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Specifications
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biconvex, film coated tablets
on ene side and plain on other side,

Brown orange, gval shaped,
debossed with +,1§»

e
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The Ry value of the Yalsartan ang Hydrochlerathinzide

spots  obuined from the sample  preparation  shoulq
correspond fo  that  of g Valsartan  ang
Hydrochorothiazide Spots respective

olitained from the standurd preparation,

The retention time of  the Yalsnrtan and

Hyarochlorothinzide pealis in the chromatogram of the
snmple preparation  should varrespond to that of the
Yalsartan and ydrochiorethiazide peakis respective in the
chrematagram of the standard preparation, as obained in
the *Assay™,

A blue colour precipitate should farm,

A yellowish oranpe colour should develop im mediately,
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MACLEODS
PHARMACERUTICALS
LIMITED

Repd. Office :

Atlants Arcade, Church Road,
Near Leela Hotel, Andheri-Kurty Read, Fmmif .
Andheri (East), Mumbai~J00 8539, India.  Website:

Phone : 91-22-6676-2800
Fax 1912229256500

CIN
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MACLEG:
(U

XPOMATOrPAMi CTAMARDPTIOIG Posamy,

Ise yTpumynasus nivie sageapvaita i rinposasporianiny
WA XpoMATOrpAMDX  Bunpo-Gyuanoro i CTANZAPTHOrG
poIvBRIB, 0TPHMMIY npy KiankickoMy wizaaucmii, mae
3biraTics.

Binosinace

Jatin okeny

Y'rrmpemm OCANY CHHBLOFO KOILOPY.

Binragiaae

Trrany mtowcms

Monua tomapany eno-montore sadapuaenny,

Binnonitac

Not more than 30 min

3. IYisintegration Time

00 miantes 37~30c0uds

He Ginsore 30 xp

L Possanann
4, . i
Dissohstion

ot less than 80 % () of Iabeled amount of YValsurtan
in 30 min '

Not less than 8¢ % (Q) of lubeted amount of
Hydrochlorothinzide in 30 min
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Organic Impurities
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Uniformity of Dosage Units

20303801

e ———

He senmume 80% {Q) sin 33mBsCNQT KiRLKoCT] Bancapraun an
30 Xy

He  senw 809 {QY  win
Firpoxaoporiatina 3a 30 BN

HBALNOT  KiftLkoeTi

1388 2393 W 89;
4) 20;  5) 93; §) 95
D87 2) 90;  3) &7,
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Valsartan
Acceptance value (AY¥) - Less than or equal fo 15,0,
Hydrochlorothiazide

Acceptance vilue (AY) - Less than or equal to 15.0,

Baacapran
Npuitseam,ue weno (AY) - stenme n6o Aopismoe 15,0,
Finpoxaoperinaug

Tpuiimansune yueno {AV) - menmie ago ACplanioc 15,0,

Af refease;
Benzothindiazine refated compound A — Not more than
0,5%

Any other individual impurity (excluding Valsarien related
compound A) — Not more than 0,15 %

Total impurities {excluding Valsartan refated compound A)
~Not more than 1,0 %

During sheif fife:

Benzothindinzine related compound A

- Not mere than 1,0 %

Any other individuai impurity (exclnding Valsartan relatey
campound A} — Not more than 0,2 %

Total impurities (excluding Valsartan related compound

| A} Not more than 1,3 %

pn gunyesy:
Beurorianinilna nosimig A - He Giabure 6,54,

Byab-net  jnmj AOMIMKR (W sruRTROM BacaAprana
AoMitRy A) - ue Biannre 0,15%

Cyma revintor (3a simnrion BAACAPTAND AoMEmKR A) - e
GiEhe 1,094

Aan mepriny npudamnocny:

bemoriatiasing nominnes A~ e Binne 1,09

Byas-uxvi  hinni AoMimkn (3 PUBITROM  pafcapTana
HOMEIKI A} = e Gifib i e 0,2%

CyMa aomitior (38 enrares Bagcaprama gomimwu A) - e
Gianme 1,3%

At refease:

