkoro 3aco8y Ne 14251039D KitbKiCTh BREICHIONO AIKAPCHKOFD sacoby 6550
Bipobuitk Mawkneonce PapMachioTHKANC Jlimiren, huid

(nalimcuy sars BHPOSHIKE AIKAPCLKATD sacoly, kpaina FHONOAKCHHR)

Bocaeno a Ykpaliy TopapueTao 3 06MEKCIOI0 BiNOBIAAILHICTIO "MAKJIEOCAC
- « ~ gy - v
DAPMACHIOTIKAJIS JIUMITEL", ineny, kon: 37554108
(HaiiMeHY BAilH T KOA 38 CIPTIOY jopuantiol De0GI G50 LPI3BIING, IM'RL 10 Grrbkoni disiunal
ocoBH - nianpuesit, 1T Micue NPORUBAHES T3 peccrpattitinmil nosmep oGAIKOBOT KAPTKH HAATHIKA
HoTKIE AG0 CCPis TA HOMCP HachopTa)

I1pOTOROI Bi3yaihHOro KOHTPOIII pin 22.07.2025 Ne 2614/01.10-25/2.
Jaboparoptinit ananis skocTi Aixapenkoro 3acody spifienenuit
JTaBopaTopisi 3 KOHTPOJMO axocti nikapebkux sacobis TOB "JIOBPOBVT«JHKHJ‘IAB" (. Kuis,

syt Hosroposi-CiBepchia, OyL3, HESKWTIORI TIPUMILIEHHST 92)
(HalMeHy BaKus Ta MICUEIHANQRACIHA naBoparopit, 1o nponenﬁ naGoparopiuil anatis sroeti)

IBACHOROK LOLO JKOCTI AiKapehKkoro 3acoBy, prannit KabopaTopi€io Bin 07.08.2025 Ne 1162-25
PeayantarTi 1adopaTopiora avianiy AKOCTi JKaPChKOro 1ac06y 33 nepesipeniMi HOKA3IHHKaMU BIATIOBIARIOTE
BIMOLAM MCTONIB KOHTPOMO AKOCTI (ana.ni'ruuu()-uopma‘rmmo'i AOKYMEHTaLT),

3a pesysLTATAMIT  ACPHABHOTO KOWTPOMIO  BCTAHOBASHO, U0 kapchbkuit  3acié  seeeno B Ypainy 3

AN

AKOHOLABCTBA WOAO saGeaneuenns AkOET1 NikapCLRUX aacobin,

3 «
A 4

' (;’(éw

Q\co G A

Mukona XOJIOJEHKO

(nimic) (ininianm Ta npispune)
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CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIH3A

1. | Name of Product Valmisar A 160/5 AR No.: 2. | Manufacturer Country India
(Valsartan 160 mg, BAFPS
Amlodipine 5 mg, tablets) 25002167
Halivenysanns Basnicap A 160/5 e Jepaana-BUpolHHK Tupin
npoxyuii (Bancapran 160 mr, Date/flara:
- ) . 29.05.2025
Adiouitin 8 Mr, TabJeTKH)
3. | Registration 4. | Strength/potency of the 160 mg /5 mg
gertiﬁcatc Ifl() UA/9273/01/02 mcdicigal produ.ct . i,
Homep pecerpanii- Cwa it/ akmsnicrs 160 »r /S mr
HOTO JIOCBIAM eI JHKAPCHKOTO 3ac00y
5. | Dosage Form Film coated tablets 160 mg /5 mg 6. | Pack Size Ne 30 (10x3) in blisters
in carton box
Jlikapenbia dopnra Tabueriy, BKpUT IHBKOBOK 060JI0HK0I0, Possip | THI YIHAKOBKI. Ne 30 (10x3) y Gaicrepax
o 160 mr /3 mr B Kaprounil ymaxosui
7. | Batch No 14251039D 8. | Date of M’unufacturing 04/2025
Homep cepif Jlara BupodIisa
Batch Size 200 000 tablets (6 666 packs) 9. | Date of Expiry
Poamip cepil 200 000 Tadueror (6 666 YHakoror) Iata saxiusenust Tepminy 03/2027
aprgaTHocT
10. | Name, address and license numbers of M{g unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi, District
Solan, Himachal Pradesh 174101, India
Mfg, lic. Ne: MNB/07/594 & MB/07/593
HaiivenyBanis, MiCHSIHAXOJGRCHAS T2 HoMepy el seix pigamox | Maxueoye ®apyackiorarane Jinives,
110 BUPOBHHITRY | KONTPAII0 sIxocTi Binewx Txean, TTO JNopximaiipa, Texcin Bamni, Aicrpixt
Conan, Ximavan Opajem, 174101, Tnxis
Bupob. sin. Ne: MNB/07/594 & MB/07/593
11. | GMP Certificates No / Date 023/2025/GMP Valid till; 18.10.2027
Cepriizary sigmosignocri GMP i Beix gLiSHOK 110 supobnrey | 023/2025/GMP Tepmin miiz 18.10.2027
i xontpomo sikocri abo (UpH HAABHOCTI) HOMCPA NOCHIANL B oasi
aanux Eudra GMP
12. | Result of Analysis/ PeayanTaTil NpoBefenns anadaisy.

