Cipla

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

LY

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485189

Batch Quantity / O6nem cepuu:

5846packs / ynaxoBok

AR No / AnaauTuueckuii oruer Ne : ARF/289/2025

Date of Analysis / Iata ananu3za: 21.12.2025

Date of Mfg / lata nponssoacrsa:  12/2025

Date of Expiry /Tojen no:

11/2028

Analysis performed according ND / Anaaus nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Iloka3zaTenn

Result / PesyabTaTh!

Specification / Hopma

1 Description / Onncanue

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. / [1nockue Kpyribie TabNeTKH CO
CKOLIEHHBIMH KPasAMH OT KOPUYHEBOT'O JI0 TEMHO-
KOPHYHEBOTO LBETA ¢ BKparieHuaMu. Ha oaHoii
cropone TadJerky BoigasneHo cnoso «CIPLA», Ha
Ipyroi - THHHMA pasjioma.

2 Identification / IToanuHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OkpaluyBaHHe aMMHAuyHOTO pacTBOpa B KPacCHbI
AHTPaXMHOHOBbIE [TIHKO3UIBI .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTRYET chromatogram of the sample solution should
Metunnaparuapokcuben3oat corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPHKMBAHUST OCHOBHOTO [THKA HA XpoMatorpamme
MCILITYEMOTO pacTBOpa J0/iHO COOTBETCTBOBATH
BpeMEHH YIepiKHBAHHS OCHOBHOTO MHKA Ha
XpOMaTorpamMmMe CTaHAapTHOTO pacTBoOpa
meTuanaparuapokcubensoara (pasnen
«Metunnaparuapokcubensoar).

Average weight / Cpennss
macca

)

188.43mg / 188.43mr

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

|
|
|
|

Remarks : The Product conforms to ND/
MNpumeuanwme: MNpodykT cooTBeTcTBYET TpebosaHuam HIl

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Checked by QC In-Charge / %_(JJ:
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
| [okymeHT ogobpen OOK:

Date /

Hana: £2= 14 we-ticul

Date /

e 22 A2

FMQCO003-15-10

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




CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Cipla

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485189

Batch Quantity / O6bem cepuu:

5846packs / ynakoBok

AR No / Ananurnueckuii oryer Ne : ARF/289/2025|Date of Analysis / lata anannza: 21.12.2025

Date of Mfg / lata nponssoacrea:  12/2025

Date of Expiry / I'oaen jo:

11/2028

Analysis performed according ND / Anann3 nposeaén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / TNokazaTeib

Result / PesyabTarsl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTL MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ve 6onee + 15%

5 | Loss on drying / [loteps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BbICYLIHBAHUH
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosznaos yepes 120 muu
7 | Uniformity of Dosage units / AV =5.6 The acceptability index forn=10 AV <LI.

OHOPOAHOCTh O3UPOBAHKA

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.

LI = 15.0; L2=25.0.

[Tokazatenn npuemiemoctd s n=10 AV < L1.

B cayuae, ecnu 3HadeHue AV npesbiwaer L1,
MPOBOAAT UCTbITAHHE Ha cneayowux 20 obpasuax.
Jins n=30 AV < LL1. Bce 3HaueHus Xi 107KHbI
YAOBNETBOPATH HEPABEHCTBY:

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

L1 = 15,0; L2/=230.

8§ | Assay (Spectrophotometry)
KonnuectsenHoe onpeneneHue
(CnextpodoTomMeTpus)

13.98mg/tab /

13,98mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or1 12,15 10 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/I0B B nepectere Ha ceHHo3nl B B 0nHO#
TabneTKe.

