Cipla

CERTIFICATE OF ANALYSIS

~

CEPTHUOPHKAT AHAJIM3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKU 13,5 mr

Batch No / Cepua Ne: 485105

Batch Quantity / O0bev cepun:  5845packs / ynakosok

AR No / Anaaurauecknii oraer Ne : ARF/176/2025 Date of Analysis / lara anaam3za:  30.08.2025

Date of Mfg / Jlata npousBoacrea:  08/2025 Date of Expiry / T'onen j0: (07/2028

Analysis performed according ND / Ananns nposenén no HL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne | o1 09.07.2024

Result / PesynbTaThl Specification / Hopma
No
Test / Noxka3zaTtenn
1 Description / OnucaHue Complies / CooTeeTcTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [1nockue Kpyrasie TAONETKH CO
CKOUWIEHHBIMH KpasMH 0T KOPHUHEROIO 10 TEMHO-
KOPUUYHEBOIO LBETA ¢ BKpanieHusMu. Ha 01HOH
cropoxe TabneTkH BpiaareHo cinoso «CIPLA», Ha
Apyro# - JIAHUA pa3ioma.
2 | Iidentification / TToLn{HHOCT
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OKpaligBarve aMMHAUHOTO PacTBOPa B KPACHLIA
AHTPAXKHOHOBbIE [IIHKO3HIIb]
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTgeTcTBYET chromatogram of the sample solution should
MeTunnaparuapokcuberzoar corresponds to the retention time of the principle
{(BIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yAepIMBAHUA OCHOBHOIO MHKA HA XPOMATOTPaMME
HCITBITYEMOrO PacTBOpa NOMKHO COOTBETCTBOBATD
BPEMEHH YAEPKUBAHHA OCHOBHOTO [THKA HA
XPOMATOTPaMME CTAHAAPTHOTO PACTBOPA
MeThanaparnapokcubensoaTa (pasaen
«MeTunnaparvapokcHOen3oar).

Average weight / Cpeanss
Macca

(V9]

187.37mg / 187.37mr [ 189.99 mg +7.5% / 189.99 mr +7,5%

|

Remarks . The Product conforms to ND/

Conclusion : APPROVED /

NpwMeyanue: Mpogykr cooTseTcTByeT Tpebosaruam HO | 3aknwvenune: ONOBPEHO

Checked by QC In-Charge / ?_,F et Approved by QA In-Charge /

HokymeHT npoeepeH OKK:

HokymeHT opaofped COK: W

Date /

[ata: 2e0og 1Y

Date /

Hata: 30-0g 202Y
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUPHUKAT AHAJTH3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg Tpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua No: 485105 Batch Quantity / Q0bem cepun:  5845packs / ynakonox

AR No / Anaautuuecknii oruer Ne : ARF/176/2025| Date of Analysis / lara anasmza: 30.08.2025

Date of Mfg / lata npoussoacra:  08/2025 ‘Date of Expiry / loges ao: 07/2028

Analysis performed according ND / Anann3 nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynnTaTthl Specification / Hopma
N Test / MoxkalaTeib
4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 rablets NMT + 7.5 % / 18/20 He Gonee = 7.3
OIHOPOIHOCTE (10 Macce %
. ! 2/20 tablets NMT =15% / 2/20 ne Doace + 15%
5 | Loss on drying / [loTepa 8 1.9% i NMT 6.0 % / He Sonee 6,0 %
MACCE TIPH BBICYLUHBAHUH
6 Dissolution / 81-96% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopeHne He Menee 70 % (QQ) cennosunaor depe3 120 MHH
7 | Uniformity of Dosage units / AV =506 The acceptability index forn = 10 AV < L1,
COIHOPOAHOCTE A03HPOBAHHUS : In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230
AV < L1. All values of xi must satisfy the
inequality:
M-xi| < 0,01 x L2 x M,
LI =15.0:12=25.0.
MNoxaszatens npuemnemocti 411 n=10 AV < LI,
B cnyuae, ecd 3HaueHue AV npesbiaet L1,
MPOBOAAT HCMBITAHKE Ha caenyownx 20 obpasuax.
Ja n=30 AV < L1. Bce 3HaueHus Xi 20/DKHbI
YAOBIETBOPATE HEPABSHCTRY:
IM-xil 20,01 = L2 x M.
L1=1350;L2=250
8§ | Assay (Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoauwuecteeHHOE OApEIENeHUE 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnexrpodoTomeTpua) Ot 12,15 30 13,53 Mr (07 90,0 mo 115.0 %)
14.06Mr/Ta6 CEHHOZMIOB B NepecyeTe Ha CeHHo3na B B 0110
| TablieTKe.
Remarks | The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpodykT cooTBeTcTBYET Tpebosanuam HI | 3aknoverne: OAOBPEHO
Checked by QC In-Charge / 7i 9 Approved by QA In-Charge /
okymeHT nposepeH OKK: - okyMeHT ogobper OOK: AL
Hoky posep Hoky P {;l;?k/
Date / Date /
—~ . € 7e —_ . s
fara. D€ ©B 228 Dara: 36708 2

