Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIHA3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAZIE", TABJETKH 13,5 mr

Batch No / Cepuna Ne: 484005

Batch Quantity / O6bem cepru:

5843 packs / ynakoBok

" |AR No / AuaanTuuecknii otuer No : ARF/058/2024 | Date of Analysis / lata ananausa: 23.05.2024

04/2024

Date of Mifg / laTa npon3soacTBa:

Date of Expiry / Tonen a0:

03/2027

Analysis performed according ND / Ananans nposeaén no H: T1 N013745/01-180522, amend No. I dated
09.07.2024 / TE N013745/01-180522, u3v. Ne 1 ot 09.07.2024

Ne Result / PesyasTarh!

Test / [loka3aTenn

Specification / Hopma

| Description / Crnucanne

Complies / CooTeeTcTayeT

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / Tla0ckue kpyrasle TabaeTk co
CKOLEHHbIMHM KpassMi OT KOPHUHEBOIO 10 TEMHO-
KOPHMYHEBOIO LBETA C BKparuleHHAMH. Ha onHo#
cTOpoHe TabneTkH BelaaBieHo ¢10B0 «CIPLAx», Ha
ApYTOi - NUHUA pa3ioMa,

2 Identification / [ToA;IMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooTReTcTBYET OxpaluKBanKe aMMHaYHOIO pacTBOpa B KpacHbIi
AHTpPaxHHOHOBblE MTHKO3W b
UBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample sclution should

Metuanaparuapokcudbenzoar
(BIXKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») ' Bpems
VAEePAHBAHUA OCHOBHOIO TIHKA HA XpoMaTorpaMme
HCIBITYCMOTO pACTBOPA AO/KHO COOTBETCTROBATL
BpPCMCHH YICPXKHBAHHA OCHOBHOIO NHKa Ha
XPOMATOTPAMME CTAHIApPTHOrO pacTBopa
MeTunnaparuapokcubensoara (pasnen
«MeTHnnaparuipokcubenzoar).

3 | Average weight / Cpeanns
Macca

186.76mg / 186.76Mr

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

Remarks . The Product conforms to ND/
Mpumeyanne: MNpoaykr cooTeeTcTByeT TpebosanHuam HA

Conclusion : APPROVED /
3axknwovenune: OOBPEHO

Checked by QC In-Charge / £ 4 2
[HokymeHT nposepen OKK: cr'“t :

Approved by QA in-Charge /
HokymeHT ogotpen OOK:

FE=

Date /

Q.oT.203
Bara; 2 ex 2t

Date /

oy . .
Hara: 297 20?_11
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIHU3IA

Cipla

Page2 of 4/Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484005

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Anaantuueckuii oruer Ne : ARF/058/2024

Date of Analysis / lara anamuza: 23.05.2024

Date of Mfg / laTa npounssoicrsa:

04/2024

Date of Expiry / I'ogen po:

0372027

Analysis performed according ND / Ananns npoBeaén mo H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / F1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No

Test / NlokazaTenas

Result / PeayabtaThl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOIHOCTS MO Macce

Complies / CootBetcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne oaece = 7.5
%
2720 tablets NMT =15% / 2/20 ne 6o:ece = 15%

OAHOPOIHOCTD A03WPOBAHNA

5 | Lossondrying / [loTepsa B 2.9% NMT 6.0 % / He Somnee 6.0 %
Macce MpH BbICYLIHBAHHH
6 Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHne He menee 70 %0 (Q) ceHno3nnoe wepes 120 MUH
7 | Uniformity of Dosage units / AV =352 The acceptability index forn= 10 AV <LI.

[n 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.

L1 =150;1L2=25.0.

[lokazatens npuemaemocTy aia n=10 AV < L 1.

B cnyyae, ecnu 3Hauexuve AV npesbiaet L1,
NPOBOAAT UCMLITAHKUE HA caeaylownx 20 obpaiuax.
Jdnan=30 AV <L1. Bce 3HaueHns Xi A0IKHDI
YIOBIECTBOPATL HEPABEHCTBY:

M-xi| <001 = L2 = M.

L1=150;L2=250.

8 | Assay (Spectrophotometry)
KonuuyecTeeHHDE onpeaeneHHe
(Cnexkrpodotomerpus)

14.00 mg/tab /

14,00Mr/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 a0 15,53 mr (o7 90.0 a0 115,0 %)
CEHHO3MA0B B NepecyeTe Ha ceHHOo3uA B B 01RO
Tabnerke.

Remarks : The Product conforms to ND/

Npumeyanue: MNpogykT cooteeTcTeyeT TpeboaHuam HA

Conclusion : APPROVED /
3axnwvenue: OQOBPEHO

Checked by QC In-Charge /
HokymenTt nposepen OKK:

,:E’/Fa-ﬂ.

!

