JEPXABHA CJHYXBA 3 JHKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

npos, Hanil Ceirauunod, 3, 02099, ven. (044) 295-26-85
E-mail: dis kyiv@dis.gov.ua, Kop €IPTIOY 37079055

BUCHOBOK
npo sKicTh BBe3enoro B Ykpainy Jikapcbkoro 3acody

02.01.2024 Ne 247724/2611

BAJIMICAP H

(madsenysadis nixapcskoro 3ncoly 3rime 3 pecctpauiftumm FIOCRITHEIHAM)
rafaersn, BRpUT IaiBKoBo1o 06ogonKkoio, 1o 160/12,5 mr; no 10 vabaerox y Guicrepi; no 3
Gaicrepn y kapronuiil kopobui

(ropata BUITYCKY, JOTYRITHA, BHA NRKYHLHHS HIKAPERROre 3aco0y)

Homep pecctpauiitiioro mocsiguens UA/17127/01/02 crpox aii peectpauifisoro nocsiguenns HCoOMEReH i

Cepis nikapcukoro sacoby Ne EVP23006C Kinbkicrs spesenoro nikapeskoro sacoby 20624
BupoBuux Marxsiconc Papmacoiorukaic Jlimiten, Innis

(maiivenynanus pHpoBinika AKapeskoro 38coBy, kpaiel HoXo bkeHns)

Baeseno B Ykpaiuy Tosapucrso 3 obmexenolo sianosinansuicrio "MAKJIEOAC
DAPMACBIOTIKAJ JUMITENL", ineur. woa: 37554108

(uafimenysaas ta kou 3a CAPTIOY wpuanunoi ocobn abo nplasniie, int's, 1o Garekonl giswunot
acobu - pianpaesis, 7 Mitie nposxuBiiig Ta peectpanifimi nomep oBaikosol kapTRE ATHIHER
nojaerin 800 Ccopit T HOMCP NBCHOPTR)

IpoToxon sisyassnore konrpomo sin 02.01.2024 X 4220/5.

3a  pelynLTATAMH  JEPWABHOIC  KOHTPOAIO  BCTAHOBAGHO, UIO ﬂixapamgg%s": 3acib  mBeseno B Ywpaiwy

OF 1aKOHOAABCTEA o ao tabeanevenns Arocti Jiii{apﬁg!}}if sacobis,
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CERTIFICATE OF ANALYSIS
CEPTHO®IKAT AHAJIIZY

