NEPXKABHA CJHOYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hapii Caitan4HoT, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
po AKICTH BBE3EHOTO B Ypainy JikapcrKroro 3aco0y

01.12.2025 Ne 61248/25/26

BAJIMICAP H
(HaliMEHYBARIS TIKAapCLKOra 3ac06y 3rinHO 3 peceTpattiiinm [IOCBIHEHHAM)
rabaeTKN, BKPHTI iBK0BOI0 000/I0HKO10, IO 160/25 mr, uo 10 rabaeroky gJicrepi, no 3
oaicrepu y KapTOHHIA xopoOui
((opma BUIYCKY, AO3YBatHA, BHA TiaKy BaHHA JIKAPCHKOTO 3ac006y)

HoMep PeECTPALIHOrO NOCBIACHHS UA/17127/01/03 crpox il peectpauiiiHoro nocninuenns HeoOMexxeHnH
Cepis nikapebkoro 3acoby Ne 122510558 KinpKicTh BBE3CHOTO JIIKAPCLKOTO 3acoby 4696

Bupobuuk Maxsieonc DapMacbIOTHKAIC Timiten, [HAis
(naliMeuyBaiis pUpOBIHHUKA HKAPCHLKOTO 3acofy, kpaiHa {IOXQMKCHHA)

BoeseHo & YKpaiH TopapucTBo 3 06MemeHOIO BiANOBIAANLHICTIO "MAKJIEOAC
pats ©APMACBHIOTIKAJI3 JIMITENL", inewr. won: 37554108

(nakMeEHYBAHHS T4 KOA 3 CIPTIOY 1opuituHol 5006H 160 Npi3BHLLE, IM'S, 10 Garbroni (izuunol
ocou - nigmpremns, i nMicue npoKUBaHID Ta peceTpauifHui HoMep o6AIKOROT KAPTKH NAATHHKE
nonatxin abo cepis Ta HOMEP nacnopta)

T1poTOKO0NA BI3YAILHOTO KONTPOJIIO gin 08.10.2025 }e 3693/01.10-25/2.
JlaGopaTopitnii auanis skocTi nikapeskoro 3acoy 3piticHenni:

JIT "LlenTpansHa naboparopis 3 auaisy axOCTi NiKapchKuX 3acobiB i Meauunol mpogy K"
(m.Kuis, BYN. Kynpsisepka 10r M. Kuis, sys. KyapsacbKka 8B Kuincbka 065acTh, C. Hosi INerpisui,

gy Isana OpanHka, 19)
(naitmenysanus Ta MICUEIHAXOJUKEHIS naGoparopil, wo nposeaa naGopatopinit anatis akocTi)

BUCHOBOK 100 AKOCTI Jikapebkoro 3acoby, pynanmit naGopatopicio 8ia 27.1 1.2025 Ne 1826
PesynbTari NabopaToproro aanizy sKocTi iKapcbKOro 3acofy 38 NEPeBIPEHHMN oKa3HHKaMK BiANOBIAA0ThH
BUMOTFaM METOLIB KOHTPOIIO AKOCTI (amuliﬂmno-uopmmusno‘i nokymerTauii).
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Heprasta cyoa Ykpainy
3 JHKAPChEUX 3aC0G1B Ta KOHTPOMIO 34
HAPKOTHKAaMH
Aepxasne nignpuemerso "ewrpansua
Jrabopatopin 3 ananisy skoeri dikapeprix
3acofiB i Mepninol npoxyruit”

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Ykpalna, 04053, m.Kuia, eyn. Kydpsieceka 100

men./haxe (044) 272 57 98

web: www.clab.com.va, e-mafl; centrallab@eclab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 1826 sig 27.11.2025

Hassa spasia:

Pecerpaniitinii noarep:
Bupobunk:

Hosep cepii

Micue sinbopy apaska:
3aronnue:
Cynpoimuini aoRyatenr:
AT BinGopy spazka:
Cran paska;

Hara ovpustanng 3paska:
Harn sukonanus potir:
Bt komrposio:

Micue nposesenns
AtstabiocTi:
HL sianosixno o siot

BAJIMICAP [, Tabaerxy, nxpmi TUTIBKOROIO 0BOIOHKOI0 M0 160 MIY25 Mr, no 10
raGaerok y Gaicrepi; no 3 Gnicrepa y kapronniii kopodui

1848.25

Maksneone Mapyacsioturaic Jimiten, Tnais

1225105383

TOB "Maraeoue dapyachioricans Hivirey”

Hepocanna ciyuba Ypaiiy 3 aikapenkiix sacodis ta KOHTPOJIIO 3 HAPKOTHRAMY
Jiner Ne 4048-002.0,1/002.3/2-25 8ia 13.10.2025 p.