Approved by QA In-Charge /
HokymeHT ogodpen OOK;

B>

Date /

fara: 2-4.07 Lo\

Date /
Hara:

1A 07 .2y

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTH®UKAT AHAJTHU3A

Page 3 0of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 484005

Batch Quantity / O0bem cepuu:

5843packs / ynakoBok

AR No / AHaanTH4eckuii oraer Ne : ARF/038/2024 Date of Analysis / Tata ananuza: 23.05.2024

Date of Mfg / lata nponssoactea: _ 04/2024

Date of Expiry / I'oaen ao:

03/2027

Analysis performed according ND / Anann3 nposenén no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl

Test / NokaszaTeb

Specification / Hopma

g | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
ConepwaHie
MeTHRnaparuapokcHbeHsoaTa 0.042vri1a6
(B3XKX)

0.028 — 0.056 mg/tab. / O7 0,028 a0 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpofuosornueckas YucTota

104) | Total Aerobic microbial count /
OGinee 4ncao aspodHuiX 10

MHKPOOPTaHHIMOB

Not more than 10 cfu/ ¢ / He Gosee 10*r

i0h | Total combined yeast and mould
count / Ofwiee Yucao
MIECHEBBIX M APOKIKEBBIX

rpubos

<10

Not more than 10 cfu/ g /He 6onee 107/t

10¢) | Bile tolerant gram-negative
bacteria/ YcTolqusble K
AelicTBHUIO WKET4H

rpaMoTpHiaTe bHble DaKTepuH

Absent /OTCYTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcytetBue 8 L r

10e) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin | g/ OrtcytcTBHe B 1 T

¢ | Salmonella

Absent / OTecyTCTBYOT

Absentin 10 g /OtcyTeTRue B 10 g

Remarks . The Product conforms to ND/
NMpumeyanne: Mpogykr cooTeeTCTRYET TpeGoBaHuaAM HI

Conclusion : APPROVED/
3aknwyenne: OQOBPEHO

Checked by QC In-Charge / Lo
DokymenT nposepeH OKK: i -

Approved by QA In-Charge /
HokymeHT ogobpen COK:

F

Date /

fara, >30T 202

Date /

Data. V00024

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJU3A

Page4 of 4 /Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE", TABJETKHU 13,5 mr

Batch No / Cepun Ne:

484005

Batch Quantity / Ofnem cepuu:

S843packs / ynakosok

AR No / Ananutwyeckuii oTuer No @

ARF/058/2024 Date of Analysis / TaTa ananusa: 23.05.2024

Date of Mfg / JaTa nponisoacrsa:

04/2024

Date of Expiry / "'oaeu no:

03/2027

Analysis performed according ND / Axanuz nposeaén no HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / MokazaTene

Result / Pe3ysibTaThi

Specification / Hopma

Package / ¥Ynakorka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 TabneTox B
OANCTEpP U3 TUIEHKH
NOJHBHHHUNXAOPUIHOH
(MONHAITUNEHOBOH/
MOMWBHHHUNISHXTOPHAHOHR) M
amoMubuesolf dobru, mo 23
OIUCTEPOR B KAPTOHHYIO MAUKY
C BIOWEHMEM 25 UHCTDYKUMIA
Mo NPUMEHEHHIO.

Package / Ynakosxa - 20 tablets in a blister made of
three-laver PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leafiet 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. / [To 20
TabneTok B OAMCTEP M3 NIASHKU TPEXCIOHHON
(IIBX/ATHTIBAX) v asoMiuHnesoit doneru. Mo 2
Win 3 O1KMCTEpa BMECTE C UHCTPYKLUHKE 10
NPUMEHEHHIO B KAPTOHHYHIO nauky. [To 20 tabnerox
B OIHCTEp W3 ILIEHKI MOJUBUHHIIXIOPHAHOH
(OIMATHAEHOBOT / ONUBHHNIAEHXIIOPUAHON) 1
amoMiHIeBOH Qoreru, o 25 G6.MCcTepoB B
KapTOHHYHO MAYKY C BIOWKEHHEM 25 WHCTPYKUUEA 110
NpUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cooTBeTcTBHY ¢ HJT
13 Storage conditions / YcioBus In a dry place, at temperature below 25 °C./ B cyXOM MeCTe NpH TeMIIEPaType He
XpaHeHus Bhite 25 °C.
14 Shelf life / Cpok roaHocTi 3 years /3 roma

Remarks . The Product canforms to ND/
MNpuMeyanue: NpoayKT cOOTBETCTRYET TpefosaHuam HI

Conclusion : APPROVED /
3aknwvermne: OQOBEPEHO

Checked by QC In-Charge / Lo
NokymeHT nposepeH OKK: & :

Approved by QA In-Charge /
HokymeHnT ogobpen QOK:

F=

Date /

Nara: 24.0T. 20044

. Date /

Nata: A9 2024

FMQC003-15-09
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