1. Name of Valmisar 1 DNFPS23001497 2. | Manufacturer Country India
Product {Valsartan 160 mg,
Hydrochlorothiazide
12,5 myg, tablets)
Haiimeny- Banmicap H Date: Hepwasa-supobuur Tuain
BAHHY (Bascapran 160 sr, 19/09/2623
gpoayruif Cinpoxnoporiazug Jara:
12.5 sy, rabieren) 19092623
3. Registration Certificate No 4. | Strength/potency of the 166 mg/12,5 myg
medicinal product
Homep pecerpauiiinoro BaAATZe e Cuaa pif Jaxrusnicrs 160 mr/12,8 mr
nocHiguenun aikapebroro 3acely
B Dosage Form Film coated tablets 160 mg/12,5 mg 8 Pack Size ".\9' 3.“, : Hh‘j} § ;
i in blisters in carton boy
Jlirapeoia dopma Tatserrn, srputi naisroBo Posmip i Tun ynakosxn N, 30 (10x3) ¥ Gaicrepax
oboaonrow, no 160 ur/12.5 sy y wapronuiil voagonnd
7. Bateh No EVP23006C 8. !{)atc of Manufacturing 0812023
Hamep copil {ura supobnnurea
Batch Size 644 008 tablets (21 466 packs) 9. | Dateof Expiry
Paasip cepli 644 000 Tabnerox (21 466 ynavosox) Aara sacinwenns repminy 07/2025
npuraaruocri
1. Name, address and license numbers of Mig unit Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 & 30, Survey Ne. 366,
Premier Industrial Estate, Kachigam, Daman, 396210, India.
Mig, Lic. Ne DD/375, Ne DD/376.
Haiisenysanns, Micuesnaxoeenus 1a nomepu siuensit seix nlanyor no Mawaeone Gapmacsiorarane disitea
BHPOSHHHTRY | KOUTPOIIO AROCT Paza 11, oot Ne 12, 15, 21, 23, 24, 25, 26, 27, 28 i 30, Cwopseil N
366, Ipes’cp lnpacrpian bevedir, Kaunran, Jlaman, 396210, Inain,
BupoBuuaa aiuenzin Ne DD/3T5, N D376
i1, GMP Certificates No / Date GO9/2021/GMP Valid till 13.07.2023
Cepradisarn sianosignocyi GMP pan seix alnsiior no supofuunrsy i G692021/GMP  Crpow aii ao: 13.07.2023
wourpome srocti aGo (npu nansuoctl) somepa nocuaans B 6a3i aanux
Eudra GMP
12. Result of Analysis/ Peayastary nposenenns ananizy
Sr. Tests Specifications Results
No. Morasunrn Cnenudinanis Pesynwraty
bt}
1/
i Deseription Dark red, oval shaped, biconvex, film coated tablets | Dark red, oval shaped, biconvex, film coated
debossed with *L17” on one side and plain on other side. tablets debossed with “LI17" on one side and
plain en other side.
Oune Asoonyrai Tabnerkn opansnol gopmu, srpuri naisxosowe | Jsoonyiai vabuerkn osasnnol Gopmu, sepuri
oHoanHEe0 TEMHO-REPBOHOTO KOMLODRY, 3 THCHCHHAM «b 4 7n HABKOBOI0O HhOAOHEOK TEMHO-EPROBOTD
3 eanory Boxy | raaari 3 inworo Gory, ROABOPY, 3 THenennum «LI7» 3 opnoro Goxy i
raagki 3 moro 6oy,
b2, Identification The Ry value of the Valsartan and Hydrochlorethiazide | Complies
spots obtained from the sample preparation should
correspond  to  that  of  the  Valsartan  and
Hydrochlorothiszide spots respective
obtained from the standard preparation,
The  retention  time of the  Valsartan  and | Complies
Hydrochlorothiazide peaks in the chromatogram of the
sample preparation should correspond to that of the
Vaisartan and Hydrochlorothiazide peaks respective in the
chromatogram of the standard preparation, as obtained in
the *Assay™,
fron oxide A blue colour precipitateshould form. Complies
Titanium dioxide A yellowish orange colour should develop immediately. Complies’
Lneurudirauin Tlansin pagcaprana i riapoxaeporiasuay sa spomarorpasi | Bianosigs
sunpolysanore  posuuny 3z suauvenwssam R popuuni i
Bignosigary nasvaM sancapraua i rigpoxsoporiazuay na
MACLEODS Regd, Office : Phone : 91-22-6676-2800 2
PHARMACEUTICALS  Adanta Areade, Church Road, Fax 1912229256599 :’; /
LIMITED Near Leela Hotel, Andheri-Kurla Road, Email : customercare@macleodspharmacom &)

Andheri (East), Mumbai<00 039, India,

Website: www.macleodspharma.com
CIN UZ4239MHIOBOPLCOS204Y
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Xp{)maTGF{IR%\ii CTARABPTHOND DOIHHHY.

Hac yrpumysanns nikis ssacaprana i rizpoxioporiaiuay
Ha  xpomarorpamax  sHnpo-GYBaHOre i CTYAHAAPTHOTO
po3uuniB, oOTpUMAHEX BpH winekicnomy Bminavenni, mac
abiraTues.

Binnonixac

Tanim owena

YTBOpeHs 0¢any CHHBOID ROALOPY.

Binnosizac

Turany anoreng

[MosBa noMapanieBo-R0BToro 3aapeicuun.