Sr, Tests/

No. ITokaznuri
Ny

/i

Specifications/
Cueundgiranis

Results/
PesyapTari

1. DESCRIPTION

Dark yellow colored, oval shaped, biconvex, film coated
tablets debossed with “C94” on one side and plain on
other side,

Dark yellow. colored, oval shaped,
biconvex, {ilm coated tablets debos-
sed with “C94” on one side and plain
on other side.

Onue

Ipoenyxil Tabaeticn, BRpATI nAiBKoBOI0 000N0RKOIO,
oBaNBHOT GOpMH, TEMIO-KOBTOI0 KOJILOPY 3 rpasiroBan-
st «C94» 3 omiore Goxy i ruraari 3 immoro §oKy.

JTwoonyksai rTaGiuerky, BKpuTi nais-
KOBOI0 000I0HK010, OBAILHOT Gopdi,
TEMHO-KOBTOFO KOILOPY 3 rpapiio-
pansy «C94» 3 oxnoro Goky i raaa-
xi 3 inoro GoKy.

2. IDENTIFICATION

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

Complies

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

Complies

Iron Oxide.
A blue colour precipitate should form,

Titanium Dioxide.
A yellow colour should develop immediately,

MACLEODS
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MACLEQD D
TR

Inewrvadivanin Yac yrpuMyBanus OCHOBHUX NiKiB Amaopmniny i Bai- | Bixnosinac
CAPTAHY HA XPOMATOTPAMAX BUIPOOGYBANOTO i CTAHRAPT~
HOTe POSUHHIB, OTPHMAHUX MIPH KiALRICHOMY BHIHACH-
ni, Mae 3birarues,
Juavenus Rr mamm amijoauniny i pajgcaprany, orpuMa- Binnosinac
HUX 3 BHOpofyBaHore posuuHy HoBHHHI CHiBTIANATH i3
apavennaMu Ry wisM  asgopuniny i saxeaprauy,
OTPUMAHHX 31 CTAHIIAPTHONO POIUHHY.
3axiza okeuiL
Mopaysatinst fnakurTioro 3abapsaeHus, Bimnosijae
Turany Anoxenl.
Heraiina nosasa xopTore 3adapriaeins. Bimiosigac
3 AVERAGE WEIGHT 482.0 mg 5.0 % (457.9 - 506.1) 482.82 mg
o Cepezans Maca 482,0 Mr 5,0 % (457,9 - 506,1) 482,82 mr
WATER At release:
-not more than 6,0 % (w/w) 35 %
During shelf life:
4 -not more than 7,00 % (w/v)
: Boxa Ha stostenm suinyexy:
- me Glanue 6,0 % m/m 35 %
Hpomazom mepMiny npudamuocmi:
- ge Ginpure 7,0 Y% m/m
DISSOLUTION Not less than 75 % (Q) of the labeled amount of (1 98 (2) 96 (3) 83
Amlodipine in 30 min. @) 97 (5 92 (6 94
Nat less than 80 % (Q) of the labeled amount of Valsartan (H 104 (2)103  (3) 98
5 in 30 min, 4103 (5104  (6) 101
' Pozunnenus He semu 75 % (Q) sin zansiaenof kiibkoeri amaomnniny | (1) 98 (2) 96 (3) 88
3a 30 xmwun. 4) 97 (5) 92 _(6) 94
He men 80 % (Q) vin sasisacuoi kinswoeri saxcaprany (1y104 (Y103 (3) 98
3a 30 xBuiaun, (4) 103 (5) 104 (6) 101
¢ UNIFORMITY OF Awmlodipine
' DOSAGE UNITS Acceptance value (AV) < 15,0 % 3.0 %
Valsartan
Acceptance value (AV) < 15,8 % 4.2 %
QuauopianicTs R030BAHRX Amaoaumnin
OHRHBIE HpuiiMannae uueao (AV) — mennie ato popisuioc 15,0, 3,0 %
Baacapran
Ipuiisansue wicho (AV) ~ mexuse a6o aopisuioc 15,0, 4,2 %

7. ORGANIC
IMPURITIES

At release:
Amlodipine Related compound A - not more than 0.35 %

Below limit of quantitation

Any other unknown impurity - not more than 0.2 % 0.02 %
Total impurities - not more than 0.75 Yo 0.04 %

During shelflife:

Amlodipine Related compound A - not more than 0.7 %
Any other unknown impurity - not more than 0.2 %
Total jmpuritics - not more than 1.2 %

Oprauivni goMilrRH

IIpu eunycxy:

Astzoguuiny pomiuma A — ne iapwe 0,35 %
Byan-aKa HeBiAoMa JoMinnea - ue Gine 0,2 Y
Cyma joMintox — ue fiasute 0,75 %

Hipxve mekl KiALKICHOro BH3IHAMCHI
0,02 %
0,04 %

Hpomnzos mepminy HpUUMIHOCINE:
AMJIOBINLY foMitnka A ~ ne Giabie 0,7 %

Byan-siKa HenijoMa JoMimKa ~ e diapie 0,2 %
Cyaa gominox — we Giapme 1,2 %

8. ASSAY

At release:

Amlodipine

Not less than 4.75 mg and not more than 5.25 mg
(95.0% - 105.0% of the declared amount).

