. | Cipla

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A
Page1of 4/Crp.1u3 4
Product: SENADE TABLETS 13,5 mg poayxr: CEHAJIE", TABJETKH 13,5 mr
Batch No/ Cepusi No: 485013 Batch Quantity / O6bem cepun:  5847packs / ynakoBoxk
AR No / Apannruuecknii oruer Ne : ARF/023/2025 | Date of Analysis / Jara ananuza: 24.01.2025
Date of Mfe / laTa nponssogcrsa:  01/2025 Date of Expiry / T'oxen no: 12/2027

Analysis performed according ND / Ananu3 nposenén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. N 1 o1 09.07.2024

Ne Result / PesyabTaTtsi Specification / Hopma

Test / llokaszaTen

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. / Inockue kpyrasie Taénerku co
CKOLICHHBIMH KPAaAMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOro LBeTa ¢ BKpamneHuaMu. Ha oanoii
cropoHe TabNeTkH BelaasneHo cnoso «CIPLAy, Ha
ZIPYToi - IMHMA paznoma.

2 Identification / TlonnuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBercTByeT Oxpalmsaiine aMMHAYHOTO PacTBOPa B KPAcHLI
AHTPaXHHOHOBbIE FIHKO3UbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByer chromatogram of the sample solution should
Metunnaparuapoxcubensoar corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPKHBAHUSA OCHOBHOIO MHUKA HA XPOMATOrpamMme
HCMBITYEMOro pacTBOpa J0/IKHO COOTBETCTBOBATS
BPEMEHH Y/IePIKHBAHMA OCHOBHOrO MHKa Ha
XPOMATOrpaMMe CTaHAapTHOrO pacTRopa
MeTHnaparuapokcubensoara (pasaen
«MeTunnaparuapokcubensoar).

3 Average weight / Cpennss 188.10mg / 188,10mr 189.99 mg +7.5% / 189,99 mr +7,5%
J Macea

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

Mpumeyanue: MNpoaykT cooTeeTcTBYET TpeGosaHuam HJl | 3akntouenue: OQOBPEHO

Checked by QC In-Charge / 5 Approved by QA In-Charge / 105
[okymeHT nposepeH OKK: :’_E:ret”"' HokymeHT opo6per OOK: CC&,;‘/’
Date / o Date / ~

[ara: 24 0)-o>5 Dara: 2 Y0V 2025
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, Cipla

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A
Page2 of 4/Ctp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485013

Batch Quantity / O6bem cepuu:

5847packs / ymaxosox

AR No / Anasurnvecknii oruer Ne: ARF/023/2025|Date of Analysis / lata ananusza: 24.01.2025

Date of Mfg / [lata npounssoacrea:  01/2025

Date of Expiry / I'onen go:

12/2027

Analysis performed according ND / Ananns npoeenéu no HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / YT N013745/01-180522, u3m. No 1 ot 09.07.2024

Ne Result / PesyabTaTsi Specification / Hopma
Test / TlokazaTens

4 | Uniformity of weight / Complies / CooTeercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee £7,5
OnHOPOAHOCTE MO Macce %

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

5 | Loss on drying / ITorepa 8 1.9% NMT 6.0 % / He 6onee 6,0 %

MAcce MpH BbICYLIHBAHHH

6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennozunor uepes 120 mun

7 | Uniformity of Dosage units / AV =355 The acceptability index forn=10 AV <LI.
OaHOPOAHOCTL AO3HPOBAHHS In the case where the value of AV exceeds L1, a

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

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

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

L1=15.0; L2 = 25.0.

[okaszarens npuemaemocty ans n=10 AV < L1.

B cnyuae, ecnu 3Hauenvie AV npesbiaer L1,
NPOBOIAT HCMbITAHWE Ha cienyowmx 20 obpasuax.
Jna n=30 AV <LI1. Bce 3naueHns Xi 0OMHEI
YAOBIETBOPATH HEPABEHCTBY:

[M-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
KonuuecteeHHoe onpeneneHue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnektpodoromerpust) Or 12,15 no 15,53 mr (ot 90,0 10 115,0 %)

14,06Mr/1a6 CEHHO3MJIOB B Mepecyere Ha ceHHo3ua B B onHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3akntoyeHue: OOQOBPEHO

