Cipla

CERTIFICATE OF ANALYSIS
" CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

HMpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 485135

Batch Quantity / O6nem cepuu:

5845packs / ynaxoBox

AR No / AnaauTrueckuii oraer Ne : ARF/210/2025|Date of Analysis / Jarta anannsa: 07.10.2025

Date of Mfg / lata npoussogcra:  09/2025

Date of Expiry / T'ogen no:

08/2028

Analysis performed according ND / Ananus nposenén no H/: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Test / MoxkaszaTens

Result / Pe3sy/ibTaThi

Specification / Hopma

1 | Description / Orucanue

Complies / CooTBeTCTRYET

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. / [In0ckwe kpyrabie TabneTKH €O
CKOUIEHHBIMYU KPasgMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1BETA ¢ BKpamneHuaMy. Ha o/Hoi
cropoHe TabneTky BelaasIeno cnogo «CIPLAy, Ha
LIPYroii - IkHK|S pasjioma.

2 Identification / IlonnWHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpamnpaHie aMMHAYHOTO PacTBOpa B KPACHbIi
AHTPaXWHOHOBBIE TTIHKO3HIbI
LBET.

2h) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBETCTBYET chromatogram of the sample solution should
MeTHrmaparuipokcubensoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepsHBAHM OCHOBHOTO NMKa HA XpOMatorpamme
KCITLITYEMOTO PAacTBOPa JOJDKHO COOTBETCTBOBATh
BpeMEHH VIED#HBAHU OCHOBHOI'O 11HMKa Ha
XpOMaTOTpaMMe CTRHIAPTHOTO pacTBopa
MeTHJINaparnapokcudensoata (pasnen
«Meruinaparnapokcnbensoar).

3 | Average weight / Cpennss
macca

187.72mg / 187,72mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTeTCTBYeT TpeboBaHmam Hil

Conclusion : APPROVED /
3aknioyeHue: QQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JokymeHT nposeper OKI: ‘%-!11:"3 HokymeHT ofobpeq OOK: Lg_é.}«’(}_‘f.
x/,/'
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CEPTHOHKAT AHAJIM3A
Page2 of4/Crp. 2 u34

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485135

Batch Quantity / O6bem cepun:  5845packs / ynaxosor

AR No / Ananntraecknii order Ne : ARF/210/2025 | Date of Analysis / lata ananuza:  07.10.2025

Date of Mfg / lara npoussoacrea: _ 09/2025 Date of Expiry / T'ogen no: 08/2028

09.07.2024 / I1 N013745/01-180522, usm

Analysis performed according ND / Ananus nposesén no HJI: TT N013745/01-180522, amend No. 1 dated
. Ne 1 o7 09.07.2024

Test / Tlokazarensb

Result / PesyabTathl Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE 110 Macce

Complies / COOTBETCTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Goace + 7.5
%
2/20 tablets NMT £15% / 2/20 ne 6osee + 15%

Pacteopenne

5 | Loss on drying / [Toreps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce Mpy BHICYIIUBAHWH
6 | Dissolution / 85-96% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennozunop vepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOIHOCTh AO3WPOBAHHS

AV=6.0 The acceptability index forn= 10 AV <L1.

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 satisfy the
inequality:

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

Ll = 15.0; L2=25.0.

Mokaszarens npuemaeMoctd st n=10 AV < L1.

B ciydae, eciu 3HaueHue AV mpepeimaet L1,
MPOBOIAT UCMBITAHKE Ha crienyroumx 20 odpasiax.
Jlna n=30 AV < L1. Bce 3Ha4eHUs Xi TOMKHEI
YIOBJIETBOPATE HEPABEHCTRY:!

M-xi| 0,01 x L2 x M.

L1 =i15,0; L2=250.

