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JTEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y M. KUEBI

npos. Haaii Caitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK

Hpo AKiCThL BBC3CIOrO B Ypainy JikapchLroro 3acoby

07.08.2025 Ne 39240/25/26

BAJIMICAP A 160/10
(Haftaeny BRHES JHKAPCLKOTO sacoly O 3 pc(fi;Tpmd%mm HOCHTINCHIHN) ‘
TaBacTIH, BRPUTI IIIBKOBOIO 06010111010, 110 160 Mr/10 Mr; 1o 10 rabacrox y daicrepi; 1o 3
GaicTepn y KapromHiil yHAKOBLL

((opMa BUITYCKY, O3y BAIHR, BHIL SIAKY BANHA NKapCHKOro 3acoBy)
Homep peccTpatifitioro nocsiaueHns UA/19273/01/03 crpox aii peecTpauiinoro noceinvenus 27,03.2027
Cepin nikapepkoro 3acofy Ne 14251634C KinbKicTh BBE3EHOTD AiKAPCHKOTO 3aco0y 7200

Bupobiix Maxneonc GapMachiOTHKAIC JlimiTen, lunis
(safivcily sanus BHpoBHNKS sikapcvkoro 3ac00y, KpaTHa NOXONHEHIA)

TopapucTeo 3 00MCIKEN010 BiANOBIRATLIICTIO *MAKJEONC
GAPMACKIOTIKAJSZ JUMITEL", incwr. won: 37554108

(HAfIMCHY BIHUTR T KO3 CJTIOY opusiiioi ocodi ado HpiBIINe, M. no Barhkesi (pranuaot
ocoBu - nipHesit, 1T micue ApoKHBaNi Ta peectpauilingit nosep QGHIROBOT KAPTKH TLIATIHKE
HOLETKIN 00 CCpist TA HOMEP NACHopTa)

Baeseno.s Y Kpainy

[IpOTOKOS Bi3YANLHOTO KOHTPOJIIO Bid 22.07.2025 Ne 2614/01.10-25/3.

JSlaBopatopHitii anani akocti nikapeukoro 3acoly snificHenuil

JlaBoparopisi 3 KOHTPOIIO scocTi Jikapepkix sacodis TOB "JNOBPOBY T-JHKHUJIAB" (M. Kuis.
sy, Hosropon-Cisepchbia, 6yz.3, HEMMTIIOB] NPUMILICHIIS 92)

(1HafiMeHy BaHHS T2 MICUE3NAXODKCHIS naboparopii, Wo Hposena AaGopaTOPHHI aHARIY SIKOCTT)

BHCHOBOK HHLOI0 AKOCTI NiKAPCLKOro 3acoBy, Rriannit aaGoparopicio ain 07.08.2025 Ne 1163-25
Poty bTani JaGopaTOPHOTo aNANIisY SKOCTI AiKapehKOro 3acoBy 3a NEPeBipCHUMH NOKAIHHKAMA BiTIOBINAI0TH
BHMOIAM METOAIB KOHTPOJIO AKOCTI (aHaNITINIHO-HOPMATHBHOT noxkymeuTatii).

Ja pelynbTaTaMil  ACPKABHOTO  KOHTPORIO BCTAHOBALHO, WO apcLkuil 3aciG seseHo B Yrpainy 3

JOTPUMANH I MY sikapepkux 3acobin.

Muxkona XOJIONEHKO

(nianuc) (ininiue Ta npisuine)
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

