Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483024

Batch Quantity / O6bem cepun:

5842packs / ynakoBox

AR No / Asasmaragecknii oraer Ne : ARF/045/2023 | Date of Analysis / /lara anammza: 08.04.2023

Date of Mfg / lara npoussoacrsa:  02/2023 Date of Expiry / I'ogen no: 01/2026
Analysis performed according ND / Anann3 nposenén no H/L: IT1N013745/01-180522
Ne Result / Pesyabratsi Specification / Hopma _
Test / okazarens

1 | Description / Onucanue

Complies / CooTsercrayer

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. / Tlnockue kpyribie Tabnerku co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOIO 0 TEMHO-
KOPHYHEBOro LBeTa ¢ BKkparuieHuaMu. Ha onuoii
cropose Tabnerku BoinasneHo cnoso «CIPLAy, Ha
ApYroi - THHHS pa3ioma.

2 | Identification / IToaiueHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. S — Cootsercrayer Sgrmuuaauue aMMMA4HOTO PACTBOpPa B KpPAaCHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrsyer chromatogram of the sample solution should
Merunnaparunpoxcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoale standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAEPKHBaHHA OCHOBHOTO MHKA HA XPOMATOrPaMme
HCMBITYEMOTO PacTBOPa JOJLKHO COOTBETCTBOBATh
BpEMEHH Y/Iep)KuBaHHs OCHOBHOTO NMHKA HA
XpOMaTorpaMMe CTaHAapTHOIO pacTBopa
meTHanaparuapoxcnbensoara (pasaen
«Mernnmaparuzapoxkcubensoar).

3 | Average weight / Cpennsas
macca

186.18mg / 186,18mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykr cootseTcTayeT TpebosaHmsm H

Conclusion : APPROVED /
3aknouenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT npoeepeH OKK: [HokymeHT opobper OOK: w
Date / Date /
[ara: 29204202 3 [ara: 2-9.0\-202.%

FMQC003-15-07

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page2 of 4/ Crp. 2 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 483024

Batch Quantity / O6bem cepun:

5842packs / ymakoBok

AR No / Ananuruuecknii oraer Ne : ARF/045/2023 | Date of Analysis / /lara anammsa: 08.04.2023

Date of Mfg / lata mponssoacrea:  02/2023

Date of Expiry / I'ogen o:

01/2026

Analysis performed according ND / Anasms nposenén mo H/L: T1 N013745/01-180522

Ne Result / PesyabTaTsl

Test / lToxkazarenn

Specification / Hopma

4 | Uniformity of weight /
OnxHOPOIHOCTE TIO Macce

Complies / CooTBercTByer

18/20 tablets NMT + 7.5 % / 18/20 ue 6onee = 7,5
%
2/20 tablets NMT £15% / 2/20 #e 6osee = 15%

5 | Loss on drying / IToteps B 3.0% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BBICYIIHBAHHH
6 | Dissolution / 82-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cernnosnnos sepes 120 mun
7 | Uniformity of Dosage units / AV=5.1 The acceptability index forn= 10 AV <Ll1.

OnHOPOAHOCTL J03UPOBAHUS

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; L2=25.0.

IMTokasarens npuemaemocts s n=10 AV <L1.

B cnyuae, ecnu 3Havenne AV npespiaer L1,
NPOBOAAT HCMbITAHNE Ha crenytomux 20 obpasuax.
HMns n=30 AV < L1. Bee 3nauenns Xi 0KHbI
YAOBNETBOPATL HEPABEHCTBY .

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

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

8 | Assay (Spectrophotometry)
Konnuectsennoe onpenenexnne

(CrnektpodoTomMerpis)

13.89 mg/tab /

13,89Mr/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 no 15,53 mr (o1 90,0 no 115,0 %)
CeHHO3MIOB B NepecyeTe Ha ceHHo3na B B oaHo#
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: Mpoaykr cooTeetcTayet Tpebosanusam HO

Conclusion : APPROVED /
3aknouenune: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

FE=

[NokymerT nposepeH OKK: et OokymeHT opoBpeH OOK:
/

Date / Date /

[ara: 2AA.04--2c232 Nata: 2LAo4.- 2022

FMQCO003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 3 of 4/ Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepasi Ne : 483024

Batch Quantity / O6bem cepun:

