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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTHOIKAT IKOCTI CEP] LIHKAPCBKOTO 3ACOBY

[Nam of product/fasea ApoAyKTy | Asoman; tablets, 2,5 mg N30 (Ne10%3

{strength, dasagé!fﬁrm,-_.'-p'ackag'e size’} 6 2,5 mr He30 (Ne10x3) 8 Gnicrepax
4 and type/noaynariis, AiRapcbra i |

*[sthopma, posmip § anynakosswy b e
“[.Imperting country/ KpatHa-imtiopren. R
mﬁﬁmbéffﬁ%i&ﬁm o MA/3T68/01707 i i o
| Strength/Canagli— — _-.;5(ff}ﬁ-'rﬁta{iiﬁiﬁj&';:;Bzesifa%iéjjﬁq_tﬁifaleﬁt?:ta‘-'Siaﬁv{?}m_laﬁiﬁfnﬁ52;&.1&?&2%)

R _BMIBANNIHY Béchnaty, o eﬁaiaanewrﬂaS(’w}mﬁﬁgﬁﬁfﬁyz,'jMr
) Batc:hnamber;mwpmpﬁ _ L HI30E0TA T " |

1 Batch size/ Posmipeepli — 4528 packs/ynaKoBox

| Date of manufacture/gara 1 03,2023

LBHpCBHMyTRE

idatefcrpﬂﬁﬂpﬁﬁﬁ?mm 102:2026 T

| Naime, address and authorization | 5.?*‘.*2?33‘4!ﬁffiﬁf‘?ﬁﬁfm&?ﬁﬁﬁ"ﬁiﬁﬁlizif_kté%‘-;:-_ﬁ?l?‘i?fi-'3¥*£?;- P-1.and P-Z, L.T.B.T, Park, Phase

number of manufacturing | b M1D.C., Hinjwad, Pune - 411 057,

nup facturing [l | e Tinor to o0 Maharashtra, India/Emkyp |
| Site/uaana, apeca | nomep nigensii }1@3’;‘3&&;:Biﬁﬁ;tﬁjﬁ;ﬁ-ﬁm;;-;.3';5'!,?‘?_#}_'_?3?ﬁiﬁ‘:‘mﬁf Tall-2, LT.B.T, Napx, Gasa-Hl, MIAC, -

| BrpoGHHHOT AinsHuL | Xirgisant, Nyre - 411 057, Maxapaiurpa; lugis

o1 Ne Zﬁpﬂ’}f’f‘i‘?

[TestsiTecm Speczﬁaaﬁnnsmmuuqmama T | Results/Pesyrmvari
1. Tablet d scription 7 Onng | Faint yelldw coloured, heart shaped | Complics/ o

| incoated tablets, scored on dne side | Bianosiaae
jand plain on other sider brown |
| speckling on the surface are allowed |
| Tabretii -anersa wontore Konbopy |
| CepAueRMAHOT dopmi 3 g0 |
| PO37IOMY -3 gHiet croponss 1orhagui 3 |

-

| Moy ponyeraeren wa.  nopepxat |
| Tabneriot BRPARAGHHA: KODI\HERDTD .
i L RGHBODY S CR
| & tdentification /T Hetention e o major peaks i the | Compliss/
1 lgentudikayla chromatograms  of sample - solution -Blanosigae

corresponds o the chromatograms of ;'
| standard solution in assay |
CHac yrpumysasss OCHOBHOrO rifky Ha |
1" Xpomarorpami AOCAIgRYRaHOTS |
| PO3wHY i ocHoBHOro iRy Ha |
| Xpomarorpami POINMHY  niopiBHSHRS |
JoBuH chipnagany,
| Identification of color / | Orange red coloring | Complies7
3fﬁﬁﬁﬁiﬁfﬁ%@ﬁﬂﬁﬁ?ﬁﬁﬁH'&_..:_,...._u....----.--.:.- '-iﬁ_ﬁ'ﬁiﬁ'ﬁéﬁﬁiéﬁﬁfﬁéﬁﬁﬁﬁ&‘éﬁﬁ&@ﬁﬁeﬁfﬁﬂ:.___.. Bianosigge 0
|3 Uniformity of Weight / 35 55— o [ Minimumy Déviation= 515%
LOavopiaiicromacy - S .. Maximum Deviation= +1,2%
P egraton &St/ | Nat more than 75 iRgEs—— T mindtes/i xa T
Posrasamn . HeGinbwe 15 S
| 9+ Friability 7 Crupanicrs - Not more thap 1,08 0.4% T
§ Heﬁiﬂhwem% R 1
| & Dissolution 7 Posyiticrmn - Notless than 75.0% () 11 45 i 0.7% T T

