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CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAAIY
1. | Name of Valmisar H "DNFPS23001537 | 2. e s
5 Vianufacture: . i
- Product (Valsartan 80 mg, | _ India |
| e Country |
| Hvdrochlorothiazide
| llmmvimmmm Baasmicap H Date: Jlep,mlm m:]momm L
THIVIAS NI (Baacapran 80 mr, 22/09/2023 |
UCiapoxaoporiaziyy | Hara: |
b A2 S iy Tabaeriy) | 22092023 -
| rgistrati | 4, Stlenﬂth/ )olenw of -
3. 5 I'):"h‘f’t,_’ ik l 80 mg/12.5 mg |
| - Certificate No | the medicinal ' *
! !
| | yoduct
l]‘“l . lJAXl‘?lZ'?/O 1/()1 ........... l(“” i jlll / e ;
oMep AT 8O ar/12,5 10
pecerpaniinoro AKTHBHICTE |
hoesipienns _likapeskoro sacody 4 i
5. 1 Dosage Form 6 | Pack Size | Ne 30 (HOxS)
| Ty o0 Tt i o/17 ~ 1 ! o " i
% Film coated tablets 80 mg/12,5 mg in blisters |
| L in Carton ]m\
i s S SR R EEEPE W S — R S . T —
lmap{,mc; TabserK, implm JUIBKOBOIO Posmip t i Nu 30 (1033)
ropma 000s1onKo0, 1o 80 Mr/12,5 mr YIRKOBKH y OHCTePax
Y KapTOHHIH |
| YpAROBIG
7. | Batch No. 8. | Date of
ICVIN23003A Manufacturing 1 08/202.3
| ] ll(mep u:pu Jlava pupoduunrsa i
i s o eme P SRR R SRR—— e i R, e b i -
| Batch Size ___l_W!A‘Q_Q_(_)_()O tal)lels {36 666 _p.sxclcs)_ 1Y, m[_)__;}__te of Expiry |
| l‘*‘n.._m;p cepii I 100 000 radiieror (36 666 yrmmmh) Hara 3a m:mvum: ; (07/2025
| TePMINY NPHAATHOCTE R
10, ; ‘Name, address and license numbers of Mlg, unit Macleods Pharmaceuticals Limited !
i
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Unit-11, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28
& 30, Survey No. 3006, Premicer Industrial

tstate, Kachigam, Daman, 396210, India,
Mfg. Lic. Ne DD/375, No DD/376.
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coated tablets debossed with “L16” on one
side and plain on other side.
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BRPHTE  IWHBKOBOW  0D0JIOHKOI  ¢BITJIO-
HOMAPAHUYCBOIO  KOJALOPY, 3 THCHCHHAM
«L16» 3 oanoro 6oKy i raajaki 3 HIoro
DOKY.
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‘5|)Luil ations Results
Cue uuc})maum Pesyabraru
Light orange, oval slmped “biconvex, film llg_,ht orange, oval shaped,

hiconvex, film coated tablets
debossed with “LI6” on one side
and plain on other side.
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The R, value of the Valsartan and
Hvdrochlorothiazide spots obtained from

( O phe

ddade. Church Road, Fax 1 91-22-29256399

CIN 2 U24239ME98IPLCOS2U

40T S e L el U | e Rl b et e e e R d e ey ok ek e de e A S A A et ae S ek ot bk 0 el g v el ambh e et oy g P el h b S b A e R

\f'illa,t,,{, lhetla I"‘ () l mllnm it

otel, Andher-lmda Road,  Enail : customereare@macleodspharmacom Tehsil I.Li(lth..i)lstt.!_\_ni.m
u.t) Viumbai-d00 039, India.  Website: www.mucleodspharmacom (LLP) 174101, bnchia,

K§9 Phone: 1795236137, 38
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the sample preparation should correspond
to that of the  Valsartan and
Hydrochlorothiazide SPOLS respective
obtained from the standard preparation. e e o
The retention time of the Valsartan and (omplw
Hydrochlorothiazide peaks in the |
chromatogram of the sample preparation
should correspond to that of the Valsartan |
and Hydrochlorothiazide peaks respective | i
in  the chromatogram of  the qtandard
_preparation, as obtained in the “Assay™.
1A blue colour pr ?F'lm‘”““’l“’“m [”' ik __,_..-,HLEL‘.E PI!? T I p—
A Wllnwzah orange colour should develop Complies
llmm: BaJIC: 1])1;11{;1 ] 1mpovmpmmsu)w 1a | Bipnosiaac *
XPOMATOrpamMi BHIPOOYBANoro posunny 3a |
suauenngym R nosmili BUINOBIAATH |
ASIMAM  BaJIcaprana i rigApoxJgoporiasuay i
_Ha XPOMATOrpaMi CTaulaprTuoro posiiey. | e
Uac yrpamysanus wikip pagcaprana i | Bianopinac |
FiapoxJjoporiazuay  Ha o XPOMATOIPAMAX .
BHNPOOYBAHOIO | CTAHAAPTHOTO PO3UNHHIB, | |
OTPHMAHUX HPH KibRICHOMY BH3NAYMEHHI,
| macabiratues. L |
| Yrsopennus ocany enuvoro koavopy. | Bimnonimac -
ITosisa HOMAPAHCBO- “ROBTOI'O Bianosinac o 27
CsaGapsaennst, e D T
Not more than 30 min 00 mmute‘ 41 seconds
“;m Abe 30 \H H_:ﬁﬁ h_g{}mginmun 41 g(:jg\ n“l
Not less than 80 % (Q) of labeled amount of 1)99; 2)98; 3)981 . ;
Valsartan in 30 min 4)98; 5)98; 6)%/ . B0 4
Not less than 80 % (Q) of labeled amountof | 1)995 2)97; 3)96 AR
_Hydrochlorothiazide in 30 min 1) "),J?,?__.Qp“?w.‘% *’
?‘lmne + 91-22-6676-28(K) Works ™
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He wmenure  80% Bij  3asIBACHOT
Kiabkocti Bancaprana sa 30 xonann

