Cipla

- CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482115

Batch Quantity / O6bem cepun:

5847packs / ynaxosok

AR No / Ananutuyecknii oryer Ne : ARF/189/2022|Date of Analysis / lata ananusa: 05.09.2022

Date of Mfg / laTa npoussoacrea:  08/2022

Date of Expiry / I'ogen mo:

07/2025

Analysis performed according ND / Ananus nposenén no H/{: II N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Tlokazarenn

Result / PesyabTarsi |

Specification / Hopma

1 | Description / Onncanne

Complies / CooteetctByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. Tt has CIPLA
monogram embossed on one side and central break-
line on the other. / IInockue kpyrysie TabneTku co
CKOIIEHHBLIMH KPAsAMH OT KOPHYHEBOT'O [0 TEMHO-
KOPHYHEBOrO I[BeTa C BKpamienusmu. Ha oguoit
cropose Tabnertku BeiaeeHo cnoso «CIPLA», Ha
ApYroii - TMHUS pa3noMa,

2 Identification / rlomuﬂﬂocrb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
: CooTteetcTByeT OxpalmuBaHue aMMHAYHOrO PACTBOPA B KPACHBIH
AHTPaxXHHOHOBbIE [NTHKO3H/BI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
Merunnaparuapokcudensoar corresponds to the retention time of the principle
(BXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpAHBAHHA OCHOBHOTO [THKA Ha XPOMATOrpaMme
HCIBITYE@MOr0 PACcTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH YIeDHMBAHHS OCHOBHOIO ITHKA Ha
XpOMAaTOrpaMme CTaHIAPTHOTO pacTBOpa
METHJINaparuapokcudensoara (pasnen
«MeTtunnaparuapokcubenzoar).

3 | Average weight / Cpenusis
macea

187.16mg / 187,16Mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooreeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoueHue: OJOBPEHO

Checked by QC In-Charge / Qﬁr_p
[okymeHT nposepeH OKK: o~

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

PP

Date /

05 .094.9 022
Hara:

Date /

'D‘a.ra_ O S (OO\‘_ 2o
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Cip;la 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 .
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Product: SENADE TABLETS 13,5 mg

HpoaykT: CEHA}IE TABJETKH 13,5 mr

Batch No /Cepusi Ne: 482115

Batch Quantity / O6sem cepuu:

5847packs / ynakosok

AR No / Ananutuueckuii oruer Ne: ARF/189/2022

Date of Analysis / laTa ananuza: 05.09.2022

Date of Mfg / Iara npoussoacrea:  08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Ananus nposeaén mo HJ/I: 1 NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / TlokaszaTenas

Result / PesyabTaTsi

Specification / Hopma

4 | Uniformity of weight /
OpHoponHOCTE MO Macce

Complies / CootsercTByeT

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

OHOPOAHOCTE JOZHPOBAHHS

5 | Loss on drying / Iloteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
MACCe [1PH BBICYIIHBAHHH
6 | Dissolution / 82 -89% NLT 70 % (Q) of sennosides in 120 minutes
Pactopenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV=54 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:

M-x1| <0,01 x L2 x M.

L1=15.0;L2=25.0.

IToxaszatens npuemaemoctd g n=10 AV <L1.

B cnyuae, ecnu 3Hayenue AV npessimaer L1,
MPOBOAST HCOBITaAHKE Ha cnexyromux 20 obpasuax.
Jna n=30 AV <L1. Bce 3HaueHHs X1 JO/DKHBI
YIOBIETBOPSTH HEPABEHCTBY:

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

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

13,84mr/Tab

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTseHHoe OnpeneieHue 13.84mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

CEHHO3W/IOB B IepecueTe Ha CeHHO3u1 B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoayKkT cooTeeTCTBYET TpeboaHuam HO

Conclusion : APPROVED /
3akmovenue: OQOBPEHO

Checked by QC In-Charge / %ﬁp

[okymeHT nposepeH OKK:

Approved by QA In-Charge /
OoxymeHT ogobper OOK:

B

Date /

[lara: 651 S ped-t

Date /
DNara:

0% - O 20T
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Product: SENADE TABLETS 13,5 mg

IlpoayxT: CEHAJIE@, TABJETKH 13,5 mr

Batch No /Cepusi Ne: 482115

Batch Quantity / O6nem cepumn:

5847packs / ynakoBok

AR No / Ananurnyeckuii otyer Ne : ARF/189/2022|Date of Analysis / laTa ananuza: 05.09.2022

Date of Mfg / lata npousBoacrsa:  08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Ananus nposenén no HJI: I1 N0O13745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Result / PesynpTaTer Specification / Hopma
Test / IloxazaTens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunaparuapokcubensoara 0.042mr/tab
(BIXKX) .

