CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Cipla

Page 1 of4/Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJE", TABJETKH 13,5 mar

Batch No / Cepus Ne: 485195

Batch Quantity / O6bem cepun:

5843packs / ynakoBok

AR No / Asannrnieckuii otuer No : ARF/295/2025 | Date of Analysis / lata anaausza: 26.12.2025

Date of Mfg / Jlara npoussoacrea:  12/2025

Date of Expiry / l'onen ao:

11/2028

09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

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

Result / PesyasTars

Test / Mokazarenn

Specification / Hopma

| Description / Onucanue Complies / CootseTcTayer

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. / [T1ockue kpyrasie TabneTku co
CKOLEHHBIMH KPasMK OT KOPHYHEBOIO 10 TEMHO-
KOPHUHEBOIO UBeTa ¢ BKparieHusiMu. Ha oaHoii
CTOPOHE TabNeTKH BbIAABIEHO CIIOBO «CIPLA», Ha
APYTOii - NHHUA pa3ioma.

2 Identification / MoanuuuocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorserctByeT OkpalinBaiie aMMHauHoOr0 pacTsBopa B KpacHblii
AHTPaxXMHOHOBBIE ITHKO3HbI
LBeT.
| 2b) Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the

(HPLC)/ Cootrercrayer chromatogram of the sample solution should
MeTtunnaparuapokcubensoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YAEPHKHUBAHHUA OCHOBHOTO MHKA HA XPOMATOrPaMMe
UCIILITYEMOTO PacTBOpa A0MMHHO COOTBETCTBOBATS
BPEMEHM YIEPAHUBAHHS OCHOBHOTO NHKA Ha
XpOMATOIpaMMe CTaHAAPTHOIO PacTBopa
MeThinaparuapoxcubensoara (pasen
«MeTunnaparuipokcndensoar).

Average weight / Cpeansis
macca

L¥¥]

189.30mg / 189,30mr

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

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykT cooTBeTCTBYET TPEbOBaHUAM H[

Conclusion : APPROVED /
3aknwoueHue: O[JOBPEHO

Checked by QC In-Charge / Py
HokymeHT nposepex OKK: 'fﬁwtzﬁ

Approved by QA In-Charge / el
HdokymeHT ono6peH OOK: }é‘\//

Date /

[ata: Al 2. 2028

| Aata:

Date /
261 2005
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

_|Batch No / Cepus Ne: 485195

Batch Quantity / Oonem cepun:  5843packs / ynakosok

AR No / Ananuraueckuii oruer Ne : ARF/295/2025

Date of Analysis / Jara anamuza: 26.12.2025

Date of Mfe / lata npoussopcra:  12/2025

Date of Expiry / I'oaen g0:

11/2028

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

Test / [TokazaTesb

Result / PesyabTaThbl

Specification / Hopma

4 | Uniformity of weight /
OaHOpPOOHOCTH MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

OAHOPOIHOCTH N03UPOBAHNA

5 | Loss on drying / [Toteps B 2.2% NMT 6.0 % / He donee 6,0 %
Macce rnpu BbICYLLIMBAHHH
6 | Dissolution / 80-97% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHnue He menee 70 % (Q) ceHno3unoB yepes 120 MuH
7 | Uniformity of Dosage units / AV=59 The acceptability index forn= 10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV < L1. All values of xi must satisfy the
inequality:

(M-xi} <0,01 x L2 x M.

L17= 150512 =25.0.

[TokasaTens npuemaemoct ans n=10 AV < L1.

B caydae, ecnu 3Hauenue AV npesbiwaer L1,
MPOBOAT HCMbITaHUE Ha cieaytomnx 20 obpasiax.
Jnan=30 AV < LL1. Bce 3HaueHus xi 10JIKHBI
YAOBICTBOPSTH HEPABEHCTBY:

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

L1=15,0; L2 =250:

8§ | Assay (Spectrophotometry)
KonuuecTBeHHoe onpeaeieHHe
(CnekTtpodoromerpusn)

13.98mg/tab /

13,98mr/Tab

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 0o 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3UJIOR B MepecueTe Ha ceHHo3ua B B 0jiHO#
TadneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTeyeT Tpebosanuam H