Bignosinac

3 Disintegration Time

Not more than 30 min

00 minutes 46 seconds

Posnaananns

He Gitbine 30 x8

00 xnagann 46 cervun

Dissolution

Not less than 80 % (Q) of labeled amount of Valsartan
in 30 min

Not less than 80 % (Q) of labeled amount of
Hydrochlorothiazide in 30 min

1) 96;
43 96;
1y 94
4) 9%

2y 99;
5) 923
23 97;
51 99;

3) 96
5) 95
393
6) 93

Poyaunennsn

He menme 80% (Q) six sansneno! xinnroori Bascaprana a
36 xpwann

He semm 80% (Q) iz sassaenol  kinbkocori
Vinpoxgopotiaiuaa 3a 30 xsuunu

1y 96;
4) 96;
1y 94
4) 93;

2y 9%
3) 92;
2) 97
5) 94

3) 96;
6) 95
3 9%
G 93

Uniformity of Dosage Units

Valsartan

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

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

1.7

1.6

OnuoplanicTe  ao30BaRAEX
OAMANT

Bagcapran

lpuiimanene uneno (AV) - menuie abo gopismoc 15,0
Tiapoxaoporiasun

Tpuiimansue yncao (AY) - meme afio aopisnioc 154,

1.7

1,6

Organic Impurities

At release:

Benzothiadiazine related compound A —~ Not more than
4,5%

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

Total impurities (excluding Valsartan related compound A}
- Mot more than 1,0 %

During shelf life:

Benzothiadiazine related compound A

— Not more than 1,0 %

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

Total impurities {excluding Valsartan related compound
A)- Not more thapn 1,3 %

0.08 %

0.02 %

0.12 %

Opranivgi gomimxs

Hpu eunycry:

bensorinniazing gomimxa A - ne Glabie 0,5%

byap-axi  inud  gomimxku (33 BHHATKOM BRACAPTAHA
aosinrn Aj - se Slasme $,15%

Cyma aomimior (38 BHHATKOM BAJCAPTAHA AoMilry A} - ne
Binse 1,0%

Ana mepastiny npudammuoci;

Bemsoriagiaziua gomimra A~ we 6lanwe 1,0%

byas-uxi  bomi  gomimku (38 BHHSTKOM  BAJCApPTANA
aosbnry A) - ue Glasme 1,2%

Cyma poMimior (38 BHIGITKOM BaAcapTana goMimkn A) - ue
Blinue 1,3%

LO8 Ya

0.02 %

012 %

T Assay

At release:

Valsartan

From 152,80 to 1680 mg of Valsartan per tablet (950% —
1080 % of Iabel claim)

Hydrochlorothiazide

From 11,875 to 13,125 mg of Hydrochlorothiazide per tablet
{(95,0% ~ 1050 % of label claim)

During shelf life:

Valsartan

From 144,0 to 176,0 mg Valsartan per tablet (90,0 % 110,08
%o of label claim)

Hydrochlorothiazide

From 11,230 to 13,7530 mg Hydrochlorothiazide per tablet
{(90,0% — 110,08 % of label claim)

161.55 mg

101.0 %

12,487 mg

99.9 %

% LCHOI TN
2 WCHO 0,57

MACLEODS Regd, Office : Phone : 912266762800
PHARMACEUTICALS Adanta Arcade, Church Road, Fax  :91-22-2925.6599

LIMITED Near Leela Hotel, Andheri-Kurla Road, Email : customercare@macleodspharmacom T

Andheri (East), Mumbai400 059, India.  'Website: www.maclcodspharmacom
CIN UZ4239MHIDSOPLOOR2049
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MACLEOD D
TR

Kinnkicne puinayenns ITpu qunyesy:

Bancapran.
Bin 152,0 no 168,0 mr sascaprany a radnerui 161,55 mr
(95,0% - 105,0% sin 3ansaeno’ kiiprocri) 1010 %
Fiapoxaeporiazua,
Bin 11,875 1o 13,128 mr rigpoxaoporiazuay s rabuernd 12,487 mr
(95,0% -~ 105,0% sin sansaenol kinprocri) 99,9 %
Han mepyiny npuc i
Bagcapran,
Bin 144,0 10 176,00 mr sascaprany s valaerui
{90.,0% - 118,0% sia 3aseaenol kisnroeri)
Fiapoxaoporiaini.
Bin 11,250 a0 13,750 mr riapoxaoporiaznay B tabaerui
(90,0% ~ 110,0% sig sansaenol kitbirocti)

