JlaGoparopis 3 KoHTpoOIIO siKOCTI niKapebKux 3acobip
TOB "JIKUJABL"

Medicines Quality Control Laboratory
LLC “LIKYLAB”

Yipaika , 62153, m. Kule, ayn. Hoaropen-Cisepceea, Gya.3, HeXuTrosi npUMiLUeHHR 92, 099-8261333

Bucnorok wogo sixocri Ne 25-313 Bin 28.01.2026
BAJIMICAP 80 ta6netiu, BKPUTI NaiBkoBOK 0bonoHKo10, no 40 MF;

Haipa npenapary:
i nu 10 Tabnetox y Gaicrepi, no 3 Grictepy y KapTousif kopobui

Pecerpauiiinuii nomep: 25-313
BupobuuuTeO: Markaeonc Dapmacsioruxanc Nivites, Tuiin
Homep cepit; 12251925A
Po3mip napTil sia skoi siiGpano o
IPAIoK: 25460
Tepmin npuaaruocti: 08/2028
) Toeapucreo 3 oGMexero0 BiMOBiRANLHICTIO "MAIIJIEQJIC
BiniGpano/onepaano nix DAPMACBIOTIKATIZ UIMITEL", Arrreunuit cknaz Nel, M. Kuls,
Byn.0. JlorGymra, 37
Jata opepmannsn: 12.12.2025
Bua konvpomo: Hanparnenna TJIC na naGopartopuuit anasis (902)
AHT (MK, cneundixauil), AHJ no PIT Ne UA/16186/01/02
BiOOBIIHO J0 %KY NPOBOAHTLEH
aHuiz:
Hokarnuru Bumozu AIJ Pesynomam
Onue Jsoomykni TaGreTkn OBATLHOT PJOPMH, BKPHTI IL1IBKOBOIO Bianosinae

6BooHK00 6:1110-4ePBOHOTO KONLOPY, 3 THCHEHHMM: 113" 2
oaHoro Goky i riagki 3 iHmoro

lnenruhikauis - Yac yrpumMysaniia nika BancapTany Ha XPOMATOTPEMAX Binnoginae
Bancapran BUIMTPOGOEYBAHOTO Ta CTAHAAPTHOTO POIMHHIR, OTPHMAHMK npu

KiNbKiCHOMY BiIHAYEHH, Mac 30iraTuea
Cepenna maca 2350 mr /- 5.0 % 236.0 Mr
Posnajpanng He Gineie 30 xsuiun Bianosigae
KinbkicHe susHaueHHs Bin 76.0 mo 84.0 Mr T9.7 mr

(95.0 - 105.0 % pin sasenenol kinskocri)
Vnakoska 3riaso sumor MIS Binnoninae
Maprysanmn 3riAHO BAMOT TEKCTY MAPKYBAHHSA Binuosinac
BHCHOBKH: Hepesipenuit spatok BAJMICAP 80 tabnevky, Bipuri niiBKoBoK 060H0HK0I0, 110 B0

mr o 10 tabaeror y Baictepi, no 3 Gaicrepu y kaprouHii kopobui cepil 122519254
supoSuuuTea Maraeone QapMacoiotakanc JHisiten, lujis sianosisae suporan AHI
1o PIT Ne UA/16186/01/02 22 HABEJICHUMH BHILE NOKAIHMKAMH