1. | Name of Product VYalmisar A 160/10 A.R. No.: 2. | Manufacturer Country India
(Valsartan 160 mg, BAFPS
Amilodipine 10 mg, tablets) 25002257
I‘Iaii.\l‘en).'.x'zamm Ba;lni}cg;? A 160/10‘ Date/Tara: Jepaana-supobuir Tuptist
npojyKu (Bascapran 160 v, :
. s N , 02.06.2025
Antropunin 10 mr, rabierxn)
3. | Registration 4. | Strength/potency of the 160 mg/10 mg
fertiﬁcatell\.l‘o UA/19273/01/03 l?edicil{ill produc:t =
Homep pecerpaniii- Cura Ji/akTeBHicTh 160 mr/10 mr
HOI'0 HOCBLIMEHHS JikapebKore 3acofy
5, | Dosage Form Film coated tablets 160 mg/10 mg 6. | Pack Size i‘& 30 (10x3) in blisters
i n carton box
Jlikapeska Gopma Tabaerkn, BRPUTI 1iBKOBOIO 000JI0HK0I0, Posmip i THI YHAKOBKH, Ne 30 (10x3) y Gaicrepax
o 160 /10 mr y KAPTORHI ynaKroBui
7. ;Slatch No 14251634C 8. | Date of Manufacturing 04/2025
1omep cepii Jlata BHpOORULTBA
Batch Size 220 000 tablets (7 333 packs) 9, | Date of Expiry
Poawmip cepil 220 000 radaerox (7 333 ynanonox) JlaTa saxiidenns repMiny 03/2027
NPHIATIHOCT
10. | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra, Tehsil Baddi, District
Solan, Himachal Pradesh 174101, India
Mfg, lic. Ne: MNB/07/594 & MB/07/593
HaitMenynanist, MiCHCIHAXOJUKCHIS TA HOMEPH sinersiit seix ginsmor | Maxneoje ®apMackIOTHRAIC Jimires,
1o BUpOGIHITRY § KOHTPOII0 arocri Bineqox Txexa, TIO Jloxsimalipa, Texcin Bawd, Micrpixr
Conan, XimMavuan Hpanens, 174101, Ingis
Bupod, s, Ne: MNB/07/594 & MB/07/593
11. | GMP Certiticates No / Date 023/2025/GMP Valid till: 18.10.2027
Cepudirary sianoniguocri GMP ans peix MiasHoK mo BRPOOHAUTBY 023/2028/GMP  Tepwmin aif: 18,10.2027
i xourposmo srocri ado (wpn wasteroeTi) womepa nocknann B 6Gasi
janux Eudra GMP
12. | Result of Analysis/ Pe3yabTaTi TDOBCACHNH anaisy.
| Sr. Tests Specifications Results
No. | Hoxasmixn Cuenndiranis Peayanrary
Ne
/i
1. DESCRIPTION Light yellow colored, oval shaped, biconvex, film coated Light yeliow colored, oval shaped,
tablets debossed with “CY95” on one side and plain on | biconvex, film coated tablets debossed
other side. with “C95” on one side and plain on
other side.

Ouue Tsoonykai TabaeTin, BKPHTI TUHBKOBOO oboson-Kkoto, | JHsoouykni Tabrerki, picputi WiBKo-
oBasLHOT GopMi, GJI0-KOBTON0 KOILOPY 3 rpanito- | B0 0G0J0HKOT0, opaabrol opmu, Huri-
panust «CO5» 3 onnoro Goxy i raaki 3 innioro Gory. HO-KOBRTOTD KOJNLOPY 3 TPABilOBRIIsM

«C95» 3 optiroro Goky i taanxi 3 inuoro
BOXY,.
2. IDENTIFICATION The rotention time of the Amlodipine and Valsartan | Complies

peaks in the chromatogram of sample preparation

should correspond to the Amlodipine and Valsartan

peaks in the chromatogram of the standaxd preparation

as obtained in the «Assay»,

The RF value of Amlodipine and Valsartan spots Complies

obtained from the sample preparation  should

correspond to those of the Amlodipine and Valsartan

spots in the chromatogram of the standard preparation, 2

Iron Oxide. f P /\5/ /

A blue colour precipitate should form, Complics /.

Titanium Dioxide. Voo J//’Z' “

A vellow colour should develop immediately. Complies; )

7
Regd. Olfice Phone : 91.22-6667 2800 ) Works: o .
Alanto Arcade,Church Road, Fox ¢ 91.22.2925 6599 . Village Theda, RG. Lodhimajro