Ne win 21.10.2025

3pa3oK B CTaNi IPYUAATHOMY ANt NPOBENEHNS BHOPOGYBAlL

24.10.2025

28.10.2025 - 27.11.2023

3a posnopsmwxersm depaasuoi ciryaxbu Yepainm 3 nikapebkux 3acoGis 1a KOHTPOIO
3a HaproTHramp ("IM", TMocranosa 902)

HIT shlenrpannua naboparopis 3 ananizy skocti sikapehkux 2acobin i megnunoi
NPOAYRUITH

MES so pan No UA/L7127/01/03; sniiion s £1.02.2025 sakas Ne 238, suminu

NPOBOARBEH auaiz:

MokazHuku | BuMory Hf PesyrbraTy

Onuc Asoonyxni Tabnetku osankxol dopmu, BkpuTi nniakosoto oboroukow Bianosiaae

KOPUYHEROrQ KaNLOoPY, 3 TUCHEHHaM "L18" 3 oanoro Boky i rnaaki a

iHworo Goxy
lnenTudikauis 1. Nnamn sancaprauy Ta rigpoxnopotiasugy Ha xpomaTorpami Bianosinae

BUNPOBOBYBAHOIO PO3UMHY 38 3HaueHHam Rf noaukHi BianosigaT

nnsMam Bancaprasy i rigpoxnopoTiaspfy Ha xpoMmarorpami

CTaHAaPTHOTO PO3HURY.

2. Hac yTpumaHHa nikis BancapTany i ripoxnopoTiasuay Ha Bianosinae

xpomarorpamax surnpoBOBYBAHOIO Ta CTAHAAPTHOrO PO3UUNIB,

OTPUMaHUX NPW KiNbKiCHOMY BU3HaueHHi, Mae 3Biratucs.

3. 3anisa okcua. YTBOPEHHA 0CaAY CUHLOTO KOMLOPY Bignosinae

4. Turany aiokcua. [1osea opaHKeBo-XoBToro 3abapaneHHs Bigriosigae
Poanaganna He Binbule 30 xs, Bignosinae
KinekicHe suaHaveHHs 1. Bancapran: 144,0 - 176,0 mr/rabn. 163.6 mr/rabn.

2. BancapTtany Bif 3assneHol inbkocTi: 90,0 - 110,0 % 1022 %

3. TippoxnopoTiaszna: 22,50 - 27,50 mritabn. 24,20 mrfrabn,

4. TippoxnopoTiasuay s8ig sasiBneHo’ kinskocti: 90,0 - 110,0 % 96,8 %
Ynakoska 3rigHo sumor MKR Bianosigae
Mapkysatha 3rintHo Buror MKA Binnoeinae
BHCHOBKH:  Ceprudixar ananisy Ne 1826 nin 27.11.2025 HIATBEPAAYE, 110 nepesipennit spasox BAJIMICAP H,

rabsaerku, srpieri IBKOBOIO oumomom*no Q(x‘) \n/ZS M, IO l() uu’);mm\ y (uiu;pi 110 3 L)JIiClLPd
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MACLEODD
I

