Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482133

Batch Quantity / O6bem cepuu:

5852packs / ynakoBok

AR No / Ananuruuecknii oruer Ne : ARF/209/2022|Date of Analysis / lara ananuza: 26.09.2022

09/2022

Date of Mfg / lara npoussojacraa:

Date of Expiry / I'onen mo:

08/2025

Analysis performed according ND / Auanns nposeaén mo HJ{: IINO013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / [loka3zaTens

Ne Result / PesyabTaThi

Specification / Hopma

1 Description / Onucanue

Complies / CootBercTByer

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 kpyraeie Tabnerku co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKparuteHusime. Ha omHoM
cropone tabnetkn Beigasneno cioBo «CIPLAy, Ha
IOpPYTOii - THHHA Pa3jioMa.

2 | Identification / IlommHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CooTBercTByeT OxpalMBaHHEe aMMMA4YHOTO PACTBOPA B KPACHBIH
AHTPaXHHOHOBbIE TTHKO3H I i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
MeTunmaparuapokcudeH30aT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / B pemst
YAEP)KHBAHUA OCHOBHOTO MHKA HA X POMATOrpamMme
HCIBITYEMOr0 PACTBOPA HOJDKHO COOTBETCTBOBATH
BPEMEHH Y/IEPYKHBAHUA OCHOBHOIO YTHKA HA
XpOMaTorpaMMe CTaHAAPTHOrO pacTBOpa
mertunnaparuapokcudensoara (pazmen
«Merunnaparuapokcibenzoar).

3 Average weight / Cpenuss
macca

190.44mg / 190,44mr

189.99 mg +7.5% / 189,99 mr +7,5%0

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpofykT cooTBeTCTBYET TpeboBaHusaM H

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Checked by QC In-Charge / (" ;3\

Approved by QA In-Charge /

K
HokymeHT nposepeH OKK: £l cn Lokyment ogobper OOK: %ﬂ
Date / . . Date / \2.\0 2o2r2
Hara: S Hara: >
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482133

Batch Quantity / O6bem cepun:  5852packs / ynakoBok

AR No / Auanurnuecknii oryer Ne : ARF/209/2022

Date of Analysis / laTa ananuza: 26.09.2022

Date of Mfg / Jlata npoussoacrea: _ 09/2022

Date of Expiry / I'ogen go: 08/2025

Analysis performed according ND / Ananus nposeaén o HJI: I1 NO013745/01-091017, H3m. Ne 1 or 17.04.2020

Test / Tlokazareib -

Ne Result / PesysTaTn: Specification / Hopma

OHOPOIHOCTE MO MACCe

4 | Uniformity of weight / Complies / CootBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5

%
2/20 tablets NMT £15% / 2/20 ue 6onee * 15%

OnHOpOIHOCTE NO3HPOBAHHS

5 | Lossondrying/Ilotepas 2.0% NMT 6.0 % / He Gonee 6,0 %
MACCEe MPH BLICYLIHBAHHH
6 | Dissolution / . 81-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosuos yepes 120 mun
7 | Uniformity of Dosage units / AV =49 The acceptability index forn =10 AV <L1.

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.

L1=150;,L2=25.0.

IToxazatens npuemiemocts s n=10 AV <L1.

B cnyuae, eciu 3navenne AV npesbimaer L1,
NPOBOAAT HCTIBITAHKE Ha crefyommx 20 obpasuax.
Ins n=30 AV <L1. Bce 3naueHns Xi T0JLKHBI
YAOBJIETBOPATH HEPABEHCTRY:

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

L1=15,0;1L.2=25,0.