He menm 80% (QQ) Byt zaasiaenol KIALKOCT
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Valsartan

Acceptance value (AV) - Less than or equal
to 15.0.

Hydrochlorothiazide

Acceptance value (AV) - Less than or equal
to 15.0.

Basicapran
Hpuiisaaeae gneao (AV) -
aopisuioc 15,0,
Iiapoxaoporiasg
Hpuitmanesne unciao (AV) - menue
jpopisuioc 135,0.
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Near becla Totel, Andhenr-Isanda Roud,
Andheri (Fast), Muimlei-400 039, India,
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Regrd, Office

Phone :91-22-06676-28K)

Fav 1 91-22-2025-6509
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Emait  customaercardagmuaclesdspharmaeom
Website: www.amacleodspharma.com
: LU 24239MHTISYPLCOS20HY

N AL release:
Organic e |
[mpu ities Benzothiadiazine related compound A
"1 —Not more than 0,5% 0.08%
Any other individual impurity (excluding
Valsartan related compound A) |
-- Not more than 0,15 % (.03%
Total  impurities (excluding Valsartan
related compound A) -~ Not more than 1,0
Yo 0.13%
During shelf life:
Benzothiadiazine related compound A
e : < . | O !
Not more than 1,0 % |
L} L] L] ] ] L] !
Any other individual impurity {(excluding
Valsartan related compound A) — Not more
than (,2 %
Total impuritics | (excluding Valsartan
related compound A) —~ Not more than 1,3
{}
Hpit sunyery:
bensoriajuasina goMimea A - we OliLHIC
(,3% 0.08%
byian-sikl  inun aoMimkH (33 BHHIATKOM
| Basicaprana oMk A) - He  Olibiie |
PNCyma aomimor (32 BUISITROM Bajcaprana T R
{ nomimkn A) - ne diaete 1,0% o SR
G 13% -+ ST ’;
_ . ; e e g bl ;
s mepatiny npudamuocni: g g L
bensorianiazina gomimmra A- ne duibine VAN
1,0% 7
L Byueenwi inwipodiwkn (sa sunsireon | T e
.r"fr!f
; ,.a"'flrf
-“f - d - A A o e | el S B A
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Works
Village Theda, P.O. Lodhimajea
Fehsit Baddi, Iistt. Sotan

(1.9 174104, India.

’hone: 01795236137, 38
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PHARMACEUTICALS  Atlanta Arcade, Chureh Road,
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At release:

Valsartan

From 76,0 to 84,0 mg of Valsartan per
tablet (")5,“" 0~ [US,U Yo of label C]E\i!ll)
Hydrochlorothiazide

Irom 11,875 to 13,125
Hydrochlorothiazide per tablet
(95,0% - 105,0 % of label claim)

¢
g

- During shelflife:

Valsartan

From 72,0 to 88,0 mg Valsartan per tablet
(90,0 Y-~ 110,0 % of lubel claim)
Hydrochlorothiazide

From 11,250 to 13,750
Hydrochlorothiazide per tablet

mg

IHpu gunycky:

Baacapran,

Bin 76,0 no 84,0 mr sajyicaprany B radjacTul
(95,0% - 105,0% Bij 3asBie10T KWIBKOCTI)
Diapoxioporiaszui,

Bin 11,875 1o 13,125 mr riapoxaoporiaznay
B TADNCTIL

(95,0% ~ 105,0% Bix 3asiBjenol RIABLKOCTI)

Jan mepatiny npuoanmiocini;

BaJjicapran,

Bis 72,0 no 88,0 mr Bagcapraiy 8 radaerul
(90,0% - 110,0% Bin 3aasienol KibKOCTI)

[iapoxaopoTiazl.