5.03 mg

100.6 %, o

Rogd. Office

p
Valsartan ;" o :{/;f/z
Not less than 152.0 mg and not more than 168.0 mg 160.92 mi R
ZAR)
Phone 1 91.22-6667 2800 Works 5
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MACLEQD S
T

(95.0% - 105.0% of the declared amount). 100.6 %
Amlodipine
Not less than 4.75 mg and not more than 5,25 mg
(95.0% - 105.0% of the declared amount).
Valsartan
Not less than 152.0 myg and not more than 168.0 mg
(95.0% - 105,0% of the declared amount).

Kinnkicne pusHadenns Ipu sunycxy:
AMaounin
Bix 4,75 10 5,25 mr 5,03 ar
(95,0~105,0 % Bia 3anBiicHol KiTLKOCT) 100,6 %
Bascapran
Bin 152,0 xo 168,0 my' 160,92 mr
(95,0-105,0 Y% Bin 3anBaenol rijibKoOCT) 100,6 %

Hpomazom mepyiny RpUOAIMIOCH:
Amuonuniy

Bin 4,75 no 5,25 My

(95,0-105,0 % Bin 3annnenol RijibKoeti)

Baxcapran
Bix 152,0 5o 168,0 mr
(95,0-105,0 % sin saswienol vinsrocri)

9. MICROBIOLOGICAL Total acrobic microbial count (TAMC) — not more
PURITY than 10° CFU/g

Less than 106 CFU/g

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

Less than 10 CFU/g

FEscherichia coli/lg — should be absent

Absent

Mikpodiosoriuna wicrora | He Gisue 10° KYO/r 6axrepiii y 1 r upenapary.

He 6innme 10 KYO

He 6ispure 102 KYQ/r rpudis y 1 r npenapary.

He 6inse 10 KYO/r

He ponyewacrsest Escherichia coli y 1 v upenapary, Bijcyrni
13. | Comments (if any) -
Kosentapi (Rpy HasiBHocTi). -
14. «I hereby certify that the above information is truc and accurate. This scries of products have

license of the country of the manufacturer or importing

been produced (including packaging / labeling) and conducted quality control on the above
mentioned stations in full conpliance with the requirements of GMP, sct by the local regulatory
Application for Certification autherity, and in accordance with the specifications contained in the registration dossier or trade

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 GMPy,

nepernHyTo i BCTaloBACHO pignosignicrs GMP ».

Sassa npo cepridixanilo, «ElHM st MATBCPAAYIO, U0 HABCAEHA BHINC indopmanist € gocrosipnoro i TOUHOIO. 1o cepito
npoxykuii 6yso BupoGacHo (BKAOYAIOH YIAKOBKY / MapryBaHus) I HPOBCLACHO KONTPOIL i
soeTi 1A piie da3naveniit aismul 8 nopnii pignosianocti 3 sumoramn GMP, seranosiacnmm
MICHEBHM DEryASITOPHIIM OPFalOM, 3 TAKOK Y pianopiniocyi 3i crewdikanisiym, 1o MeTATLC B
pecerpamiiinomy aocke abo peecrpaniiinomy mocsiguenni  kpaimu-pupobiNKa  abo  Kpatni-
iMpmopTepa, SIKIMO NPOAYKIUiA iMOopTroBaua, ‘M B pocne  cneundianiit ya npenapar M
HOCTIAKYBANOTG BiKApChKOro 3acoly. TIpororony BRPOGHHITEA, YHAKOBKA T4 anaJsisis 0ysio

15. | Name and position / title of the person Issuing the permit issue series/
TIpizprine T wocana / 3auns 0co0N, KA BI/LAJNA JI03BII 1A BUNYCK cepil.

Prepared by/llinrorvosieno Checked by/Ilepenipeno Approved by/3arsepixeno
Reviewer Manager QC Manager QA
Zakir IHussain Virender Kumar Jannwal Rudresh Kumar
29.05.2025  11:09 29052025 11:22 29.05.2028  11:39
Printed by/Hajpyconano: Rudresh Kumar ] Printed on/ Hagpyionano: 29.05.20258 11:39

Note: This document has been generated electronically with E-Signature,

IpuniTia: CepTHdikar 3eHEPOBANO ABTOMATHNIO 3 CHEKTPONINM TIITHCOM,

CNo.: C250001506

Rogd. Office Phone : 91.22-6667 2800
M[&CLEODS Alanto Arcada, Church Roud, Fox . 91.22.2925 6599

Near Loala Holol, Aadheri-Kurlo Road,  CABLE FORECOX Mumbei -
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