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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3IA

Page 1 of 4/ Crp. 1 u3 4

[Product: SENADE TABLETS 13,5 mg

IIpoaykT: CEHAAE", TARJIETKH 13,5 mr

Batch No / Cepun No: 485197

Batch Quantity / O6bem cepun:

5846packs / ynakoBok

AR No / AnaauTnaecknii oruer Ne : ARF/297/2025)Date of Analysis / lata anaausa; 29,12.2025

Date of Mfg / JlaTa npou3ssogcrea: _ 12/2025

Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Auanm n

posexén no HJi: TT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne
Test / TlokazaTens

Result / PesynbTathl

Specification / Hopma

1 | Description / Onucanie

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [nockue KpyINbie TABAETKH CO
CKOLEHHBIMH KPAAMH OT KOPHYHEBOIO AC TEMHO-
KOpMYHEBOro 1seTa ¢ Brpamienusmu. Ha oxwoit
cropone TalNeTKH BLLAABNEHO C10BO «CIPLA®, Ha
ApYroH - THHUA pasnoMa.

2 Identification / TIOLIHHHOCTH

2a) | Anthraquinone glycosides/ Complies / [ Ammoniacal solution turns a reddish colour /
A ) CoOTBETCTRYET OKpallHBaHe aMMHayHOTO PacTBOPa B KPacHbIH
HTPAXHHOHOBbIE [ITHKO3WIEI UBeT.
2b) | Methy! Parahydroxybenzoate Compilies / Retention time of the principle peak in the
(HPLCY CooteetcTByeT chromatogram of the sample solution should
Merunnaparnaporcubenzoar corresponds to the retention time of the principle
{(B3XKX) peak in the chromatogram of the Methyl

Parahvdroxybenzoate standard solution (refer test

i «Methyl Parahydroxybenzoate») / Bpems
YACHRHBEHHA OCHOBHOIG MTHKA Ha xpomamrpamme
HCTIBITYEMOTQ pacTBOpPa A0JAHO COOTBCTCTBOBATh
BPEMOHH YACPAHBAHHA OCHOBHOID NIHK2 HA

' XpoMaToTpaMme CTaéHIapTHOro pacTeopa
MeTunnaparuapokcubensoara (paszen
«MetuamaparnapokcrbeHsoar).

3 | Average weight/ Cpeanss
L Macca

190.49mg ¢ 190,49wr

183999 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Npumevanne: NpoaykT cooteeTcTByET TpebobaHusam HI

Conclusion : APPROVED /
3aknioyenue: OQOEPEHO

Checked - >
cked by QC in-Charge / ;(Ej )

HokymeHT npoeeper OKK:

Approved by QA In-Charge /
DokymeHT opobpen OOK:

e

Date /

Oara <2 N\2 2o2a

Date /

[aTa: 90122008

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTHU3A

Page 2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

[Mpoayxr: CEHAJIE", TABJTETKH 13,5 mr

Batch No / Cepus Ne: 485197

IBatch Quantity / O6bem cepHn:

5846packs / ynakoBok

AR No / Ananurasecknii otuet Ne : ARF/297/2025

Date of Analysis / [laTa ananusa: 29.12.2025

Date of Mfg / Jlata nponssoacTpa:  12/2025

\Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Aranus nposeagn no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

! Result / PeryanTaThl Specification / Hopma
e Test / PHoxazaTenn
4 | Uniformity of weight / Complies / CooTeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7.5
QaHOpOIHOCTD MO Matce %
2/20 tablets NMT £13% / 2/20 ne Gonee = 15%
5 Loss on drying / [Totepa B 2.1% NMT 6.0 % / He 6oaee 6.0 %
Macce OpH BBICYLIWBAHHH
6 | Dissolution / 80-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOpeHUe He metice 70 % (Q) cennozngor uepes |20 mun
7 | Uniformity of Dosage units / AV=359 ' The acceptability index forn=10 AV <L1.
O IHOPONHOCTL J03HPOBAHHS In the case where the value of AV exceeds L1, a
: test is carried out on the following 20 samples. For
:' n=30
AV < L1. All values of xi must safisfy the
inequality:
IM-xi| < 0,01 x L2 x M.
L1 =150;L2=250.
TMokaszatens npreMieMocTd 11 n=10 AV < L1.
B cnyuae, ecny 3nadenue AV npeseiaet L,
MPOBOAT MCTILITAHKE HA cnenytownx 20 obpasuax.
. Jdng n=30 AV < L1. Bee 3HaueHHA Xi ZODKHbI
" YIOBASTBOPATL HEPABEHCTBY!
CM-xii <000 x L2 x M.
L1=150;L2=250.
8 Essay {Spectrophotometry) 14,07 medtab From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
((E);:HECTBGHHOG ofpeseleHHe Amgitab . sennosides calculated as sennoside B in one tablet. /
KTpOhOTOMETPHS) O1 12,15 20 15,33 mr (01 90,0 1o 115,0 %)
14.07MriTat ; CEHHO3HIORB B MEpecyere Ha ceHHo3na B B canoi
| TabneTre.