5842packs / ynakoBok

AR No / Anamurugecknii orger Ne : ARF/045/2023 | Date of Analysis / lara ananmsa: 08.04.2023

Date of Mfg / lara npomssoacrea:  02/2023

Date of Expiry / I'oaen mo:

01/2026

Analysis performed according ND / Anams nposeaén mo H/I: TI N013745/01-180522

Specification / Hopma

Ne Result / PesyabraTn:
Test / HoxkaszaTeanb
9 | Content of Methyl 0.048mg/tab
parahydroxybenzoate(HPLC)/
Conepixanue
meTuanaparuapoxkcubensoara 0.048mr/rab
(BXKX) ’

0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonornueckas 4HCTOTa

10a) | Total Aerobic microbial count /

O06mee gncno a3pobHbIX 10
MHKPOOPraHH3MOB

Not more than 10* cfi/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obmee umciao
TUIECHEBBIX M IPOMIKEBBIX

rpudos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Yeroituusbie K
NEWCTBHIO XKeJTuH

rpaMoTpHuaTebHble DaKTepun

Absent /OtcyTcTByioT

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

10d) | Staphylococcus aureus

Absent /OrcyTeTBYIOT

Absentin | g/ OrcyrcrBueB 1 ¢

10¢) | Escherichia coli

Absent /OrcyrerBytoT

Absent in 1 g/ OrcyrcrBue s 1 r

100 | Salmonella

Absent / OtcyTeTByIOT

Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanme: Mpogykr cooreercTeyeT TpebosaHuam HA | 3aknwyenne: OQOBPEHO

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

DokymenT nposepeH OKK: W OokymeHT ogobper OOK: %
e 2304223 D saovzers

FMQCO003-15-07

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




Cipic

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page4 of 4 /Crp. 4 m3 d
Product: SENADE TABLETS 13,5mg IMponykT: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483024 Batch Quantity / O0bem cepHH: 5842packs / ynakoBok
AR No / Ananmragecknii order Ne : ARF/045/2023 | Date of Analysis / Jlara anaausa: 08.04.2023
Date of Mfg / /lata npoH3BOACTBA: 02/2023 Date of Expiry / I'onen no: 01/2026

Analysis performed according ND / Ananu3 npoBeAéH no

HJ: [1N013745/01-180522

Ne Result / PesyabTaThl Specification / Hopma
Test / [Toka3aTeab

11 | Package / YnakoBka P -20
i“a:k;%:téry;:;:z? tablets Package / Ynaxosxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil, 25 blisters with or 3 blisters and a patient information leaflet in a
25 patient info'rmation fatiety in carton. 20 tablets in a blister made of PVC
a carton. / TTo 20 Ta6/1eTOK B /PE/PVDC film and aluminum foil, 25 blisters with
6:mcrep' 5 s 25 patient information leaflets in a carton. /Tlo 20

& TaGneTok B GIMCTEp M3 IIEHKH TPEXCIOHHOT
?::MB"H euo(:g;x/nﬂo“ (MBX/TIDAIBAX) 1 amomnaResoil gomabri. [To 2
L eHXJIOPUTHON) 1 i 3 GimcTepa BMECTe C MHCTPYKLIHE 110
s eBofi hOBIH, TIO 25 NPHMEHEHHIO B KAPTOHHYIO Ma%Ky. ITo 20 TaGnerox
GIHCTEpOB B KAPTOHHYIO TAUKY B GAUCTED U3 TUIEHKH MONHBHHHIXIOPHIHOT
¢ BIOYKeHHEM 25 HHCTPYKIIHii (TIOMH3THICHOBOH / NOJIMBAHHIIEHXAOPHAHOMH) H
10 IPHMEHEHHIO amoMuHieBoi Gonbru, no 25 GaucTepos B
: KAPTOHHYIO TAYKY C BIOKEHHEM 25 MHCTPYKuMii 10
MPHMEHEHHIO.

12 | Labeling / MapkupoBKa According to ND /
B coorsercteun ¢ HI{

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxOM MecTe TIpH TeMIepaType He

XpaHeHHs suie 25 °C.
14 | Shelf life / Cpox rogHOCTH 3 years / 3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTBYET Tpebosarusm HI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymerT nposepeH OKK: /@;\\g@, DOokymeHT oaobpeH OOK: %
ﬁ:‘g 204903 B:ieal 98- oM~ 223
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