Valsartan

From 152,0 to 1688 mg of Valsartan per tablet (95.0% -
105,0 % of label clnim}

Hydrochlorothinzide

From 23,75 to 26,25 mg of Hydrochtorethiazide per tuhley
O50% ~ 1050 9% of label claim)

Duering sheif tife:

Valsartan

From 144,00 to 176,0 mg Valsartan per tablet {90,0 %~ 110,0
Yo of label claim)

Hydroclorothinzide

From 221,50 to 27,50 my Hydrachlorothingide per tablet

e _(90,0% — 110,00 % of tabel cliim)

2.6
2.4 S
2,6 g
2.4 . Hm___kﬁ___l
0.09 % l
H
Befow limit of quantitation l
0.09 % l
:
i
i
!
0.04 %

Hukue semi winmuricnore BTHAN R

.89 %

15730 mg
98.3 %

2444 mg

|
]
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MACLEQDS Regd. Office ; Phone ; 91-22-66762800
PHARMACEUTICALS Atlanta Areade, Church Road, Fax 1982229256500
LIMITED Near Leeln Hotel, Andher-Kurla Road, Email ;

Andhert (Fase), Mumbai~i0) 059, Inclin.  Wehsite:

/ ‘ ( ,.:-‘“’Ot"k.._‘;“,:z - o
- VillageTheda, PO, Lodhimajia

custnmerram@machmfsphanna.cﬁn_; Fehsil H;jddi, Disit, Sofan
wwivmacleodspharma.com
CIN U242390 T 1989 PLCDS2049

< (HPY 1101, Indi.
.. Phome N 795236137, 38
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Risswiene sananenns HIpu aunyery:

Baneapran,

Bin 152,0 10 1680 mr Bagcaprany s tabaeryi

(95,0% - 105,0% nin snsprenol RinTERoCTI)
Fltpexnoporisingy,

Bin 11,875 no 13,125 mr riRpoxnonTiaINAY B TAGMeTI
(95,0% - 105,0% niy 3nsBacn ol KinsroeTi)

Aara mepsiny npudamnocmi-

Bancapran.

Bix 144,80 ;10 176,00 mr Baaeayrrany s radacrni

| (90,0% - 110,0% Bin 2an BICHOT RiALROCTE)
Tinpoxaoporiama,

Bin 11,250 no 13,750 sr rigpexnopoTiatuay 8 rabnerui

(90,0% - ¢ 18,0% 1sin 3annenol kin bRDCT)

157,30 mr
98,3 %

24,44 mr
978 %

&

Microhialogical purity® [ drog is allowed:

Total acrabic microbial count (TANIC) — Not more than

10 Cruyg;

Total combined molds and yeast (TYMC) - Not more than
W CTU/g;

Exclierichiv coliin & of drug should be ahsent

Not Applicable

Not Applicable
Nut Applicable

MiwpoGiogoriuna uHeTaTa® ¥ npenapari NHNYCRACTLEOH:
IArARLHE MeAo aepobnnx
Ginnwe 19 KYO / ry
3ATANLRE YHeNO AphLsoBiY | wsisenux

e GinLue 1P KYO /¢

Mikpooprawiimin {TAMC) - e

Fpndis (TYMC) -

He 1acraconayo

He saetocoBano
He sacrocanann

He nanyeracrnen Escherichia colin | T npenspaTy,
¥ Not g routine test for hately release
o fivst bateh of every yea I,

Comments (if a ny)

crifevia. Test ta be pesfurnted on first three harches and Crery enl bl

Kosiewiapi fnpi
AAUBIOLC ),

ABKY MM,
«l hereby certify that the ahove information Is true and acc
{including packaging / labeling) and conducted quality
compliance with the requirements of GMP, set by the local
! spectfications contained |
importing Lonntry
Minutes of
w«Hum a1 iTRepRyI0,