& Microbiological purity® In drug is allowed:
Total aerobic mierobial count (TAMC) -~ Not more than
10} CFU/g; Not Applicable
Total combined molds and yeast (TYMC) — Not more than
1P CFUg; Not Applicable
Escherichia coli in 1 g of drug should be absent Not Applicable

Mikpobionoriuna wnerova® | Y apenapari ronycxacrses:

araasHe wucno aepobuux smirpooprauizmis (TAMCO) - ne
Giabme P KYO /1y He zacrocosano
Iargaeie YHeao apikocosux i usizepsx rpubin (TYMC) -
e Ginsme 1P KYO /1 He 3acrocosano
He ponyvexaersen Esclerichia coli s 1 ¢ npenapary. He sacroeosano

&, Comments {if any) * Naot a routine test for batch release criteria. Test to be performed on fivst three hatehes and every tenth hateh
oy first buteh ol every vear,

Komenrapi (npn * Teer we ¢ pyrannuy aan senvery cepil. Teor nposoiurnes ylniy 0 BCPHIEX TPLOX 4POMECIOBHX Coplil, a

HARBUOCTI), aorisy wa wowaidn M- cepll, axe we piume omnore pady wa pix, SRmg e we gHYMORACHO iRmusn
AOKYMEHTAMIL

Application for «l hereby certify that the above information is true and accurate, This series of products have been produced

Certification (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 produet.
Minutes of preduction, packaging and testing were reviewed and the correspondence GMPy,

10, Jansy upo ceprudinanin. «lum 9 sigrpepakyio, nio nanepena sunie indopmanin ¢ goeronipuow i rounoio. Lho cepio npoxyruil 6yao
anpolaensc (BKTIOYNIONH YHAKOBRY / MApKyBaun#u) i nposeaeno xowrpons 11 axocri wa smine 3ayuayeniii
ainanni B posuifl sianosigwocyi 3 sumoramu GMP, BeranopiennMyu MiCHEBHM Pery/siTOpHEM OPranoMm,
TAKOW ¥ Bignosignocri 3i cnenudiraninmn, wo micTarecs 8 pecerpaniiinomy aocee abo v pecerpaniiinomy
noeigaenni wpalnp-pupofuuxa afo  kpalup-bioopreps, SEXU0 BPOAYKHIA IMUOPTOBANA, HH B I0C0LE
enemmikaniit ua npenapat 4an A0CHILKYBAROTS Aikapeuroero aacoby, Hpororoaw pupobnunrss, YUAROBRR TH
aunaizie Gyao mpeperanuyro i Beranoracno v sianoninnocyi o sustor GMP »

11 Name and position / title of the person issuing the permit issue series/

Tipissunie Ta pocana / 3pannn ocobu, AKA BHARAA R0OIBIA HA BHIYCK cepill
Prepared by/llinrorosaeno Checked by/tlepenipenso Approved by/3arsepawens
Reviewer Manager QC Muanager QA
Vijay Shrimandhar Shripan Navar Jignesh Kumar Ramesh Chandra Patel Rahul Motilal Bari
16.09.2023 16:21 16092023 17:11 19.09.2023 02:51

This is electronically generated report, hence signature s not required,
CeprudikaT 3renepoBaN0 ABTOMATHNIO TA AiANNC He noTpibuui.

MACLEODS Regd. Office : | Phone :91-22-6676:2800
PHARMACEUTICALS Atlanta Arcade, Church Road, Fax  :191-22-29256599
LIMITED Near Lecla Hotel, Andheri-Kurla Road, Email : customercare@macleodspharma.co

Andheri (East), Mumbai-400 059, India.

Website: www.macleodspharma.com
CIN 1 1L24239MHIOBIPLCOS2049
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