Conclusion : APPROVED /
3aknrueHdue: O0OBPEHO

Checked by QC In-Charge / F £ Approved by QA In-Charge / -~ Al

NokymeHT nposepeH OKK: il [okymeHT ogobper OOK: W
A A Date /

E::: D C . 12-1lers At 2¢\2-n0rS
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CERTIFICATE OF ANALYSIS
= CEPTU®HUKAT AHAJIM3A

Page 3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485195

Batch Quantity / O6bem cepri:

5843packs / ynmakoBok

AR No / Ananuruueckuii oruer Ne : ARF/295/2025|Date of Analysis / lara ananmsa: 26.12.2025

Date of Mfg / lata npoussoacrea:  12/2025

Date of Expiry / I'ogen go:

11/2028

Analysis performed according ND / Ananau3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

i Test / MokazaTesb

Result / Pe3yabTaTtsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepsxaHue
MeTHInaparuapokcubensoara
(B2XKX)

0.041mg/tab

0,04 1mMr/Tad

0.028 - 0.056 mg/tab. / O1 0,028 mo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoOuosiornueckas 44ctoTa

10a) | Total Aerobic microbial count /
Oobuiee uncno adpodHbIX 70

MHKPOOPIaHH3MOB

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

10b) | Total combined yeast and mould
count / Obuiee uncio
MECHEBBIX W JIPOIIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiunBble K
JIeNCTBHIO KENUH

rpaMoTpUuUaTe/lbHbIE 621KTEBPHH

Absent /OTCyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absent in 1 g/ OtcyrcTBue B | r

10 e) | Escherichia coli

Absent /OTCyTCTBYHOT

Absentin 1 g/ OtcytcTaue B I r

100 | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 ¢ / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTEyeT TpebosaHusam Hl

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

2 9 o p
Lokymert nposepen OKK: w2~ [1okyMeHT 0a06peH OOK: P
Date / s Date / B

[lata; 2—< ' \2-touh Mara: 26122028
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Cipla

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485195

Batch Quantity / O6nem cepun:

5843packs / ynakosox

|AR No / Anaaurnueckuii order Ne : ARF/295/2025

Date of Analysis / lata anaanza: 26.12.2025

Date of Mfg / laTa npousBojcrBa:  12/2025

Date of Expiry / I'ogen go: 11/2028

Analysis performed according ND / Ananus nposeaén no HJ/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / [Toka3zaTe b

Result / PesyabTaThi

Specification / Hopma

11 | Package / Ynakorxa

Package / Ynakogka - 20 tablets
in a blister made of
PVC/RE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTtok B
O6nucTep U3 NAEHKH
NOJTUBHHHIXTOPUAHOH
(MOAMITHIIEHOBOH/
NOJTMBHH MM AEHXTOPHAHOM) H
ATOMUHHEBOH (Bobri, no 25
OUCTEPOR B KAPTOHHYIO MauKy
¢ BAOKeHHeM 25 MHCTPYKUMid
110 NPUMEHEHHIO.

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
TabneTok B GaMCTEP M3 MIEHKH TPEXCIORHOM
(MBX/MI3/MBAX) u antomunueBoit ponsru. o 2
uin 3 Gaucrepa BMECTe ¢ HHCTPYKLMEH No
NPUMEHEHHIO B KapTOHHY0 nauky. [1o 20 Tabnerok
B OJIMCTep U3 MUIEHKH NOJTUBUHUIXIOPHAHOM
(MoAUITUIEHOBOI / MOJUBHHUIWAEHXTOPHIHOM) H
amoMHHUEBOI oabru, no 25 6auctepos B
KapTOHHYIO MayKy C BIOMKEHHEM 25 UHCTPYKIHI 110
MPUMEHEHHIO.

12 Labeling / Mapkuposka

According to ND /

B coorreTcTBrM ¢ H]T

13 Storage conditions / Ycnosus
XpaHeHUs

In a dry place, at temperature below 25 °C. / B cyxom Mecte npH temrepaType e

Bhite 25 °C.

14 Shelf life / Cpok roaHocTu

3 years / 3 roaa

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyedue: OQOBEPEHO

Checked by QC In-Charge / ¥ o
HokymeHT nposepeH OKK: 7’:6\, c-r

Approved by QA In-Charge /
HokymeHT oaobper OOK:

Date /

' -0 &
[ara: e .l A

Date /
Hata:

2612004

FMQCO05-15-10

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