Bin 11,250 10 13,750 mr viapoxaoporiazuiay
B Tadaerul
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In drug is allowed:
Total acrobic microbial count (TAMC)
~Not more than 10° ¢fu/y;
Total combined molds and yeast (TYMC)
\ - Not more than 10° cfu/y;
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(90,0% - 110,0 % of label ¢claim) 1

(90,0% - 110,0% Bij 3asupienol KiibiocTi) |
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79.82 mg
99.8 Y

12.300 mg
Y8.4 %%

79.82 mr
99.8 %

12,300 mr

98,4 %%
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Not Applieable .~ -
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Y npenapari JIOHYCKACTHLCH!
3ATATBLHE HHCH0 4¢pOOHUX MIKPOOPraHizmin

(TAMC) - se 6inbie 10° KYO /v
3ACAALIC YHCJIO APIKLKOBHX | IBLICBHX
rpi6is (TYMC) - we Ginvme 10°KYO /v
He nonvekaernes Esclierichia colin 1r
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Hoe sactocoBano

He 3a¢cT1o0CoBano
He 3acrocorano

4
s e an o & e e e St T e L T LT RTE LI

Comments
tany)
Iu_meulapl (npn
HAEBHOCTT).
f\pphcltmn for
Certification

mamTaEE B L L PR PR

3astia np(;
ceprigdikanii,

R R R R b L ]

4o i e s = -

L OAHOE0 PAsY R PIRGSEKIN0 e e 0dyMon.ie

AR R L e

“ Not a2 routine test for hateh release eriteria. Test to lw pel formed on first hree
Imlclm and cvery tenth bateh or first bateh of every y

et k%

o WL ey

b e vk b R A ] —

CTeer e ¢ pYEHINHAM /LIS BHIVERY cepil, Teer nporo, LHTHES TR BRI U
HCPIHY TPLOX HPOMECOBHY cepiii, a HoTty na Rowntit 10-if copit, adre ne pranc
HO THIEEM I IORY MCITTR VI,

L E

o p—— e e i A 4 A e ey b v el el

e ke R - AT

« hueby certity that the above information is true and accurate, This scries of

L.,._- -.L — oy — v — bk o w DA Ly e N L I P T LR T I |

A, T g e b e R R FT L -a

e P e el TR LR L T ———_a

e R P P

products have been produced (including packaging / labeling) and conducted |
quality control on the above mentioned stations in full 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

_production, packaging and testing were reviewed and the correspondence GM Py,
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NPOBEICHO  KOWTPOoJL 1T gKkoCTi Ha  BHIME 3asuaveniil st B noBHii
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peranosiacto y sigosianocti o sumor GiviPy

EE Lme e W R N e e R e i N S By By el R ] B b ey e e gty Aymgne Gtpmbarg ok o e S S R R e B e Hr b, gy B R e e e o LA L - L e ey e w bt b -

Name and pos!tmn / title of the person issuing the permit issue series/

“[)HBHHIE Ta 1HOLs ajlu / IBAIHIH ()L()Ull, SIKA BILLAJA -‘1{)3133.11 Ha BHITYCK (‘(‘[)l]
) T

] % mm o mTen ek mnbm o w

A e et LL 1

Prepared “b*\’/”l!ll OTOBJACHO
 HO10894

 rrrenk faier's st e b 4 i ek B el F A R 1:---

Sachi Dny

b orn mvwikerr ke W A mpr . Ep

L L L L R S V)

andev Dhunmal

21,09.2023 15:11

b pp— . =, = A

IR S L L

Checked l)\r/lﬂlgpem_pei-lg

P R P S R )

(e BT

A —— — gl

Andheri (Fast), Vinmbai-4({) 639, India.

Regd, Oftiee :

i I s il st o b

Jmncsh Kumar R mwsh Chandra
;. ‘ Rahul Motilal Ban
S e I 1 iel L A e =k rR A= d dd d axxwt " P N
21 (]‘-) ()23 16:46 22 (}9 7()75 (](}..‘:w(}

Ao e Ay bwwdta B [y ——— PP, ol e b  mm kWb R L K e R ey MRS TamL s farrlimd ot AR LAATA AR AR e W ¢ ot g -..,.l' Ty e By -pn. i ]
ge R S

f_’:-.;,-’ / .. - ‘1&\ t

r i ;I, }:‘-Hi '!"1 .-
1 :‘ . ':.._.- ;
SRR - ol A )

» 4 J.:,‘_I ‘11 L -'L",': o/

R . P

‘ . - 1 . o ;/f

gy, S " f
o ' o r -P;:"’;'_..a;f"':: H:ﬁ“"}
: . S i *-"ﬂr I
D
o r;f”J - L i
# e :
o
F'h(mc : ‘*’JI-?Z-GM&ZWH/ Works

Village Theda, P.O. Lodhimajra
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(FLPY 174101, india,

Phone: 1 795-230137, 38

1 91-22-2925-630

Email  customercaremacleodspharmaceom
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Website: swwavinacleodspharnuicom
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