CERTIFH

Cipia

% TE OF ANALYSIS

, CEPTUOUKAT AHAJIM3A

Page 1 of4/Crp. 1 n34

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepust Ne: 4820438 Batch Quantity / O6bem cepum: 5852 packs / ynakoBok
AR No / Asamurageckmnit oraer Ne: ARF/097/2022 | Date of Analysis / lara ananuza: 18.04.2022
Date of Mfg / Jlara npoussoacrsa:  03/2022 Date of Expiry / 'onen go: 02/2025

Analysis performed according ND / Anamin nposeagn mo HJI: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens

Result / PesyabTarthl

Specificatior / Hopma

1 | Description / Onucanune

Complies / CooTtsercTRyeT

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 kpyrnsie TabneTky co
CKOLIEHHLIMH KPasMii OT KOPHYHEBOIC 10 TEMHC-
KOPUYHEBOTrO IBeTa ¢ Brpamtenuamu. Ha oxroi
cropone Tabnerkn BogaBaeHo ci1oeo «CTPLA», Ha
ApYToii - THHUA pa3noMa.

2 | Identification / IIofIHHEOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTByeT OxpaimmnBaHHe aMMMAa4YHOTO PAacTBOPa B KPACHBIH
AHTpPaxHHOHOBBIE TTTHKO3HIbI TReT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution sheuld
MerunnaparuapokcubeH3oar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKHBAHHSA OCHOBHOTO MHKa HA XPOMAaTOrpaMme
HCIIBITYEMOTO pacTBOPa NOLKHO COOTBETCTBOBATD
BpeMeHH YAePKUBAHHA OCHOBHOTO MMHKA Ha
XpOMaTorpaMMe CTaHAapTHOTO PacTBopa
MeTraparuapoxcudensoara (pasuen
«MerunmaparuapokcubeHsoar).

3 | Average weight / Cpenusis
macca

187.05mg / 187,05mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
NpumMeyanue: MpoayxT cooTeercTayeT Tpebosanunam HI

Conclusion : APPROVED /
3aknroyvedue: OQOBPEHO

Checked by QC in-Charge Q,\ aus

Approved by QA in-Charge / %j@' .
1

HokymeHT nposepeH OKK:
Datel 18 042012

HoxymeHT opobpen OOK:
Date / o
Nars: \&y 0y . 202

FMQC003-15-06

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




Cipia

CERTIFICATE OF ANALYSIS .
s CEPTHO®UKAT AHAJIN3A
) Page 2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Iipoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 482048 Batch Quantity / OGbem cepan: 5852 packs / ynaxosox
AR No / Anamuriaecknii oraer No :  ARF/097/2022 | Date of Analysis / lata ananuza: 18.04.2022
Date of Mfg / [lara npoussoacrea:  03/2022 Date of Expiry / Toxen no: 02/2025

Analysis performed according ND / Anasmis nposenén o H/A: TIN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Hokazarenb

Resuit / Pesysinrarst

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE MO Macce

Complies / CooTsercTByeT

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

5 | Loss on drying / TloTeps B - 2.6% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYIIWBAHHHA
6 | Dissolution / 80 - 89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosunos yepes 120 muH
7 | Uniformity of Dosage units / AV=51 The acceptability index forn =10 AV <L1.

OnHOPOAHOCTD NO3HPOBAHHUA

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.

Tlokasarens npuemiuemocty ans n=10 AV <L1.

B cny4ae, ecnu 3navenne AV npepbrmaer L1,
[IPOBOMAT HCTIBITAHKE Ha cnemyromux 20 obpasmax.
Jlns n=30 AV <L1. Bce 3HaueHus Xi JO/DKHEI
YIOBIETBOPSTH HEPABEHCTRY:!

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

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

'8 | Assay (Spectrophotometry)
KommiecTBeHHOe ompeneneHue
(CnekrpodoTomerpus)

13 88 mg/tab /

13,88 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 (o1 90,0 o 115,0 %)
CCHHO3HIOB B Nepecuere Ha ceHno3un B B onuol
Tabnerxe.