Remarks ' The Product conforms to ND/
Mpumeyanume: MNpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuyerue: OOOBPEHO

Checked by QC In-Charge / __ — r.o0
HokymeHT nposeper OKK: { 7

Approved by QA In-Charge / e
OokymeHT opobper OOK /@‘/"

Date / )
L )

fata:  ~ ° AR

Date / 2242 265
Harta: - 7 7 ]

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
N CEPTUOUKAT AHAJIU3A

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

TMpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485189

Batch Quantity / Odbem cepuu:

AR No / Ananurnuecknii oruer Ne : ARF/289/2025

Date of Analysis / Jara ananuza: 21.12.2025

5846packs / ynakoBok

Date of Mfg / Jlara npou3soactea:  12/2025

Date of Expiry / I'ogen xo:

11/2028

Analysis performed according ND / Auaan3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Moka3zaTein

Result / PesyabraTbl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuinaparuapokcubensoara
(BDXKX)

0.040mg/tab

©0,040Mr/126

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

10 | MICROBIAL LIMIT TEST/ MukpoGuosiiornueckas uuctora

10a) | Total Aerobic microbial count /
O061uee uuc10 aspobHbIX 30

MHKPOOPIraHU3MOB

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

10b) | Total combined yeast and mould
count / Ofwiee yncio
MJ1IECHEBBIX H JAPOMKIKEBBIX

rpubon

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiuussie K
JNEHCTBUIO JKE4H

rpamoTpHuaresHbie faxrepun

Absent /OTCyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTeyTeTBYIOT

Absent in 1 g/ Oreyrcraue 8 | r

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrcreue B | r

100 | Salmonella

Absent / OTcyTeTBYIOT

Absent in 10 g / Orcyrersue B 10 g

| S—

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooteeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwyenue: OJOBEPEHO

Checked by QC In-Charge / ___ e o
JokymeHT npoepeH OKK: i

Approved by QA In-Charge / ﬁ .

[okymeHT ogobpex OOK: /

Date /

IR E I L o T
[aTta:

| fara:

- sl 72212225

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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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Paged4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

HNpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485189

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Anasnrugecknii oruer Ne : ARF/289/2025

Date of Analysis / lata anaamza: 21.12.2025

Date of Mfg / JlaTa npon3BojacTBa:

12/2025

Date of Expiry / I'ogen go:

11/2028

Analysis performed according ND / Anann3 nposexén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Toka3zaTenb

Result / Pe3yabTaThl

Specification / Hopma

11 | Package / Ynakoska

Package / Vnakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnetox B
OGnucTep M3 NIEHKH
MOJUBUHHIIXJIOPUIHO
(NMONUITHIIEHOBOI/
NOTUBHHHITHAEHXIOPHAHOM) H
amomuHnesoii donsru, no 25
BJIMCTEPOB B KAPTOHHYIO MAYKY
C BAOKEHHEM 25 HHCTPYKLHNI
10 MPUMEHEHHUIO.

Package / YnakoBka - 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 OJIMCTEp W3 MIEHKH TPEXCHOHHOM
(MIBX/MI2/MBIAX) u amomunruesoit ¢donsru. 1o 2
win 3 Baucrepa BMeCTe ¢ HHCTPYKIMEH 1o
NPUMEHEHHIO B KapTOHHYHO nauky. [To 20 Tabnetok
B 6aMcTep M3 NIEHKH MONHBHHWIXIOPHIHOI
(MOJAMATHICHOBOM / MONUBAHUIHACHXJIOPUAHOI) U
aAmoOMHHHEBOH Qosibry, o 25 GnucTepos B
KAPTOHHYIO MaYKy C BIOWKEHHEM 25 MHCTPYKUHIi o
MPUMEHEHHIO.

12 Labeling / Mapxuposxa

According to ND /

B coorsercTBuu ¢ H]|

13 Storage conditions / Ycnosus
XPaHe Hust

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

BbiLe 25 °C.

14 Shelf life / Cpok rogHocTu

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanwme: MpogykT cootseTcTByeT Tpebosannsam Hi

Conclusion : APPROVED /
3akntoyvenune: O0OBPEHO

-

Checked by QC In-Charge / -l
(GRYMBHT NpoERpEH O La?

| Approved by QA In-Charge / A
; [okymeHT ogobper OOK: ﬁ%’)/'

Date /

[ata 211 ey

Date /
Hata:

92- -2y

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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