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AKT Biadopy 3pasia: Noogizg [7,10,2025
Cran EJIHEINH Apuzer o orani HPHARTHON Y AU HPORCACHINS BUITPOOY BN
Mara oTpusianns spasiea: 22.10.2025
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EPYIOl iopmu, TEMHO-KOBTOMD ronLopy 2
rpasiioaannnm "T28" 3 o4roro Goky i rank 3 iHworo
Baky.

|aenTuchikauis “AdYiPhEUr2.2.29 |1, Yac yipumysarns ocHamwx nikie AMAOAUAIHY § Rignoeigae
Bancaprany ra XROMATCIDAMAX BMNPOGYERHOrS |
CTAHASRTHUN DOIMIHIE, OTPUMAl X Npu KingkicHomy
BU3HAYERHHI, Mac afirarica

A@¥i Ph Eur 2.2.27 7. 3uavyenus Rf nnam AMNOAWNIHY | BancapTauy, Bignosigas
CTRAMAHKR 3 RUNPOBYBENIOr0 DO3YMHY NOEKHH
CIBNAZATY 13 sHavakHaMn RE nnam amnoaunisy i
RANCAETany, OTpUMaHnx ai CTangapTHoro DOBHUHY,

Feakuin 3. 3aniza oreng. Papuysadks BnakuiHoro Bianoainae
2a0apBIEHHn
Pzaryin 4. Turany giokcus, Heraiiva rossa mosToro Bignogigze
3abapenadHa
Cepcaua maca OdY! Ph.Eur285 241,0 mr £ 5.0%: 228,95 - 253 05 mr 242 .85 mi
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SheY Ph.Eur 22,29 |2 AMNognnin 8ig sanenelol KinskooT: 95.0 . 105,0% | 907 4%
HaY! PhoEur 2.2.29 |5, Bancapran 76.0 - 84,0 mi/ra6n, B3 % mritafin
“OdY/Ph.Eurz.2.20 |4, Bancaprau sipy sasenenelr kinsxkocTi - 950-1050 [1048%
0.{:}
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CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIH3A

L. | Name of Product | Valmisar A 80/5 | A.R. No.: 2. | Manufacturer Country | India
BAFPS25003691
Haiimenyrains . Date: 20/08/2025 Hepaxapa-sBupobuuk Inmis
B : 80/5
| mpomykmit Adicap. A Jara: 20.08.2025 N
3. | Registration 4. | Strength/potency of the | Valsartan 80 mg,
Certificate No | UA/19273/01/01 medicinal product Amlodipme 5 mg
Homep peecrpaiii- Cnna nil/akTHBHicTB Bancapran 80 mr,
HOT'0 MOCBiAMEHHN JMKAPEBKOT 0 32¢00Y AMJI0QHIIH S MT
5 Dosage Form Film coated tablets s, | FOGL B . 30 §L0:5%) I Bllsters
in carton box
T i Tabuerku, BKpUTi NIiBKOBOIO Poamip i THn Ne 30 (10x3) y baicTepax
¥ p bop 06010HKOH YIAKOBKH. ] B KAPTOHHIH vnaxkosui
7. | Batch No 142527324 8. | Date of Manufacturing 07/2025
Homep cepii JaTa BHpOGHUUTEA
Batch Size 500 000 tablets (16 666 packs) Date of Expiry
Puamip cepit 500 000 Tabneror (16 666 ynakoror) Harta 3akinuenun 06/2027
TCPMiHY NpHIaTHOCTI

Macleods Pharmaceuticals Limited

Village Theda, Post Office Lodhimajra, Tehsil Baddi
District Solan, Himachal Pradesh 174101, India

Mig. lic. No: MINB/07/594

Maskureoic ®apmacsiotnranc JimiTen,

Bineyk Txeaa, ITO Jloaximaiipa, Texcin Bapmi, Tictpix
Conan, Ximavan Hpapew, 174101, Tngis

10. Nnmc_, address and license numbers of Mfg unit

HafiMenysanns, MicuesHaxoxenis Ta HOMCPH JTineH3ii Beix
NTAHOK 00 BHPUGHHUTBY | KOUTPOJID SKOCT

Bupod. jiu. Ne;: MNB/07/594

11.

