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HEPKABHA CIIVIEEA 3 MKAPCHKUX 3ACOEBIB
YA }{()HF POJIIO 3A HAPKOTHKAMM v . KHEBI

npcm Hmun Coitrnol, 3. 02099, ren, (044) 295-26-85
E-mail: dIs kyiv@dls.gov.ua, Ko CIPIIOY 37079055

BHUCHOBOK
HPO fAKkicTy BBesenors B Yipalny dikapenkoro 3acoby

12.41.2024 Ne 60065/24/2611

BAJAMICAP A 160/5
('MH\mHdeHIM Ak APCLKOTO 30coBy 3MALO 3 peeeTpaniinm FOCTEAY SN ) -
TROJCTIRI, BRPITI MAIRKROROI0 080 aonkoro, 10 160 se/5 s, o 10 rataerow y Baricvepi, no 3
fJH(‘IQpII Y K& [)1()!1!“!! Vlldh()l“.ll N
(([»op.\m BHILYCRY, JIOSYBAHHH, BIA TIAKY B HKAPCHROTD 3ac00y)

Hosiep peecrpauiiinoro nocnm\:cmm ( A/l ‘)77 101/02 ¢ TPOK aiy pc( erpauifinoro noe m,munm 27.03.2027
Cepis nixapcuroro sacofy Ny .1424 50183 Kinpxicts speseinoro sikapenkoro scoby 5100

Bupobunk Marsreose @apsacsiorurase Jisiiven, Tugis
(hafiMeny it BHPOGHUKR AIKUPLLKOIO 3aC0BY. KPaTtia HONOAKC 1)

Beeseno w Yipainy Tonapmierno 3 obmerenoo sinnosigaasiicrio "MAKJEO O
: DAPMACBIOTIKAJS JUMITEW, inerr. kon: 37554108
(naisscuysans ra won sa CAPTIOY sophanunol ocod ado NPEB O, IR, 10 GIThKORI
DIFHUHOT OCOOKH « (HANPHEMIGE, 1T MiCUC IPORIBANEA Ta peceTpauiiiigt nossep obaisonoi

KUpTRE (AT TR aD0 copis 1 HoMep sucnoprd )

Hpororon sizyanuioro sonrpomo vin 28.10.2024 N 3617/8.

300 pesyapraTaMiu ACpIKARIOIG  KOMIPOMO  BCTANOGEICHO, 10 Jnmpu,:mn 3acid  mueseno  w o Vepainy

MOTPHMATIISM MO 3aKOHOAABCTEA LIOAC SA8E3NCUCHHE AKOCT HKAPCLKUX 3acodin.
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TA KOHTPOJIO 3A HAPKOTUKAMMH y M. KHEBI
npos. Hamii Coirinanod, 3, 02099, ren. (044) 295-26-85 '
FE-mail: dls.kyiv@dls.cov.ua, Kon €JIPITOY 37079055

BHCHOBOK

NPo sIkieTh Besenoro 8 Yrpaiiy AikapenLicoro zacoby

12,11.2024 Ne 60063724/26

BAJIMICAP A 160/5

(uafivenysanio AKapeLkoro 30col8y 30 3 peceTpatiiiniss HOCKLANCTUA)
TaGICTIH, BRPIT NaisKkoBoio 060a011030, 110 160 M1/5 mr, o 10 vadncerow y Gaicrepi, no 3
fJderepu ¥y kaprounill ynaxosui

(hopMa BUNYCKY. AOBYBAHHA. BHI HAKYBAHHS AIKAPCLROTG 3UC00Y)

Hoasep pecerpauifinero nocsinuerns UA/T9273/01/02 crpox aii peecrpauiiiioro noeninvers 27.03.2007
Cepis pixapenkoro sacolfy M 1424150183 Kinnkicrs soesenoro sikapenroro sacoby 900
Bupoduuk Mawneoac apmacprornianc JTimiren, i

(HafsCHyBania BHpOGHIKG HRUPCLROTO 38000y, KPATHA NOXOMRT )

Bueseno n Vipaiiy Topapucrso 3 obmemenoro sianosiaanuicrio "MAKIEOAC
CDAPMACLIOTIKAJS JUMITEL, inewr. won: 37554108

(eraitareny nainn 1a ko 3 CAPITOY opuamanol ocaln aba npiasiing, isr's, 1o Gut o
izl 0ot « NUNPREMIBEL T MICHE NPORUBAHUA TH PECCTPALTIINGT Hosep 0baiEoned
KOPTRE (TG ROARTEIR 400 Copis Ta Hostep nacropra)

fpororon sizyaasiore kairrposio sin 10, 10,2024 N 3484/10.

