Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A
Page 1l of4/Crp.1m3 4
Product: SENADE TABLETS 13,5 mg poxykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 481167 Batch Quantity / O6bem cepun: 5850 packs / ynakoBox
AR No / Asanurugeckuii oraer No : ARF/214/2021|Date of Analysis / lara anammsa: 28.08.2021
Date of Mfg / /lara npom3soacrea:  08/2021 Date of Expiry / I'ogen go: 07/2024

Analysis performed according ND / Anamms nposeaén mo HJI: T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / IlokazaTenn Result / PesyabTaThi Specification / Hopma

1 | Description / Onucaune Complies / Coorsercrsyer 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. / ITnockue kpyriabie Tabnerku co
CKOILIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPUYHEBOTO 1BeTa ¢ BKparenusamu. Ha oaxoi
cropoHe Tabnerkun peraasneHo cnoeo «CIPLA», na
JIpyTO# - THHUA pa3noma.

2 | Identification / ITopnuHHEOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
et PR Cootsercrsyer S:g:mnnaﬂue aMMHa4HOIO PacTBOPa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercreyer chromatogram of the sample solution should
MeTtminaparuapokcudensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepXKUBAHHs OCHOBHOTO [HKa Ha XPOMATOrpaMMe
HCIBITYEMOI0 PacTBOpPa JI0JDKHO COOTBETCTBOBATH
BPEMEHH YIEPHUBAHUA OCHOBHOIO IHKA Ha
XpOMaTOrpaMMe CTaHOapTHOIO PacTBOpa
MeTHInaparuapokcubensoara (pasuen
«Merunnaparuapokcubensoar),

3 | Average weight / Cpenuss 188.37 mg / 188,37 mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanme: NpoaykT coorseTcTyeT TpeboBanuam HJl | 3akntouenmne: OQOBPEHO
Checked by QC In-Charge @ Approved by QA In-Charge / ©
[okymeHT npoeepeH OKK: E\om < NokymeHT ogobpeH OOK: %
Date / 98.0%.3 021 Date / 9 8.0% 202\
Hara: Hara:
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa No: 481167

Batch Quantity / O6bem cepun:

5850 packs / ynakoBok

AR No / Aranuragecknii oraer Ne : ARF/214/2021 |Date of Analysis / Jlara anammza: 28.08.2021

Date of Mfe / lara npoussoacrsa:  08/2021

Date of Expiry / T'ogen go:

07/2024

Analysis performed according ND / Anamus mposenén mo HJI: IT N013745/01-091017, Wam. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarens

Result / PesyabTaTel

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTL MO Macce

Complies / CooteercrByer

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

OnHOpOIHOCTL AO3HPOBAHUA

5 | Loss on drying / TToTeps B 2.2% NMT 6.0 % / He 6oxee 6,0 %
MAcce TPH BBICYIIMBAHUH
6 | Dissolution / 80-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos yepes 120 Mun
7 | Uniformity of Dosage units / AV=46 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=15.0;L2=25.0.

Ioxkasarens npuemnemoctu 1 n=10 AV < L1,

B cayuae, ecnm 3Havenue AV npesbimaer L1,
NPOBOJAT HCTIBITAHKE Ha criemytomux 20 obpasnax.
Jns n=30 AV <L1. Bece 3Ha4eHHA Xi JOJDKHBI
YIOBNETBOPSTH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuectsennoe ompenenenue
(Cnexrpodoromerpus)

13.94 mg/tab /

13,94 mr/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 50 15,53 mr (ot 90,0 10 115,0 %)
CEHHO3MJIOB B [IepecueTe Ha CEHHO3uA B B omHOM
Tabierke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTCcTBYET TpeboBaHuam H/

Conclusion : APPROVED /
3akniouenune: OJOGPEHO

Checked by QC In-Charge /

[lokymeHT nposepeH OKK: & e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

oy

Date /

0% 204
fiara: 28.0%3°2021

Date /

2%-0%- ;
Nara: %2024

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS

b

CEPTHOHUKAT AHAJIN3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

IIpoxykr: CEHA,[[E®, TABJETKH 13,5 mr

Batch No / Cepusi Noe: 481167

Batch Quantity / O0bem cepuu:

