Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDOUKAT AHAJTM3A

Page1of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne: 485040

Batch Quantity / O6bem cepun:  5849packs / ynakoBok

fAR No / AnaanTuuecknii oruer Ne : ARF/060/2025 | Date of Analysis / lata apanmsza:  25.02.2025

Date of Mfg / lata npon3soacrBa:  02/2025 Date of Expiry / I'ogen go: 01/2028

Analysis performed according ND / Auanns nposeaén no HJ: I N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne

Test / Iloka3zaTennb

Result / PeayibTaThl Specification / Hopma

1 | Description / Onucasue 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. / Ilnockue kpyrisie TabIeTKy co
CKOLICHHBIMH KpasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO IIBeTa ¢ BkpamneHusvu. Ha onnoi
cropoHe TaGneTkH BeiaBieHo crnoBo «CIPLA», Ha
JOpyTOi - THHNA pa3ioma,

2 Identification / IToaTHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTBYET OxpamMBaHAe aMMHAYHOTO PAacTBOPa B KpacHBIH
AHTPaXWHOHOBBIE TJITHKO3H/IbI Ly i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTunmaparuapokcuben3oat corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
YAep:KMBAHUS OCHOBHOTO ITHKA HA XPOMATOIPaMMe
HCIIBITYEMOTO PACTBOPA JOJIAKHO COOTBETCTBOBATh
BpEMEHH YIep KUBAHHAA OCHOBHOTO ITHKA Ha
XpOMaTorpaMme CTaHAapTHOIO pacTBopa
MeTHITaparaapokcubensoara (pasaen
«MetunnaparaapokcubeH3oar).

3 | Average weight / Cpeausas 189.33mg / 189,33mr 189.99 mg £7.5% / 189,99 mr £7,5%
mMacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MNpumeuanue: MpoaykT cooTBeTCTBYET TpebosaHuaM H | 3akntoyenue: ONOBPEHO

Checked by QC In-Charge / ;ﬁw Approved by QA In-Charge / %b%
[okymeHT nposepeH OKK: [okymeHT opobpeH OOK: o
Date / . -' Date | ,

flata: L5028 & fara: 26.02.- 2025
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Cipla

CERTIFICATE OF ANALYSIS
iy CEPTUO®HKAT AHAJIWU3A
- Page 2 of4/Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg IIpoayxr: CEHA,HEE, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485040 Batch Quantity / O6bem cepun:  5849packs / ynakosok
" |AR No / Ananmraueckuii oruer Ne : ARF/060/2025 |Date of Analysis / ata anaam3za: 25.02.2025
Date of Mfg / ata npomssogcrea:  02/2025 Date of Expiry / 'onen no: 01/2028

Analysis performed according ND / Ananun3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl Specification / Hopma

Test / Tloka3aTesib

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7,5
OIHOPOIHOCTH N0 Macce %
z 2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToteps B 1.7% NMT 6.0 % / He 6oiee 6,0 %
Macce MPH BBICYITHBAHWH
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cennozunos uepes 120 muu
7 | Uniformity of Dosage units / AV=353 The acceptability index forn=10 AV <L1.
OIHOPOAHOCTb NO3UPOBAHUS 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.

L1=15.0;1L2=250. .

TMoxasarens npuemaemoctd oma n=10 AV <L1.

B cnyyae, ecnu 3Hauenne AV npessimaer L1,
TIPOBOJIAT UCIIbITAHHE Ha creayromux 20 ofpasnax.
Hnan=30 AV <L1. Bece 3HaueHnAs Xi JOKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L1=15,0;1.2=25,0.

