Cipla

CERTIFICATE OF ANALYSIS

* CEPTUO®UKAT AHAJIN3A

. Pagelof4/Crp. 1434
Product: SENADE TABLETS 13,5 mg Hpoaykt: CEHAJIE®, TABJIETKHY 13,5 mr
Batch No / Cepua Ne: 485115 Batch Quantity / O6uem cepun:  5843packs / ynakoBox
AR No / Ananntauecknii otuer Ne : ARF/186/2025 | Date of Analysis / lara anaan3a: 17.09.2025
Date of Mfg / Jlata nponssoacrea:  09/2025 Date of Expiry / Togen xo0: 08/2028

Analysis performed according ND / Ananus npeseién no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ot 09.07.2024

[ Result / PesynntaThl Specification / Hopma

Test / Noka3aTens

1 Description / Onucanye Complies / CoOTBETCTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
fine on the other. / [TnockMe Kpyrable TabNeTKY €O
CKORIEHHBIMH KPAAMH OT KOPHUHEROTO 10 TeMHO-
KOPU4HEBOTO LBETA ¢ BKpanneHuaMu. Ha oaHOT
cTopoHe TabneTku BblaasneHo cnoso «CIPLA», na
ApYTOH - NTHHHA pa3ioma.

2 Identification / TToaIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turmms a reddish colour /
CooTBeTCTBYET OKpallMBanne aMMHAYHOTO PacTBOpa B KpacHbIM
AHTPaxHHOHOBBIE [THKO3M1Ib] d i
LBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
Metunnaparsapokcubenioar corresponds to the retention time of the principle
(BRXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyt Parahydroxybenzoaten) / Bpems
yAEPKUBAHUA OCHOBHOTO TIHKA HA XPOMATOrpaMme
HCTIBI TYEMOTO PACTBOpPa AGIKHO COOTBETCTBOBATD
BpEMEHH VASPKHBAHWA OCHOBHOTO NMHKA HA
XPOMATOIPaMME CTAH1APTHOTG pacTeopa
METWINaparnapokchdeH3oaTa (pasaen
«MeTunnaparuapokcubeHsoat),

3 | Average weight / Cpeanss 189.33mg / 189,33mr 189.95 mg +7.5% / 189.99 Mr +7,5%
Macca
Remarks - The Product conforms to ND/ Conclusion : APPROVED J

Npumeuanue: Mpodykr cooTeeTcTByeT TpeGosaHunam Hil 3aknouenune: OAOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / cob
OokymeHT nposeper OKK: OokymeHT ogobper QOK: /Q'\/

Date / — Date /
fata: \’).oﬂ\.q,ou) Oarta: 12022025

FMQCO003-15-10

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



Cipla

CERTIFICATE OF ANALYSIS

~

CEPTUDUEKAT AHAJIHN3A

Page 2 of 4/ Ctp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485115 Batch Quantity / O6sem cepun:  5843packs / ymakoBok
AR No / Asanurnueckuii oruer Ne : ARF/186/2025 | Date of Analysis / lara awannza: 17.09.2025
Date of Mfg / laTa npoussoacrpa:  09/2025 Date of Expiry / I'oaen ao: 08/2028

Analysis performed according ND / Aaanus nposenén mo

HA: F1 N013745/01-180522, amend No. 1 dated

09.07.2024 / TI N013745/01-180522, n3am. Ne 1 o1 09.07.2024

Result / Pe3y1bTATHI Specification / Hopma
e Test / TlokazaTean

4 | Uniformity of weight / Complies / CoorBercTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee = 7.5
OIHOPOIHOCTL MO MACce %

2/20 tablets NMT £15% / 2/20 e donee = 15%

5 | Loss on drying / lloTeps B 1.8% NMT 6.0 % / He doaee 6.0 %

Macce fIPH BLICYIIHMBAHUM

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) ceHHo3nnos vepes 120 muH

7 | Uniformity of Dosage units / AV=38 The acceptability index forn= 10 AV < L1.
QaHopCeAROCTE N0INPOBAHHA In the case where the value of AV exceeds LI, a

test is carried out on the following 20 samples. For
n=30

AV < L. All values of xi must satisfy the
inequality:

[M-xi| = 0,01 x L2 x M,

L1=150;L2=250.

[Tokasatens mpueMmnemocty ang n=10 AV < L1,

B ciyuae, ecan 3nauenne AV npessiwaer LI,
MPOBOAAT MCIILITAHME Ha CeAyiowHx 20 obpasLiax.
Aaan=30 AV < L1, Bce 3HaueHua Xi 10J4KHbI
YA0BIETROPATL HEPABEHCTRY;

M-xii 0,01 x L2 x M.

L1=150;L2=250,

8 | Assay (Spectrophotometry) From 12.15 to 15,53 mg (from 90.0 to 115.0 %) of
KonnyecTeeHHoe onpeaeieHine 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoToMeTpus) Ot 12,15 no 15.53 mr (o7 90,0 no 115.0 %)

14,0 1MriTad CEHHO3MAOR B NEpecHeTe Ha ceHHosua B B oaHo#
TadneTxke.

