JlaGoparopist 3 kouTpoI0 IKOCT JHKAPCLKHX 3ac00in

TOB "TOBPOBYT-JIKHJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLARB?

Yipelha , 03153, m. Kuls, Byn. Hosropoa-Cieepceka, GY4.3, ReXUTROB] npumintenns 92, 097-0300747

BucHosox moso srocri Ne 840-25 gig 30.06.2025

Ha3pa npenapary:

Pecerpaniitsenii HoMep:
Bupobuaureo;
Hoxtep cepii:

Posatip napTiv sig sxof sinibpano

3pasoK;
Tepmin npunaThoeTi:

BiniGpano/onepwano nin:

HaTa ojepmanis:
Bua kourponio:

AHO (MK, Ceun dirauii),
Bianosinno 4o skotn POBOAUTREH

BAJIMICAPH TabNeTKH, BKPHTI MTiBKOROKD olGononxoio, no 80/12,5
M, no 10 Tabnetok y 6nicrepi, no 3 Gnictepn y xaproruii kopobui
840-25

Makneone apuacsiorukanc Mimiren, Inaia

12241369R

177

1072026

ToBapucTso 3 06MeeHOIO BlAoBi fanLHicTIo "MAKJIEOJIC
DAPMACKIOTIKAS J1 IMITEL", Anreymni ciiran Nel, a.Kuin,
5yn.0.JouGywa, 37

13.06.2025

Hanmpapnenas TIIC na 1a60opaTopHHil anania {502)

AHJ ro PIT Ne UAZI7127/01/01

ananis:
Howuzinru Busozu AHg Pespnomam
Onue Hroonyxni Tabnerry, oBanbHOT QopMH, BKpHTI mniBKoBOIO Binnoginac
obononkoro, ¢BiTI0-opamskesoro KOJBLOPY, 3 THCHEHAAM "L 6"
3 oaHoro Goky i rnagxi 3 imoro Boiy.
Lnentndikais -~ L Ylsmu BajCapTayy i riApoxaopTiasngy na Xpomarorpani Binnoeinac
BHNpOOOBYRAHOTO PO34RRY 33 3Havenuam R norunsi
BIANOBINATH IUigMam BANCAPTaNY | rinpoxnopriaam{y Ha
XPOMATOIDamMI CTannapTHorg POIYHHY
2. Yac yrpamypanns nikin BancapTaHy Ta rinpoxnoptiazugy Bianozinace
Ha XpoMarorpamax BHNPOOOBYBAHOLG Ta CTAaHAEPTHOr O
PO34MHIB, oTpHMAaRHX TpH Kimbkicromy BH3HAYeHH], Mae
3biraTucy
Lnentudikanis - 3aniza YTBOPEHHS 0CALY CHHBOTO KOnLopy Binnosinae
OKCHA
Laenrudiranin - Turany Mossa opamiero-xorroro 3abapeashng Biamorinae
HIOKCHR
Polnapanus He Ginsie 30 xa, 1 xB.
Kinbkiche susnavery - Bin 72,0 mMr 1o 88,0 mr Bancaprany y tafnetuj 82.3 mr/tabn.
Bancapran (90,0 % - 110 % pig 38ABNEHOT KiNLKoCT])

Kinexicre pusnavenny -
Finpoxnopriazng

Bia 11,250 Mr e 13,750 ar rizpoxnopriasmay s Tabneriyi 12,154 mr/Tabn,

(90,0 % - 110,0 % gin 3aaBnerof kintkoeri)

Ynaxopxa 3rimno prmvor MKS Bimozigae
Mapxynarug Binmosinae
BHCHOBKH;

0 96ofiGHK ;-0
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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIIZY
1. | Name of Product Valmisar I A.R. No. 2.
(Valsartan §0 mg, DNFPS Manufacturer India
Hydrochlorothiazide 24002662 Country
12,5 mg, tablets)
Haiimenysanim Baamicap H Date: Hepwapa-supobuink Tuaist
nporyKuit, (Baacapran 80 mr, 3111212024
Tiapoxoporiasun Hara:
12,5 mr, TabmeTic) 31.12.2024