Appiication for
Certification

il the praducts imported or fie

[ dansn npo ceprudicaniio, WG BABLACHA BHIGE Jn

Mimoud » ojronui
TAKOE ¥
nocsirei Knainn-sipobuny
cucnndiwanii un RRENARNT D15
- M Gyno nepermanyre | BeTanownelo
Name and position / title of the person issuing the permit issne series /
Tpisnmge 1a rocany Jsuaitam ocolbi, AkA BraaNA HO3RKIN Ha _ENYCR cepil,

abo Kpaing-isnopTepa,

¥ nisnonignoeri

urate, This series of products have
cantrol gn

i the registration dossier or tende license of the vountry of the manufactyrer

Aoeniawysanorg ARAPChKOrD sieoGy, [Iporaxony mrpoduimnerea, yn
20 Bryor GMP »

the above mentioneq statiens in fuil
regmlatory auvthority, and in accardance with the
ar

specifications in pregaration for the investigational product.
roduction, prekaging and testing were reviewed and the correspandence GMP»,
thopMain ¢ AoCToBipIOIe E Tounom,
sipobacuo (micmonany ylawosxy / maprysanuw) i poneacHe KOHTROAL T AkeeTi o
f Bianonimioeri 3 piMorasin GMP, acravannenisag MECHEe B
BianonignocTi 3 eneundivaninsn, mo sicraTacs "

pio npoaykii o
A BIE B e i
MOPECYITOQIRN. apranos,
peceTpaniiinomy gocne apo i peceTpaniiineyy
SR aperyrndn ivneprosana, g p AGCHE
HRDBKH 19

o ce

nared hy/ltinroronreng Cheeked by/llepenipena

Approved bvfl—-:'rﬁc“\-;;rmcuu )

e Reviewer Manager QC
Asinath Nanasaheb Makope Jayesh Barai

Manager QA T
——  Marager QA

Kandar Pramanlal Mistry )

—

07.10.2023 18:27 08.10.2023 17:42

This iy clectranically generated report, hence signature Is nog required.
C.'ep'rmpimrr ACHEPOBAND ARTOMATIY UG Ta MIAINE ne noTpibunii,

09,10.2023 11.55
U9.10.2023 185

MACLEODS Repd, Office ;
PHARMACEUTI CALS Atlang Arcaile,
LIMITED

Phone :91-22-6676-2800
Church Road, Fax ;912229256500
Near Leela Hotel, Andheri-Kurin Rond, Email

Andheri (East), Mumbai-<00 039, India.  Website: www.antacleodspharina.com
’ + 24239011 HOBOPLCUS2049

CIN
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Hepsxasua cayskba Yipaiuu
3IKAPCHKIX 38¢06in Ta KOHTPOMIO 33

Aepkasne nignpueveTso "Hexnrpaasna

nxadoparopis 3

[ZE
State Service of Ukraine on Medicines
and Drugs Control

HaproTHKaMu

State Enterprise "Central
Laboratory for Quality Contro] of

AHANIZY AKoCrH dika pebxnx
Medicines and Medical Products"

: 3aco0iB | memmynoy npoxyxui ! 1
Yepaiva, 04053, 11.Kiijs, ayn. Kydpasceka 101 o : 10G, Kudryavska slresf, Kyiv, Ukraine, 04053

. Men/haxe (044) 372 57 98 . : Tel./Fax +380 (44) 272 57 g3 .

: web: www.clab.com. us, e-mai: centrallab@clab.com,ua .

Wob: www.clab.com,

Hasea spaaka;

Bug KOHTPOMO:

ua, e-mall: '_céhtraﬂab@c!ab. com.ua

Ceprudikar AHAMIZY Nb 2422 pin 27.12,2023

BANMICAP H, TalNeTKH, BRpHT] NABKOROIO 060oMoHKoI0 1o 160 ar/25 atr, o 10
Tabnerok y Gnictepi; nio 3 Orticrepa y KapTOHHIN kopoGui