B.o. sapinysa4a gaGoparopli -~ Tersna KEJA
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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAJII3Y
[ 1 | Name of Product YALMISAR 80 | A.R. No. | 2 | Manufacturer India
DNFPS525002460 | Country
Haiimenysanus Date: 03.11.2025 | Jlepxapa-Bupobunk .
3 NPUAYKIGHT BAJIMICAT 3 Jara: 03.11.2025 bk
3 | Registration 4 | Strength/potency of , )
Certificate No ’ the medicinal product ValsiAani A0 wg
: UA/16186/01/02 P =
Homep peectpauiii- Cuna nii/akTHBHICTE Hon 0 80
HOr0 NOCBiTeHHs TMiKapcLKoro 3acoby " Mr
8 Dosage Form Film coated tablets Pack Size M 30.““"” in blister
_ 6 pack in carton box
Nisxapeska gopua | T:lﬁJIETRII, BKPHTI IiisKkono10 Po3mip i T Ne 30 (lﬂxf%?. y ﬁniCTe}
0BoNoHKUW VIAKOBKH ¥ KapTOoHHIH Kopobui
7| Packing Bateh No e 09/2025
Homep ynakosaHoi HRitss 8 s '
— Py JlaTa BUpoGHULTEA 09.2025
Packed Batch Size 796 000 Tablets (26 533 packs ) Date of Expiry 08/2028
| Poastip ymakosanol | 296 400 Tagnerok (26 533 ynaosowy | ° | ABTasakimcans [0 00
cepii | TepMiHY NpWAATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Unit-IT, Plot 12, 15, 21, 23, 24, 25, 26, 27, 28 &
Survey No. 366, Premier Industrial
Estute, Kachigam, Daman, 396210, India.
Mifg. Lic. Ne DD/375, Ne DD/376.
HaiiMenyBannsn, micnesnaxoqxeHHs i Homepa niuenaiii Beix Maxkmeone @apmackloTukasne Jimiren
AUISHOK M0 BAPOSHHIUTBY | KOHTPOIH AK0CTI ®asa 11, Ilnot Ne 12, 15, 21, 23, 24, 25, 26, 27,28 i
Ciwopreit  Ne 366, TIlpem’ep Inpacrpian Icre
Kaunram, daman, 396210, Tiais.
Bupodnuya. ainensia Ne DD/375, Ne DD/376
L1 | GMP Certificates No / Date 110/2024/GMP__ Valid till  24.06.2026
Ceptudikatn sianosinnocti GMP qia Beix ginssok mo
BHpoGHHUTBY | KOHTPOJIO AKocTi a0 (MpH HasBHOCTI) 110/2024/GMP  Tepmin aii  24.06.2026
HOMCpa MocHiIaHe B 6asi gauux Eudra GMP
12 | Result of Analysis/ PesyneTaT npogesenns ananisy,,

Sr.
No.
Ne

n/n

Tests/Tectn

Specifications/Bumoru

Results/Pesynprarm

1) | Description

plain on other side.

Pale red, oval shaped, biconvex, film coated
tablets debossed with «L13» on one side and

Pale red, oval shaped, biconvex, fi
coated tablets debossed with «L13»
one side and plain on other side.

Onuc Heoonyksri Tabnerkn osuienoi dopmu, no- | Isoonykai tadierku oBaibHoL the
KPHTI IIiBKOB0I0 060101K00 GiI0-YCPBOHOTO | MH, NOKPHTI WWAiBKOROI 060T0NK
KoALopy, 3 THenenaaM: «L13» 3 oanoro foky i | Gaito-4epBoONOro KOALOPY, 3 THCHI
riaajki 3 inworo, uam: «L13» 3 ogHoro Goky i riauk
iHworo.
% ot hcy -
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Y@-cnexrp noIiHHAHEY BHNPOGORYRAIOTO TA
CTaHJAPTHOr0 POIUHHY MOBMHHI 36iraTucy.