Remarks : The Product conforms to ND/
MNpumedanune: MNpoaykT cooTeeTcTBYeT Tpebosannam HI

Conclusion : APPROVED /
3aknroyernue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

JlokymeHT nposepeH OKK: Q3w QL [lokymeHT ofobper OOK: %
Date / o Date / . . ‘

Dara: 18 042022 Nara: \9. 0\ o2z

FMQC003-15-06

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




CERTIFICA T F. OF ANALYSIS

-

CEPTHOUKAT AHAJIU3A

Cipia

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg Lipoayxt: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482048

Batch Quantity / O0nem cepun: 5852 packs / ynmakosox

AR No / Ananwtagecknii oruer Nt ;

ARF/097/2022 | Date of Analysis / lata anammsa: 18.04.2022

Date of Mfg / Jlara npomssoxcrea:  03/2022 Date of Expiry / 'onen no: 02/2025

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

N Test / Moxasarenn Result / Pezynsrarei Specification / BEopma
© | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tad. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparnapokcniensoara 0,053 mr/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpobronorudeckas 4HcTOTa

10a) | Total Aerobic microbial count /
Ob6mee uncno aspobHBIX
MHKPOOPTaHU3MOB

<10 Not more than 10* cfu/ g / He Gonee 10° /v

10b) | Total combined yeast and mould
count / OGiee yucno

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

<10
UIECHEBLIX H JPOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10* / g / He 6oxnee 10” /r
bacteria/ YcToHuHBbBIE K
eHCTBHIO JKeITYH
rpaMoTpHUATENbHBIE DaKTepun
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrctBue B 11
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBHe B 1 T
109 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanne: Mpoaykr cooteercTayet Tpebosanuam HI | 3axmouenue: OOOBPEHO

Checked by QC In-Charge I/* } Approved by QA In-Charge / _—
[HokymenT npoeepeH OKK: }2 7 a B e HoxymeHT ogobpeH OOK: %ﬂ
Date / 18-04.2022 Date / |90 2022

Nara:

[ata:

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




Cipia

CERTIFICATE OF ANALYSIS
) CEPTUO®UKAT AHAJIN3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tipoayxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua No: 482048

Batch Quantity / Ofnem ceprm:

5852 packs / ynaxoBok

AR No / Aranurugeckwit oraer No :

ARF/097/2022 | Date of Analysis / Iara anammza: 18.04.2022

03/2022

Date of Mfg / /laTa npoH3BOACTBA:

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anasius nposeagén mo HI: ITTN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Tést / Hokazareinb

Resuit / PesynabTaTsi

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of -

Oucrep U3 MICHKH

(MoH3THIEHOBOMH/

0 NIPpUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MONHBHHHIIXJIOPHIHOH

MOMHBHHHJIAEHXIIOPUIHOI) 1
aMOMHUHNEBOH (oNbpry, 1o 25
ONMCTEPOB B KAPTOHHYIO TIAUKY
C BIOYKEHHEM 25 HHCTPYKIMI

Package / Ynakoeka - 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 OMMCTEp M3 MIIEHKH TPEXCIOHHOH
(MBX/MIDMIB/AX) u amomunuesoii gomeru. ITo 2
wiu 3 GHcTepa BMECTE C MHCTPYKIIMEH 10
NPHMEHEHHIO B KapToHHY0 nauxy. ITo 20 rabnerox
B OnmcTep M3 TUICHKN NONMBHHWIXNIOPHHOH
(nonu3ITHNEHOBOH / NOTHBHHHIICHXJIOPHIHOH) 1
amoMuHUeBoH (osibry, o 25 GaucTepoB B
KApTOHHYIO MAuKy C BIOXKEHHEM 25 HHCTPYKLMH 110
[IPUMEHEHMIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercteun ¢ HI]

13 Storage conditions / Ycnosus

XpaHeHus solme 25 °C.

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

14| Sheif life / Cpok romsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanume: MNpopyxr cooTsercrByeT Tpebosannam HA

Conclusion : APPROVED /
3akmouenne: QOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / e

HokymeHT nposeper OKK: \13 &l arus HokymeHT opobpeH OOK:
Date / 5 o A DB D Date / OM 202
Jata: I8 e04= 2022 [Nara: L

FMQCO003-15-06

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




