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Cipla

CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIU3A

A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua Ne : 485145 Batch Quantity / O6nem cepun:  5842packs / ynaxosok
AR No / AnaaaTrueckuii oryer No : ARHZ”2/20'?5 Date of Analysis / laTta ananusa: 21.10.2025
Date of Mfg / laTa npon3Bogcra:  10/2025 Date of Expiry / I'onen no: 09/2028

Analysis performed according ND / Anaim3 nposenén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Mokasareib

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

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. / [nockue kpyrnsie Tabnertin co
CKOIIEHHBIMH KPasMH OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETa ¢ BKpamneHuaMu. Ha oaHoii
cTopoHe TabneTku BolaasneHo cnoso «CIPLA», na
IOpPYTOH - IWHKA pa3jioMma.

2 Identification / [TopnuHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpammBanne aMMHAYHOTO PacTBOpa B KpacHbiif
AHTPaxXHHOHOBhIE TJIMKO3M/1bI iRER
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
MeTunnaparuapokcubexszoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YAEPKUBAHHA OCHOBHOTO MAKA HA XPOMATOrPaMMe
MCTIBITYEMOTO PACTBOPA JOJKHO COOTBETCTBOBATh
BpEMEHH YAepKHUBAHHA OCHOBHOIO MHKa Ha
XpomarorpamMmme CTaHaapTHOro pacTBOpa
MeTunnaparuapokcuberzoara (pasaes
«MeTuianaparupokcubeH30aT).

3 | Average weight / Cpennsis
Macca

193.48mg / 193 48ur

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

Remarks : The Product conforms to ND/
MpumeuaHue: Npogykr cooteeTcTBYeT TReboBaHUAM H/]

Conclusion : APPROVED /
3aknwyeHue: OQOEPEHO

Checked by QC In-Charge / _ £
HokymeHT npoBepen OKK: »%:_ T2

[okymeHT ogobper OOK:

Approved by QA In-Charge / W

Date /

Oata: 2

\0o-le LS/

Date /

Oata: 10" Lol
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

-

Page2of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg . |Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepunt No: 485145 Batch Quantity / O6bem cepun:  5842packs / ynakoBox
AR No / Ananutugecknii oraer Ne : ARF/222/2025|Date of Analysis / Jlara anaau3za: 21.10.2025

Date of Mfg / lata npoussoacrsa:  10/2025 Date of Expiry / I'ogen no: 09/2028

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

Analysis performed according ND / Ananns nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated

Result / PesyabraTsl

Test / lMokazaten

Specification / Hopma

4 | Uniformity of weight / Complies / CooTsercTByet
OnHopoaHOCTL MO Macce

18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

ONHOPONHOCThL 03HPOBAHMS

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Gouee 6,0 %
Macce MpH BeICYITHBAHHK
6 | Dissolution / 77-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3nnos yepes 120 mun
7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <LI.

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:

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

Ll = 15.0; L2 =25.0:

IToxasarens npuemnuemocty wis n=10 AV < L1.

B cnyuae, ecau 3HaueHue AV npessimaer L1,
NpPOBOIAT HCIIBITAHKE Ha crieayomux 20 odpasuax.
Jnsi n=30 AV < L. Bce 35aueHns Xi 1014 Hbl
YIOBJIETBOPATE HEPABEHCTBY:

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

1 =150, L2=250.

8 | Assay (Spectrophotometry)
KonnyecTseHHOE  OnperencHue 14.11mg/tab /
(CnextpodoTomeTpusi)

14,11mr/Tad

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B lepecyeTe Ha ceHHO3r 1 B B omHoli
Tabnerke.