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”.
. Lienrudikauisn Bajicapran .
Yac yrpumanua mika BajcapTaHy Ha xpomaro- | Binmosinae
rpaMax BHNPOGOBYBHIOTO T4 CTAHZAPTHOrO
po3YMNiB, OTPHMAaHHX TIPH  KilLkicnomy
BH3HAYEHHI, Mac 3hiraTucs.
3) | Average weight 255,0 mg £ 5,0 % 257.84 mg :
Cepeans maca | 255,0 mr£ 5,0 % B 257.84 mr
4) | Disintegration time | Not more than 30 (min) 59 seconds
Po3naganun He Gisbie 30 xn 59 cexyna
5) | Dissolution Not less than 80 (Q) % of labeled amount in (1) 100 (2) 101 (3) 98
o 30 minutes. (4) 101 (5 99 (6) 101
Po3unnnicTs He menmre 80 % (Q) vin 3aaBicHol KibkoeTi (1) 1o (2) 101 (3) 98
BajicapTany 3a 30 XBWIuH 4) 101 (5) 99 (6) 101
® :J):;:;;ml;:;vi:;f Acceptance value (AV) < 15,0 39%
Unnoplzuicrs. TIpniimaisne uncno (AV) < 15,0 | 3.9 %
A030BAHUX OAHHHIL _
7) ; i Individual impurity:Not more than 0.2 %(w/w) | Below the limit of quantification
Qrganic irflpuritles Total impurities : Not more than 0.4% (w /w) Below the limit of quantification
el TnpausigyansHa gomimka: ve Gibore 0,2 % (v/m) | Flukue meski KinbkicHoro Busnasen
Opraniuni jomimkn : ; e i
Cyma gomimok: ue Ginbure 0,4 % (mM/m) Huxue meski Kiiibiciclore BU3IHAYEH]
8) At release:
From 76,0 mg to 84,0 mg 80.94 mg/tablet
T (95,0 — 105,0 % of the label claim) 101.2 %
TR At the end of the cxpiration date:
From 76,0 mg (o 84,0 mg
| (95,0 — 105,0 % of the label claim)
] 1pu gunycy:
| Bix 76,0 g0 84,0 mr 80,94 mr/Tad
Kiaekicue (95,0 — 105,0 % rin 3agBaeHol KinbKOCTI) 101.2 %a
BU3HAYEHHA Anr mepminy npuoamnocmi:
Bin 76,0 xo 84,0 mr
| (95,0 — 105,0 % Big 3ansienoi KiibKrocTi)
ADDITIONAL TEST/ IOJATKOBI TECTH.
9) ] Tdentification Valsartan Complies
' The UV absorption speetra of sample and
standard preparation should be concordant,
Lientudiranin Bajcapran. Binnoeizae
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10) | Microbiological In the medicinal product allowed:
purity* Total aerobic microbial count (TAMC) - not
more than 10° (CFU/g). Less than 10 CFU/g
Total combined molds and yeast (TYMC) - not
more than 10? (CFU/g). Less than 10 CFU/g
Not allowed Escherichia coliin 1 g of the drug. | Absent
Mikpodiosoriana Y npenapari ponyckaerncsa:
qucTNTa* 3arajibia KUibKieTh aepoSHHX Mikpoopraunizmis
(TAMC) - He inpme 10° KYO/r; Menwe Hizx 10 KYO/r
3arafibHa KUILKICTh IPIKIEKOBHX | ITiceHeBUX
(TYMC) — ne 6inpme 102 KYO/r Menwe nix 10 KVO/r
He ponyckacrsess Escherichia coli v 1 1| BincyrHi
npenapary. _ |
*Not a routine test for batch release criteria. Test to be performed on first f
Comments (il any) commercial batches and then after first and every 10 bateh of the year whichever

earlier, unless otherwise mentioned elsewhere. .
*Tecr ne pyTHINMEA 108 BHOYCKY cepil. TecT MPOROIMTLCS TiABKH 119 Nepwinx n's
KoMmenTapi (Ao €) NPOMHCTOBHX cepiii, a noriv Ha wowwiid 10-i cepil, ase ae pizure onnoro pazy wa p
AKLID iHIe He 0fYMOBIEHO iHITIME TOKYMCHTaMH,

"T hereby certify that the above information is frue and accurate. This series of produ
have been produced (including packaging / labeling) and conducted quality control
the above mentioned stations in full compliance with the requirements of GMP, set
the local regulatory authority, and in accordance with the specifications contained in 1
registration dossier or trade license of the country of the manufacturer or importi
country if the products imported or file specifications in preparation for 1
investigational product. Minutes of production, packaging and testing were reviewed a
the correspandence GMP», _

3asisa npo ceprudiraniro «um 5 ninTeepaxyIn, MO NaBeIcHA BHUIe iH(GOpMadin € jocToripuoto i Tounow. 1
cepito npoaykuii 6ys10 BUpoSaeHo (BKIIYAKWYH YNAKORKY / MADKYBAHHS) | NpoBe/e
KOHTPOJIE i1 AKOCTI Ha BHINe 383HAYCHIA MTinAHUl B moBHIH BianosiaHocTi 3 BUMoOTS
GMP, sBerunoBacHHMA MiCIleBUM PeryIATOPHAM OpranoM, 2 TAK0XK y Bianosignoct
cneupikamiany, mWo Micr#TLe B peccTpaniiiHoMy docke aGo B pecerpauiiino
MOCRi/IMenii KpaiHu-BAPOOHAKA abo KpaiHH-iMIopTEpa, SIKIO TpoAYKIiA iMNopToBal
YU B I0Ch€ crneuHikamii Ha npenapar g8 JocHiUKYBAHOTO JiKapcLKore 3aco
[Iporoxkoan BHPOOHUOTBA, YMAKOBKH Ta aHamizie GyJo neperasuyTo i BCTAHOBJE
: nianosignicTe BuMoram GMP »