10 | MICROBIAL LIMIT TEST/ Mukpobnonorinyeckas 4ucTora

10a) | Total Aerobic microbial count/
Obee yucyo a3podHBIX 20

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould

count / O0Luee gucio

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

. <10
IUIECHEBBIX U POJOKEBBIX
rputos
10 ¢) | Bile tolerant gram-negative Absent /OTtcyTcTByIOT Not more than 10°/ g / He 6onee 10° /r
bacteria/ Ycroituuseie k
JelfiCTBHIO JKeldu
rpaMoTpHLUAaTeNnbHbie GaKTepHH
104d) | Staphylococcus aureus Absent /O1cyTcTBYIOT Absentin 1 g/ Orcyrcreue s 1 r
10¢) | Escherichia coli Absent /OrcytcTByIOT Absentin 1 g/OtcyrctBue B 1 1
10) | Salmonella Absent / OtcyTcrByioT Absent in 10 g /Orcyrereues 10 g

Remarks : The Product conforms to ND/
Mprmeyanue: MpoaykT cooTeeTcTByeT TpebosaHmam HJ

Conclusion : APPROVED /
3aknioueHue: OQOBPEHO

Checked by QC In-Charge / i/‘h‘a Approved by QA In-Charge /
OokymeHT nposepex OKK: DokymeHT ogoBper OOK: %
Date / Date / — .
09.102 2. 042022
[larta: RS- 01 -Aph 2 [Hara: &> g
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Product: SENADE TABLETS 13,5 mg

Mponyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

482115

Batch Quantity / O6bem cepum:

5847packs / ynakoBok

AR No / Ananutuueckuii oruer Ne :

ARF/189/2022|Date of Analysis / lata ananu3za: 05.09.2022

Date of Mfg / [laTa npou3BoACTBA:

08/2022

Date of Expiry / I'ogen go:

07/2025

Analysis performed according ND / Auanus nposeaén no HJI: I NO013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne

Test / Iloka3zaTenn

Result / PesyabTaTs!

Specification / Hopma

11

Package / Ynaxoska

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 TabneTok B
GacTep U3 MIEHKH
MOJMBHHUIIXJIOPHIHOH
(nonuaTHIEHOBOH/
IOJIHBHHHJACHXJIOPHIHOI) 1
amoMuHKHeBol Gonsry, mo 25
fnucTepoR B KAPTOHHYIO MaUuKy
¢ BIIO3KEHHEM 25 HHCTPYKIHH
0 NPHMEHEHHIO.

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leafletin 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. / Tlo 20
tabneTok B GnUCTEp M3 MIEHKH TPEXCNOHHOMH
(MBX/MI3/IBAX) u amomunuesoii domsru. Ilo 2
unu 3 6McTepa BMeCTe ¢ HHCTPYKIHEH Mo
PUMEHEHHIO B KapTOHHYIO nauxy. ITo 20 Tabnerox
B OIIMCTEp M3 MJIEHKH MOJIHMBHHIIXIOPHAHOH
(MonH3THIEHOBO# / TONHBHHUIIEHX IOPHIHOMH) 1
AMOMHHNEBO# (oJErH, mo 25 GiHcTEpos B
KAPTOHHYIO NAUKY C BIOXKEHHeM 25 HHCTPYKUUIi 110
NPHMEHEHHIO.

12

Labeling / Mapkuposka

According to ND /

B cootsercteun ¢ HIJ

13

Storage conditions / Ycaosus

XpaHeHus

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

Buitze 25 °C.

14

Shelf life / Cpok ronHoCTH

3 years /3 ropma

Remarks : The Product conforms to ND/
MpumMeyanwe: MpogykT cooTeeTcTByeT Tpebosaruam HJ

Conclusion : APPROVED /
3akniouenue: OQOBPEHO

Checked by QC In-Charge / 2
[okymeHT nposepeH OKK: ’E—,\,_'/Q-_’p

Approved by QA In-Charge /
OokymeHT ofo6pex OOK:

Rt

Date /

fata: 05.09.20% 2~

Date /

L0420
Oara: 9%

FIMQC003-15-06

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