Jadoparopintii ananis Aot HKapehKoro sncody waiiicHenuit:

Jaboparopia 3 KOHTPOMO stkoeti gikapebikux 3dcodin TOB "JAOBPOLY T-JIKMITAB? (M, Kuis,
sy, Hosropoa-Cisepebra, Oyi.3, nexmraoni npisinenys 92)

(NAFMCHY RUHSE T8 MICUE3NEXOIKEHIA SuG0paTopil, IO npone AaBOPATOPHMT ANaais deoert)

Bucnogor mone skocti sikapcukoro sacody, suaaioit sadoparopicio mia 12.11.2024 No 1695-24
PesyabtaTin aoparopuoro aualizy AKOCTI HRIPCLROrS 308y 38 HEPERIPCHIMIT NORAZHHKIN BIATIOB UL IO Th
BHMOIEM MUTOAIR KOHTPOSMO SKOCT (SHRAITHIN0-10pMITHBHOT ROKY MetTany),

30 pesynnTaTaMit  CPHABHOr0  KOHTPOMO  BCTANOWACHO, WO Aikapeskidl  sacid  uwsezcwo B Yrpainy

AOTPHMAHHSM saMor 3aKOROAARCTHZ LUONO 3a0e3reaeHna akocTi Rikapeakix sacobin,
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CERTIFICATE OF ANALYSIS
CEPTHOHRAT AHAJNA

{. | Name of Product

Valmisar A 160/5 BAEPS 2.1 Manufaeturer Country India

(Valsartan 160 mg, 24002941
. Amlodipine 5 mg, tablets) e
Haiisienynauns Baamicap A 160/5 - Aepwasa-supobune Inais
upeAyRii (Bancapran 166 mr, Date/flara;

OO S M. Tt 12.08.2024

A L S N A e ) | b

Certificate No

Hoxmep peeerpuuiii-
HOTO HOCBEICHs

UA/19273/01/02

4, | Strength/potency ¢
medicinal product

of the 160 my /5 mg

Hik‘}![)cl;h‘()l'() 3acoly

Cuaa i/ awenpuiicon,

16O M /5 sy

5. | Dosage Form

Film coated tablets 160 mg /8 mg [N

Pack Size

N 30 (10x3) o blisters
in carton box

Airapenia dopata

Tadacvun, sepirel naiskoneio oiioaoHKR0I0,
no 166 y1 /5 mir

Posatip i i yoag

Ni 30 (10x83) y Baicrepax
B waproniil ynakosui

QBRH,

. B ulgj: '

HpHARTIHOCT

_____ 142415018 8. E)alc of ;\l’mluﬁlcmnng 07/2024
Hoaep eepii Airra supotunrsa
Batch Size 185 004 tablets (6 166 packs) 9. Date of Expiry :
Poistip cepif IS5 000 radacrow (6 166 yiavonow) Jarasarivacsns repsiny | 0672026

0.

e, address and license numbers of Mfg unit

Macleods Pharmaceutic

als Limited

Viltage Theda, Post Office Lodhimajra, Tehsit Baddi, District
Solan, Himachal Pradesh 174101, India
Mig, He, Net MNBAVT/R94 & MB/07/593

i
1o sUPOBIINITEY | KOWIPOIIY AROCTI

wWinteny Bt MICHEIHAXORCHIN T HoMepr aivensii peiy alasmor

Mawraevae Bapyacsiorurane Sisiire,
Biaeawn Txeaa, THY Joaximaiipa, Texcia bagai, dicrpisy |

Coaan, Nivarana Hpaaen, 174101, Tnais
Bupod. ain, No: MINB/7/394 & MB/AOT/593

H. | GMP Certifieates No / Date

007/.2023/GMP

Valid tith: 12,08.2024

Ceprudiary sianosiznocri GMP anst peix glasuox 1o sHpofunrsy
i wourpoao swocri alo (npi wasisnocri) toyepa nocuaAns B 6asi
Aanux Eudra GMP

007/2023/GNMP

Fepaii it 12.08.2024

L2 Result of Analysis/ Pesvantarn nposeienns anagity.