i | He MeHwe 75% (Q) 3a 45 xy 913% TSR J0.1% T

1 7. Assay 7 Rinsidone: S
1 BUBHAUEHHK ] f ) i /
| S-)Amlodipinie Besilate 12375 mig- 2,625 mg | 2:479 mg/2 #
| Equivatent to S(-)Amlodipine / (95,0-105%) 9% )
| SC)amnoguniny ecunar, wo 2,375~ 2,625 wr 1

| exblraneHtho SCJamionuniiy: | 95,0-1050%8y o

- _-__'{iﬁi{ﬁﬁjjity/_c}gﬁ;}ﬁw;lt’:’?b BMmicry | I

| St-)Amladipine Besilate I Avg1s 16.2
| Equivatent to S(-jAmlodipine /|

| SCJamnopunivy Gecusar, o

‘Lexeleanentio S(-jamnoaniny |

Emcure Pharmaceuticals Limited
OSD - Division
Plot No. : P and P2, 1. T, - B, T. Park - Phase Il, M.LD.C., Hinjawacd, o gy india)
"~ PhoneNos. : + 9120~ 39821300 Fa‘:'{*Nt};_.:".'%-_91-:20_-»--_-8932?4%?4*'_-3_98_.2;_{}-26_
Registered Office : Emcure House, T-184, MLD.C., E?’“sja?**:9””3'?‘."?%.-1- '
" Phone Nos. -:+Q‘fi;2€i;u'-3{)8’iﬂt){}£}£ 27120084, Faxwﬂg‘ig{}-msi oo
E-mall : corporate@emoure.co.in., www.emeure.co.in, GIN - Lj24231PN1881PLC :




'Cﬁiéirﬁtiiiﬁm?;EIKQ{?I:I;(?;:Epﬁiﬁzmmﬁi{g)ﬁ}%mm

| 9« Related substances 7 Cynytiif |
{oAoMiwie s e o |
1~ impurity D7 Aomiana 2| | Not more than 1.0%/xe Gimbwie 1,08 -Below limit of detection/ Husus:
4 | J- o o o e BUABAEHHR | 1
_- ~:£at:tﬁi}éﬁ}ax*rﬁﬂ 1. .Not more-than 0.75%/vie Sinbie 0,75% | not detected / HE IHaMNEH

1= N-Formyl/N-Oopmin . Not miore than 0.75% /e Sinswe 0,75% | Below limit of detection/ Humue |
e i | mexd sussseng |

:--'.;:;_'gg;;;g§§_m;;_;;‘ﬁtija‘_é${éiﬁé{‘-_gﬁaﬁ:-___. 7| Not-more than 1.0%/ ke Sinbwe 1,08 | 0.0%

| impurity D, Lactone, N<Formyl) | :

| :_g._.{g_éft‘ﬁ'ﬁﬁ%}iﬁﬁ'-:'Eﬁié??_-;qmi‘iﬁﬁi{ 7

-;f_'(_“_j;g}j_i}.;i:_gamimuﬁ_:,q;ﬂaany, N- - |

110, Microbial imit 7 ST "

.| MipoSionoriuna wkcrora . o
- Total bacterdfal count 7| NMT 1000 efu/g/He 6insue 1000 KY0 B <100 per gram/s 1t

daraneHe  wmcno aepobHMK | 1 I nipenapary

| Mikpoopraiamis (TAMC) i

1 Total fungal count / B'ar&ﬁaﬁe- NMT 100 ¢fulg/He Ginsue 100 KYO a <10 per gram/e 1 ¢
1 fﬁM’C}iG_gp_imgmﬂaux { rinechenmx | 1 r npenapary
Ipubis (TYMC) ;

