Cipla

CERTIFICATE OF ANALYSIS
h CEPTHO®UKAT AHAJIM3A

Pagel of4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485080

Batch Quantity / Ofbem cepuu:

5845packs / ynakoBok

AR No / Anasurnuecknii oraer Ne : ARF/147/2025 | Date of Analysis / Nara anaam3za: 26.07.2025

Date of Mfg / JlaTa npoH3BOACTBA: 07/2025

Date of Expiry / I'oaen j1o:

06/2028

Analysis performed according ND / Anann3 nposenén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toxa3zaTennb

Result / Pesyabratsl

Specification / Hopma

1 | Description / Onucarue

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. / ITnockue Kpyrable TableTKH CO
CKOLHEHHBIMU KPasMH OT KOPHUHEBOTO JIO TEMHO-
KOPHMYHEBOTO LBETA C BKpanieHusMu. Ha onHok
cropoHe Tabuerku BoiaaBieHo cnoso «CIPLA», Ha
JPYroii - TuHUsA pa3ioMa.

2 i-Identification / [TomnuHHOCTD

2a) -|“Anthraquinone glycosides /

& AHTPaxMHOHOBLIEC TTHKO3HbI

Complies /
CooTBeTCTBYET

Ammoniacal solution turns a reddish colour /
OkpammBaiie amMMHaqlioro pacTBOpa B KpacHLIif

11BET.
Zb)—_ Methyl Parahydroxybenzoate Complizs / Retention time of the principle peak in the
1 (HPLCY CoOTBETCTRYET chromatogram of the sample solution should
Merunnaparaapokcuien3oar corresponds to the retention time of the principle
- (B2KX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
VAEP/KUBAHNA OCHOBHOIO MUKA HA XpomaTtorpamme
MCTILITYEMOTO PAacTBOPA JI0JKHO COOTBETCTBOBATh
BPEMEHH YAEPKUBAHUS OCHOBHOTO IMHKA Ha
XpoMaTorpamMme CTaHAapTHOTO pacTBopa
meTHnnaparnapokcubersoarta (paaen
«MeTunnaparsapokcnbeHsoar).

Average weight / Cpenss
macca

(¥8 )

189.90mg / 189,90mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: [1poayKT COOTBETCTBYET Tpebosaruam HO

Conclusion : APPROVED /
3akntoueHue: OOQOBPEHO

Checked by QC In-Charge / C:if/ C—/’

NokymeHT nposepeH OKK:

Approved by QA In-Charge /
NokymeKT ogobper OOK:

=t

Date / 9 G- o1 oy

[aTta:

Date /
29-01-2025

[aTta:

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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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne :

485080

Batch Quantity / O6bem cepHu:

5845packs / ynakoBok

AR No / Aranurnyecknii oruer Ne : ARF/147/2025

Date of Analysis / [lara anajn3a: 26.07.2025

Date of Mfg / /laTa npon3BocTBa:

07/2025

Date of Expiry / T'ogen jo: 06/2028

Analysis performed according ND / Anaau3 npoBeien no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaThbl Specification / Hopma
» Test / lloxasaTenb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee +7,5
OHOPOIHOCTH M0 Macce ' %

2/20 tablets NMT £15% / 2/20 ne Honee + 15%

5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BeICYIIUBAHKMH

6 | Dissolution / 78-94% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cennosznaos uepes 120 muu

7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <L1.
OIHOPOAHOCTL J03UPOBAHHSA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < LI. All values of xi must satisfy the
inequality:

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

L1=150;12 =25.0;

[Tokazarens npuemiemocts a1 n=10 AV < L1.

B cnyuae, ecniu 3HaueHue AV npepbiiuaer L1,
MPOBOMIAT MCTbITAHKE Ha cleayommx 20 odpasuax.
Jinst n=30 AV < L1. Bce 3HaueHus Xi 10K HBI
YIOBJIETBOPSTE HEPABEHCTBY:

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

L1=15,0;L2=25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBEHHOE OMpejeieHue 14.15mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoromeTpHus) Or1 12,15 no 15,53 mr (ot 90,0 a0 115,0 %)

14,15mr/1a6 CEHHO3M/I0E B IEPECcYeTe Ha CeHHO3 M/ B B 0/1HOM
TabJeTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: [pofyKT COOTBETCTBYET TPEOOBAHNAM HAO

Conclusion : APPROVED /
3aknwoveHue: OJOEPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK:

o IS

Approved by QA In-Charge /
HokymeHT opoBpen OOK:

o=

Date /
Hara:

