Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

-

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 481160

Batch Quantity / O6bem cepumn:

5851 packs / ynakoBok

AR No / Apanuragecknii orger Ne: ARF/205/2021|Date of Analysis / [lara apanmsa: 23.08.2021

Date of Mfg / Jlara npomssoacrsa:  08/2021

Date of Expiry / I'oxen no:

07/2024

Analysis performed according ND / Anamus nposeaén no H/L: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / okazarensb

Result / Pesynbrarel

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsetrcTByer

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 kpyrneie Tabnerku co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOrO 1BeTa ¢ BKparnenuamu. Ha oqnoi
cropone Tabnerkn BoigasieHo caoso «CIPLA», na
NPYTOi - IHHHUA pa3oma.

2 Identification / ITonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
I — Cootsercrayer L):gramnaauue aMMHMA4HOIO PacTBOpPa B KPACHBIIl
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooteeTcTRyeT chromatogram of the sample solution should
MeTuanmaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHUA OCHOBHOI'O MTHKA HA XPOMATOrpaMmme
HCTIBITYeMOTO PacTBOPa AODKHO COOTBETCTBOBATH
BPEMEHH YACPKHBAHUA OCHOBHOTO ITHKA Ha
XpPOMATOrpaMMe CTaHAapPTHOrO PacTBOpa
meruinaparuipokcubensoara (pasmen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpennas
macca

187.52 mg / 187,52 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooTeeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknoyenue: OQOBPEHO

Checked by QC In-Charge/

HokymeHT nposeper OKK: Hone

Approved by QA In-Charge / 1
HokymeHT onobper OOK: !g/ (S

[ara:

Date /

o 2208202\

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
= CEPTUDOHKAT AHAJIM3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481160

Batch Quantity / O6bem cepumn:

5851 packs / ynakosok

AR No / Arpamaraaecknii oraer Ne : ARF/205/2021 | Date of Analysis / lara anammsa: 23.08.2021

08/2021

Date of Mfe / Jlata npoussoacTsa:

Date of Expiry / I'onen mo:

07/2024

Analysis performed according ND / Anasms nposenén mo H/I: TTNO013745/01-091017, M3m. Ne 1 ot 17.04.2020

OaHOPOAHOCTD A03HPOBAHHA

Ne Test / HokaszaTens Result / PesyabTaTet Specification / Hopma
4 | Uniformity of weight / Complies / Cootsercryer 18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee = 7,5
O1HOPOIHOCTE 1O Macce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
MacCe [PU BBICYIIHBAHUH
6 | Dissolution / 80-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHHe He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=351 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-xi| £0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokasarens npuemnemocTu Juisi n=10 AV <L1.

B cny4ae, ecnu 3nauenue AV npesbimaer L1,
NPOBOAAT MCIIBITAHNE Ha cnepyomux 20 obpasiax.
Jlns n=30 AV <L1. Bce 3Ha4eHus Xi JOJKHbI
YAOBJICTBOPSTh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuygecTseHHoe oOIpeneneHne

(CnekrpodoTomeTpus)

13.90 mg/tab /

13,90 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 no 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3MIOB B MepecydeTe Ha CeHHO3HA B B ofHO#M
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteetcTayer TpebosaHusm HO

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Chargey

[okymeHT npoBepeH OKK@OY\ € fokymeHT ofobpeH OOK: O ;5/
Date / 2-3'68‘2611 Date / 2,_305'1/0’2_.\

[Hara: [ara:

FMQCO003-15-06

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




CERTIFICATE OF ANALYSIS
) CEPTHOUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481160

Batch Quantity / O6bem cepun:

5851 packs / ynakoBox

AR No / Ananuragecknii orger Ne : ARF/205/2021

Date of Analysis / /lara anamsa:  23.08.2021

Date of Mfg / Jlata npoussoacrsa:  08/2021

Date of Expiry / I'onen go:

07/2024

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

Ne Test / ITokazarens Result / PesyabTaThl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepsxanue
MeTHIMaparuipokcubensoara. 0.048 mr/Tab
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonorudeckast 4ucToTa

102) | Total Aerobic microbial count /
O6iee grcio apodHBIX <10 Not more than 10* cfi/ g / He Gonee 10* /v
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /v
count / Obee uncno <10
TMIIECHEBBIX U APOACOKEBBIX -
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycrof4nBbie K
NeHCTBHIO JKETUH
rpamMoTpHLaTenbHble OakTepHu

10d) | Staphylococcus aureus Absent /OtcyteTByrOT Absentin 1 g/ OrcyrcrBue B 1 1

10 e} | Escherichia coli Absent /OrcyTeTBYIOT Absentin 1 g/ OrcytcrBue B 1 1

109 | Salmonella Absent / OrcyrcTBytoT Absentin 10 g /OtcyrcTeue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooTBeTcTBYET TpebosaHuam HJ

3akntouenue: OO0OBPEHO

Checked by QC In-Charge/T

HokymeHT nposeper OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

Date /

23082001
[ara:

Date /

2% .0%8.-202\
Hara:

FMQCO003-15-06

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

At : Simchem Pvt. Ltd.,

Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

h

CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

HNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481160

Batch Quantity / O6bem cepun:

5851 packs / ymaxoBok

AR No / Ananaraaeckuii orger Ne : ARF/205/2021|Date of Analysis / [lara ananmza: 23.08.2021

Date of Mfe / lara npowssoacrea:  08/2021

Date of Expiry / I'onen mo:

07/2024

Analysis performed according ND / Anasms nposenén mo HJi: [TN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTeanb

Result / PesyabTaThi

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

OnucTep W3 NNEHKH

(nonmuaTHIEHOBOH/

IO PUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

HOHHBHHH.ITXJ'IOpHIIHOﬁ

MONIMBUHHIIICHXJIOPUIHOM) 1
amoOMUHHEBOH (osbry, mo 25
GMHCTEpPOB B KAPTOHHYIO MAUKy
C BJIOKEeHHEM 25 MHCTPYKLHit

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 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
TabneTox B OnMCTEp M3 MIIEHKH TPEXCIOHHON
(IIBX/II2MIBIAX) u amomuunesoit gonsry. Ilo 2
1 3 OnmcTepa BMECTe ¢ HHCTPYKLHeEH mo
IPUMEHEHUIO B KapTOHHyI0 nayky. ITo 20 tabnerok
B QucTep U3 IIEHKH NOJMBHHHIIXIIOPHIHONR
(IONHATHIIEHOBOH / TONUBHHHIIAEHXIOPHAHOH) H
arOMHHHEBOH (onbry, 1o 25 Gnucrepos B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKLHIl 1o
PHUMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B cooreercteumn ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHsA Boimre 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykr cooTBeTcTByeT TpeboaHuam HA

Conclusion : APPROVED /
3akntovenue: OOOBPEHO

Checked by QC In-Charge
JokymeHT nposepen OKK: R Nane

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

BIAE

Date /

23.03%202
[ara:

Date /

2% .of. :
nate: 2 .0% 202\

FMQCO003-15-06

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