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonHdecTBeHHOE OTNpe/eneHne 14.13mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)
14,13mr/Tab CEHHO3MIIOB B MepecueTe Ha ceHHO3H B B opno#
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MpoayKT cooTBETCTBYET TPeboBaHNAM

Conclusion : APPROVED /
HAO | 3akntoyenune: OOQOBPEHO

Checked by QC In-Charge / |
[okymeHT npoeepeH OKK: ,\@W_C}tk_’;

Approved by QA In-Charge /
[HokymeHT oaoBpeH OOK: @71//&

Date / 26-09.2022____
Nara:

Date/ 14 .10. 2022
[ara:
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482133

Batch Quantity / O6bem cepuu:

5852packs / ynakosok

AR No / Ananurnuecknii otuer Ne: ARF/209/2022|Date of Analysis / lara ananusa: 26.09.2022

Date of Mfg / laTa npousBoacrea:  09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Auanus nposeaén no H/I: II N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Result / PesyabTaTnt Specification / Hopma
Test / Iloka3zaTens
9 Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copep:xanue
MmeTHimaparuapokciabensoara 0.049mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornyeckas YucTora

10a) | Total Aerobic microbial count /
O61ee 4ucio a3podHBIX 10

MHKpPOOPraHHu3MOB

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

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 107 /r
count / Obmee uncno <10
TUIECHEBBIX H IPOIKIKEBLIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10%/ g / He 6onee 107 /r
bacteria/ Ycroliuussie k
LeliCTBHIO JKeTIu
rpaMoTpHIaTeNbHbIe DaKTepuu

10d) | Staphylococcus aureus Absent /O1cyTeTBYIOT Absentin 1 g/Orcyrcteue B 1 r

10¢) | Escherichia coli Absent /OtcyrcTByIOT Absentin 1 g/ Orcyrcreue s I ¢

101 | Salmonella Absent / OrcyTerByioT Absentin 10 g /Orcyrcrenes 10 g

Remarks : The Product conforms to ND/
MNpumeyvanue: MNpoaykT cooteeTcTayeT TpebosaHusam HI

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: AL

Approved by QA In-Charge /
HokymeHT ogoBpeH OOK:

Date/ 5 ¢.089.202.2_
[ara:

Date /

Oara:\5\©" R
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

HponykT: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepus Ne :

482133

Batch Quantity / Oonem cepun:

5852packs / ynakoBok

AR No / Auanutuuecikcuii oryer Ne : ARF/209/2022

Date of Analysis / laTa ananuza: 26.09.2022

Date of Mfg / lata npoussoacrea:  09/2022

Date of Expiry / I'ogen go: 08/2025

Analysis performed according ND / Ananus nposeaén no HJ: TINO013745/01-091017, H3am. Ne 1 ot 17.04.2020

Ne

Test / Ilokazarens

Resuit / PesyabraTs:

Specification / Hopma

11

Package / YnaxoBka

Package / Ynaxoeka - 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 Tabnerok B
OaucTep U3 IIEHKH

MO BHHHIIXJIOPHIHOH
(monuaTHneHOBO/
NOJTABHHUJIIEHXJIOPHAHOI ) H
aMoOMHHHEBOH (onbry, no 25
OIHCTEPOB B KAPTOHHYIO NAYKY
C BJIO’K@HHEM 25 HHCTPYKLHI

Package / Ynakogka - 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 OyMCTEp U3 MIIEHKH TPEXCIIOHHOI
(IIBX/TID/TIBAX) v amomunuesoii donsra. Ilo 2
wiu 3 BnHcTepa BMECTE C HHCTPYKIHEH 10
MPHMEHEHHIO B KapToHHYO nauky. [To 20 tabnerok
B ONHCTEp M3 TUIEHKH NOJTMBHHUIIXIOPHIHOMH
(ONH3THICHOBOH / ONMBHHHIIAEHXJIOPHIHOM ) 1

MO NPUMEHEHHIO.

anmoMinneBoi $oseru, no 25 GaucTepos B
KapTOHHYIO Ma4Ky C BIOJKEHHEM 25 MHCTPYKUHIi 110
MPHMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B cootercteun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs peime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He

14 Shelf life / Cpox rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooTeeTCTBYET TpebosaHusm Hf

Conclusion : APPROVED /
3aknmovenue: OQOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

AokymeHT nposepeH OKK: l IDaus LokymeHT opoBper OOK: %
Date/ o g.e9.2022 Date / | 2 -jo- 2oz
[ara: Jara:
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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




