Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

-

-

Page 1 of 4/Ctp. 113 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

|Batch No / Cepust Ne: 485082

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Ananurndecknii otuer Ne : ARF/149/2025 | Date of Analysis / Jlata anaamsa: 30.07.2025

Date of Mfg / laTa npoussoacrBa:  07/2025

Date of Expiry / 'onen no:

06/2028

Analysis performed according ND / Anasnns npoeeaén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MNMokazaTens

Result / PesyasTaThi

Specification / Hopma

1 | Description / Onucaunue

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-
line on the other. / [Tnockue Kpyrnsie TabneTku co
CKOIIEHHBIMU KPAasiMK OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOro LBETa ¢ BKparieHuamMu. Ha oquoii
cropoHe TabieTku BbiAaBneHo coBo «CIPLA», Ha
ApYroi - AMHMA paznoma.

2 Identification / TTogAHMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTreTcTBYET OKpalmBaHie aMMHAYHOTO pacTBOpa B KpacHbIif
AHTpaanOHogme FINKO3UIB] - -
2b) | Methiyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTtBercTBYET chromatogram of the sample solution should
Merunnapari 2pokcube H30aT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPHKHBAHHA OCHOBHOIO MHKA HA XPOMAaTOrpaMme
HCTIBITYEMOTO pacTBOpa N0JIKHO COOTBETCTBOBATh
BpEMEHN YIAEPKHWBAHWA OCHOBHOIO INMHKa Ha
XpOMAaTOrpaMMe CTaHAapTHOTO PACTBOpa
MeThInaparuapokcubensoara (pasmaen
«MeTtuanaparuapokcubensoar).

Average weight / Cpennsia
macca

V5]

190.48mg / 190,48mr

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

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooteercTByeT TpeGosaHuam H

Conclusion : APPROVED /
3akniouenue: OOOEPEHO

Checked by QC In-Charge / P Approved by QA In-Charge /

[HokymeHT npoeepeH OKK: ww JokymeHT ogobper OOK: W
Date / = Date /

fara: SO0 LalA [ara: ool 2005"

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

-

CEPTUDHUKAT AHAJIM3A

Page2 of 4/Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485082

Batch Quantity / O6bem cepuu:

5847packs / ynakoBok

| AR No / Ananurnaeckuii oruer Ne : ARF/149/2025 |Date of Analysis / lata ananuza: 30.07.2025

07/2025

Date of Mfg / /laTta npou3BoacTBa:

Date of Expiry / I'onen no:

06/2028

Analysis performed according ND / Anann3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N0G13745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / MokazaTennb

Result / PesynbTaTsl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTE MO Macce

Complies / CooTseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue 6omee + 15%

| OnHopoaHOCTH N03MPOBAHUS

5 | Loss ondrying / IToteps B 1.8% NMT 6.0 % / He 6ousee 6,0 %
Macce MpH BBICYITHBAHUH
6 | Dissolution/ 87-96% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cennosunos uepes 120 mun
~7 | Uniformity of Dosage units / AV =57 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=230
AV <L1. All values of xi must satisfy the
inequality:
IM-xi| < 0,01 x L2 x M.
L1=15.0; L2=250.
IMokasarenb npuemaemocty ams n=10 AV < L1.
B cnyuae, ecnu 3Hadenue AV npessrmaer LI,
NPOBOJAT MCTbITAHKE Ha cieayrowux 20 obpasuax.
Jnan=30 AV < LI. Bce 3HaueHuA Xi AOIMKHBI
YIOBIETBOPATE HEPABEHCTRY:
U IM=xi| 0,01 x L2 x M,

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KoJjinuecTBeHHOE OnpejeneHme
(CnextpodoTomerpus)

14.12mg/tab /

14,12mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/IOB B MEPECUETE Ha CEHHO3UA B B 01HOIM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooteetcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OOOBPEHO

Checked by QC In-Charge / :
[okymeHT nposepeH OKK: ‘;ibw :

Approved by QA In-Charge /
[HokymeHT ogobper OOK:

=

Date /
[ara:

