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Cipla

CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIU3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepnas Ne : 484041 Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Ananutndecknii oruer Ne : ARF/105/2024 | Date of Analysis / lata anannsza: 13.07.2024
Date of Mfg / Jlava npoussoacrea: 06/2024 Date of Expiry / 'onen no: 0572027

Analysis performed according ND / Ananus nposeaén no H/: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NO13745/01-180522, u3m, No 1 ot 09.07.2024

No Result / Pe3yawTaThl Specification / Hopma
Test / loka3zatens
1 Description / Oniucauue Complies / CoorBercTByeT 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. / TTnockue KpyTable TABNETKH cO
CKOLIEHHBIMH KPAAMH OT KOPHUHEBOrO 10 TEMHO-
KOPHYHEBOTO LBETA C BKpANIeHHAMHU. Ha oaHoOd
cTOpoHe TabneTku BoiIaBneno cnoso «CIPLA», na
ApYro# - THHHA pa3noma.
2 [dentification / IloanuHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammeniacal solution turns a reddish colour /
CooTteeTcTBYET Oxpauineanue aMMUAYHOTO PACTROPA B KpacHbif
AHTPAXMHOHOBbIE FITUKO3HLI
LBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootreTcTRYET chromatogram of the sample solution should

Meruanaparuapokcubensoar
{BXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate»} / Bpems
YAEPHUBAHAA OCHOBHOTC MHKA Ha XPOMATOTpaMMe
HCTIBITYEMOTO PACTBOPA NONKHO COOTBETCTBOBATE
BPEeMCHH YAepXUBAHHA OCHOBHOI'Q MMTHKA Ha
XPOMAaTOTPAMME CTAHAAPTHOIO PACTBOpA
METHTNAPArHapoKcuOeH30aTa {pazie
«MeruanaparuapokcuGerzoar).

3 | Average weight / Cpennsa
macca

190.30mg / 190,30mr

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

Remarks - The Product conforms to ND/
Npumeuanne: NpoaykT cooteeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3axnwvenne: OQOBPEHO

Checked by QC In-Charge / — A Approved by QA In-Charge / -
BokymeHT npoeeper OKK: e~ HokymeHT ogobpen QOK: %
Date / Lo, Date / -

Nata: 20T 2oy Jara: 21-07 2ory

FMQCO003-15-09

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

CERTIFICATF. OF ANALYSIS
. CEPTHO®HKAT AHATTHU3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAZIE®, TABJETKH 13,5 mr

Batch No / Cepaa Ne; 484041 Batch Quantity / O6bem cepun:  5842packs / ynaxkosok
AR No / Ananurndecknii otuer Ne : ARF/105/2024|Date of Analysis / laTa anannza: 13.07.2024

Date of Mfg / lata nponssoacTea:  (6/2024 Date of Expiry / I'ogen no: 05/2027

Analysis performed according ND / Anann3z nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, aam. Ne 1 o1 09.07.2024

Ne

Test / NMokaszaTe s

Result / PeaynoTaTthl

Specification / Hopma

4 | Uniformity of weight /
(OnHOpOIHOCTL MO Macce

Complies / CoorBerctayer

18/20 tablets NMT = 7.5 % / 18/20 we Goace + 7.5
%
2720 tablets NMT 215% / 2/20 ne Gonee = 15%

5 | Lossondrying/ {loteps B 1.9% NMT 6.0 % / He Gonee 6.0 %
Macce NpH BLICYLUMBAHUK
6 | Dissolution / 77-91% NLT 70 0 (QQ) of sennosides in 120 minutes
PactsopeHue He meHee 70 % (Q) cennosunos wepes 120 muu
7 | Uniformity of Dosage units / AV =356 The acceptability index forn =10 AV < L1,

OnHOPONHOCTE A03MPOBAHHA

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 » L2 x M.

L1 =150;1L2=25.0,

ITokazatens npuemnemoctn o n=10 AV < L1,

B cayuae, ecnn 3HadeHue AV npessuuaetT LI,
MPOBCAAT HCTILITAHHE HA ciieayrowux 20 oGpasuax.
Hasn=30 AV < L1. Bce 3Ha4eHUA Xi TOMKHbE
VIOBIETROPATL HEPABEHCTRY:

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

L1 =15.0;L2=250.

