JNEPIKABHA CJIYXKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y ™. KUEBI

npos. Haaii Ceitnuunoi, 3, 02099, Tes. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €ELPIIOY 37079055

BUCHOBOK
npo AKICTh BBE3CHOro B Ypainy fikapenKoro 3ac00Y

14.08.2025 Ne 40526/25/26

BAJIMICAP 160

(nafiateuy Baus NIKApPCLKOTO sacoBy ariano 3 peecrpanifin HOCBIAUCHINM)
raGNETIH, BRPITI MIIBIOBOIO 060J10H1C010, 110 160 mry no 10 Tabueroky gaicrepi, no 3
osicTepn y capTonniii kopodui

((popma BRIYCKY. QDY BN, BRAL TIAKY Bt ikapcnkora 3ucoby)
Homep peccrpanifinoro nocainuents UA/161 86/01/03 crpox uit peecTpaltiitnoro nocainteHHA HeobMexeHKi
Cepin NiKapeLKOro 3acoby Ne 12250635C [CiibKiCTh BBE3CHOTO AIKAPCLROTO sacoGy 13440

Bupobuitk Maxsieoie hapmachlOTHKANIC Jimiren, lnais
(Hakimeny Banits pupodnHKa sikapeLroero 3ac00y. Kpaina LONOIKCHHS)

Bucseno Y KpaiHy Topapnerso 3 oGMCIKEH 010 BiAIOBIAANLICTIO "MAKJIEOAC
3 e 9 - ¥ .
OAPMACHIO TIKAJ3 JIMITE, Y inewy, KO 37554108
(ruliaiciyBatis Ta KoL 33 CAPnoyY TopHARANOT ocoGu aBo npissHiie. ist's. 1o GaThKOBI (isusiol
ocobu - NANPHEMIUS. i MicLE NpOXHBANIA T8 pcccrpmlii’umc-’i yomep obnikouoi KapTrH HHATHHKS
posarkis ado cepin Ta Homep paciopTa)

[poToices BizyaILHoOro KOWTDONIO BiA 23.07.2025 Ne 2653/01.10-25/12.
JlaGoparopinti avanis sxocTi HiKapcLKkore 3acoBy 3nificnennit:

JlaGoparopist 3 KOHTPOJIO AKOCTI MKAPCHKHX sacoBis TOB ").lOBPOBY'I'—JllKl/lJ'lAIS" (m. Kuis,
BYJI. Hopropoa-CiBepehKa, 6yu.3, HEKUTAOBI NpHMiLICHHA 92)
(nalimenyBanis 1a MICUE3HANOLRCHHS Jadoparopii. wo uponena

naGoparoprui ananis sKocTi)

ro 3acoGy, BHAanii naGopatopi€to Bill 14.08.2025 Ne 1247-25

BHCIOBOK (IOA0 saKoCTi NIKAPCLKO
HIKAMH pignosinaoTh

PesynbTath nabopaTopHoro anaiizy AROCTI NIKAPCLKOTO 3acoby 3a nepesipenimMit nokasi
BHMOIAM METONIB KOWTPOHO aKocTi (ananitiy HO-HOpMi\’I‘HBHOT no«ymcu'raui'u’),

3a  pelynbTaramil ACPHABHOTO KOHTPOJIO  BCTAHOBJACHO, wo  nikapehkuit JaciG  Bseseno B Ypaisy 3