MASLEODS taar Leelo Hotal, Andheri-Kurle Road, CABLE 1 FORECOX Mumboi - 400 0O5Y. ‘Tohsilu,ﬂ_oddi;‘ Distt. Solan
QHARMACEUTic‘\LS Andheri (East, Mumboi-400 089, Indio E.mail . modesds@vsnl,com {H.B) 174101, India.
LIMITED CIN No. U24239MH 1 989PLC052049
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Tnewrudiranis Yac yrpuMyBaBUs OCHORHRX mixin Amgomwniny i | Binueninae
Bascaprany fia  XpoMmarorpamax sunpobysanoro i
CTAHAAPTHOTD POIWHHIB, OTPHMANNX UpH KiJpKicHoMy
BH3Navenni, mac sbiraTuce,
Zpavenis Ry MWiAM  amjoanuiny i BAaJCAPTAHY, Bignosigac
OTPUMAHKX 3  BHOpOOYBAHOre poltuny nonuHBi
cripnagaTH i3 suivennsMn Rp s amgtopmpiny i
BAJCAPTAHY, OTPHMAHNX 31 CYAHAADTHOIO POIIHY,
Jasiza oKRCHL
MopMyBaHHA BIAKNTHOrO 30apBICHII, Binnosinae
THrany IHOKCH]L
Heraitia nossa Kop1Toro 3a0apsjicHis, Binnonifac
3 AVERAGE WEIGHT 482.0 mp £ 5.0 % 483.02 mg
' Cepeanss maca 482,0 M1 £ 5,0 % 483,02 mr
WATER At release:
-not more than 6,0 % (w/w) 2.9 %
Duying shelf life:
4 ~not more than 7,0 % (w/w)
' Bona Ha stomenm gunycky:
- He Ginbuie 6,0 % s/m 2,9 %
Lpomazoy mepatiny HpUOUNULOCIi:
- we Gianie 7,0 % ym/im
DISSOLUTION Nof less than 75 % (Q) of the Iabeled amount of M 93 (@ 95 (3 98
Amlodipine in 30 min. 4 94 (5 93 (6) 98
Not less than 80 % (Q) of the labeled amount of M 97 (2) 100 (3) 102
5 Valsartan in 30 min. 4) 98 (5) 98 (6) 102
o Posunpenis He senu 75 % (Q) ijt 3ansJenoi kinbkocri (H 93 (2) 95 (3) 98
amaeminy 3a 30 xsuimi, 4 94 (5) 93 (6) 98
He mewn 80 Y (Q) Bin sastsyiciol xisbroceri (B 97 (2) 100 (3) 102
pasicaprany 3a 30 xBIJHH, (4) 98 (5 98 (6) 102
UNIFORMITY OF Amledipine
6. DOSAGE UNITS Acceptance value (AV) < 15,0 3.1%
Valsartan
Aceeptance value (AV) < 15,0 3.0 %
OawopimricTs jlozoBanux | AMuons min
OHH NI [puiimannie wieno (AV) — menmie abo gopisnioe 15,0 3,1 %
Bascapran
1pniiMansue wienao (AV) —~ Mennie afo nopinnioe 15,0, 3,0 Y
7. ORGANIC At release:
IMPURITIES Amlodipine Related compound A - not more than 0.35% | Below limit of quantitation
Any other unknown impurity - not more than 0.2 % 0.02 %
Total impurities - not more than 0.75 % 0.03 %
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 %
Opramivui gominmy pu sunyesy:
Anurojniny gomimia A ~ e Gisniue 0,35 % Fiwsxrie MeaRi RiLKICHOro BUIHAMCHIH
Byih-sika HesioMa nominka — we Ginwine 0,2 % 0,02 %
Cynia jominok - we Gibie 0,75 % 0,03 % N
AMmuouniny sominmma A —~ e piubie 0,7 %
Byub-sika Hesijgoma nomimKa — ne Gisnuze 0,2 %
Cysia gomimok ~ ne Giasme 1,2 %
8. ASSAY At release:
Amlodipine
Not less than 9.5 mg and not more than 10,5 mg
(95.0% - 105.0% of the declared amount).
Valsartan
Not less than 152.0 mg and nof more than 168.0 mg .
"‘, L//W/ B o
Regd. Offico Phone : 91-22-6667 2800 “AeWorks S
Alanta Arcade,Church Rood, Fox ¢ 91.22.2925 6599 ", Village Theda, RO. Lodhimajro
§§?§é5222UTicALS Near Lenla Hotal, Andheri-Kurla Raod, CABLE @ " FORECQOX Mumbai - 400 05Y. Tohisil Boddi, Distt, Solan
; Andheri {East), Mumbai 400 059, India E.mail ¢ mocleods@nsnl.com {H.P} 174101, India.
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(95.0% - 105.0% of the declared amount). 160.0 %

For shelf life:

Amlodipine

Not less than 9.5 mg and not more than 10.5 mg
(95.0% - 105.0% of the declared amount).