Remarks © The Product conforms to ND/
Mpumeuanue: [MpoRyKT cooTBETCTBYET TPeBoBaHUAM HL]

Conclusion : APPROVED /
3aknweyenue: QQOBPEHO

EEE:;EgTbgp%SeJSéCIg&?(e / = Ta® Approved by QA In-Charge / Cod
H : = Dokyment opofped OOK: /@A
Date/ 5 a.\y .4 povg" | Date /

Data: Nata: 29.17 -2.28

FMQCD)3-15-10

Cipla ‘Ltd.,Cipia House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pemem Goa -403512 ,



Cipla

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIM3A

Page 30f 4/ Crp. 3 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAXE", TABJIETKH 13,5 mr

Batch No / Cepug Ne: 485197

Batch Quantity / Ofnem cepHn:

5840packs / ynakoBok

AR No / AnaauTnaeckuii oraer Ne : ARF/297/2025

Date of Analysis / lata anamuza: 29.12.2025

Date of Mfg / Jlata npon3soacrsa:  12/2025

Date of Expiry / T'oaen no:

11/2028

Analysis performed according ND / Araaus nposenéu no HII: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 o1 09.07.2024

-[ Result / Pesy.1sTaThl | Specification / Hopma

N Test / TlokazaTenhb

9 | Content of Methyl ' 0.038mg/tab 0.028 — 0.056 mg/tab. / O 0,028 10 0,056 Mr/Tad.
parahydroxvbenzoate(HPLC)
CoaepaHue
smeTannaparunipokcubensoara 0.038mr/Tab
(B3XKX)

10 + MICROBTAL LIMIT TEST! Mukpofunonoruieckas HHCTOTA

102) | Total Aerobic microbial count/
Ofuiee HnC10 aIPoBHBIX 10 | Not more than 10 c¢fu/ g / He 6onee 107 /T
MHUKPOOPraHH3IMOB

10b) t Total combined veast and mould Not more than 10 cfu/ g /He Goxee 107 /r
count / Obiee 4ucno <10
LICCHEBBIX M APOHIKEBHIX '
rpubos

10 c} | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 10°/r
bacteria/ YeToliuuaeie K
DefiCTBHIO KEJTHH
FpPaMOTpHUATE bHbIE DaKTEepHu !

10d) | Staphylococcus aureus Absent /OtcyTeTRytoT Absentin | g/ OteytetBue e I r

10¢) | Escherichia coli Absent /OTeyTCTBYIOT Absentin 1 g/ OtcyrctBHe B I T

100 | Salmonella Absent / OreyTeTeytoT Absent in 10 g / Oveyrcrane 8 10 g

Remarks : The Product conforms to NDi
MpumeuaHwe: MpOAYKT COOTBETCTBYET Tpebosaduam HI

Conclusion : APPROVED /
Jaknwovenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepen OKK: e

i

Approved by QA In-Charge /
JokymeHT opoBper OOK:

et

Date /
Hara;

AR oy O |

Hara:

Date /
11220015

FMQCG03-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, G
a Lid, ) , Ganpatrao Kadam Marg. Lower Parel, Mumbai - 400013 i
At : Simchem Pvt, Ltd., Plot No, 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512 > dndie




Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UEKAT AHAJIM3A

Pagedof4/Crp.4n3 4
Product: SENADE TABLETS 13,5 mg Tpoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne: 485197 Batch Quantity / O6nem cepun:  5846packs / ynakoBok
AR No / Anaautnuecknii otuet Ne : ARF/297/2023 | Date of Analysis / [lata anaauza: 29.12.2025
Date of Mfg / lara nponssoactea:  12/2025 |Date of Expiry / ToaeH zo0: 11/2028

Analysis performed according ND / Auanus nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, sam. Ne 1 o7 09.07.2024

r 1 Result / PesyabTaThl Specification / Hopma
N Test / TlokazaTenes [
[1 | Package / ¥Ynakoska Package / Ynakeska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-laver PVC/PE/PVDC film and aluminum feil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a

aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in [/PE/PVDC film and aluminum foil, 25 blisters with

a carton. / [To 20 Tabnerok B 25 patient information leaflets in a carton. / flo 20
BIMCTED M3 MNEHKH TabaeTek B G.IHCTEP M3 ILIEHKH TPeXCIoRHOH

MO HBHHWTXTOPHAHOH (TIBXTT/TIBAX) n antomusnesoit ponru. Io 2
(IONHATUNEHOBOH! wiu 3 SaucTepa BMecTe ¢ HACTpYKUMER no
MOAHBHHHAKACHXIOPUAHON) U | IPHMEHEHHIO B KAPTOHHYO mauky. [lo 20 rabaeTok
anoMUHHeBOH oIbrn, o 25 B GIHCTEP W3 MIEHKH NEIHBHHUIXIOPHIHOR

61MCTEpOB B KAPTOHHYIO MUKy  |(NOAKITUNEHOBOM / TIONMBHHWIHISHXIOPUAHON) K
€ BAOKEHHEM 25 MHCTPYKUUH ATHOMHUHHEBOH onbru, o 25 6aucTepos 8

| TIO IPHMEHEHNIO. KapTOHHYIO DaYKy ¢ BACKEHHEM 25 UHCTPYRUWH 10
:OPUMCHEHRHIO.

12 Labeling / MapkupoBka According 1o ND/
B coorBetcTun ¢ HJ
13 Storage conditions / Ycnopua In a dry place. at temperature below 25 “C. / B ¢yxoM MECTE OpH TeMOCPATYPE HE
© XpaHeHHs i Baiwe 25 °C.
14 Shelf life / Cpok roanoctu 3 years /3 roaa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ghuie:a;ug: MponykT cooTeeTcTRyeT Tpefosarusm HO | 3akniovyenune: OQOEPEHO
ecked by QC In-Charge / Approved by QA | ot
- n-Charge
HAokymeHT nposepen OKK; ffr\ M . ﬂ.gsymem- oiloﬁpeH C)Ol{s:J / /ﬁé}//
Date /
— Date
fata. < 1-\1.20% ,ﬂaTa'{ 98.-12-2005

FMQC003-15-10

(};i}:m.];_Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbaij - 400013, India
t: Simchem Pvt. Ltd., Plot Na. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 ‘ .