peaks in the chromatogram of sample preparation should
correspond to the Amiodipine and Valsartan peaks in the
cliromatogram of the standard prepuaration as obtained in
the “Assay”,

| Sr. Tests Specifications Results
No. [Torasmen Cuenndrirattin PeyavraTi
R
n/i
I DESCRIPTION Darlc yellow colored, oval shaped, biconvex, film coated | Durk yellow colared, oval shaped,
tablets debossed with “CY94” on one side and plain on | biconvex, {film  coated  tablets
atherside. debassed witly “C94™ on one side and
plain on other side.
Oune Apoowyrai ratacrey, pepuri paiskosote ofionouroio, | HAsoonyiai Tabaerii, IINVHER]
onaBROT  OPMIE, TEMHO<KOBTOr0  KOABOPY 3 | wAIBROB0I0  0B0J0HKROI0,  ORAALHOT
rpasimsanyn «C94n 3 oguore Bory | rrasi 3 inuioro | opmi,  FEMBO-KOBTOIG ROALOPY 1
fory. rpasitosannsy «CY%4n 1 oanoro dory
I . P raaR 3 i oro doky.
2. IDEN The retention time of the Amlodipine and Valsavtan | Complies

The RF walue of Amlodipine and Valsartan spots
obtained from the sample preparation should correspond
to thoese of the Amlodipine and Valsartan spots in the
chromatogram of the standard preparation,

tron Oxide,
A biue colour precipitate should form,

Titanium Dioxide,
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Atlantu Arcade, Church Rbn Feou S PTI2.9975 6599
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Laewrndivanin

Heraitna nosna WOBTOIG '&‘d()}}pl!,‘!t‘ﬂ”ﬂ.

‘ll.u. y:;m.\lv\namm ocnoBINY | miKis <\\x,m,unnm i Bianoni;
| Bascaprany  mu spomarorpamix sanupadysanore i
D erammapisoro posunuin, oTpnManusx npi KianLKicnomy
_susnaacenni, Macadirarnes,
et Ry pasy asueuming {0 sazcaprany, | Bixnosie
OVPHSTANNY 3 wHOpofyRmuIore  pesanny OB
cninmaarTn B ainenusyn Ry mans asaognniny
DAACAIFIUALY, UTPUMAIEN 3 CTRIAPTUOTG polunny,
Jasiia oreig, Bianasiaac
Donsynsnnn 6aarirruore sadapeaans,
Turany anoxen, Binnosizac

DOSAGE UNITS

ceeptance value (4 AV Y< 15,0 %,

3.6 Y%

3 AVERAGE WEIGIIT 482,0 myg & 540 % (4579 - 506.1) 482,46 my
T Cepeaais Maca 482,0 mr & 3,0 % (4579 - 306,15 482,46 ar ~
FWATER At release:
e than 6,0 % (why) 2.7 % o
During shelf life:
. [ § -not mare than 7,0 % (w/w)
o i Boxa Ha stoMenat eunyery: .
eome Bianie6,0 Yo /s 2.7 %
i Hpouvteos miepadny npudaniiocn: ’ :
3 v - ne Biatue 7,0 % mifv
! DISSOLUTION Not fesy than 75 % (Q) of the fabeled amount of D06 23100 3103
- Amledipine in 30 mia, 4101 5) 102 6) 101
Not less than 80 % (Q) of the labeled amuunt of Valsurtan | 1) 100 2y 161 3) 1}
S e in 30 min, 4103 -5 99 6)102
o Poaunens e Sterm 78 % (Q) siz aanns xcnm KL OL T an |0.mnm\ D0 23100 3 163
| 34 3() NBUWAN, ’ ' 4y 11 ‘S) H)“ 6) 10 ‘“ 3
‘ ”k‘_:\lt‘lllll 80 % (Q) v suasaenol RiaproeTi naacaprany By 1ot 2) 161 3 Lot
: ) 34 30 Ypiaun, H 103 590 6y102
6 UNIFORMITY OF , \mlmlipmc

E

alsartan

CAMPURITIES

“Any-other unknown impurity - not more than 0.2 %
_Tata} impurities - not more than 1,75 9 Vo

0,120

v Aceeptanee value (A_\") < 15,0 % 314 %
D Canopianicrs 203080MN | Asioainiy
| o, llpmiu.) 1LHE Weay (A\ )} = sewine 6o aopiviiwe 15,0, 3,6 %
Baeapran
L Hpniiaaanie uneao (AV) = sicume wfo aopisnioc 13,0, 3.0 %
ORGANIC I At release:
SAmdodipine Related compound A - not more than 0.35 % | (.098

0.01 %

Y

I)uu/m o shelf fife.

midodipine Related compound A - not more than 0.7 %
.\n} nther unknown impurity - not more than 0.2 %
’Imal émpurilit's - ot more than 1.2 %

()pnmmm Auatin

' .‘\.\.. »Inmuy ,m,\limh‘u A —pe diasme 1,35 %
Dyitn-sieg nesinoas aomiumea - e ianite 0.2 %
Cya aoMiutor = e dasme 0,75 %

0.098

0.120

.01 %

a
n

Hposigcost mepainy npudanmocmi:
Asroauniay zostiiea A - ne Sinnure 0.7 %

- Byap-sireh wesizona gesimea - ne Sivnine 0,2 %
Cyana oMilnon — e Sianue 1,2 %

-
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“dtrelease
Amlodipine
Not less than 4.75 my and not more than 3
C(95.0% - 10340% of the dw e cd amaunt),

525 myg
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Vulsartan !