8 | Assay (Spectrophotometry) . . From 12.15 to 15.53 mg (from 90.0 1o 115.0 %) of
KonuuyecTeeHHOE  OnpejeeHue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTtpodoromerpus) Ot 12,15 no 15,53 mr {or 90,0 no 115.0 %)

14,03mr/Tab

CCHHO3MIOB B NEpecyeTe Ha CEHHO3MA B B onHOM
Tab;eTke,

Remarks : The Product conforms to NOY
Mpumeuanme; Mpoaykr cooteeTcTBYET TPE6GOBaHWAM H]

Conclusion : APPROVED /
3aknwveHue: OQOEPEHO

Checked by QC In-Charge / (.5
LlokymeHT RposepeH OKK: ==

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

P

Date /

Lara: 24 o202y

Date /

DNata: 2-9-07. 2024

FMQC003-15-09

Cipla Ltd.,Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

b

CEPTHOHUKAT AHAJTA3A

Cipla

Page 3 of 4/ Crp. I u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepusa Ne: 484041

Batch Quantity / O6bem cepun:  5842packs / ynakorok

AR No / AnannTuuecknii oruer Ne : ARF/105/2024 Date of Analysis / lara anaauza: 13.07.2024

Date of Mfe / Jara nponzsoaersa:  06/2024 Date of Expiry / 'ogen no: 05/2027

Analysis performed according ND / Ananns nposeaéd no H/I: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PeayabTaTs Specification / Hopma
Test / NokazaTenn
9 | Content of Methyl 0.044mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0.056 mriTad.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTHIaparuapokcHbeHsoara 0.044MrTa6
(BKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGnoaornueckas 4HcToTa

10a) | Total Aerobic microbial count /
Odwee 4neo azpobHbIX
MUKPOOPTaHH3MOB

60 Not more than 10" ¢fu/ g / He 6onee 10° /r

10k) | Total combined yeast and mould
count / OBGlee 4HCIO

Not more than 10° cfu/ g /He Goaee 107 /1

<10
MASCHEBBIX U IPOKIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He 6onee 107/t
bacteria/ YcToluuBbie K
JACACTBHIO KENUH
rpaMoTpULATENbHbIE BaKTEPHH
10d) | Staphylococcus aureus Absent /OTcyTCcTBYIOT Absentin I g/ OrteyretBue B 1 1
1¢¢) | Escherichia coli Absent /Otcyrersyior Absent in 1 g/ OteytetBue B | T
0N | Salmonella Absent / OteyTcTBYIOT Absentin [0 g /Oteyrcrene B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumetanmne: NpoaykT cooTBeTCTBYET Tpebosanusam HI | 3awmwyenmwe: ODOBPEHO

Checked by QC In-Charge / ~ Approved by QA In-Charge / %#a){/
JoxymeHT npoeepeH OKK: ?éj;LJ’ JoxymeHT oaobpeH QOK: .
Date / Date /

[ata: S OT 2o y

29 €. Z=2E0

Hara:

FMQC003-15-09

Cipla Lid..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
CEPTUPHKAT AHAJIN3A

-

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

-{Batch No / Cepun Ne: 484041 Batch Quantity / Obbem cepun:  5842packs / ynakoBok
AR No / Anaantuueckuii oruer Ne : ARF/105/2024|Date of Analysis / lara ananusza: 13.07.2024
Date of Mfg / laTa npoussoacrea:  06/2024 Date of Expiry / ['oaen a0: 05/2027

Analysis performed according ND / Ananu3 nposexén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne Result / PesyabTarsi

Test / [loka3aTenb

Specification / Hopma

11 | Package / ¥YnakoBka
in a blister made of

OnHCcTED M3 NMIEHKK

(nonwITHNEHOBOH/

no NpHMEHEHHIO.

Package / ¥Ynaroska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 Tabnetox B

MOMHBUHHUAXNOPHIHON

NOJMBUHUIAEHXIIOPHIHOI) H
AMOMUHHEBOH dombry, no 25
GIUCTEPOR B KAPTOHHYIO MA4YKy
C BIOKEHHEM 25 HHCTPYKLMH

Package / Vnakopka - 20 tablets in a blister made of
three-layer PYC/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, / Ilo 20
TalineTox B GnUCTEp U3 NIEHKN TPEXCNOHHODH
(MBX/TT/TIBAX) 1 amomunuesoii donbru. o 2
UK 3 6aucTepa BMecTe ¢ MHCTpYKLUMelt mo
NPHMEHEHHIO B KAPTOHHYO navky. [To 20 tabnerok
B GJIHCTep H3 TUTEHKH HO.JTHBHHHJ’]XJ’IOPH,HHOFI
(NOJINITHIIEHOBON / MOJIMBHHHIICHXNOPNAROH) H
anoMuHHueBso# donbru, no 25 daucTepos B
KAPTOHHYHO Na4YKy ¢ BIOKEHHEM 25 HHCTPYKUMIHA No
MAPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coortBeTcTBHM ¢ H/]

13 Storage conditions / Ycnosus

XpaHeHHus Beiie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu TemnepaType He

14 Shelf life / Cpok roanocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumevanue: Mpoaykr cooTseTcTyeT TpebosaHnam HO

Conclusion : APPROVED /
3akmouenne: OQJOBPEHO

Checked by QC In-Charge /
DoxymeHT nposeper OKK: %Q’t‘p

Approved by QA In-Charge /
HokymenT ogobpen OOK: %

Date /

fara: FA-oT >exy

Date /

Dara: 29407 2024

FMQC003-15-09

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, Petnem Goa -403512