Peecrpauitinui HOMep: 2314.23 )
- Bupotumux: Marneonc (Dap.\IﬁCi:JO,T_ kane Jlisiren, Tusis
* 7« Homep cepir: . EVO023003¢ '
- Miewe éiﬂﬁopy 3paika: T TOB "Maxneose PapmacsioTika Jlintiren" . _
L 3aMOBHNK: S ’ Hepxapna ciy#0a Yrpainu 3 miKapcbkix 3acoGis Ta KoHTPOmOG 33 HapKoTHicany
- "Cynponimsui AokymenT: Thier e 8908-002.0.1/002.3/2-23 pig 15.11.2023 p,
T ART Biagopy 3paska; Ne nin 16.11.2023
_Cran spaska: 3pasok » crani NpHAarHOMY 11 fipoBeneHHA BlnpOGYRay,
HaTa orpusanns 3pasxa: 20.11.2023
" Havi Bironanug pobir; 28.11.2023 - 27.12.2023 .

.38 posnopamreni Heprapuoy Cityx0y Vrpaiumy 3 HIKaPChKIIX 3ac06is T4 KOHTpOUIIO
38 HAPKOTHKant )y {"IM", Mocranosa 902) :

Micne Tposesenss, - Wiial wllenTpansug nafoparopis 3 aRaNi3y skocT| JHKapChKIX 1aco6in I Memanot

RissnbHocT];
HA, Bimnosinno

HPOBOANECH auagis: 3MiHN

Vnékosxa
Maprypamns

BHCHOBKIT:

Ceprudixar avaRisy He mimmarae HOBHOMY abo wacTro

SOP/G-5.10/D1

3. 3aniaa OKCUA. YTaopenHs 0cagy cubbora Konsopy Binnosinae
. 4. Turany Aiokeng, YTBOPEHHS OpaHKeso-wosTONG sabapunenig Bianorinae
Posnianaring He 6inbiwe 30 XBUTUH Bianosigae .
Kintkiche BUaHayenys - A Bancap?aHy (90,0-110,0% Bl sassneno; KinbKocti); 144,0 - 1760 160,0 mrirasn, . .
' Mr/rass, S

MKH pig 30.08.2019 Haraz Ne

TPOAYRUITY
o sRol MKS nop.n. M UA/17127/01/03; 3Ming 1o MK niy 30.08.2019 nakas MNe 1925,

Pesynurary

Bumoru Hf|

Heoonyxn TabneTky OBanBLHOT thapmu, BKDMTI NiBKOBOID 0B0NoHKOK Bianosinae
KopuuHesoro konbopy, 3 THCHEHHAM "L 18" 5 OAHoro Boky i rnagki a

iHworo Boky o

1. fnawu BancapyaHy i ri.qpoxrropﬂaewny Ha xpomartorpami Bf,qnoei,qae
Aocnigkyeanore POIYNHY 35 dHAYEHHAM Rf nosunxi Bignosinary .
AnNAaMam Bancaprany | ri,qpomopriaemny H& Xpomatorpami

CraHhapTHorg poauuny

2. Yac YTRUMYBaHHA nikin Bancaprany i riapoxnopriaany Ha Bignosinag

2.7 ip,pcxnop'riaawgy {90,0-1 10,0% sig 3asenexol Kinbxocri}: 22,50 - 24,66 mriracn,
27,50 Mr/Tatn,

3riano Bumar MKs Bignoeinae
3rigHo Bumor MKs Bianosinae

Ceprudrikar anamay Ne 2422 Biy 2
BATIMICAP H, Tadnerk, m;?‘*

Qnicrepi; no 3. Bnicrepa y ka "onyi

DapMacrroTikasc Tisiren, IHI'Sj_. it

feriia
\ :-._fr\e_A:?mumn?_;a:{yomau MAPI{ / I
d _&i}ﬂ@o@awﬁes nossony KIELle
AHATIZY gr0cT] NikapeLky 3acofip | MemmHo}'npo,uy;{uﬁ’\'&_; \

Hupexrop

Kineny, CcepTidiikara anamizy Ne 2422 gjy 27.12.2023