Checked by QC In-Charge / W

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

S

Date /
[ara:

240 102L

Date /

24U ol 2o2sS
Larta:
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) CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Cipla

Page3d of 4/Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485013

Batch Quantity / O6bem cepun:  5847packs / ynaxopox

AR No / Ananurnueckuii otuer Ne: ARF/023/2025

Date of Analysis / Jara ananuza: 24.01.2025

Date of Mfg / Jlata npoussoacrea:  01/2025 Date of Expiry / 'ogen sgo: 12/2027

Analysis performed according ND / Anamus npoeeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, ni3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTs! Specification / Hopma
Test / IlokasaTens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Ta6.
parahydroxybenzoate(HPLC)/
Conepmanue
MeTHInapariapokcnbensoara 0.043mr/Ta6
(BRXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas 4YicToTa

102) | Total Aerobic microbial count/ 50
O61wee uucno aspodHbIX Not more than 10" cfu/ g / He Gonee 10* /r
MHKPOOPraH13MOB
10b) | Total combined yeast and mould Not more than 10” ¢fu/ g /He Gonee 107 /r
count / Obmiee uucno <10 »
IJIGCHEBBIX M [IPOHOKEBBIX
rpuboB 5
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ ¢ / He Gonee 10° /r
bacteria/ ¥ croiiumngsie k
JNEHCTBHIO JKeldH
rpaMoTpHuarensHele GakrepHu
10d) | Staphylococcus aureus Absent /OteyteTBytoT Absentin 1 g/ Orcyrctaues 1 r
10¢) | Escherichia coli Absent /OrcyTcrByioT Absentin 1 g/ OrcyrctBue B 1 r
106) | Salmonella Absent / OrcyrereyioT Absent in 10 g / Orcyrereue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpogykr cootsetcTayeT Tpebosanuam HI | 3aknovuenne: OJOEPEHO
Checked by QC In-Charge / = Approved by QA In-Charge / P
NokymeHT nposepeH OKK: ﬁp_,w [JokymeHT ogobpen OOK: g yk/?f)_‘;'/
Date / Date / —
[ata: 2 ot el fata: 240\ 2225

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4of 4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHA,II;E@, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485013

Batch Quantity / Oonem cepuu:

5847packs / ynakoBok

AR No / Ananurnyecikuii oruer Ne : ARF/023/2025|Date of Analysis / iata anammza: 24.01.2025

01/20235

Date of Mfg / [laTa npousBojacrea:

Date of Expiry / T'oxen no:

12/2027

Analysis performed according ND / Ananus nposeaén no HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyasTaTsl

Test / [TokazaTean

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnueTep U3 MEHKH

(MoOMHITHIICHOBOM/

no NpUMEHEHHIO.

Package / ¥Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 TaGnerok B

TNOJIMBHHUIIXJIOPHAHOMH

NONHBHHUIMASHXTOPHIHOR) 1
amoMuuuesoil gonery, mo 25
6mucTepoB B KAPTOHHYIO MauKy
€ BROKeHHEM 25 HHCTPYKUMIt

Package / Ynaxoska - 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 ONHCTEp M3 MIEHKH TPEXCNoiHOd
(MBX/ITO/MIBAX) n amomunuesoit donbru. ITo 2
uiH 3 6nucTepa BMECTE ¢ HHCTPYKIIHER o
MPUMEHEHHIO B KAPTOHHYO nadky. [lo 20 taGnetox
B O/TMCTED M3 MIIEHKH MOJHBHHHUIIXIOPH/IHO
(MONMHITHIEHOBOH / MONIMBHHHTMAS HXJIOPHAHON) 1
anoMHUHHeBDI Qonbry, no 25 GaucTepos B
KapTOHHYIO MayKy ¢ BAOMEHHUEM 25 HHCTPYKUMH no
MPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cootBercTeun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHS Beiwne 25 °C.

In a dry place, at temperature below 25 °C./ B cyxom MecTe Npu TeMneparype He

14 Shelf life / Cpox roanoctn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooreeTcTayeT TpebosaHusam HJ

Conclusion : APPROVED /
3axknoueHue: OOOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / _
DokymeHT nposepeH OKK: Q;E/M [HokymeHT opobpern OOK: %ﬁ{
Date / Date / .

S S P Nara: 24 <0\ 2025
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