Cipla

CERTIFICATE OF ANALYSIS
K CEPTHUDOUKAT AHAJIM3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne : 485069 Batch Quantity / O6bem cepun:  5845packs / ynaxkosok

AR No / AnanaTrueckuii oruer Ne : ARF/097/2025 | Date of Analysis / laTa ananmnza: 05.04.2025

Date of Mfg / lata npoussojcrea: _ 03/2025 Date of Expiry / 'omen no: 02/2028

Analysis performed according ND / Auanu3 nposeaén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThbi Specification / Hopma

Test / [lokaszaTeb

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 kpyrible TabneTku co
CKOIIEHHBIMH KPasgMH OT KOPHIHEBOTO 10 TEMHO-
KOPUYHEBOTO LIBETA ¢ BKparieHuamu. Ha onHoi
cropoHe TabneTku BeinaBneHo cnoBo «CIPLAy, na
JIpYroii - IMHUSA pasjioMa.

1 | Description / Onucauue Complies / CoorsetcTByeT

2 Identification / TTo/UIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OkpalBaHue aMMHa4qHOTO pPacTBOpa B KpacHbli
AHTpPaxHHOHOBBIE [NTHKO3HIIBL 3 T,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepxKUBaHMS OCHOBHOTO NUKA HA XPOMAaTOrpamMmmMe
HUCTIBITYEMOIO pacTBoOpa AOJIXKHO COOTBETCTBOBATH
BPEMEHH YICPXKHBAHUA OCHOBHOI'O ITHMKd HA
XpoMaTorpaMme CTaHIapTHOIO pacTBopa
MeTHianaparuapokcubensoara (pasnen
«MeTunnaparuapokcubensoar).

187.91mg/ 187.91mr 189.99 mg +7.5% / 189,99 mr £7,5%

3 | Average weight / Cpennsas
macca

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

Mpumeyanue: Mpogykr cooteeTcTByeT Tpebosanuam Hl

3akntwoyenue: OJOBPEHO

Checked by QC In-Charge / %‘;b_p

Approved by QA In-Charge /
[HokymeHT ogobper OOK:

5l

Date /
Hara:

HokymeHT npoeepeH OKK:
O . 04103 &

Date /

i 07-0Yy.2925
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOPUKAT AHAJIM3A
Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485069

Batch Quantity / O6bem cepun:  5845packs / ynakosok

AR No / Anaauruuecknii oruer Ne : ARF/097/2025|Date of Analysis / lata anann3za: 05.04.2025

Date of Mfg / lara npoussoacrea: _ 03/2025 Date of Expiry / I'oaen no: 02/2028

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

- Test / [loka3zaTesib

Result / PesyabTaThi Specification / Hopma

4 | Uniformity of weight /
OOHOPOIHOCTE MO Macce

Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
%
2/20 tablets NMT +£15% / 2/20 ne 6onee + 15%

PacTBopenue

5 | Loss ondrying / Iloteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICY LLIWBAHKHA
6 | Dissolution / 82-91% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units /
OAHOPOAHOCTE NO3UPOBAHHA

AV =55 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=30

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

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

L1 =15.0; L.2=25.0

MokaszaTens npHemaeMocT A n=10 AV <L1.

B cnyuae, ecnn 3naueHue AV npepbimaet L1,
TIPOBOMAT MCMBbITAHKE Ha cledylownx 20 odpa3uax.
Jina n=30 AV < LI. Bce 3HaueHns Xi 10/HKHBI
YIAOBJIETBOPATE HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8§ | Assay (Spectrophotometry)
KonuyecTBeHHOE ONpEAeIeHHE
(CnexrtpodoTomerpus)

From 12.15 to 15.53 mg'(from 90.0 to 115.0 %) of

13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

13,92M[‘/Ta6 CCHHO3MI0B B NEpECYETe HA CEHHO3H I B B onnoil
Tabnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooTeeTcTByeT TpeGosarnsm HI | 3aknouenne: ONOBEPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[NokymeHT nposepeH OKK: ‘?;EZL’J AokymeHT ogobpeH OOK: W%{
Date / Date / ‘