8 | Assay (Spectrophotometry) ) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OMpencneHne 13.91mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoTomeTpis) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,91mr/1a6 _ CEHHO3MIIOB B IepecyeTe Ha CeHHO3WI B B 0mHOM
TabieTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykT cooTeeTcTBYET TpebosaHuaM HI | 3aknoyeHue: OJOBPEHO
Checked by QC In-Charge / Q’P = Approved by QA In-Charge /
HokymeHT nposepeH OKK: 2 HokymeHT ogobpeH OOK: %(/
o &S 011038 ol 285022028
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CERTIFICATE OF ANALYSIS

-

CEPTHDHUKAT AHAJIM3A

Cipla

Page 3 of 4/ Ctp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485040

Batch Quantity / O6bem cepun:  5849packs / ynakoBor

AR No / Ananuruvecknii oruer Ne : ARF/060/2025

Date of Analysis / lata anananza: 25.02.2025

Date of Mfg / lata npon3Boacrsa: _ 02/2025 Date of Expiry / 'ogen go: 01/2028

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

Ne Result / PesyabTaThl Specification / Hopma
Test / MokaszaTenas ’
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mMr/Tab.
parahydroxybenzoate(HPLC)/
Cozepxanue
MeTUIaparuapoxcubenzoara 0.041Mr/Tab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Muxpo6uonoraueckas 4HcTOTa

10a) | Total Aerobic microbial count /
O0bmee uncno a3pobHBIX
MHKPOOPraHu3MOoB

30

Not more than 10* cfu/ g / He 6omee 10° /r

10b) | Total combined yeast and mould
count / Obuiee uncno
I[LUIECHEBBIX ¥ IPOIKIKEBBIX
Tpudon

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcrotiuuBble K
JIEHCTBUIO HKEeITTH
rpaMoTpHLaTeIbHble GaKTepHu

Absent /OTCyTCTBYIOT Not more than 10/ g/ He 6onee 1

0% /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT Absent in 1 g/ OtcyrctBme B 1 T

10 ¢) | Escherichia coli

Absent /OTCyTCTBYIOT Absentin 1 g/OrcyrctBue B I T

109) | Salmonella

Absent / OtcyTeTBy1OT Absent in 10 g / OtcyTtersue B 10

g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNMpumeyvanume: Mpoaykr cooteeTcTayeT TpebosaHuam HI | 3aknovyenune: OO0OBPEHO

Checked by QC In-Charge / [ Approved by QA In-Charge /
NokymeHT npoeepeH OKK: .a:f_/t;—o [okymeHT ogobper OOK: %/{

Date /

[ata: R~ ede boad

Date /

Nara 2.5 O P2025
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTUDHUKAT AHAJIM3A

Page4 of4/Crp. 4 n3 4

Product: éENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485040

Batch Quantity / Oobem cepun:

5849packs / ynakosox

AR No / Auannrnuecknii oruet Ne : ARF/060/2025|Date of Analysis / laTa amammza:  25.02.2025

Date of Mfg / Jlata npoussoacrea:  02/2025

Date of Expiry / I'oaxen xo:

01/2028

Analysis performed according ND / Anasan3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl

Test / Ioka3zaTenan

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OmucTep M3 MIEHKA

(momMATHIIEHOBOI/

o TPUMCHEHHIO.

Package / Ymaxoeka - 20 tablets

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

MONABHHUITXIIOPUIHOH

HOMUBUHHNHAS HXIOPHIHOI) 1
amrOMUHKMEeBOI (ombry, no 25
G1UCTEpOB B KAPTOHHYIO MA4Ky
C BIOKEHMEM 25 HHCTPYKIHii

Package / Vnakoexa - 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 OIUCTEp H3 [JIEHKH TPEXCIOiHOM
(IMIBX/TID/MBIX) n amomuaneBoi donsra. [To 2
win 3 OkcTepa BMecTe ¢ MHCTpyKIueit o
NpPHMEHEHHIO B KapToHHY10 nauky. [To 20 tabneTox
B OIMCTED M3 TIEHKH TIONTHBUHILTXJIOPHTHOH
(ITONHATHIICHOBOI / IONMHBHHUITHICHXTIOPUIHO) 1
amomMuHreBol Gombru, mo 25 ONUCTEpOB B
KapTOHHYIO MadKy C BIOKEHHEeM 25 HHCTPYKIHMi 1o
TIPHMEHCHHUIO.

12 | Labeling / MapxupoBka According to ND /

B cootsercteum ¢ HJJ

13 Storage conditions / Ycnopus

XpaHeHus Beie 25 °C. .

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

14 Shelf life / Cpox rogHocTH 3 years /3 roja

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cootseTcTayeT TpeboBarHuam H/

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

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

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

&

Date /

e Lol o T .5 O

Date /

Jara: Thadin- 3T2E

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