15 | Name and position / title of the person issuing the permit issue series /
lpissue Ta mocafa / 36aHHS 0colH, AK4 BULA1a JI03RIT HA RUAYCK cepli

13

14 | Application for
Certification

Prepared by/Tliarorosniewo Checked by/Tlepenipeno | ~ Approved by/3atrepaacenio
Reviewer/HO30010 Manager QC/H005072 I ] Manager QA/H016783
Gyanendra Sharma Jayesh Barai Kandarp Ramanlal Mistry
03.11.20_25' 17:45 03.11.2025 18:03 ' 03.11.2025 23:24

Printed by!Pnl‘lp}'Konan: GANESH RAMAKANT.RAUT | Printed on / Po:upykﬁnauo: 04.11.2025 10:36
Note: This document has been generated electronically with E-Signature,
Hpumirka: Ceprudikar 3reHEepoRAHO ABTOMATHYHO 3 @IEKTPOHHUM MiIMHCOM.

MACLEODS Regd. Office : Phone : 91-22-6676-2800
PHARMACEUTICALS Adanta Arcade, Church Road, Fax  :91-22-29236599
LIMITED Near Leela Hotel, Andher-Kurla Road, Email : customercare@maclecdsph
Andheri (East), Mumbai=<400 059, India. Website: www.macleodspharma.com ferit
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JEPKABHA CJYAKBA 3 JIKAPCBKHUX 3AC QS]B
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Cairanunof, 3, 02099, Tea. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €TIPTIOY 370790355

BUCHOBOK

npo AKICTH BBe3eHoro B Y kpainy JiKkapeLKOTo 3ac00y

29.01.2026 Ne 4205/26/20

BAJIMICAP 80

(saRMEHYVBANIA NIKAPCLKOTD 300y Sriann 3 pecerpauiinny nocRinuentis)
‘TabaeTKH, BRPHTI IJiBKOB 010 000JI0HK0I0, 10 80 mr; no 10 raéaeror y 6aievepi, no 3
GaicrepH y KapTouuiii kopobdui

L(POPMa BEIYCKY, Q03YBANHA, BHA TRKYBIHNA JIKApCLKOrD Jacoly)
Homep peccrpattifinoro noceiavenns UA/16186/01/02 etpok ail peectpauiitnoro nocuiaueHa HeoDMeKen
Cepia nikapekkora sacoby Ne 12251925A KinpKicTh 8RE3EHOT0 Nikapchkoro sacody 26460

Bupobnuxk Maxneosc QapmachioTnkane Jlimite, Inais

(HaAMCHY HAHHA BUPOBHHKA JIKapCHKOrD 3acoby, KPaina NOX0aEe)

Tosapucrso 3 oémekenoo signosigansnictio "MAIJIEOAC

i DAPMACBIOTICAN3 TIMITE/L", inexr. won: 37554108

{uaitsenynats ta ko 3 EJIPTIOY opuianinol ocofin alo npissmue, iM's, no Garnrosi QizHanol
Ocnlu = NANPHEML, T MICLE NPOWHBAIINN 10 pCeCTpauiiini nosmep oGNIKOBOT KAPTKH 1IATHHKY
nopariin afo cepis Ta nomep macnopTa)

NpoToko sisyansuoro kourposio sin 09.12,2025 N 4737/01.10-25/5.
JlaGoparopunit aHani3z akoeTi nikapebkoro sacody aificHenni:
JlaGoparopis 3 KOHTPOIO siKoCT] Nikapekknx 3acobin Tosapuerna 3 0GMENCHOIO BIMORIANLHICTIO

"JHKHUJIAB" (m. Kuib, sy llosropoa-Cisepcbka, 6yJ.3, HOKUTIOBE npuMillesns 92)
(uakMenysanys Ta MicuesHaxomkenns naboparopii, na npanena nabopatopHiti anania skocti)

BiCHOROK 1040 AKOCTI NiKapcLkora 3acoBy, BuaaHuk naGoparopicio sia 28.01,2026 Ne 25-313

Pesyabrary nabopaTtopHOro anaiizy sKocTi Jlikapckkoro jacoby 38 nepenipeHuMK nokaskukamu BiANOBINAIOTH
BUMOTaM METOLIB KOHTPOMO SKQCTI (@HANITHUHO-HOPMATHRHOT A0OKY MEHTALLIT).
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