Cipia

CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJIM3A

Pagelof 4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485084

Batch Quantity / Odbem cepuu:

5844packs / ynakosok

AR No / Anasurnuecknii oruer Ne : ARF/151/2025

Date of Analysis / [lata anaamn3za: 31.07.2025

'Date of Mfg / JlaTa npousBoacTsa:

07/2025

Date of Expiry / I'oaen go:

06/2028

Analysis performed according ND / Anaan3 nposeaén no H/L: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / MNokazaTenn

Result / PesyabTarsi

Specification / Hopma

1 | Description / Onucaxue

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. / [Lnockue Kpyrabie TabNeTkH o
CKOILICHHBIMH KPagMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOrO 1iBeTa ¢ BKparuienHaMH. Ha oaunoit
cropone Tabnerku eoiaasneHo cioBo «CIPLA», na
APYTO# - IMHKA pa3jioma.

2 Identification / IloaTHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OkpalliBaHHe aMMMa4HOTO PAacTBOpPA B KPaCHbIi
1 AHTpaxXWHOHOBbBIE ITIHKO3H/IbI iy
2b) | Methyl Parahydroxybenzoate Complies / Reténtion time of the principle peak in the
(HPLC)/ CooTtBeTcTBYyET chromatogram of the sample solution should
Mernanaparuaporcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
yIepKUBAHHA OCHOBHOTO MUKA Ha XpOMaTorpamme
MCMBITYEMOro pacTBOpa A0/UKHO COOTBETCTBOBATh
BpEMEHH YAep/KHBAHHA OCHOBHOIO IMHKA Ha
XpomarorpamMme CTaHAapTHOIO pacTBOpa
MeTHinaparujpokcibensoara (pasaen
«MeTnanaparuapokcubensoar).

3 | Average weight / C.pemmﬂ
Macca

189.07mg / 189,07mr

189.99 mg +£7.5% / 189,99 Mr+7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr coorBercTayeT Tpebosanuam HI

Conclusion : APPROVED /
3aknioyenue: O0OBPEHO

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

Approved by QA In-Charge /
[okymeHT opobper OOK:

o=

fara:

Date /

[arta: o)-08-2005"

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®HUKAT AHAJIM3A

-

Page2 of 4 /Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485084

Batch Quantity / O6beM cepun:

5844packs / ynaxosox

AR No / AnanaTuuecknii oraer Ne : ARF/151/2025|Date of Analysis / Iara ananuza: 31.07.2025

07/2025

Date of Mfg / laTa npou3sojacrsa:

Date of Expiry / I'ogen ao:

06/2028

Analysis performed according ND / Ananu3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Ttoka3zaTenn

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE [10 Macce

Complies / CooTBeTcTBYET

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

OnHOPOAHOCTD AO3HPOBAHHS

5 | Loss ondrying / [ToTeps B 2.3% NMT 6.0 % / He donee 6,0 %
Macce MpH BbICYIIHBAHHH
6 | Dissolution / 82-91% NLT 70 % (Q) of sennosides in 120 minutes
Pactsoperie He menee 70 % (Q) cenrozunos uepes 120 mun
- 7 .| Uniformity of Dosage units / . AV=59 The acceptability index forn=10 AV <L]I.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=130 ‘
AV < L1. All values of xi must satisfy the
inequality:

IM-xi| < 0,01 x L2 x M,

L1 =T15.0;1L2=250.

[Toxasarens npuemneMoctd ans n=10 AV <L1.

B cnyuae, ecnu 3nageHue AV npeseiiuaer L],
[POBOJAT UCIbITAHHE HA Clienyrolnx 20 o0pasuax.
Jns n=30 AV <L1. Bce 3Ha4eHHa Xi J0KHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L1=150; L2 =250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeneeHue
(CnexTpodoTomeTpHus)

13.89mg/tab /

13,89mr/Tabd

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 (ot 90,0 10 115,0 %)
CEHHO31/IOB B NMEPECYETE Ha CeHHO3Ua B B oaHOi
TabneTxe. :

|| Remarks : Thé Product conforms to ND/
Tpumeyanue: MpoaykT cOOTBETCTBYET TpeGoBaHusam HJ