5850 packs / ynaxoBox

AR No / Ananutngeckuii orger Ne : ARF/214/2021|Date of Analysis / lara anammsa: 28.08.2021

Date of Mfe / lara npoussoacrea:  08/2021

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamms nmposeaén mo H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenan Result / PesyabTaTe! Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.0Z8 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tal.

parahydroxybenzoate(HPLC)/
CopepxaHue
MeTHNnaparuipokcubensoara 0.046 Mr/Ta6
(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpobHooruteckas Y4ucToTa

10a) | Total Aerobic microbial count /
O0mmee 4uciIo a9pOOHBIX <10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /v
count / Obuiee yHeo <10
IUIECHEBBIX H JIPOXKKEBBIX
rpuboB -

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107 / g / He Gonee 10% /r
bacteria/ Ycrolunseie K )
JEHCTBHIO Ken4u
rpamMoTpHLATENbHbIE DakTepHH

10.d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/OtcyrcrBies 11

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

109) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTeeTcTBYeT TpeboBaHuam HI

Conclusion : APPROVED /
3akntovenue: O0OEPEHO

Checked by QC In-Charge
JokymeHT nposepeH OKK: @Q___o An, &

Approved by QA In-Charge /
[HokymeHT ogobpen OOK:

L

Date/ 5 s.0%.2 029
Hara:

Date /

Nara: 2.8 08 2024

FMQC003-15-06

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 i .




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Cipla

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481167

Batch Quantity / O6bem cepun:

AR No / Auanurageckuii oryer Ne: ARF/214/2021

Date of Analysis / Jlara anamsa: 28.08.2021

Date of Mfg / Jlata npomssoacrea:  08/2021

Date of Expiry / I'onen no: 07/2024

5850 packs / ymakoBok

Analysis performed according ND / Anamus nposeaén mo HJI: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesyabTaTs! Specification / Hopma
T | Package /Y nao &azkﬁ%;érvr::ggzﬁa - 20 tablete Package / Ynaxoska - 20 tablets in a blistt‘rr made ‘of
PVC/PE/PVDC film and three-lgyer PVC/PE/EVDQ film an_d alummu_m foil. 2
aluminum foil. 25 blisters with  |©" 3 blisters and a'panen't information leaflet in a
25 patient infc;rmation leaflets in |S4T1O™ 20 ablets ina bhsFer madts OfPV(.: .
& cation FTT6 30 TaETsioE B fPE/PYDC_ film anq alummum.foxl, 25 blisters with
i creﬁ S s 25 patient information leaflets in a carton. / ITo 20
BOTREREREXROpRNEOR TabneTok B 6IHCTEp M3 MUIEHKH Tpevxcnoi'moﬁ
P (MBX/TID/TIB/IX) 1 amOMHHHEBOH ¢x.)'nbm. ITo 2
[0 MBHHIIACHXTOPUAHOI) 1 umu 3 Gimcrepa BMecTe ¢ HHCTPYKLHEIH 1o
AMOMHHHEBOR (BOBIH, 110 25 MpHMEHEHHIO B KapTOHHYHO0 ma4ky. ITo 20 Ti‘i‘GJ'le’I‘OK
P ——— xapfml-my;o masKy B OIHCTEp M3 TUIEHKH MOJIMBHHHIXJIOPHIHOM
¢ BioxexHem 25 uHCTpyKuufi (nonua’mnenc:aoﬁ / NONMMBHHUIAECHXIOPHIHOMH) H
110 NPUMEHEHHIO aMFoMHHKEBOH (onery, no 25 GaucTepos B
) KapTOHHYIO MAauKy C BAOXKEHHEM 25 HHCTPYKIIMi o
MPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B coorsercreun ¢ HJT
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype He
XpaHeHUs poimre 25 °C.
14 Shelf life / Cpok rogHocTH 3 years/ 3 roga

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykr cootsetcTeyeT TpebosaHnam HA

Conclusion : APPROVED /
3aknrwuyenue: OQOBPEHO

Checked by QC In-Charge / (‘\)
JokymenT nposepeH OKK: cwn e

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /
Hara:

2 %-0R- 2029

Date /
Hara:

28 -0%-202\

FMQC003-15-06

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