NOTPH MAHTHAM BUMOP 3aKOHOIABCTRA 1LONO sabc3neveHin sxocti nikapc}

Havanwiffk o~ §7 Muxosna XOJIOAEHKO
[TUTUOUPPRS. & iy £59 s ; [RIPRIR. o PR .....................................,:..............m.‘...,
(uncz\% \'1%51\'?5\- 0 } (inindanm ‘Ta NPIBRREIC)
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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAJIZY
1 | Name of Product VALMISAR 160 A.R. No. 2 | Manufacturer Country | India
(Valsartan 160 mg) DNFPS25001101
HajimenyBaHHA Banamicap 160 Date: 21/05/2025 JlepxaBa-BHPOOHAK THpin
npoxyKuii (Bascaprau, 160 mr) Jlata: 21.05.2025
3 | Registration 4 | Strength/potency of the | 160 mg
gertiﬁcate No | UA/16186/01/03 medicinial product
omMep peecTpauin- Cuna il / aKTUBHICTH 160 mr
HOT0 HOoCBiNYeHHs niKapcbKOro 3acody
5 | Dosage Form Film coated tablets 160 mg 6 | Pack Size Ne 30 (10x3)
in blister pack
in carton box
Jikapebka dpopma | Tadnerxw, BKpUTi IUIIBKOBOIO PosMip i THII yTaKOBKH Ne 30 (10x3)
060J10HKO010, IO 160 MI y Gaicrepi
y xapToHHii
ynaKoBui
7 | Packing Batch No 8 | Date of Manufacturing 04/2025
Homep 12250635C JlaTa BUPOOHUUTBA 04.2025
yiakoBanoi cepii
Packed Batch Size 408 200 Tablets (13 606 packs ) 9 | Date of Expiry 03/2028
Posmip ynaxopanoi | 408 200 Tabnerox (13 606 ynakosox) Hara 3axinyenns 03.2028
cepii TepMily IpUIATHOCTI )
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, Premier Industrial Estate
Kachigam, Daman, 396210, India.
Mfg. Lic. Ne DD/375, Ne DD/376.
HaiiMenyBaHHs, MiCUe3HAXO/KCHHSA i HoMepa ninensii Beix Maxsconc @apmacsroTukanc Jlimirex
ALISIHOK 10 BUPOOHMUTEY i KOHTPOJIO AKocti daza 11, Mot Ne 12, 15, 21, 23, 24, 25, 26, 27,28
30, Ciopseii Ne 366, Hpem’ep Inpacrpian Icreit
Kauaram, Jaman, 396210, Tupis.
BupoGunua. jginensia Ne DD/375, Ne DD/376
11 | GMP Certificates No / Date 110/2024/GMP _ Valid till _ 24.06.2026
CeprudikaTu gigmosigsocti GMP as BCiX XNAHOK 110 110/2024/GMP  Tepmin jii 24.06.2026
BHPOGHUITBY | KOHTPOJIO sikocTi a6o (npu HasiBHOCTI) HoMepa
nocunank B 6asi nanux Eudra GMP
12 | Result of Analysis/ Pe3ybTaTi npoBe/ieHHs AHAI3Y.,
Sr. | Tests/Tectn Specifications/Bumoru Results/Pe3yabTaTh
No.
No
n/n
1) | Description Grey orange, oval shaped, biconvex, film coated | Grey Orange, oval shaped, bicon
tablets debossed with “L14” on one side and plain on | vex, film coated tablets debossec
other side. | with “L14” on one side and plain 01
_othier.side
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Andheri (East), Mumbai-400 059, India. ‘Website: wyww.macleodspharma.com

CIN :U24239MHI989PLCO52049

Omue JlBoonykni TaGieTkH oBajbHOi (opMH, MOKpUTI JIsoonyxi TabreTku oBanbHOl Bop
NUIiBKOBOI0 060I0NK0I0 CipO-NOMAPAHIEBOr0 KOILO- | MM, OKPHTI IIBKOBOIO 000JIOHKOK
py, 3 Tucnennam: «L14» 3 oxmore Goky i rnapxi 3 | cipo-nmomapaH4eBoro  Koibopy,
inmroro. TcHennsm: «L14» 3 oxmoro Goky

raajxki 3 innroro.
2) | ldentification Valsartan :
The retention time of the Valsartan peak in the | Complies
chromatogram of the sample preparation should
correspond to that of the Valsartan peak in the
chromatogram of the standard preparation as
obtained in the “Assay”.

Inenvudixanis BasicapTan
Yac yTpUMYBaHHA MiKy BajcapTaHa Ha XpoMaTo- Bignosinae
rpaMax BHNpPoOYBaHOro i CTaHAAPTHOro po3YyMHiB,

OTPAMAHHX TPH KINLKICHOMY BM3HAaYeHHi, MAa€
30iraTucs.
3) | Average weight | 510.0 mg£5.0 % 512.68 mg
Cepeans Maca 510,0 mr £5,0 % 512.68 Mr
4) | Disintegration Not more than 30 min 58 seconds
time
Pacnagaemoctns | He Ginbuie 30 xB 58 cexynn
5) | Dissolution Not less than 80 (Q) % of labeled amount in 97 (@ 98 (3) 101
30 minutes. 4 98 (5 101 (6) 98

Po3zunnnicTs He menure 80 % (Q) win 3asssenoi KiibKxocTi @1 97 (@ 98 (3) 101

pajicapTany 3a 30 xBujmn (4) 98 (5 101 (6) 98
6) | Uniformity of | Acceptance value (AV) <15.0 % 2.0 %

Dosage Units

OpHopipnicTb IpuiiManene yucno (AV) < 15,0 2,0 %

A030BAHMX

OMHUNb

7) | Organic Individual impurity: Not more than 0.2 % (w/w) Below Disregard Limit
impurities Total impurities : Not more than 0.4% (w /w) Below Disregard Limit

Oprauiuni Inpueixyansna gomiumka: He 6inoue 0,2 % (M/m) Huzkue Mesxi KUTbKICHOro BUSHAYCHHS

HOMIIKH Cyma gomiuok: e Ginnure 0,4 % (M/m) Hucue Mexi KiTbKICHOr0 BU3HaYeHHSs

8) | Assay At release:
From 152.0 mg to 168.0 mg 159.62 mg/tablet
(95.0 — 105.0 % of the label claim) 99,8 %
At the end of the expiration date:
From 152,0 mg to 168,0 mg
(95,0 — 105,0 % of the label claim)