Conclusion : APPROVED /
3akntoueHue: ONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: 359’}) AokymeHT ofoGpex OOK: )g \/
Date / R Date/
[ara: 2\ 2D flara: 0109 2008

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
s CEPTHOPHUKAT AHAJIM3A

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepun Ne: 485084

Batch Quantity / O6bem ceprH:

5844packs / ynakorox

AR No / ApanuTuuecknii oraer Ne : ARF/151/2025|Date of Analysis / lata anaanza: 31.07.2025

Date of Mfg / lata nponssoacrea: _07/2025

Date of Expiry / I'ogen no:

06/2028

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

Test / MokaszaTenns

Result / PeayabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepxanne
MeTHIIaparuapokcHberzoaTa
(BDXKX)

0.040mg/tab

0,040mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count / 10
O6uiee 4MCII0 a3polHLIX

MHWKpPOOPraHu3MoB

Not fnore than 10* cfu/ g / He Gonee 10 /r

10b) | Total combined yeast and mould
count / Ob1ee yucio
TIECHEBLIX W APOMKIKEBBIX

rpudos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycrolunssle K
AEUCTBHIO XKeITUH

rpamMoTpHLATCIIEHBIC Oaxrepun

Absent /OTCyTCTBYIOT

Not more than 10°/ g / He 6osee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

' Absentin 1 g/ OtcytctBHe B | ¢

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in 1 g/ OTtcytctBHe B | ¢

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/
NMpumeuanue: MNpogykT cootseTcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3axnoveHue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / \eof
[HokymeHT nposepex OKK: Fc,,/?w [lokymeHT opobpeH OOK: ﬁ”/
Date / 24 9*1‘.’2,91_5”"‘ Date / oi-O‘E'M
[Hara: [ara:

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




Cipia

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIU3A

Page 4 of 4 /Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485084

Batch Quantity / O0bem cepun:

5844packs / ynakoBok

AR No / Ananuruueckuii oruer Ne : ARF/151/2025|Date of Analysis / lara anannza: 31.07.2025

07/2025

Date of Mfg / [lata npou3BoJcTBA:

Date of Expiry / I'ogen go:

06/2028

Analysis performed according ND / Auanu3s npoBeién no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / [Moxa3zaTenas

Result / PesyabTaTsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

bnMcTep U3 NNEHKH

(nonH3TUNEHOBOI/

110 MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJIMBUHUIIXJAOPHAHOM

MOJHBUHUITHAEHXJIOPUIHOIL) U
amomMuHueBoil Goibru, no 25
GIHCTEPOR B KAPTOHHYIO MA9Ky
C BAOKEHHEM 25 HHCTPYKLIHI

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
TabjeTok B ONHCTEp M3 TIEHKH TPEXCIORHOI
(IMBX/ID/MIBAX) u antomurueBoid doabru. Mo 2
w3 6nucTepa BMecTe ¢ MHCTPYKIHEil o
NpPUMEHEHHIO B KapToHHYto nauky. [To 20 rabnetok
B GnHMcTEp M3 MUIEHKH NOTHUBHHUIIXJIOPHAHOM
(monu3ITHNEHOBO# / MOJHUBHHWIMACHXJIOPHAHOMH) 1
AMOMHHHEBOI (pombry, no 25 6aHCcTepoB B
KapTOHHYIO Ma4Ky ¢ BJIOKEHMEM 25 MHCTPYKUMI no
NPHMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /

B coorserctBun ¢ HJI

13 Storage conditions / Ycnosus

XpaHeHHs Bbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyXxom MecTe MpH TeMIEpaType He

14 Shelf life / Cpok roasocTu 3 years / 3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTBYeT Tpebosanuam HA

Conclusion : APPROVED /
3aknwyenue: O0OBEPEHO

Checked by QC In-Charge / = 4, o

Approved by QA In-Charge /

e

[okymeHT nposepeH OKK: = DokymeHT ofo6per OOK:
Date/ 2\.ow7. Date / .
[aTta: el [Hara: o\- 0320 Y

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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