Cipla

CERTIFICATE OF ANALYSIS

s CEPTUDHUKAT AHAJIM3A
Page 1 of4/Crp. 1 u3 4
Produet: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepnsa Ne: 485086 Batch Quantity / O6bem cepun:  5845packs / ynaxosox
‘AR No / Ananuraueckuii oraer No : ARF/153/2025 | Date of Analysis / Iara anaauza: 04.08.2025
Date of Mfg / lata npomssoacrea: 07/2025 Date of Expiry / T'ogen go: 06/2028

Analysis performed according ND / Ananns nposenén mo HII: TT N013745/01-180522, amend No. 1 dated

09.07.2024 /11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

"Test/ [lokasaTein

Result / PesyneTaTst

Specification / Hopma

I | Description / Onmcatue

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 kpyrisie TabneTKH co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPUYHEBOTO IBETA € BKparuieHuaMu. Ha omHoli
CTOpPOHE TabNETKH BhiagieHo cnoso « CIPLA», na
AOpYTOH - JIMHAA pa3yioMa.

2 Identification / ITomIMHHOCTD

Ammoniacal solution turns a reddish colour /

2a) | Anthraquinone glycosides / Complies /
CootBetcTByeT OxpamuBanye aMMHaTHOTO PacTBOpa B KpacHbld
AHTPaXWHOHOBBIE TJIMKO3HIbI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTRyeET chromatogram of the sample solution should
MeTunmaparuapokcuoeHsoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YIEPKHUBAHUS OCHOBHOTO ITMKA HA XPOMATOrpaMMe
HCTIBITYEMOTO PACTBOPA I0JDKHO COOTBETCTBOBATh
BPEMEHH YIE€PKIUBAHUA OCHOBHOTO [MHKA HA
XpOMaTOrpaMMe CTaHJAPTHOTO PacTBOpa
MeTHInaparuapokcubensoara (pasaen
«Metunnaparuapokcubenzoar).

3 | Average weight / Cpennss
Mmacca

190.94mg / 190,94mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTBYET TpeGoBaHUaM HJ

Conclusion : APPROVED /
3aknwyenune: OOJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

P vl
HokymeHT npoeepeH OKK: %e/ [okymeHT ogobpeH OOK: /—-
Date / — Date /
fara: © 4. 0¢ reorl flara: 0408 200 %

FMQC003-15-10

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

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3A
' N Page 2 of 4/ Ctp. 2 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykT: CEHA,I},E@, TABJIETKM 13,5 mr
Batch No / Cepust Ne: 485086 Batch Quantity / O6nem cepun:  5845packs / ynakosok
AR No / Apaanrauecknii oruer Ne : ARF/153/2025|Date of Analysis / laTa anann3za: 04.08.2025
Date of Mfe / laTa nponssoacrea:  07/2025 Date of Expiry / oaen go: 06/2028

Analysis performed according ND / Auanns nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTathl Specification / Hopma

- Test / MokazaTenns )

4 | Uniformity of weight / Complies / CootBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
OmHOPOIHOCTE 1O Macce %

: 2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He Goxnee 6,0 %

Macce IOpH BbICYIIMBAHUI

6 | Dissolution / 83-95% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cenHo3nnos uepes 120 Mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn= 10 AV <L1.
ONHOPOAHOCTD HO3UPOBAHUS 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

7 inequality: ’
IM=xi| <0,01 x L2 x M. .
L1=15.0; L2 =25.0.
[Toka3saTesb MpHeMIeMOCTH i n=10 AV < LI.
B cayuae, eciu 3HaueHue AV npessimaet L1,
NPOBOJIAT HCTIBITAHME Ha cnesytomux 20 ofpasuax.
Jnan=30 AV < L1. Bce 3ga9€HAS Xi AO/DKHEI
YHAOBJIETBOPSITH HEPABEHCTRY:
[M-xi| <0,01 x L2 x M.
L1=15,0; L2:=250.