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIZY
1. Name of Valmisar H A.R. No. 2. | Manufacturer Country India
Product (Valsartan 160 mg, DNFPS
Hvdrochlorothiazide 25 mg) | 25001762
Haiimeny- Baamicap H . NepmaBa-supobuux Inais
BANHA (Bancaprau 160 mr, Dat‘e.‘ 31/12’2?2‘1
npoaykuif Tapoxstopotiazug 25 Mr) Jlara: 31.12.202
3. Registration Certificate 4., | Strength/potency of the 160 mg/25 mg
No medicinal product
Hosep peecrpaniiinoro UAITTEZT0M3 Cuna gif /akTuBHICTD 160 Mr/25 Mr
nocBinueH st aikapenkoro 3acoby
S, Dosage Form Film coated tablets 6 | Pack Size Nz, 30 (10x3) in blisters
in carton bhox
Jlikapcbka gopma TaGaeTkH, BRPUT IIIBKOBOK Po3mip i THII YIAKOBRH Na. 30 (10x3) y Gaicrepax
0060J10HKOI0 y RapTouHiil ynakoBi
7. gatch No 122510558 8. | Date of Manufacturing 06/2025
amep cepil Jarta supofinuurea
Batch Size 154 000 tablets (5 133 packs) 9. | Date of Expiry
Poamip cepil 154 000 Tatnerox (5 133 ynakobox) Tara 3ainyenns Tepminy 05/2027
npuiaTHOCTE
10. | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 & 30, Survey
No. 366, Premicr Industrial Estate, Kachigam, Daman,
396210, India.
Mfg. Lic. Ne DD/375, Ne DD/376,
HaiimMenysanus, Micie3HaxoKeRns Ta HoMepH nivensiit peix | Mawsieonc ®apMacsioTHRIC JimiTen
AIIHHOK 110 BHPOOHMILTRY i KOHTPOJIIO aKocTi daza 11, Tor Ne 12, 15, 21, 23, 24, 15, 26, 27, 28 1 30,
Ciopeeit Mo 366, Hpem’cp Inpacrpian leveir, Kauuram,
Jlaman, 396210, Tupuis.
Bupounua sinensist No DD/375, Ne D/376
11, | GMP Certificates No / Date 110/2024/GMP _ Valid till 24.06.2026
Ceprudixatu  sianosizdocT GMP nas seix alasnox 1o
pipoGHINTRY | KOHTpOMIO axocti abo (MpH HagBHOCTI) HOMEpA 110/2024/GMP  Crpox aif no: 24.06.2026
nocunans B 6a3i nannx Eudra GMP
12. | Result of Analysis/ PesyibTaTi npoBe/icHRH anajnisy
Sr. | Tests Specifications Results
No. | [MoxasHHKH Crenndixanis Pesyasraty
Ne
/u
1. Description Brewn colored, oval shaped, biconvex, coated tablets | Brown colored, oval shaped, biconvex,
debossed with «L18» on one side and plain on other coated tablets debossed with «L.18» ou one
side, . side and plain on other side,
Ouue Jlsoonykni rabiieTkn osaneLHol (Qopmu, pxpuri Jwoonykni Tabserwu oBanbLHOT  popmu,
ANIBKOROIO OGONOHKOI0 KOPHWHCBOro KOJILOPY, 3 BRpITE TWIBKOBOIO 060A0HKOI0 KOpHHIC-
menennan «L18» 3 onnoro Goxy i panki 3 iRore | 8oro WoJusLopy, 3 sucuennsam  «L18» 3
BOKY. opnoro Gory i riapki 3 inwore BoOKY.
2. Identification The Rr value of the Valsartan and | Complies
Hydrochlorothiazide spots obtained from the sample
preparation should correspond to that of the
Valsartan and Hydrochlorothiazide spots
respectively obtained from the standard prepa-/
L ration.
MACLEODS Regd. Office : Phone :91-22-6676-2800

PHARMACEUTICALS  Adanta Arcade, Church Road,

LIMITED

Fax  :91-22-2925-6599

Near Leela Hotel, Andheri-Kurla Road,

Andheri (East), Mumbai-400 059, India. Website: www.nacleodspharma.com
1 U24239MHIS89PLCO52049

CIN

Vmagc J'ﬁ/c;la, P.0. Lodhimajra

i

Email : custmncrcm'e@madcodsphannaconiQ“’T;éﬁgﬁfBaddi, Distt. Solan

(HP) 174101, India.
Phone: 01795-236137,38
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MACLEODD
I