GMP Certificates No/Date

023/2025/GMP

Valid till: 18.10.2027

Ceprudixarn pignosinnocri GMP aus Beix gingnok no
BHPOGHHIUTEY i KUHTPWIK fKOCTI afio (MPH HASIBHOCTI) HoMepa
MocHIalb B 6a3i nanux Eudra GMP

023/2025/GMP

Tepmin nii: 18.10.2027

12. | Result of Analysis/ PeaynsTaT npoeenesnn AHAII3Y.

I | Sr. | Tests Specifications Results
No. | Toka3HuKH Cuenndiramis PesynbTaTn
Ne
1w

1. DESCRIPTION

Dark yellow colored, round shaped, biconvex,
film coated tablets debossed with «T28» on one
side and plain on other side.

Dark yellow colored, round shaped
biconvex, film coated tablets debossed
with «T2Z8» on one side and plain m
other side.

Onuce

Heoonykni TabGneTkn, Bxpuri nairkoroi o0bo-
JIONKOI0, KPYrJioi (opMH, TeMHO-KORTOTO
KOThopY 3 TpasitoBanusum «T28» 3 ogHoro Goky
i rnagki 3 iHoro Goky.

Aeoomrykni rafirerkn, Bxputi mwiis
KOBOI0 000JI0HKOW, Kpyriaol topmn
TEMHO-KOBTOIY KWILOPY 3 rpagiio

rauHaM «T28» 3 oanoro Goky i raagk

The retention time of the Amlodipine and
Valsartan peaks in the chromatogram of sample
preparation should  correspond  to  the
Amlodipine and Valsartan peaks in the
chromatogram of the standard preparation as
obtained in the “Assay®.

2. IDENTIFICATION

Regd. Office Phane : 91.22-68567 2800
HAGLEODS Atlenta Arcade,Church Rond, Fox : 91.22-2925 6599 Village Theda, RO, Lodhimaijra
Naar Lenlo Hotul, Andheri-Kurla Rend,  CABLE : "FORECOX Mumber - 400 059, Tehsil Baddi, Disn, Salan
PHARMACEUTICALS Andheri [Eest), Mumboi. 400 059, India E-mail mucleodsi@venl com {H.P) 174101, India.
LIMITED CIN No. UZ4Z39MH 9859HLE (52049
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The RF value of Amlodipine and Valsartan spots | Complies
obtained from the sample preparation should
correspund to those of the Amlodipine and
Valsartan spots in the chromatogram of the
standard preparation. -
Iron Oxide. Complies
A blue colour precipitate should form.
Titanium Dioxide. Complies
A yellow colour should develop immediately. -
LnenTudikauisn Yac yrpuMyBanns ocHOBHHX nikis Amuoauniny | Biamosinae
i Bancaprany Ha XpoMATOrpamMax
BHApofiyRamoro i CTAHIAPTHOTO PO3YHHIB,
OTPHMANHX NPH KUIbKiCHOMY BH3HAYEHHI, Mae
s0iraTmes.
3uavenna Rr muaM amioamuiny i sancaprtany, | Binnosinae
OTPHMAHHX 3 BHIPOGYEAHOTO POIHHY HOBHUII
CTBNANATH i3 3HiYCHHAMM R sy amaoauminy
i BamcapTany, OTPHMAHHX 3i CTAHUAPTHOrO
po3vHAY. _ 5
3aniza oxcnn, Binmogixae
DopmyBanua GaakuTore 3afapBacHAs.
Turany nuokcnz, Bianosigac
Herajina nosipa skoBTOro 3a6apBrenis.
3 AVERAGE WEIGHT | 241,0 mg +5,0 % (228,95 — 253,05) 240.93 mg
Cepenns Maca ) 241,0 mr *5,0 % (228,95 - 253,05) 240,93 mr .
WATER At release:
-not more than 6,0 % (w/w) 35%
During shelf life:
4 -not more than 7,0 % (w/w)
i Boma Ha smomenm gunycky:
- He biiswe 6,0 % M/M 315%
Ipomazos mepminy npudamnocmi:
- He 6iabwe 7,0 % m/m
DISSOLUTION Not less than 75 % (Q) uf the labeled amountof | 1) 95 2) 96 3) 96
Amlodipine in 30 min. 4) 97 5) 94 6) 96
Not less than 80 % (Q) of the labeled amount of | 1) 100 2) 99 3) 100
5 . Valsartan in 30 min. | 4) 100 5) 98 6) 99
) PozuuHewns He menm 75 % (Q) Big 3assiieHol KiibKocTi 1 95 2) 9 3) 9%
AMJIOIHIIRY 32 30 XBHTHH, - 4) 97 5) 94 6) 96 y
He menm 80 % (Q) sin sanpsienoi kinkkocTi 1) 100 2) 99 3) 100
| BamcapTany 3a 30 xsmiumn. _ 4) 100 _5) 98 6) 99
6 UNIFORMITY OF Amlodipine
) DOSAGE UNITS Acceptance value (AV) <150 % 2.1% =
Valsartan
Acceptance value (AV) < 15,0 % 2.0 %
OnnopignicTs Amutonanin
K030BAHNUX OAHHHIE Mpuiimaneine wnemo (AY) — Memwe ao
nopisuioe 15,0,
Bancapran |
IMpuiiMaaene uucao (AV) — wmeHme ado
nopisnioc 15,0,
Regd. Office Fhone : 91.22.8667 2800
MACLEODS Atlanta Arcade, Church Rond, Fox : 91 -2?(-;2{;?:5 659;? i _
Meor Leala Hotel, Andheri-Kurlo Road,  CABLE @ "FORE * Mumbei - = Iang-Radh
PHARMACEUTICALS Andheri {Eost), Mumba 400 059, India  E-mail . mocieads@vsnl.com {H.R) 174101, India.