3. | Registration
Cartifieate No
Hosep peecrpaniii-
HOr0 MocRiiMeHnn

UA/LT127/01/01

4. | Strength/potency of

the medicinal product 80 mg/12,5 mg

Cuna ail /akrimsuicrs

g 80 mr/12,5 mr
JikapcLKoro 3acoby

122413698
Honep cepii

s Prasape-Eoyi Film coated tallets 80 mg/12,5 mg 6 | Pack Size j’»\‘g. 30 (1(].\‘3}.11'1 blisters
in carton box
Jixapcera Gopma Tadnerri, srpirti naiskoBore Pozntip 1 vom No, 30 ([0x3)y BnicTepax
ofiojtorcore, 110 80 Mr/12,5 Mr YITAKOBKIH ¥ Kaptouniii ynakosui
7. Batch No. 8, | Date of
Manufacturing 11/2024

Jara BrpobuuTsa

Batch Size 918 000 tablets (30 600 packs)

9. | Date of Expiry

S
Poanip cepii 918 000 Tabnerox (30 600 ynaxonok)

Hara saingcnns 10/2026
TepMiny APHAATIOCTI

10. | Name, address and license numbers of Mfg unit

Macleods Pharniaceunticals Limited

Unit-I1, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 & 30, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman,
396210, India.

Mfg. Lic, Noe DD/375, Xo DD/376.

Hatisenyranma, miciesuaxomxenns ta moMepu alnesif neix
JHsHOK Mo supobHHITRY | KowTpoIo Ao

Maxneoe Papaacniorirkane Jindren

Paza I, Moot Ne 12, 15, 21, 23, 24, 25, 26, 27, 28 i 30,
Ciopneii Ne 366, ITpess®ep Tracrpiaa Teredit, Kaunrane,
Haatan, 396210, Tuauia,

Bupobniua mineusis Ne DD/3735, Ne D/376

11. | GMP Certificates No / Date

110/2024/GMP_ Valid till 24.06.2026

Cepradiraru siznosigroeri GMP pa reix rinmior no
supobunuTey i Kowrpone skecti ato (py HasnuocTi) Kovepa
nocunans, s 6azi gamirx Eudra GMP

110/2024/GMP  Crpo Aii to: 24.06.2026

12. | Result of Analysis/ PesyanraTi npoBepeuns ananizy

other side.

Sr. NoJ Tests Specifications Results
Ne /o | Tloxasnuky Crewudixauin Peaynsrarn
1. Description Light orange, oval shaped, Dbiconvex, film coated | Light orange, oval shaped, biconvex,

tablets debossed with “L16” on one side and plain on | film coated tablets dcbossed  with

“1.16™ on one side and plain on other
side.

Onne Heoonywkni  TabaeTky  osanbiol

inmoro Bowy,

NAIBKOBOIO 0GOToHK O CBITAO-IIOMAPAHYEBOTO | dhopatl,
KOTBOPY, 3 TUCHerunnM «LI16» 3 opntoro Sory i rnanu 3 oﬁo.rmx

tdhopyu, Brpuri | Heeonywni TabneTky 0BRIBLHOT

AIBROBUIO

KOAb pv,
601?/,

MACLEODS Regd. Office : Phone ;91-22-6676-2800 L
PHARMACEUTICALS  Adanta Arcade, Church Road, Fax  :91-22-2925-6559 Villgt .0. Lodhimajra
LIMITED Near Leela Hotel, Andheri-Kurla Road, Email : customereare@macleodspharnuteom  Tehsil Baddi, Distt. Solan

Andheri (East), Mumbai-400 059, India.  Website: www.macleodspharma.com (HL.P.) 174101, India
CIN  : U24239MHI9SPLCOS2049 Phone: 01795-236137,38
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tdentification

The Rr  value of the Valsartan  and
Hydrochlorothiazide spots obtained from the sample
preparation  should correspond to thai of the
Valsartan and Hydrochlorothiazide spots respective
obtained from the standard preparation.

Compli

es

The retention time of the Valsartan and
Hydrochlorothiazide peaks in the chromatogram of
the sample preparation should correspond to that of
the Valsartan and Hydrochlorethiazide peaks
respective in the chromatogram of the standard
preparation, as obtained in the “Assay”,

Compli

cs

Tron oxide

A blue colour precipitateshould form,

Compili

S

Titanium diexide

A yellowish  orange colour should develop
immediately,

Compli

3}

Inenrndirauin

[Inamu pasmcaprama i rigpoxnoporiaznagy  ua
xpomaTorpami BHIPOGYRALIOrD po3vyHHY 3a
amaveudsiny R nominent  siamesipaty  masinam
Bajicaprana i ritpoxnoperiazngy Ha xposatorpami
CTAILIAPTHONO PO3IYNHY,

Bianosinac

Hae YTPUMYBRHHS nikie BaJIcapTana i
rigpoxaeporviasngy ma  XpoMaTarpaMax BHITpobY-
BAHOr0 [ CTARAAPTIIOrO po3WHINB, OTPHMANHX nNpH
kit kicrony slsmnaycnni, atac airaTucsr,

Binnoeinac

Janiza orei

YTBOPCINS 0CAAY CHITLOTO KOJILORY.

