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168 mg/12,5 mp/% ing

Beosage Form

N, 30 (10, 3V in Blisters
o] in cartsn boy

& Pack Size

Possip Frun yuirosrn

30 HIx3) \(;su ‘-:'m\

Tabagrki, BrpnTi aaiskesoto ofiaonkoo,
. w0 160 M1712,5 medS e e .
i 9, 8 | DateolManufacturing | o
1 142411594 vy supodnuutea L
6RO 0T tablets (20 U0 pachs) 9. Date of Expiry
s Fowmip cepil, 600 {0 rabneror (20 080 ¥nakook) Hara sasivuenun 03.2026

repMiny apunarieeri

Name, address and license numbers of Mg unit

Haivenysanna, MECRENGIXORAC Y TH HEMepy nikewiiil peix aimnow no
BHPORRINITHY | KEETDOAN 0 ROCT

Macleods Pharmaceaticals Limited
Village Theda, Post Office Lodhimajra, Tehsif Baddi,
Himavhal Pradesh 174801, Bndia

_\L\Iﬂlﬂi‘}:ﬂi Ni A I!I()’?.‘S‘)J_ I
«daracone Murpsscniorieae . lini v
Beaeam Txean, THO Soaxivadipn, TexcinGu, Aierpher Cocme,
Nbsavwan Tpanemn, FFERL, Binin

{Yistriet Solan,

Ne MINBOTROS, N MBAIT/SY3

ot ather side.
K, BRpated
niBRo k010 ofiosenkon, Dm0l

rpasiossiny « 23 1 o5t o
Bowry i e g iurao foky.

11 [P Coriiticates Ko T Date 00%/2023/GNTT Valid till: 12,08.2024
f Ceprudiswrn nimantutoen GMP e neis pingion sio BRPCORINTRY | wonTpoM0 | G072023/CGA1 P Tepain ait 12,08,2024
b e _m0CY 280 (npH HANBIOCTI) HOMEDA NocHAANL B a3l ganirx Eudra GMP e
? 12. Resolt of Analysist Pexyavrarn nposenenns #HAJiY
; S, Tests Specifications Resules
i No. Aoy Cneuntpixanin Pesyawermn
(AT
T -
I [ Deseription White colonred, oval shaped, bicosves film coated t;l:lels debassed with “F23" op
] unte side and plain on other side, film conted tallets
P T e R | e side i
: ' Onpe Avovnyxsi Tubnerky, BRDUFE IIREOBOIG 060M0HKIG, OB N OT hapsu, Girraro ooy ki raf;
; i - WO Oy 3 rpnsionsinsy «T23w 1 pinioro Goky i ranani s inumoro Gowy.
! . Gropu, Gitore ROILOPY 1
]
2 , Identification
. - BYIIPLC The retention time of the Amlaitipine, Valsnrtan and Hydroehlorathiazide peaks in Complies
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| .\.;nlmlipiuc Not tess than 78 % {Q) of labeled amount of Amilodipine 8% 2) 96 3y 97;
e in 30 min 96 8 B9 6 )
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as per PILEUR)

Any ather unspecified
degradation praduct
Tt deuradation
product
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Not more than 0.5
Not more than 6.2
Not more than 0.3

Not more than (1,3
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Nat more than 1§
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Not more than 0.5
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ne Dianme 0,5%
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! Amlodipine From 4.75.0 to 5.25 mg ol Antlodipine per tahlet 505 my
(95,0% ~- 105,0 % of label claim) 1011 %
Nalsargan From 1520 to 168.0 mg of Valsartan FO0.68 g
: per tabiet (95.0% — 105.0 % of lahel claim) ) [UII:4 %
| Tivdrachioratinzide From | L875 o 13.125 my of Hydrochlura thinzide 12514 mpe

per tablet ($5.0% — 1650 % of label claim)

Duting shelf life: o
From 4.625 t0 5,375 mg ol Amtodipine per tablet
(92,5 % — 107,5 % ol lnhel elaim)

iy l“ﬁm L

Aamlodipine

Valsartan From 148.0 te 172.8 my of Valsartun
- per tablet (92.5% — 107.5 % of label elaim}
: Hydrochiorothinzide From 11.5625 to 13.4375 my Hydroehiorothiazide
; per tablet (92.5% ~ 107.5 % of label elaim) -
' Widbricue giipnuennn Ttou gryeny:
Asramomia Bin 4,75 mr 20 8,25 mr AMAOMRTEY v TabireTni 508 wr
. e (O34 % - L05,0 % Bl ynnnneuol viankocri), o m
. | Bageapian Bia 152,00 mr a0 1680 s naacaprany T6ILGE wr
; o Tl mrabacini (95,0 % - 1050 % wix sannsre o i i . - 1A %
; ) TTBIA(V 75 w0 13,025 wr riapaxaepringity 125 ur

. - - . “ e . o4
s orrGaerid (95,0.% - 1050 % win wassaenoi giarocTi), 1.1 %

Aas mepsiny upudamuocnii:

Asiroannin Bix 4,625 s 10 5,375 wr aantruniny wornbaerui
S (92,5 % - 107.5 % oin tansaenor RiLROCTI),
Baacapran Bia 1480 s 10 172,0 mr- BANCApTANY
e o LB TR0 (92,5 % - 167,58 % sin sannaenoi rinpKocriy.
Uizpoxazropriasua Bin 11,5625 mr a0 13,4375 ar riapoxnopriatany

BoralneTni (92,5 % - 107,85 % wii sansaenof RiftLRGUTI),
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I Water At refeqse:

i Not more than 7.8 % fwiw) 3.6 %
, H During shelf fifer S
_ Not niore than §.0 % (wiw) R
: B |_{Tpu ennyexy:

lie Bianmie 7,0 % (v / a). 3.6 %

i Lng mepaiiny upadanmocny: ) -
L e e Sinnure 8,0 % (x /ar), o - S
[ Micrabiological purity* In crag is aliowed:

| Total acrobic microbial conit (TAMC) ~ Not more thay 16° CFU/:

! f Total combined molds ang yeust (TYMC) - Not more than Ili’(.‘i-'l'/u;
e e Excherichia eafi in g of drug should be absent

Minpobionoriuna ncrora® | 3 HPLIAPATT AvuyCxnernest:

106 CFUy
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: i Certification packaging / labeling) and conducted quality control an the ahove mentioned stations in fuH compliance with the
: reguirements of GV, sef by the docad regulatory anthority. and in sceordance with the specifications comningd in 1he
registration dossier or trade license of the canntry of the manufngtueer or importing cauntry if the prodicts imparied or
file specifications in prepacation for the investigationa) produet, Minates of praduction, prackaging amd testing were
5 e reviewed and Ihe correspondence GNPy, S e
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(BRI 1% YURKQORY { saprymauun) | BPRBCACHD Ronrpoae T owkoeri A wente o aooenii ALREUN 4 BaRiii
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R 10 Bumor GNP » - e .
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