LIMITED CIN No., U247 39MH | 989PLC0O52049
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ORGANIC
IMPURITIES

At release:

Amlodipine Related compound A - not more
than 0.35 %

Any other unknown impurity - not more than
0.2 %

Total impurities - not more than 0.75 %

Below limit of quantitation

0.02 %
0.039 %

During shelf life:

Amlodipine Related compound A - not more
than 0.7 %

Any other unknown impurity - not more than
0.2 %

Total impurities - not more than 1.2 %

: Opraniyni goMinmky

lpu sunyciy:
Amjopuniny goMminma A — ve Giasme 0,35 %%

Byae-ska nepigoma nomimia — ve 6iabure 0,2 %
Cyma gominok — ne ineme 0,75 %

Husxae Mexki Kinbkicnoro BU3HAYCHAS
0,02 %
0,039 %,

Ipomazos mepminy npudamuovcmi:
Amaoauniny gomimka A — He Gijanme 0,7 %

Bynb-sika HeizoMa gomimka — ve finnore 0,2 % |

Cyma govimok — ue dinsme 1,2 %

8.

ASSAY

At release:

Amlodipine

Not less than 4.75 mg and not more than 5.25 mg
(95.0% - 105.0% of the declared amount).

5.03 mg
100.6 %

Valsartan
Not less than 76.0 mg and not more than 84.0 mg

| (95.0% - 105.0% of the declared amount).

79.74 mg
99.7 %

For shelf life:

Amlodipine
Not less than 4.75 my and not morce than 5.25 mg
(95.0% - 105.0% of the declared amount),

Valsartan
Not less than 76.0 mg and not more than 84.0 mg
(95.0% - 105.0% of the declared amount).