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400015, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
) CEPTHPHUKAT AHAJIH3A

Page3of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg IlponykT: CEHAJIE®, TABRJIETKH 13,5 mr

Batch No / Cepus Ne: 485105 Batch Quantity / O6bem cepun:  5845packs / ymakosok

AR No / Ananutuueckuii oraer Ne: ARF/176/2025|Date of Analysis / Jlata anaan3a:  30.08.2025

Date of Mfg / lara npouszpoacrsa: _ (8/2025 Date of Expiry / F'ogen 10: (7/2028

Analysis performed according ND / Ananns nposenén no HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

| Result / Pesynbrarsl Specification / Hopma
Ne Test / [lokasaTenn
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue _
MeTuaTIapariapokcHdeH30aTa 0.045mr/rad
{BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruueckas YncToTa

10a) | Total Aerobic microbial count / 50
Obee uncio aapobHbIX Not more than 107 cfu/ g 7 He Gonee 10*
MHUKPOOPraH13MOB
105 | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gomee 107 /1
count / Obuiee 4mMco <10
[IECHEBLIX H APOHIKEBBIX
rpHboB
16¢} | Bile tolerant grani-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He 6oaee 107/t
bacteria/ Ycroliuupbie K
OeHCTBHIO HKENUH
rpamMoTpHiaTentHbie SaKTepuu
10 d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin t g/ OrcytcTBue B | r
10¢) + Escherichia coli Absent /OtcyTeTayOT Absentin | g/ OtcytctBHes 1 ¢
101y | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Oreyretene B 10 g
1
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MpoaykT coorseTcTByeT Tpebosanuam HI | 3aknoyenue: OAOBPEHO
Checked by QC In-Charge / Jlﬁlr,_p Approved by QA in-Charge / 7
Hokyment npogeped OKK: - - AokymenT ogobpen OOK: &i g
Date/ . -~ Date /
g IOLS 02
Tata: Ao beg 1o [ara: 20 0% -200Y

FMQC003-15-10

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
) CEPTH®HUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

MNpoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485103

Batch Quantity / O6bem cepun:

5845packs / ymakoBok

AR No / Asaauruueckuii otuer Ne: ARF/176/2025|Date of Analysis / laTa anaansa:  30.08.2025

Date of Mfg / llata npousBoactea: _ 08/2025

Date of Expiry / T'oaen no:

07/2028

Analysis performed according ND / Anaaus nposexén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3vm. Ne 1 ot 09.07.2024

Test / INokazaTens

Result / PesyantaTh

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

SnucTep M3 TMEHKH

(NOMHITUNEHOBOH/!

[0 NPUMEHEHHIO.

Package / Ynakosxka - 20 tablets

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

MOAMBHHHIIXIOPUIHON

MONHBUHKUAWACHXTOPUIKOR) 1
amomuurdesoil Goasru. no 25
GIUCTEPOR B KAPTOHHYHO NMauxy
C BAOWEHUEM 25 UHCTPYKUHH

Package / Vnakoska - 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
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / {to 20
TabneTox B OAMCTEDP M3 [LIEHKH TPEXCAOHHOM
(MBX/TIXIBAX) u anomunnesoil donsry. Mo 2
WK 3 GIHCTepa BMECTE C MHCTPYKUHEH 1o
NPUMEHEHHIO B KaPTOHHYIO nauky. [lo 20 Tabnerok
B OSIMCTED W3 MAEHKH MO JMBHHWAX0PHAHOM
(MONM3ITHACHOBOH / MONTHBUHUAWAEHXTOPHIHON) K
antoMuHKeBoi honsru, no 25 6akcTepos B
KAPTOHHYH [1a4KY C BIOKEHUEM 25 HHCTPYKUHE MO
MPUMEHEHHIO.

12 Labeling / Mapknposka According to ND/

B coorsercTBUM ¢ H/J,

13 Storage conditions / Ycnosus

XpaHeHHA Bbliwe 25 °C,

In a dry place, at temperature below 25 °C./ B cyxom MecTe NIpH TEMIMEPATYPE HE

14 Shelf life / Cpok ronHocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTBYET TpeGoBanuam HA

Conctusion : APPROVED /
3aknrovenne: OQQOBEPEHO

Checked by QC In-Charge / ~
HokymenT nposepen OKK: e t*rj

Approved by QA In-Charge /
HoxymeHT ogobpen COK:

A\
//-/

Date /

fatas Se-oR 10y

Date /

Lata: 2o0°0% 2%

FMQC003-15-10

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