20. 072025

Date /

FMQC003-15-10
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Cipia

CERTIFICATE OF ANALYSIS
. CEPTHDPUKAT AHAJIM3A
Page 3 of 4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Ilpoavkr: CEHA}[EEQ,_TABJIETI{H 13,5 mr
Batch No / Cepus Ne: 485082 Batch Quantity / O6nem cepun:  5847packs / ynakosox
/AR No / Anaawrnuecknii oruer Ne : ARF/149/2025|Date of Analysis / ara anaansza: 30.07.2025
{Date of Mfe / lata npoussoacrea: 07/2025 Date of Expiry / I'ogen go: 06/2028

Analysis performed according ND / Ananus nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaTsl Specification / Hopma
- Test / [MokazaTens
9 | Content of Methyl 0.037mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conep:xaHue .
METHINAparnapokcHOeH3oaTa 0.037Mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 1HCTOTa

102) | Total Aerobic microbial count / 10 ‘
O6uiee UHCIO a3POOHBIX Not more than 10" cfu/ g / He Gonee 10 /r

MHKPOOPrain3MoB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / O@uee yucne <10
NJIECHEBBIX H APOHOGKCBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/-Yeroiiuusblie K
JENCTBHIO SKEMUH
rpaMoTpHuaresbhbie 0aKTepHu

10 d) Staphj’lococcus aureus Absent /OTcyTcTBYIOT Absentin | g/ Orcyrcteue B 1 1

10¢) Escheriéhia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcyrctBue B 1 r

100 | Salmonella : Absent / OtcyTeTBYIOT Absent in 10 g / OrcytcrBue B 10 g
- |

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanne: Mpoaykr cootBeTcTBYET TpeboBaHusm HI | 3aknwoyeHue: OOOEPEHO

Checked by QC In-Charge / &.w Approved by QA In-Charge /

[okymeHT npoepeH OKK: [okymeHT ogobpeH QOK: )@}"‘L
 Date / i Date /

i [fara: 3oot 200.5”

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Paged4 of 4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepuis Ne :

485082

Batch Quantity / O6bem cepuns

5847packs / ynakoBox

"AR No / Apaaurnueckuii order Ne : ARF/149/2025

Date of Analysis / laTta anammsa: 30.07.2025

Date of Mfe / lara npoun3Bojacrsa:

07/2025

Date of Expiry / I'ogen go:

06/2028

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

Test / [MokasaTenn

Result / PesynbraTnl

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B
fnucTep M3 MIEHKH
NOJMBUHHIXJAOPUAHO
(noauITHNEHOBO/
MONUBUHUIHAEHXJIOPHIHOI) 1
amoMuHueBoit orbru, mo 25
GITUCTEPOB B KAPTOHHYIO MauKy
C BJIOKEHHEM 25 UHCTPYKLHMii
MO NPUMEHEHHIO.

—

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
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. / ITo 20
TabneTok B 6JHCTEP U3 MIEHKH TPEX CNOHHOM
(MBX/MISMIBJX) u anomuuuesoii gonsru. [To 2
Uy 3 61McTepa BMECTe ¢ HHCTPYKILHEH 1o
NPUMEHEHKIO B KAPTOHHYIO nauky. [To 20 tabnerok
B 6IMCTEp M3 MUIEHKH MOMHBHHHIXIOPUAHOH
(MOMMATUIIEHOBOH / MOTHBHHIIHAEH XIOPHAHOI) U
amoOMHHKEBOI honbry, mo 25 Gaucrepos B
KapTOHHYH NayKy C BIOKEHHEM 25 WHCTPYKUHI no
NPUMEHEHHUIO.

12 | Labeling / Mapkuposka According to ND /
B coorsercreumc HT ‘
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npH TeMHepaTyﬁe He
XpaHeHHs BbIwe 25 °C.
14 Shelf life / Cpoxk rogroctu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MMpoaykT cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyeHue: OOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT nposepeH OKK: ‘-—‘ZE—’W JokymeHT ofobpeH OOK: /@‘9/‘—"{(
Date / Date /

fera 3007 10" Oara: 20-01-202.5

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
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