KinekicHe BusHavenns

Mpu sunycky:

AMJiopuiin

Bijn 4,75 no 5,25 mr

(95,0-105,0 % miag 3asgBIeH Ol KiabkoCTi)

5,03 mr

100,6 %

Bancapran
Bix 76,0 mo 84,0 mr
(95,0-105,0 % Bin sansuemnoi KiThKOCTi)

79,74 Mr
99,7 %

Hpomazom mepminy npudamocmi:

Amaogumis
Bin 4,75 no 5,25 mr
(95,0-105,0 % ®in 3asBReHol KiabkocTi)

BamcapTtan
Bin 76,0 no 84,0 mr
(95,0-105,0 % Bia 3asBA€HOI KJILKOCTI)

MICROBIOLOGICAL
PURITY

Total aerobic microbial count (TAMC) — not
more than 10* CFU/ g

Total combined molds and veast (TAMC) — not
more than 10> CFU/ g

Escherichia coli/g — should be absent

Regd. QOifice Phane
Allanta Arcade, Church Bond, Fax
Naar Lasla Hetal, Andheri-Kurlo Roard,  CABLE
Andheri {East), Mumbai 400 059, India  E-mail
CIN No, UZd239MI41 789PLC052049

. $1-22-6667 2800

; P1.22.2925 4599
FORECOX Mumbai -

. maclaods@Evsnl,com
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Mikpobioioriuna He Ginkme 10° KYO/r Gakrepiii y I ¢ Menure 10 KYO/r
4HCTOTA npenapary. _ )
He Gispme 10° KYO/r rpudiry 1 r npenapary. | Menme 10 KYO/r -
He pomryckaernen Escherichia coliy 1 rnpenapary, | Bigcyrni
13. | Comments (if any) -
KumenTapi (npu masnmocti). - ] B
14. «I hereby certify that the above information is true and accurate. This series of product:
have heen produced (including packaging / labeling) and conducted quality control on th
abuve mentioned stations in full compliance with the requirements of GMP, set by the
— ; local regulatory authority, and in accordance with the specifications contained in th
Application for Certification registraﬁun dnzsier or trj;,dc license of the country of thlt:ej manufacturer or importing
country if the products imported or file specifications in preparation for th
investigational product. Minutes of production, packaging and testing were reviewed anc
the correspondence GMP».
3ansa npo cepTudikandiso, «uM 5 NATRCPIKYIO, 10 HaBeleHa Buwe iHGOpPMAINia ¢ AocTopipHow i Toynow. LK
cepim npogyknii 6y/a0 BAPoaeH0 (BIIIONAI0MH YOAKORKY / MAPKYBAHHI) i HpOBEIEH(
KOHTPOIL il fIKoCTi HA BHINe 2azHatueniii jimsnuni B moswil BigmoBigHocTi 3 BUMorami
GMP, BcTanorJenuMH MICIICEHM DPeryIATOPHHM Opranom, a TAKoX Y BiamoeigmocTi 3
coeuddikanismn, Wo MICTATRCA B peccrpauniinoMy focke  ado peecTpauiiinom
nocsiadenti KpaiHu-RupodanKa abo KpaiHu-iMIOPTEpPa, AKN0 NPOAYKOiA iMOOpTOBAHA
UM B jucne cncundHkauiit Ha npemapar Qs LOCHUKYBaHOTO JlikapchKoro 3acoby
IIporokniau supofuUOTBA, YMAKOBKM Ta ananisin Gyno mepernsmyTo i BeTaHoBlEwN
i Bignoninmicts GMP », -
15.| Name and position / title of the person issuing the permit issue series/
TpiseHine Ta mocaua / 38aNNA 0coln, AKA BHIAIA 403Bi] HA BHIYCK cepii.
Prepared by Checked by Approved by
Reviewer Manager QC Manager QA
| Zakir Hussain Rakesh Rana Rajesh Sunder Singh
20.08.2025 16:27 20.08.2025 16:45 20.08.2025 17:04 B
Printed by/Ilagpykoeano: Rudresh Kumar | Printed on/Haupyxorano: 21.08.2025 08:16

Note: This document has been gencrated electronically with E-Signature,

Hpumitka: Ceprudikar sreHepoBano nBTOMATHYHO 3 eTEKTPOHHWM IHiITHCOM.