The retention time of the Valsartan and | Complies
Hydrochlorothiazide peaks in the chromatogram of
the sample preparation should correspond to that of
the Valsartan and Hydrochlorothiazide peaks
respectively in the chromatogram of the standard
preparation as obtained in the «Assay»,
Iron oxide A blue colour precipitate should form, Complies
Titanium  dioxide A yellowish orange colour should develop | Complies
immediately.
InenTudivaunis Hnamu  sascaprany Ta rigpoxjoporiasuay ua | Bianosinae
XpoMaTorpami  BHNpPoGOBYBAHOIO  PO3UMHY 34
suavenus  Rf  nomunni  signosinaty  nasmam
BajcapTaly Ta TiEPOXJOPOTIaZsHAY Ha XpoMarto-
rpami cTaHAAPTHOTO PO3YHHY.
Yac yrpumanus nikis Bascaprany Ta rigpoxnopo- | Biamoginac
Tiazuay Ha Xpomarorpamax BunpoGoByBanoro Ta
CTAHAAPTHOr0 POUUHIB, OTPUMaHUX TpH KiTbKic-
HoMY Bu3Hauenui, mac 30irarucs.
3amiza oxkeug YTBOPCHHIA 0CAJY CHELOIG KOALODY. Bianosinae
TuTany juokeng Tosiga opanmeso-woBTOro 3a6apienas, Binnosinace
3. Disintegration Time Not more than 30 min 00 minutes 36 seconds
Posnapanus He Ginbe 30 xp 00 xBraun 56 cexyua
4. Dissolution Not less than 80 % (Q) of labeled amount of | (1) 99; (2) 98; (3) 98;
. Valsartan in 30 min 4) 100;  (5) 1015  (6) 99
Not less than 80 % (Q) of labeled amount of | (1) 96; (2) 95; (3) 95;
Hydrochlorothiazide in 30 min 4) 97, (5) 99; (6) 96
Posuunennus He nsenume 80% (Q) sin sasmaenoi wianwoeri | (1) 99;  (2) 98; (3) 98;
BajgcapTany 3a 30 XBHIHH (4) 100;  (5) 101; (6) 99
He wmeume 80% (Q) sin 3aspuenol winukocri | (1) 96; (2) 95; (3) 95;
rigpexnopoTiazuny 3a 30 xsuaun 4) 97, (5) 99; (6) 96
5. e Valsartan
gx;f?tmlty of Dosage Acceptance value (AV) - Less than or equal to 15,0, 2.7
Hydrochlorothiazide
Acceptance value (AV) - Less than or equal to 15,0, 2.6
Oanopianicts Baacapran
N030BAHNX OHHHIL [Ipuiimannue uwneno (AV) - menue abo nopismioc
15,0 2.7
Tinpoxroporiazug
Tpuitmansue uncno (AV) - menuie afo sopiBmioc | 2.6
15,0.
6. Groail I e At release:
Rganic Inpaxitics Benzothiadiazine velated compound A ~ Not miere
than 0,5 % 0.06 %
Any other individual impurity (excluding Valsartan
related compound A) — Not more than 0,15 % 6.03 %
Total impurities (excluding Valsartan related
compound A) — Not more than 1,0 % 0.09 %
During shelf life:
Benzothiadiazine related compound A
— Not more than 1,0 %
Any other individual impurity (excluding Valsartan
related compound A) — Not more than 0.2 %
Total impurities (excluding Valsartan related
compound A)~- Not more than 1.3 %
MACLEODS Regd. Office : Phone : 91-22-6676-2800 Voo Works T
PHARMACEUTICALS  Atlanta Arcade, Church Road, Fax  :91-22-29256599 / .. Village Theda, P.O. Lodhimajra
LIMITED Near Leela Hotel, AndheriKurdaRoad, Email : customercare@maceodspharmacom  Téhsit Baddi, Distt. Solan

Andheri (East), Mumbai<400 059, India. 'Website: www.macleodspharma.com
CIN 1 U24239MHI989PLC052049

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




MACLEODD
AT

Oprauivni gominey

Hpu aunycky:

Bensoriaaiaziny foMitwka A - ne pisrpme 0,5%
Byas-sixa inma gominnea (32 BURRTKOM Bascaprany
gomiunen A) - ne 6issme 0,15%

Cyna jomimox (3a Bausiticom Bancaprany JOMIIIKH
A) - ue 6innure nix 1,0%

Jna mepainy npudamunocmi:

Bemsoriagiaziny gomimka A - ue 6inbure 1,0%
Byab-aKa {Hia fomiwka (3a BAHATKOM Baxcaprany
poMimxn A) - He 6inwue 0,2%

Cyma noMinIok (3a BUHATKOM Bajcaprany NOMIiLIKK
A) - e 6insure 1,3%

0.06 %

0.03 %

0.09 %

Assay

At release:

Valsartan

From 152,0 to 168,0 mg of Valsartan per tablet
(95,0 % ~ 105,0 % of label claim)
Hydrochlorothiazide

From 23,75 to 26,25 sr mg of Hydrochlorothiazide
per tablet (95,0 % ~ 105,0 % of label claim)

During shelf life:

Valsartan

From 144,0 to 176,0 mg Valsartan per tablet (90,0 %
- 110,0 % of label claim)

Hydrochlorothiazide

From 22,50 to 27,50 mg Hydrochlorethiazide per
tablet (90,0 % ~ 110,0 % of label claim)

161.62 mg
101.0 %

25.06 mg
100.2 %

Kinbxicue BU3HANCHHA

TIpu sunycky:

Basicapran.

Bix 152,0 mgo 168,0 mr wmancaprany Y Tabaerui
(95,0% - 105,0% win 3assienol KkiNbKOCTi)
Iigpoxsaoporiazuit.

Bin 23,75 n0 26,25 mr riapexgoporiasniy ¥ Tabaerui
(95,0% - 105,0% Bix 3ansenof kinbrocrl)

Jns mepminy npuoamnocmi:

Bancaprau.