- Escherichia coti | Should. be absent ‘per 8 of the | Absent/BigcyrHie 11
|-product/He ACNYCKIETCH npucyThicTs |
S T -i-'.’-iEs't:hgriChi_a'CQii.B1 D RO
'The_;batch-meets the réquirements of for MQC to MA.NQ-UAJB?@;*G 101/ Cepin n innosinae sBuMoram MK JoPIL
Mo UA/3T768/01/01 |

I hereby certify thatthaaiaaue information Is authentic and ateurate, This Batch of product has been manufactired,

Including packaggﬂﬁ/lab&i!iﬁgandqaaﬁt?‘ control at the é_b@ifﬂﬁ':-m_gnt'iqﬁf&jgi_}.s_ite_;i'r'; full compliance with the GMP

alatory Authorlty and ‘with-the specifications in the Marketing, Authotization of the

equirements of the local Reg: ! an:
reviewed and fourd 1o be'in comiplianes.

Imf”-’fﬁwmtf?Thﬂbafﬁhmcessmgpackagmzanéanalvsisrmrdswerﬂ

With GMP. /.51 sansnnio, w0 waseaena nhute lipopmaii © AOCTABIDHOIO Ta TouHoID: L1 cepln Byia suraronners..
PRAIGHAONA YIAHOBRY | KoNTPOAY akocTE wa Sasmavenly BHlle BupobHnli Alnani (aiankkax), b noBHi
| g;maai,q;;gmgnumamﬁmﬁmpMmi{&ﬁﬂmﬂﬂf?ﬂwmam Oprany Ta ceuMbikaull Peccrpagiiitioro Trocalguensi
_' ;'g‘g_;a}jggfifﬁﬁﬂwﬁﬁ&ﬁ AIporoicnm '"'ﬁ“ﬁ}i’&ﬁﬁ‘iﬁ;ﬁr};ﬁa; YNARUBEM T3 KOHTPOMIG sKOCT Gyau  posrasmiyri § BH3nani

The initisl date of batch release Is. 12.04.2023. Current date of signature s the date of certificate reissue due to'the
‘corraction nftechnfcal mistake, ~ ﬁg{;}ﬁiﬂﬂﬁﬁa._-'gfa“faf_'ﬁﬁﬂ}iﬁ#y cepli'12,04.2023. fTovouns Aara nianucans ~ ue para
Negeaunycky ceprudikara s meroro HOprLyBauka Yexulinol Homumm,

UiﬁW‘f‘ﬁBﬂéﬂf}fﬁﬂfﬁ;}il&ﬁby Hepeaioans? Ch&ﬁkﬁﬁb}f i 3a?aepgmeﬂafﬁpprwe{i T—
f '-s&ﬁ_uraﬁha-i;smnggtfg‘v.-f' 1 Sanjay Auti e | Or. Ganesh Hotkar |

Vg O o R S N 1y quvisean Unosrosaiena ocoba /Qualified |
g s L TS - Mara/bate 14 guw : Persany. S AR PR VLS |
WA ¥ A i e JoARTE Date. VT w’b’.’:

Emcure Pharmaceuticals Limited
PlotNo i P-1and P-2, LT, - B. T, Park - Phase I, M.LD.C., Hirjawad, 'F_?ar‘z'éf%}%j{fi 057 (India)
| Phone Nos. : + 9120 - 39821300 Fax No. 1 +91 20 - 36821444, 3982 ?_1]3_4?6.__
Registered Office : Emoure Holise, T-184, ﬁﬁ.i;E};C;;_Ehaaﬁnf | Pgn%._—f%ﬁ ‘I 026.
Phone Nos, : + §1-20 - 30610000, 27120084, Fax No. : 91-20 - 30610111 o
E-mail’: cmwmté@émcur&,m;E'ﬁq www.emoure.co.in, CIN : U24231PN{981PLCO24261