8 | Assay (Spectrophotometry) ‘ From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonwnuecTBeHHOE onpenencHue 14.12mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodotomeTpus) Ot 12,15 50 15,53 mr (o1 90,0 10 115,0 %)

14,12mr/1a6 CEHHO3M/IOB B MEPECUETE HA CEHHO3HUA B B oHOM
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: MpoaykT cooTeeTCcTBYET TpeboBarHusam H, | 3akntouyeHue: OOOBPEHO
Checked by QC In-Charge / = e .0 Approved by QA In-Charge / P
[okymeHT nposepeH OKK: ’ HokymeHT ogobpeq OCOK: )%-—‘/\-
Date / - Date /
[ara; 04 0®.1oaX fara: 0409 2025

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
b CEPTUOUKAT AHAJTN3A

Page 3 of 4/ Ctp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpogykr: CEHAJE[E®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485086

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

'AR No / AnannTuaecknii oruer Ne: ARF/153/2025

Date of Analysis / lata anannza; 04.08.2025

Date of Mfg / lara nponssogcrsa: 07/2025

Date of Expiry / I'ogen n0: 06/2028

Analysis performed according ND / Ananus nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyneTathi Specification / Hopma
NQ "Test / IlokasaTen
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue -
METHITIaparuapokcubeHsoara 0.043Mr/13a6
(BRXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uonorudeckas YncToTa

O61mee yucao a3pobHBIX
MUKPOOPraHu3MOB

10a) | Total Aerobic microbial count / 10

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

10b) | Total combined yeast and mould

IUIECHEBBIX H JIPOAKEBBIX
rpubos

count / O0mee uucno . <10

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

bacteria/ YcTOMIHBEIE K
JIeHCTBHIO YKEJTIH
rpaMOTPHIIATENIbHbIE OaKTepUH

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 07/

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyretBue B 1 ¢
10e) | Escherichia coli Absent /O’rcyTereyror Absentin I g/ Orcytcteie B |
10) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g / OteyrctEne B 10 g -

Remarks : The Product conforms ta ND/

Conclusion : APPROVED /

MNpumeyanue: Mpogykr cooTeetcTayeT Tpebosanusm HO | 3aknwoyeHue: ONOEPEHO

Checked by QC In-Charge /
NokymeHT npoeepeH OKK: q'EﬁM

Approved by QA In-Charge / ‘e
[JokymeHT onoBper OOK: L

Date /

flata; 94 9%" Lor

Date /

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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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne :

485086

Batch Quantity / O0beM cepun:

5845packs / ynakoBok

‘AR No / AsanuTudecknii oruer Ne: ARF/153/2025

Date of Analysis / lata anaanza: 04.08.2025

Date of Mfg / laTa npousBoacTBa:

07/2025

Date of Expiry / I'ogen go:

06/2028

Analysis performed according ND / Ananu3 nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toxaszareanb

Result / PesyabTaThl

Specification / Hopma

11

Package / YnakoBka

Package / Vnaxorka - 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 Tabierox B
6nucTep M3 nneHKH
[TONMBHHUIXTTOPHIHOM
(MOIHATHICHOBOM/
TIONUBHHUIHACHXIOPHIHOK) H
aFOMHHHMEBOi domnbry, mo 25
OJIMCTEPOB B KAPTOHHYIO TTa4Ky
C BJIOJKCHHEM 25 MHCTPYKLUi
0 MPHUMEHEHHIO,

Package / YrakoBka - 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 61MCTEp M3 MIEHKU TPEXCNOHHOM
(IIBX/TIS/MIBAX) v amoMuHKeBOi (osbsru. 1o 2
wny 3 GaucTepa BMECTe ¢ MHCTPYKIHMEH 1o
NPUMEHEHHIO B KAPTOHHYIO nadky. [To 20 tabnetok
B 61MCTEP U3 MUIEHKH MOJTHBHHHIXIOPUIHOH
(MONMATHIIEHOBO / MONMBHHUITHIEHXJIOPHUAHOH) H
amoMUHHEBOT (obry, 0 25 GaucTepos B’

KapTOHHYO MauKy C BIOKEHHEM 25 HHCTPYKUMIL Mo |

NMPUMEHCHHIO.

12 | Labeling / MapxupoBka According to ND /
B cootsercTeun ¢ H]J
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyXxoM MecTe NpH TEMIIEPaType He
XpaHeHHA Beime 25 °C. ‘
14 | Shelf life / Cpox ronHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykT cooTeeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwyeHue: OJOBPEHO

Checked by QC In-Charge / %M

Approved by QA In-Charge l/@)tﬂ,

HokymeHT nposepeH OKK: DokymeHT ogobpex OOK: /
Date / Date /
fara:  © SR - Bt [arta: 0408 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
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