Bignogigac

TuTany AoKcHA

Ilos1Ba MOMAPANICBO~KOBTOTO 3A6APBIICIITIS.

Bianorigac

Disintegration Time

Not more than 30 min

00 minutes 38 scconds

Poanaganun

He §insuie 30 xs

00 xprotnn 38 cewynn

Dissolution

Nut less than 80 % (Q) of labeled amount of Valsartan
in 30 min

Not less than 809% (Q) of labeled ameunt of]
Hydrochlorothiazide in 30 min

(1) 95
4 97;
(1y 92;
{4y _95;

2y 95 (3) 95
(5)y104; (6) 97
2) 92, (3) 96;
(5)101; (6} 94

Pozvunciim

He sennre 80% (Q) sig 3aspiaenol  kinnicocri
Bancapraira 3a 30 xeunanmn

He arenmr 80% (Q) min sasmaewol winwwocTi
Tinpoxmoporiasuaa 32 30 xpi0

(1) 95;
@) 97

2y 95, (3) 99;
(5)104; (6) 97

(1) 92, () 92; (3) 96
4 95 (5)101; (6) 94

Uniformity of Dosage
Units

Valsartan

Acceptance value (AV) - Less than or equal to 15,0,
Hydrechlorothiazide

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

3.6 %

39 %

Ouanopinnicrs
HO3OBAIX ORITIHI,

Bancaprau

Mpuitaanene uueno (AV) - meniue abo gopisusoe 15,0,
Tiapoxmoporiazig

Mpuiimaneie ancso (AV) - mene aGo nopisnoe 15,0,

3,6 %

3,9 %

Qrganic impurities

At release:

Benzothiadiazine related compound A

— Nat more than 6,5%

Any other individual impurity (excluding Valsartan
related compound A)

— Not more than 0,15 %

Total iDmpurities (excluding Valsartan related
compound A) - Not more than 1,0 %

0.06 %

During shelf life:

Benzothiadiazine related compound A —~ Not more than
L%

Any other individual impurity (excluding Valsartan
related compound A) — Not more than 0,2 %

MACLEODS

Regd. Oifice: Phone : 91-22-6676-2800

PHARMACEUTICALS  Aflanta Arcade, Church Read, Fax  191-22-29256599
Near Lecla Hotel, Andheri-Kurlz Road, Email  customercare@macleodspharma.com  Tehsil Baddi, Distt. Selan
Andheri (East), Mumbai400 059, India,  Website: www.maclecodspharma.com