Remarks : The Product conforms to ND/f Conclusion : APPROVED /
Mpumeyanne: MNpoaykT cooTeeTCTBYET TpebosaHuam HI | 3akniouenue: ONOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / conb
HokymeHT nposepex OKK: ’E"J/D/w HokymeHT ofo6peH OOK: /—\//
Date / — Date / 5 -

24- 102 v\e Qo
Data: < i Jara: 2 —
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJTM3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485145

Batch Quantity / O6bem cepun:

5842packs / ynaxoBok

AR No / Anannruyecknii oruyer Ne: ARF/222/2025|Date of Analysis / lata ananunza: 21.10.2025

10/2025

Date of Mfg / llaTa nponsBoacrsa:

Date of Expiry / l'onen no:

09/2028

Analysis performed according ND / Ananu3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. No 1 ot 09.07.2024

Result / PesyabTaThi

Specification / Hopma

(BIXKX)

b Test / lNokaszatens

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
ConepixaHue
MeTHANaparuipokcudeHsoara 0.042Mr/Ta6

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

10 | MICROBIAL LIMIT TEST/ Mukpo6Honoru4eckas 4uctora

10a) | Total Aerobic microbial count /
Oduuee YyHCo aIpoOHBIX 50

MHKpPOOPraHU3MOB

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

10b) | Total combined yeast and mould

count / O0wiee yucno

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

<10
MIECHEBbIX M APOAIKEBbIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroituussie K
JeHCTBHIO JKeNdH
rpamMOTpHLATETbHbEIE OaKTepUH
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OtcytctBHe B 1 T
10¢e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcteue B I r
100 | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / Otcytetue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooteeTcTByeT TpeboBaHunam HO

Conclusion : APPROVED /
3akmoyenue: O0OEPEHO

Checked by QC In-Charge / =
HokymeHT nposepeH OKK: =i b

Approved by QA In-Charge /
[okymeHT opobpeH OOK:

e

Date /

10 Lol
[ara: AR DR

Date /

[lata: A\ e xeds

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

-

CEPTUDPUKAT AHAJIN3A

-

Page 4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485145

Batch Quantity / O6bem cepun:

5842packs / ynakoBok

AR No / AsaauTtuuecknii oryer Ne: ARF/222/2025

Date of Analysis / Jata anaanza: 21.10.2025

Date of Mfg / lata npoussoacrea:  10/2025

Date of Expiry / T'ogen go:

09/2028

Analysis performed according ND / Ananus nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTsi Specification / Hopma

a5 Test / [lokazaTesas

11 | Package / ¥YnakoBka Package / Ynakoska - 20 tablets |Package / ¥YnakoBka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Ilo 20 Tabnerok B 25 patient information leaflets in a carton. / ITo 20
ONHCTEP M3 IVIEHKH TabreTok B GHCTEP K3 IUIEHKH TPEXCJI0HHOH
MOJTHBHHAIXJIOPHIHOH (IMBX/TI/MIBJAX) u amoMunueBoii onsru. [To 2
(NOTMITHIIEHOBOI/ wiaM 3 Ganctepa BMECTe ¢ HHCTPYKUMET no
NOAMBHHHIIMAEHXJIOPUIHON) U [MPUMEHEHUIO B KAPTOHHYIO nauky. [To 20 tabneTok
ANOMHHKHEBOH Qonbru, mo 25 B ONUCTEP U3 IIEHKH NOJTUBUHUIXIOPHAHOH
fHCTEepOB B KAPTOHHYIO Mauky  |(MONMITUAECHOBOI / MONHBUHUIHACHXIIOPHUIHON) 1
C BIOXEHHEM 25 UHCTPYKIMH aMOMHHHEBOH (onbru, mo 25 Gnuctepos B
MO NPUMEHEHHIO. KapTOHHYIO NAYKY C BIOMEHHEM 25 HHCTPYKLUMI no

MPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B cootBerctBuu ¢ HJT

13 Storage conditions / Ycnous In a dry place, at temperature below 25 °C./ B cyxoM MecTe MpH TeMNEparype He

XpaHEeHHA Bbiwe 25 °C.
14 Shelf life / Cpok roaHocTd 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykr cooTBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge /
y n-Charg ’ﬁi .

Approved by QA In-Charge / &\Q@ P

[okymeHT npoeepeH OKK: HokymeHT ogobpeH OOK: e
H:_t;_’ W L E:'tr:'l S\l o2 Y
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