Not less than 152.0 mz and not maore than 168.0 mg ; 162,19 my
(95.0% - 105.0% of the declared amount), 1.4 %
Iorshelflife:

Awmlodipine

Not less than 4.75 mg und not more than 5§25 mg
(95.0% - 108.0% of the declared amount).
Vaisartan

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

Kisuicue srsnavcns

Hpu wgnyeny:

Asaroaumin
Rin 4,75 20 25 s S04 e
(95,0-105,0 ¥ nin sasmaenof wisexocri) 102,7 %
Baacapran
Bix 152,0 10 168,0 mr 162,19 sy
95,0-103,0 % sia sansienol kinnrocri) 01,4 % -

Lipomusicos nrepating npudaminocii:
Adsroumin

Bin 4,75 19 5,25 mr

(95.0-105,0 % six saswaenol RisLKoOCTI)

Baacapran
Bia 152,0 10 168.0 air
(95,0-105,0 % pin saneaenof kisabroeri)

Y, CMICROBIOLOGICAL Total .lwuhw microbial count ¢ FAMC) — not more * Less thun 10 CFU/ [ !

PURITY than 10° CFU/ g "
Total comhmcd molds and yeast (FAMC) - not more Less than 10 CFU/ ¢ i
than 102 CFL/ g

L Eschierichia coli/lg — should be absent ' _Absent

MirpoGivaoriana werora | e Signine 10° RYO/ Guserepiii'y Tr npenapary. He didnme HOKYON
He 6iapure - 10° KYO/r rpufis y | 1 upenapary. He Sianuie 10 KYO/r
He pouyenaersen Escherichin coli. y 1-¢ npenapary, Bincyrni

i 13. ("‘ummcnm(""mv)

Application for Cerdification

mentioned stations in full compliance with the requivements of GMP, set by the foeal regulatory
autherity, and in accordance with the specifications contained in the registration dossicr or trade
license of the country of the manufacturer or importing country if the products imporeed or file
specifications in preparation for the investigational product. Minutes of produetion, packaging
and testing were reviewed and the correspondence GM Py,

Jawsa upo ceprudinanio.

npoiayrail fyro pupodaeno (Brawmiodn yoakosry / maprysanna) i IPOBEALHG KOHTPOAL T
SHCOCTE DA B 3 HANeR it alantid v nosniil BLUTeBLWIOCYT 3 BUMOTIAN GMP, seranosaciing
MICHERIN POrYASFTOPHIST OPUAIION, & TARON ¥ BIANOROCT 3 CHOIQHIA NI, D10 MICTHILON 1
peeerpauiiinosy  gosne afio pecerpauilinomy  nocrizuenni  wpatin-napabince alo wpatu-
iMBopTepa, WKINO apojayRuin itepTesa, an 8 p0ene cnerudikuidit na ppenapar A
AOCALLRYBAUOTO JHRAPCLEOIQ mcom ITporokenn supeduimrsa, ynawosn 1a apuaizin Gyan

neperasy Ty i peranosiaeno nignonianicrs GVIP »,

15. ] Name and position / title of the person issuing the permit issuc series /
fipitsiine va novaaa 7 3sanns 0co0i, siea BIaan 10381 14 BIHIyex cepir,

"1 hereby certity that the abeve information iy true and accurate. This series of producis have |
been produced (including puckaging / labeling) and conducted quality control on the ahove |

«hiny w piarsepiukyio, wo waretena snnte ingopyanist € poetosipnoo i reunmo, Lo cepio
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Prepared by

Checked by . . : Approved by

Reviewer

Manager OC “dwlk‘«" QA

S A Suchindra Kumar
12.08.2024 12.08.2024
"rmtvcl by/ Ha; apywosano: Rudresh Kumar Printed on/ Ha; WROBAIO:

This is clu(mm(.\llv generafed report,

( C[)Hi(]llln!l SFCHEDOBRUO IBTOMATHRHO Tit HiAme ne ll(ll;)l(ll”l!l.

hence signature is not required,

Regd. Gilice
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