LIMITED

CIN U24230MHISSSPLC052049

Village Theda, P.O. Lodhimajra

(H.P.) 174101, India.
Phone: 01795-236137, 38




MACLEQDS
(AT

Total impurities (excluding Valsartan related
compound A} — Not more than 1,3 %
Opranivni gosimen Tpu gunycry:
Bensariagiazina gosritixa A - e Gianime 0,5% 03,06 %
Byae-nigi imumi jromimsn (32 BungTkoM Bajcaprana
xontimku A) - we Ginsure 0,15% 0,04 %
CymMa jiomitiror (33 BIFHATKOM Bancap‘raua HoMintkn A
- ne Ginbme 1,0% 0,11 %
Hng mepminy npudamuocmi:
Eemorianiazina nosmimea A- ve Ginnwe 1,09
Byas-axi inur pomiwkn (32 sBHnATROM RAMCApTaHA
Lomimirn A) - He Glnsie 0,29%
Cyna poasirox (3a wuHsITKOM BajgcapTana poMiwrky
A) - ue 6inbure 1,3%
7. Assay At release:
Valsartan
From 76,0 to 84,0 mg of Valsartan per tablet (95,0% — | 80.97 mg
105,0 % of label claim) 101.2 %
Hydrochlorothiazide
From 11,875 to 13,125 mg of Hydrochlerothiazide per | 12.603 mg
tablet (95,0% - 105,0 % of [abel claim) 160.8 %
During shelf life:
Valsartan
From 72,0 to 88,0 mg Valsartan per tablet (90,0 %—
110,0 % of label claim)
Hydrochlorothiazide
From I1,250 to 13,750 mg Hydrochlorothiazide per
tablet (50,0% — 110,0 % of label claim)
Kianxicmne Ipu éunyery:
RHIWAN IR BaJsicapTan,
Bin 76,0 no 84,0 mr saycaprany v Tafrernl (95,0% - 80,97 mr
105,0% six sasmachot kinskoet!) 161,2 %
Tapoxnoporiania,
Bin 1L875 me 13,125 wmr rigpoxnopotiazugy B | 12,603 mr
Tﬂﬁﬂﬁ’i‘lli {95,0% - 105 0% Bin sasnaenoi kiavwocTi) 100,8 %
Ana mepatiny npudamnocmi:
Bamcaprart,
Bijt 72,0 xo 88,0 Mr sancaprany b Tadnerui  (90,0% -
110,0% sin sanpaenel kinbkocTi)
Tigpoxiroporiaaun,
Bin 11,250 5o 13,750 wmr ripoxsopotiazuny B
Taturerid (90,0% - 110,0% gin saasaenior KiJibkoerD)
8. Microbiological In drug is allowed;:
purity* Total aerpbic microbial count (TAMC) Less than 10 CFU/g
- Not more than 10° CFU/g;
Total combined molds and yeast (TYMC) L.ess than 10 CFU/g
~ Not more than 10° CFU/g;
Escherichia coliin 1 ¢ of drug should be absent Absent
Mikpobionorivaa Y npenapati [oNycKacTheA:
HHCTOTAY 3arajeie yucno aepofiiny mixpoopranizais (TAMC) 4 Menme 10 KVO/r
He 6lnsure 108 K¥YO /e
saraneie uncno ApbaRmEosnx I usimerux rpubie
(TYMC) - ue 6insme 100 KYO /1
He ponyekacroes Escherichiu coli B 1 1 ipenapary.
9, Comments * Nota routine test for batch release criteria. Test to be perfo
(if any) cvery tenth bateh or first bateh of every year,
MACLEODS Regd. Office Phone : 91-22-6676-2800 @%’ ksf,,.[,"l\

PHARMACEUTICALS  Adanta Arcade, Chureh Road,

LIMITED

Fax  ;91-22-2925-6599

O Lodhimajra

Village Fhédtic

Near Lecla Hotel, Andheri-Kula Road,  Enmail ; customyreare@macleodspharmacons  Tehsil Baddi, Distt. Solan

Andheri (East), Muombai<00 059, India,

Website; www.macleodsplimrma.com

CIN : U242390HI989PLCO5204%

1.1 174101, Inclia.
Phone; 01795-236137, 38




MACL=QID.,
T

Kosenrapi (upu
nastsnoctil,

* Tecr ne € pyTrmnimg juit riracyexy cepit, Teer HpOBORHTLCA TRILIH JUIA HEPITEX Fphox
HPOSIHCAOBHX ceplii, 0 woris ira kowniit 10-9 cepil, ane e pliane opooro pasy ua pik, arnw
imge ue 0GyMORJTENO [HILAMH 0RYMEUTAMH.

Application for
Certification

«I hereby certily that the above Information is true and accurate, This series of products have
been produced (including packaging / labeling) and conducted gquality 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 of production,
packaging and testing were reviewed and the correspondence GMPs»,

3assa npo
cepTRdiranin.

«lluM 3 uigTREPIEKYI0, 110 HAREICHA BILIE indopmanisn ¢ goerosipieio i rounoms, Wie eepin
npopyruit Gymo snpotneno (BiaroualoNy yOakoBKY / MapKyBanng) i HpoReACHo KOUTPOL 1V
SKoCTi Ha  Buwe 3azmaveniii plusnui B nomwiit  miamomimwoeri 3 BumoraMun GMP,
BETAHOBJEHIMH  MiCHEBHM  DCCYRATODHNM  opraloM, a  Takow y Biamowimwoeri ai
cnennikaninyg, mo MicTaTbes B peecrpauiiinomy Aocke 2o B pecerpauiiinosty moeniauen
kpaiin-supobnuks abo wpafnu-isnopTepa, sxule npogykumis iMmOpTOBAHA, MH B AGCHLE
eneniigikauiii W2 npemapar  gan  pochimkysanoro Jsikapenkoro  3acefy. [Iporoxenn
BUPOGHHUTBA, YNAKOBKI TA aHamiiie Gymo meperasnyro i Berawonteno y wifnosimecri uo
Bitsor GMP »

il

Nume and position /title of the person Issuing the permit issue serfes/
[Ipissinue Ta Hocaga ABaniA ocofin, AKA BHAANA 03BLT A BIHIIYCK cepil,