Bin 144,0 mo 176,0 mr Bascaprany ¥ TaGmerTui
(90,0% - 110,0% sin 3asBnenol KkinbrocTi)
TinpoxaopoTtiazui.

Bix 22,50 o 27,50 mr rigpoxaopotiasuay y TaGnetui
(90,0% - 116,0% six 3ansacuol kinbroctl)

161.62 M1
101.0 %

25,06 mr
100,2 %

8.

Microbiological purity®

In drug is allowed:

Total aerobic microbial count (TAMC) — Not more
than 10° CFU/g;

Total combined molds and yeast (TYMC) - Not
more than 107 CFU/g;

Escherichia coli in 1 g of drug should be absent

Less than 10 CFU/g
Less than 10 CFU/g

Absent

Mikpobiosoriuna
aucrora®

Y upemapati jlonycxacrhen:

saraabua  KUILKICTL  aepobHux
(TAMC) — ne Bianue 10° KYO/r;
saradbla  KiALKIiCTs  ApiROKOBHX
rpubis (TYMC) - ne Ginsme 102KYO/r
He nonyckacreest Escherichia coli B 1 ¥ npenapary,

mikpooprauisais

nriceHeBHX

Menme 10 KYO/r

Memme 10 KYO/r

Comments (if any)

* Not a routine test for batch release criteria. Test to he/ff 2

every tenth batch or first batch of every year,

on § “\'ee/lhtchcs and
- COAY

MACLEODS
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Kosmenrapi (npsn
HasisHoCTi).

* Teev we ¢ pyrmmuus nts BHRyeKy cepii, TeCT 1HPOBOANTLES TUILKH JUIS HEPIIMX TPHOX
upoMucionux cepiif, a worin ua womuil 10 cepii, ase we piaine ojtmoro pasy na pin, AR iHme ne
GOYMOBICHO THIMMI JIORYMEHTAMH,

10.

Application for
Certification

«I hereby certify that the above information is true and accurate. This series of 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 dessier 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 GMP».

3aasa npo
cepridikanio,

«uy g niarsepaxyio, mo uapefAena BHme indopmania € jdocToBipHow 1 Tounow. o cepite
npoaykuil Oymo BupoGacno (BKAlOUaIONH YNAKOBKY / MapKyBaumust) i nposegeno KOHTROAL 17
sikocTi Ha BHINE 3a3nadeniii ainsHni B noBwiR sianosiguocTi 3 BuMoranmn GMP, scranoBrnenuMy
MICHEBHM PeTy/ISTOPHEM OPranoM, 4 TAKO0XK Y BinosianecT 3i cnemndirauismi, uio MicTaThes B
peecrpandiinomy goche abe B pecetpaniifiomy nocsiivenni kpatun-pupoGuuka abo Kkpainn-
iMmopTepa, Axmo npoaywkuin iMmopToBaua, YW B Jocke cnewnbikaumiii Wa npemapat juts
AccnipryBanore sikapebioro sacofy. IIpoTowosin BHPOGHHUTBA, YIMAKOBKH Ta auanisis 6ysio
NEperIsinyTo i seranoniaeno y Bianosignocri o sumor GMP »

11

Name and position / title of the person issuing the permit issue series /
[Tpisssue Ta nocaua / 3sauust 0cofu, sika BHAANA 103RIA Ha BUNYCK cepil.

Prepared by/Ilinrororaeno Checked by/Tlepesipeno Approved by/3atsepuxkeno
Reviewer/ H020538 Manager QC/H005072 Manager QA/H023626
KAMLAKAR ANANDA. NIKAM JAYESH, BARAI KANDARP RAMANLAL. MISTRY
22.08.2025 18:45 22.08.2025 19:14 23.08.2025 13:18

Printed by/ Pozapyrosano : GANESH RAMAKANT, RAUT ] Printed on/ Jlava spyky : 23.08.2025 14:54

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

Hpumitea: CeptudikaT 3reHepoBans aBTOMATHYHO 3 €TCKTPONHHM TATIHCOM.

MACLEODS Regd. Office : Phone : 91-22-6676-2800
PHARMACEUTICALS Atanta Arcade, Church Road, Fax  :91-22-2925-6599 Village Theda, P.O. Lodhimajra
LIMITED Near Leela Hotel, Andheri-Kurda Road, Email : customercare@madeodspharma.com  Tehsil Baddi, Distt. Solan

Andheri (East), Mumbai-400 059, India, 'Website: www.macleodspharma.com (H.P.) 174101, India.

CIN 1 U24239MHI989PICO52049 Phone: 01795-236137,38
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