Kinbkicne Ipu sunycky:

BH3HAYIEHH Bin 152,0 no 168,0 mr 159.62 mr /rad
(95,0 — 105,0 % Bin 3asBaeHol KinbKOCTI) 99,8 %

Jlna mepminy npuoamnocnii:
Bix 152,0 no 168,0 mr
(95,0 — 105,0 % Bix 3asmaenoi KibLKoCTi)
ADDITIONAL TEST/ IOJATKOBI TECTU.
9) | Identification Valsartan Y I—
The UV absorption spectra of sample and standard | .Compli
preparation should be concordant. /.
it Page 2 of 3
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InenTnikanis

BaJicapTan.
Y®-cnekTp NOrJMHAHHA BUIPOGOBYBAHOTO T2 Bignoeixae
CTAHAAPTHOT0 PO3YMHY MOBUHHI 30iraTHES.

10) | Microbiological

In the medicinal product allowed:

purity* Total aerobic microbial count (TAMC) - not more
than 10° (CFU/g). Less than 10 CFU/gm
Total combined molds and yeast (TYMC) - not more
than 10 (CFU/g). Less than 10 CFU/gm
Not allowed Escherichia coli in 1 g of the drug. Absent
MixpoGiomoriun | V npenapari gonyckaerbes:
a yucToTa * 3aragbHa KiIbKicTh aepoGHMX Mikpooprauizmis
(TAMC) - ue 6insmwe 10° KYO/r; Menue wixk 10 KYO/r
3arajbHa  KiIBKICTE ApKIOKOBMX 1  nuicHSBMX
rpu6is (TYMC) — ne Ginbue 10* KYO/r Menure wix 10 KYO/r
He nossonsernes Escherichia coli'y 1 T JIikapcbKoro
3ac00Y. BixcyrHi

Comments (if any)

* Not a routine test for batch release criteria. Test to be performed on first five commercia
batches and then after first and every 10™ batch of the year whichever is earlier, unles:
otherwise mentioned elsewhere.

13

Komentapi (KO €)

* TecT He PyTMHHMIL [uis BunycKy cepii. TecT npoBoAMTECA TIILKH JUIS MePIIMX N'SITH
NPOMUCJIOBHUX cepiii a moTiM Ha Kkoxkuii 10-# cepii, ane He pixwe 0AHOTO pa3y Ha piK, AKIWO
inie e 06yMoBJieHo inuMI JOKYMEHTaMU,

14 | Application for
Certification

"I hereby certify that the above information is true and accurate. This series of product:
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 loca
regulatory authority, and in accordance with the specifications contained in the registratior
dossier or trade license of the country of the manufacturer or importing country if th¢
products imported or file specifications in preparation for the investigational product
Minutes of production, packaging and testing were reviewed and the correspondenct
GMP».

3asBa npo
cepTudikanin

«luM 51 MATBEPAKYIO, IO HABEACHA BULIE ingopmauin € noctosiproro i Tounolo. Lo cepin
npoaykuii 6yjo BupofiicHo (BKIIOUAIOMM YNAKOBKY / MapkyBaHus) i PoBeENeHo KOHTPOJ
fi smcocTi Ha BMINE 3a3Hadveniil JinsHUI B TOBHIii pignosignoceri 3 Bumoramu GMP
BCTAHOBJICHUMH MiclleBUM PeryifiTOPHHM OPraHoM, a TaKo¥ y pignosigHocTi 3
cneuupikauigmMu, Mo MicTATbCS B peecTpauiifnomy goche abo B peecTpauifHoM!
noceixuenni KpaiHH-BUPOGHIKA 200 kpainu-iMIopTepa, AKIIO npoaykuis iMnopToBana, i
B Joch€ crenudikauiii Ha npenapaT AJas JOCHiIKyBaHOTO nikapewskoro 3acody. Iporokom:
BUPOGHMUTEA, YNAKOBKH Ta anaNizie Gyno NeperasHyTo i BCTAHOBJIEHO BinnoBinHicT!
sumoram GMP »

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

Mpi3Brie Ta Nocafa/3BanAs 0co6u, sika BHAANA A03BiJ Ha BUNYCK cepil

Prepared by/lliarorosiexno Checked by/Tlepesipeno Approved by/3aTsepaseno
Reviewer/H025194 Manager QC/H005072 Manager QA/H033213
PRASHANT SHANKAR SALUNKE JAYESH.BARAI SAURABH OMPRAKASH.PANDEY
21,05.2025 10:32 21.05.2025 10:33 21.05.2025 17:28

Printed by/Po3apyxosano: GANESH RAMAKANT RAUT | Printed on/Po3apyKoBaHo: 22.05.2025 09:25

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