Prepared by/AlinroTonnesno Checked by/Tlepesipeno Approved by/3arsepiaerto
Reviewer/HO11811 Manager QC/H005072 Manager QA/HUI6783
Dilip Jijabrao Patil Javesh Barai Snchal Javanti Bhal Thakor
31,12.2024 17:22 31.12.2024 17:42 31.12.2024 18:26

Printed by /Posupyxosanto : Ganesh Ramakant Raut

Printed on/ Tava apyry : 31,12.2024 18:33

This is clectronically generated report, hence signature is not required. Ile emercrpondt 3siT, TosMy nifnue we notpiben,

MACLEODS Repd. Office ; Phone : 91-22-6676-2800 Works
PHARMACEUTICALS Aflantz Arcade, Church Read, Fax  :91-22-2925-6599 Village Theda, P.O. Lodhimajra
LIMITED Near Leela Hotel, Andberi-KurdaRoad, Email ; customercarc@macleodspharmacom  Tehsil Baddi, Distt. Solan

Andheri (East), Mumbai-400 059, India.  Website: wwwmacleodspharma.com (FLP) 174101, India.

CIN  : UH239MHIOSOPLC052049 Phone: 01795236137, 38




HEPIKABHA CIIYVXBA 3 JIIKAPCLKIX 3ACOSIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KUEBI

npos. Hanil Caitnuvnod, 3, 02099, Ten. (044} 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa CIPIIOY 37079055

BHCHOBOK
npo gKicTh BBezenoro g Yxepainy aikapenkoro 3acoly

30.06,2025 ' Ne 32429/25/26

BAJIMICAP H

(nafbxienynaims nikapenkore sacoly 4ri7U0 3 peceTpaniiiing nocsizeniiss)
TatiTe Tk, BRpUT niingozolo obosiouorn, o 80/12,5 ar, o 10 Tabieror y Guicrepi, oo 3
Guticrepn y kuprouuiit kopodui

(thopya munycky, aosyaaim, nia naky R TRApenKore 1acoy)
Hosep peecrpawiiiioro noesigsenus UA/17127/01/01 CTpOK AT peecTpauiiinoro nocsinues HCOBMENKEH ]
Cepis nikapenkoro sacody Ne 1224136913 Kinukicte nsesenoro stikapenioro sacoby [ 77 '

Biipoduik Makneonc DapyacsioTHkane Jliviren, Tuais
(nadineny sy BHPODIHKRD NKAPCLKOrD sacoly, kpaina NOXOAACHIN)

Tosapuerno 3 o6mexenono BiInoBiTALIicTIO "MAKJEOAC
TAPMACBIOTIKAJS JIMITEL", inenr. wox: 37554108

Bueseno B Yipainy

(uafistenysanus ta xou 1 CAPIOY opLaksoT ocodit abo npissiute, iv'ys. no SarLresi gisnvor
ccolin - nipacauy, 11 sicne NpeAHaLNG Ta pecerpaniiinmi HOMER 0BaikOBOT KapT ki nAaTTHIR)
noARTRB abo cepis Ta nosep racnopra}

Itporores siryansioro kowrponio sig 30.05.2025 x 1896/01.10-25/7.
Jadoparopnuli anania skoeri nikapcoxaro saceBy anificHen it

JaGoparopis 3 kowrpono kot TiKapcLkux 3acobis TOR "HOBPOBY T-JIIKHUJIAB" (. Kuig,
syJl. Hosropon-Cisepenka, bya.3, weskurnosi npunilenus 92)

(naitsenysming ta MicuesHaxomkeg fMadopuropit, mo nporeia radoparopuni anatia SIROCTT)

Bircionok wono axocti wikapeskaro 3acoby, sirannii nadoparopicio pix 30.06.2025 No 840-25
Pesyiuvrari nagoparoproro ananizy SAKQCTi nikapehkoro 3ace0y 3a riepenipernmn noxakas sigmosinarors
RHAOFAM METOAIR KOHTPOIMO aKoCT (anan ETHU KO- HOpMaTHBHOT AoxkyseuTauiy),

3 pesynwraramy ACPHABIOrO  KOHTROMID beranosaeno, wo  nikapeskiit 3acis BEeICne B Yxpaluy
X 2acoGis.
o

AOTPDHMAHIM pusmor 3UKOHOAABCTRY LIOA0 3a0eIneve s aKkocT] JiKapces
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