Valsartan
Not less than 152.0 mg and not more than 168.0 mg
(95.0% - 105.0% of the declared amount),

KismKicHe BH3HAYCHHN

Hpu sunyexy:
AMIOJIHNIR
Bix 9,5 p0 10,5 mr 9,83 mr
(95,0-105,0 %% sia saspienol Rinbroeti) 98,3 %

Bancapran
Bin 152,0 x50 168,0 mr 159,94 mr
(95,0-105,0 % Bia 3astpnenol Kinskocti) 100,0 %

Hponmazost mepminy nprdamuocni:
Antomuin

Bix 9,5 no 10,5 mMr

(95,0-105,0 % Big 3asuBaCHOI KINLKOCTI)

Badacapran
Bin 152,0 ;o 168,0 mr
(95,0-105,0 % i sansienol ijgbkocti)

9. MICROBIOLOGICAL
PURITY

Total acrobic microbial count (TAMC) — not more than | Less than 10 CFU/g
10 CFU/ ¢

Total combined molds and yeast (TAMC) ~ not more I.css than 10 CFU/g
than 10> CFU/ ¢

Escherichia coli/lg — should be absent Absent

Mirpo6ioaoriana yncrora | He Sianme 10° KYO/r 6axrepiii y 1 r npenapary. He Ginse 10 KYO/r
He diseie 10> KYO/r rpubin v 1 r npenapary. He 6inniue 10 KYO/r
He nonycxaersen Escherichia coli y 1 r npenapary. Bigcyrni

13. | Comments (if any)

Komenrapi (ipu nasBHocTi).

Application for Certification

T hereby certify that the above information is true and accurate. This series of products have
been produced (including packaging / labeling) and conducted quality contrel 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 dossier 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»,

Zanea nupo cepradikaiiio,

«llHM 1 TATBepAKYIO, W0 Hapefena sunie imdopyamis ¢ jpoctosipuoro i Tounoro. o cepiio
nponykuil 6y50 BUpoSaenoe (BKIOUAIMN YRAKOBIY / MapKyBanusi) i nposefelno xourposusb if
axocti #a pulge 3asuavenii abisun B nosidil sigoosimocti 3 Binorazsu GMP, Beranonsenunn
MiCHeBHM PEFYISITOPHHM DPranoM, a Takox y sixnosinmocti 3i enerdianinnm, wo MicTiTbes B
pecerpauiitnormy mockhe abo  peccrpamiiinossy vockigvenni  xpaiuw-supobHika abo wpain-
inrloprepa, HKHO DPoAYKHMis iMIopToBama, uwM B jocke cuenmdivaniit Ha npenapar aasn
AOCTIGKYBANOrO JIIKAPCLKOro 3acoly. TIporokoin BHPOSHBNIBA, YNAKOBKE Ta anamiin dyio
ePEIsITHYTO i BeTanosieno Binnosianiers GMP »,

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

YIpiznuine Ta nocaxa / 3aHHs 0co0u, KA BILAJIA J03BLY HA BRAYCK cepil,

Prepared by/ITiaroronieno Checked by/Ilepesipeno Approved by/3arsepxerio
Reviewer Manager QC Manager QA
Zakir Hussain Virender Kumar Jamwal Rudresh Kumar
02.06.2025  18:52 02.06.2028  12:00 02.06.2025 12:32
Printed by/Haapyxosano; Rudresh Kumar | Printed on/ Hagpyxkosano: 02.06,2025  12:33

Note: This document has been generated clectronically with E-Signature,

Mpumitka; Cepradikar 3reHepoBano aBTOMATHYNO 3 CHCKTPONIHM IHAHCOM.

CNo.; C250001586 ] )
Rogd. Office Phong : 91.22-6667 2800 .~ o Works
M&CLEODS Atlanto Arcada, Chureh Rood, Fosx : 91.22.2925 6599~ - v ¥ Viliqgﬁ/fhefio, PO Ladhimajra
’ S Near Loolo Hotel, Andhori-Kurlo Road,  CABLE : "FORECOX" Mumbai - 400 039: : Tehsil qudv, Disn, Solan
9H£\RMACEUTiCAL Andheri [Eost), Mumbai-400 059, ladic  E-mail ¢ mocleods@vsnl.com Sl {HLRY174101, India,

LIMITED CIN Mo, UZ4239MH1 98991052049
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