8 | Assay (Spectrophotometry)
KonwuecTBeHHOE OTpelleNlcHHE
(CnextpodoTomeTrpusi)

From 12.13 to 15.53 mg (from 90.0 to 115.0 %) of

13.99mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 50 15,53 mr (ot 90,0 no 115,0 %)

13,99Mr/126 CEHHO3MIIOB B IepecteTe HAa CEHHO3K B B 0/iHOM
TabJieTKe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooteeTcTBYET TpeboBaHuam H | 3aknwoyexue: ONOBPEHO

Checked by QC In-Charge / __ ~ 4

OokymeHT nposepeH OKK:

Approved by QA In-Charge/ 7., .
[okymenT ogobper OOK: %{\E’i’

£

°

Date /
Lara:

0T \0-1018

Date /

[lata: 0Tt 2025

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
CEPTHO®HKAT AHAJIM3A

Page 3 of4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485135

Batch Quantity / O6vem cepun:  5845packs / ynaxopex

AR No / Ananaruueckuii oruer Ne : ARF/210/2025

Date of Analysis / lata aswanmza: 07.10.2025

Date of Mfg / lata npoussogcrea:  09/2025

Date of Expiry / I'onen no: 08/2028

Analysis performed according ND / Aranu3s nposexén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Result / PeaynbTaThl Specification / Hopma
% Test / Tloxkazarens
9 | Content of Methy! 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixanue
MeTHImaparuapoxcibensoata 0.040Mmr/Ta6

(B3XKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6ronorn4eckas YucToTa

10a) | Total Aerobic microbial count /

MHKPOOPraHH3MOB

Obmee yucI0 a3poliHLIX 20

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

10b) | Total combined yeast and mould
count / OB1iee aHCcio

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

<10
OJIECHEBBIX M JIPOFKKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10”/ g / He Gonee 10° /r
bacteria/ YcTolunBse K
JNEeUCTBUIO HKENIH
rpamMoTpHLaTeNlbHble OaKTEPHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYHOT Absentin 1 g/ OtcyTetBue B 1 T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OtcyTecTBHE B | T
100 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OtcyTeTBre B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: NpoaykT cooTeeTcTyeT TpebosaHuam HL | 3aknwoyeHue: ONOBPEHO

Checked by QC In-Charge / Oa.»

Approved by QA In-Charge / g,e_”_ \eob
b it

HokymenT npoeepeH OKK: = [lokyMeHT 0a06peH OOK:
Date / o Date /
fara:  © 7' '@ 7 orS fara: 01-80r 9095
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIU3A

Paged of4/Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHA,I[E®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485135

Batch Quantity / O6bem cepun:  5845packs / ynaxosoxr

AR No / Ananutnyecknii oruer Ne : ARF/210/2025

Date of Analysis / Jara ananuza: 07.10.2025

Date of Mfg / lata nponseoactea:  09/2025

Date of Expiry / T'onen no: 08/2028

Analysis performed according ND / Ananu3s nposenén no HJI: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / Pesyibratst Specification / Hopma

o Test / [lokazaTtens

11 | Package / Vakoska Package / Ynakoska - 20 tablets |Package / Ynaxoeka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 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. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / Ilo 20
GiucTep U3 MIEHKH TabneTox B GNHCTEP U3 MNEHKH TpeXcioiHol

- MOJIMBHHUIIXTIOPHAHOH (IIBXAI/MIBJX) u amoMuHueBo# donbru. 1o 2
(rMonuaTHNEHOROH/ unu 3 GnucTepa BMeCTe ¢ MHCTPYKLMeH no
MOJIMBHHWIMAEHXIOPUIHON) | TPUMEHEHHIO B KapTOHHYIO nauky. ITo 20 tabnetok
amMOMHHHEBOH dombru, mo 25 B OnHcTep W3 IUIEHKH MOJTUBHHUIXIOPHIHON
GNHCTEepOB B KAPTOHHYIO Naduky |(MONM3TUISHOBOH / MONMBHHUIUIEHXIOPUIHON) 1
C BIOMKEHWEM 25 HHCTPYKIMH AMOMHHIEBO#H QOTBrH, Mo 25 6IHCTEpOB B
10 MPHAMEHEHUIO. KApPTOHHYIO NAuYKy C BAOKEHHEM 25 UHCTPYKLMIT 1o
MTPUMEHE HHIO.

12 Labeling / Mapkupogska According to ND /
B cooteeteTBUM ¢ H]T

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyXoM MecTe Npu TeMIlepaType He

XpaHeHHs Bbinie 25 °C,
14 Sheif life / Cpok ronnocTi 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBETCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akntouenue: OOBEPEHO

Checked by QC In-Charge / >
[OokymeHT nposepeH OKK: f’;fﬁtJ

Approved by QA In-Charge / 4, )
HokymerT ogobpen OOK: }/‘éj/

Date /

eT- (O rors
Harta: &

Date /

[ata: oo 2ens

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, [ndia.
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