G ol rery

Date /
[ara:

29.07-2025

FMQC003-15-10

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

CERTIFICATE OF ANALYSIS
h CEPTHO®HUKAT AHAJIM3A

Page3of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485080

Batch Quantity / O6bem cepuu:

5845packs / ynakoBok

‘AR No / Anajquruueckuii oryer Ne: ARF/147/2025|Date of Analysis / ara anannza: 26.07.2025

Date of Mfg / JlaTa npousBoacra: _ 07/2025

Date of Expiry / T'ogen go:

06/2028

Analysis performed according ND / Anaan3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokazaTenn

Result / PesyabTaThbl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CoaepxaHue
MeTHITnaparuapokcubensoara
{BIXKX)

0.040mg/tab

0,040Mmr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo0uonoruueckas 4HicToTa

10a) | Total Aerobic microbial count / 20
O0uiee 4Kc10 a3poBHBIX

MHMKPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / O01ee yKco
TJICCHEBBIX M APOAGKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negztive
bacteria/ Ycroitumsble
AEHCTBUIO EIUU

rpaMoTpULaTesNbable 6iKTepHR

Absent /OtcyTcTBYIOT

Not more than 10° / g / He 6onee 10 /r

| 104d) | Staphylococcus aureus

Absent /OTC—}—I_TCTB)'IOT

Absentin | g/ OtcyrcTBHEe B | T

10¢) | Escherichia coli

Absent /OTcyTeTBYIOT

Absentin 1 g/ OrcytcTBue B 1 1

Salmonella

Lmn

Absent / OrcyTcTRyIOT

Absentin 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumevanume: MpoaykT cooteercTeyeT Tpebosaruam H

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / % =

Approved by QA In-Charge /
@25‘_&9
s

HokymenT npoBepeH OKK: [okymeHT ofobpeq OOK: e
Date / — Date /

Lo T, 1.
o = = =0T a0k Jara: 29-01-2025"

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

-

-

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485080

Batch Quantity / O6bem cepu:

5845packs / ynakoBok

AR No / Aua.nnr_ut{ecm{ﬁ otuer No: ARF/147/2025

Date of Analysis / Jlata anaausa: 26.07.2025

Date of Mfg / lata npoussoacrsa: _ 07/2025

Date of Expiry / T'ojen no:

06/2028

Analysis performed according ND / Ananu3 nposeaés mo HJL: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [Tokazarenb

Result / PesyabTaThbl

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

6aucTep M3 IUIEHKH
[TOJHBUHUNIXIOPHAHOM
(nOIM3ITHIICHOBOI/

MO NPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

TONMBHHHJIHAEHXTOPHIHOM) H
amomuHieBoil Gosbru,
GJIHCTEPOB B KAPTOHHYIO MauKy
C BIOMKEHHEM 25 UHCTPYKUMI

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. / [1o 20
TabeToK B GIUCTEP M3 TIEHKH TPEXCIIOHHOM
(MBX/TI3/NBAX) u amomunueBoit donbru. [To 2
Wwin 3 OnMcTepa BMECTE ¢ MHCTPYKLIMEH mo
MPUMEHEHHIO B KapTOHHYIO mauky. ITo 20 Tabnetok
B GrHCTEP U3 TUIEHKH MMOJMBUHHIXTOPHAHOM
(rMonuaTHIEHOBOI / MONMBUHWIHIE HXTOPUAHOH) W
anoMUHEEBOH (ONILIH, 0 25 GIHMCTEPOos B
KapTOHHYIO Na4Ky € BIOMKEHHEM 25 MHCTPYKLHH no
NPHMEHEHHIO.

no 25

Labeling / MapkupoBka According to ND/

B cootsetcTBuM ¢ H]

13 Storage conditions / Ycnosus

XpaHeHHsl Bhiwe 25 °C.

In a dry place, at temperature below 25 °C./ B cyxom mecte ipu TeMrneparype He

3 years /3 roga

14 Shelf life / Cpok roaHocTH

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTBYET TpeboBaHNAM HO

Conclusion : APPROVED /
3akntwoyvenune: OQOBPEHO

Checked by QC In-Charge /
JNokymeHT nposepeH OKK: "ﬁ/vj

Approved by QA In-Charge /
NoxymeHT opobper OOK:

Date /

Jara: 2 ¢-o7. 1038

Date /

Nara: 29.01- 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
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