CNo.: C250002512

Rogd. Office Pnone : 91-22-6667 2800 \[3%

MACLEODS Adanto Arcads, Church Roud, Far  : 91.22.2925 6599 , O, Ledhimajra
Neor Lealo Hotel, Andheri-Kurin Read,  CABLE : "FORECOX Mumbai - 4088

PHARMACEU."CALS Andheri {Eost), Muembai- 400 059, India  E.mail mucleods@vsnl.com

LIMITED CIN No. UZ423924H1 9B9PLCOS2049
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JEPIKABHA CAOYKBA 3 JIKAPCbKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

npos. Haald Ceitamsinod, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@ddls.gov.ua, Ko CJIPTIOY 37079035

BUCHOBOK

1PO SIKICTL BBE3eHOro B Ykpainy JikapehKoro sacody

30.03.2026 N 16338/26/26

BAJIMICAP A 80/5
(R CHY B JTRAPCLEOCO 32C0TY 3riane 1 peccTpauiiin s nocaiide s
Taduerii, BRPUT IMHBRUBOK 000y1onko10 1o 80 m1/5 s no 10 ratyierow y Gaicrepi; mo 3
guicrepa

hoOpMa mayeEY. A6V BAIE, BIEL ARYBATT HRIPCLEOTO 3oty )
Homep pecerpauifinoro nocsinvenna UA/19273/01/01 erpok nir pecerpaniiinoro nocsinuenns 27.03.2027
Cepia nikapcwroro sacofy N [4252732A Kinskicts ssesenoro nikapenkoro sacody 16470)

Bupodnuk Makneoac Papmacsiornkasic Jlimiten, lnais

[[iilii.‘-TL‘fI'\']!EI.II]I!I lmp:u‘mm:u ,'IiI\'i]]N.'I:I\'UI (4] 'i'd'.‘t!ﬁ) v I-f]"il'l'l T HOXO AL )

Bneseno s Yipainy Topapnerso 3 odmemenoto sijnosinaasmuicro "MAKJARO1C

DAPMACBIOTIKAJI3 JHMITE®", inewr. won: 37554108

(Haiisenysamon va ko sa CIAPHIOY sopsypmmno acoln ado npizsde, 64, 00 Sarsroni (i
OCoiM - NLAPHEMIE. TT MICTE PO LIS TR PCCCTPMLTINNT HOMEP OBAINOBOT KUK 0TI
DOEITRIB 60 Cepis 1 HOMep macnopTa)

Mporokoen sisyarsuoro wontpomo siz 30,09,2025 x 3541/01.10-25/2.
SlaGoparopanii analiz 9KROCTI JiKAPCLEOrO 3ac00y saificHeHiT

JUT "TenTpantua naGoparopis 3 alaiizy SKoCTi TiKapehry a’lcnmn,}'ﬂwwmoi npoay K"
(M.Knig, Byn. Kyapsseska 10r M. Knin, pyn. Kyapsieeska 8B K mlsu/ﬁm otnactw, ¢. Hosi [erpisui.
pviL. [pana Opanka, 19) ,,z,

CHERNCHY BITA T2 MICHeH X o se s aadoparopii. mw |||m|n.‘,ii‘ngz:{nnp;.| OPINT AR ko)

i 4 = th L W : .—"’
BueHoBok 1010 akocTi ikapeskoro sacoby, suaanni nadopaiopicio nin30.03.2026 No 0543
Peaynprarit 1abopaTopHoro ataiisy SKGCTI MKAPCLROTO 32000y 30 NCPERIPEHIMI noKaTRIM B UTOBIIAIOTL
BHMOTEM MCTOAIE KOHTPOMIO SKOCTI (RHAMITHY HO-HOPMATHBHOT ZOKY MerTalliy).
/
.v{
Ja pesyilsTaTamMyu ACPHEBHOIO  KOUTPOMO  BCTAHOBASHO, /U0 dikapeexiii saciG  speseno n Yepainy
AOTPHMAHHAM suMOr 3aK01018BCTEA O/10 32603 ~?X Hilﬁ KOCT HiKapehiis scodie,

[

Ihu r.ilib!’H{\

(racaionn
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