Remarks : The Product conforms to ND/
Mpumeuanue: [NpoaykT coorseTcTayeT Tpebosannam HI

Conclusion : APPROVED /
3aknwuenne: OQOBPEHO

HokymenT npoBepen OKK:

Checked by QC In-Charge / (@
\

Approved by QA In-Charge /
[oxymenT oaobpeH OOK;

e

Date /
HaTa:;

\7 O Lor g

Date/

LlaTa: 12:08 .90 ¢
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

ITpoaykT: CEHA,IlEt"\‘, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485115

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / AnaauTadyeckni oraer Ne : ARF/186/2025

Date of Analysis / lata anannsa:  17.09.2025

Date of Mfg / Narta nponssoacrsa:  09/2025

Date of Expiry / 'ogesn ao: 08/2028

Analysis performed according ND / Auaaus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyneTarsl Specification / Hopma
Ne Test / lloxkaszaTens
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0.056 mriTabd.
parahydroxybenzoate(HPLC)/
ConepskaHue )
MeTHInaparuapokcuberloaTa 0.04 | Mr/Ta6
(B3XKX) ’

i0 | MICROBIAL LIMIT TEST/ MuxkpoOuosiornueckas 4McTOTa

t0a) | Total Aerobic microbial count / 40

Ofmee Yucao aapodHbIxX
MUKPOOPTraHH3IMOB

Not more than 107 cfu/ g/ He 6onee 10 /r

10b) | Total combined yeast and mould
count / O6mwee 4neao

Not more than 10° cfu/ g /He Gonee 107 /r

<10
TUIECHEBBIX H IPOKKEBDLIX
rpubos
1 e} | Bile iolerant gram-negative Absent /OTcyTCTBYHOT Not more than 107 / g / He Gonee 10°
bacteria/ ¥YcToiiunBbIE K
ASHCTBHIO KENUH
rpaMoTpHUaTebHble GaKTepHu
10d} | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytcTBHE B | T
10e) | Escherichia coli Absent /OtcyTCTBYIOT Absentin 1 g/ OTtcytcTBHe B 1 1
169) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Orcyretsre B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumevanue: Mpoaykr cooteetcTayeT Tpefosanusm HO | 3akmoyenne: ONOBPEHO

Checked by QC In-Charge /
NlokymeHT nposepeH OKK: N

Approved by QA [n-Charge /

\ ol
HokymeHT oaobped OOK: ‘g}'\/

Date /
Oara: V) °\:wns

Date /

\¢ oo ¢
Hata:
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CERTIFICATE OF ANALYSIS
. CEPTH®HUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepun No; 485115 Batch Quantity / Oonem cepun:  5843packs / ynakoBor
AR No / Aranntavecknil oruer Noe : ARF/186/2025 Date of Analysis / lata anamuza: 17.09.2025
Date of Mfg / lata npouisoacrea:  09/2025 Date of Expiry / T'oaen no: 08/2028

Analysis performed according ND / Ananns nposeaén no H: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uam. Ne 1 o1 9.07.2024

Test / Moka3aTent

Result / PesyabTaTol

Specification / Hopma

11 | Package / ¥Ynaxkoska
in a blister made of

OJUCTED U3 NMJIEHKH
NOTHBUHHUITXTOPHAHOH
{(MoNHITHIEHOBON/

MO IPUMEHEHUIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 TabneTox B

NOTHBHHUNHIEHXIOPHIHOH) W
ATFOMUHHEBOH bonbri,
OIMCTEpPOB B KAPTOHHYIO MauKy
¢ BAOKEHHEM 25 HHCTPYKLHH

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
cartan. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / Tlo 20
TabneTox B OJIHCTED M3 [UICHKH TREXCI0HHOR
(NBX/T3BAX) v aromitHHeBoil donsru. [lo 2
uad 3 GnucTepa BMecTe ¢ MHCTpYKUHEH 1o
MPUMEHEHHUIO B KAPTOHHYIO Ttauky, [To 20 Tabaetok
B ONMCTEp H3 TIEHKH MOTHBHHHIXIOPHIHOH
{MONUITHICHOBOIH / NOMUBUHWIHMASHXIOPHAHOM) 1
amoMuHKeeoH donbru. no 25 daucTepor B
KapTOHHYIO NAYKY ¢ BAOKEHHEM 25 WHCTpyKUMH no
NPUMEHEHUIO.

no 25

12 Labeling / MapknpoBka According to NI/

B cootBeTcTBHH ¢ H]]

13 Storage conditions / Ycnogus

XpaHeHHs petiue 25 °C.

In a dry place, at temperature below 25 °C./ B cyxoM MecTe npy TemnepaType He

14 | Shelflife / Cpok roanocTu 3 years /3 roga

Remarks : The Product conforms to ND/
Npumevanue: MNpoaykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge /
HokymenT npoeepeHn OKK: \

Approved by QA In-Charge / wob
DokymenT oaobpen OOK: /@3’5/’

Date /
ate \’) 'Qe\‘l&'l{

Aava:

Date f

ﬂ'aTa: €09 . 2m§
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