[ara: 6S- 0. Lol QET_& 07.CY.2025

FMQCO003-15-10
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CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIU3A

Cipla

Page 3 of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ilponykr: CEHA,HE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485069

Batch Quantity / O6bem cepun:

5845packs / ymakoBok

-|AR No / AnaanTnueckmii oraer Ne : ARF/097/2025

Date of Analysis / lara ananmsza: 05.04.2025

Date of Mfg / Tara nponssoacra:  03/2025

Date of Expiry / T'oaen o:

02/2028

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

Test / lNokazaTenb

Result / PeayabTathl

Specification / Hopma

9 | Content of Methyl 0.043mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHInapariapokciubensoara 0,043mr/1a6
(BDAX)

10 | MICROBIAL LIMIT TEST/ Mukpo6Hosioruieckas 4HcToTa

10a) | Total Aerobic microbial count /
Obiee yucno aIpobHbIx

MHKPOOPraHH3MOB

<10

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

10b) | Total combined yeast and mould
count / Obiee yucio
[UIECHEBBIX U IPOHIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiumusbie K
NEHCTBHIO WeJldH

rpaMoOTpHUATENbHbIE DaKTepuu

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrcreue B 1 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

101) | Salmonella

Absent / OTCYTCTBYIOT

Absent in 10 g / OrcyrctBue 8 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cooreercTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenme: OOBEPEHO

Checked by QC In-Charge /
LokymeHT npoeepeH OKK: i-’u

Approved by QA In-Charge /
DokymeHT ogobper OOK:

GH—

Date /

By, 05 PPN VIS

Date /

[ara: 07.04. 2025

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




Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHANE®, TABJETKH 13,5 mr-

.|Batch No / Cepus Ne: 485069

Batch Quantity / O6bem cepun:

5845packs / ynakopox

AR No / Ananutaueckuii otuer Ne : ARF/097/2025|Date of Analysis / Jlata anannza: 05.04.2025

Date of Mfg / laTta npoussoacrea: 03/2025

Date of Expiry / I'oaen no:

02/2028

Analysis performed according ND / Ananns nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / [MokaszaTens

Result / PesyibTaThi

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

6aKcTep U3 TMEHKH

(nonuaTUNIEHOBOH/

[0 NPUMEHEHHIO.

Package / YnakoBka - 20 tablets

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

MOJIMBUHHUIIXJIOPUIHOK

MONMBUHUINUAEHXTOPHIAHOM) 1
aAMOMUHNEBO# Qonbru, no 25
G1HMCTEPOB B KAPTOHHYIO MAuKy
C BJIOJKEHHEM 25 UHCTPYKLIUET

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 OIMCTEp U3 MIEHKM TPEXCI0HHOIM
(IIBX/TISMIBJIX) u amomurmeBoii goabru. ITo 2
uii 3 6aMcTepa BMECTe ¢ MHCTPYKIME 1o
NPUMEHEHHIO B KAPTOHHYIO nauky. [To 20 tabnetok
B OTMCTEp U3 [UIEHKH OJTHBHHHEIX TOPHIHOM
(MONMMATHIIEHOBOH / MOMTHBHHKUITHACHXIOPHIHOI) H
aOMHHHKEBO# (onbry, mo 25 6nucTepos B
KapTOHHYIO [auKy C BIOKEHHEM 25 HHCTPYKLMid Mo
[PUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B cootBetrcTBuu ¢ HJ{

13 Storage conditions / Ycnosus

XpaHeHus Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npH TeMIlepaTtype He

14 Shelf life / Cpok rogHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
MNpumeyanne: MNpoaykr cooTBeTcTBYET Tpebosanuam HI

Conclusion : APPROVED /
3aknwuenune: OJOEPEHO

Checked by QC In-Charge / Py
[HokymeHT npoepeH OKK: %’ y

Approved by QA In-Charge /
HokymeHT ogobper OOK:

G

Date /

il o101

Date /

ga_ra: (] '7‘ a b' . 20'2_;

FMQCO003-15-10
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