Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIN3A

Page1of4/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayit: CEHAAE®, TABJETKH 13,5 vr

Batch No / Cepust Ne: 482041

Batch Quantity / Obnem cepum: 5851 packs / ynaxoBok

AR No / Anasmriaecknii oraer No :  ARF/088/2022|Date of Analysis / lara amammsa: 04.04.2022

Date of Mfg / lara npom3soacrea:  03/2022 Date of Expiry / l'ogen xo: 02/2025

Analysis performed according ND / Anamms nposeaén mo HI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Hoxazatennb

Result / Pe3yanTaThl Specification / Hopma

1 | Description / Onucanze Complies / CooTBeTcTBYET 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. / Ilnockue kpyripie TabneTsu co
CKOLIEHHBIMH KPasiMy OT KOPHYHEBOIO IO TEMHO-
KOpHYHEBOro LpeTa ¢ Bkpannenuamu. Ha oxHoi
cropore Tabnerky BeigasieHo cnoso «CIPLA», Ha
OPYTOii - MMHHA Pas3ioMa.

2 | Identification / Hoamannocts

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTBYET OkpammBaHie aMMHA9HOTO PAcTBOPa B KPaCHbIH
AHTPaXHMHOHOBbIE TIHKO3H]IbI Hiser,
2b}) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootsercTByer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPHKUBANNA OCHOBHOTO [1MKA HA XPOMATOrPaMme
HCHBITYEMONO pacTeOpa A0LKHO COOTBETCTBOBATD
BpPEMEHH YAEPKHBAHHS OCHOBHOTO ITHKA Ha
XpOMAaTOrpaMMe CTaHAaPTHOIO PacTBopa
METHIaparuapoxcubensoara (pasaen
«Merunmaparapokcubensoar).

3 | Average weight / Cpenass
Macca

186.69mg / 186,69mr 189.99 mg 7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanne: MpoaykT cooteeTcTeyeT Tpebosaxnam Hil | 3aknroyenne: OQOBPEHO

Checked by QC In-Charge” ,~
JlokymeHT npoeepeH OKK: ‘J]g Llaut

Approved by QA in-Charge /
[okymeHt ogobpex OOK:

Date /
DAoL L2 2—
[ara: 4 +

S o4O o

FMGCG03-15-06

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 ’
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F ANALYSIS
AHAJIN3A
Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

HpoayxT:

CEHAJIE®, TABJIETKH 13,5 ur

Batch No / Cepust Ne : 482041

Batch Quantity / O6nem cepumn:

5851 packs/ ynaxonox

AR No / Ananmamagecknit orger Ne : ARF/088/2022

Date of Analysis / lata anammsa:  04.04.2022

03/2022

Date of Mfg / lata npoussoacrea:

Date of Expiry / 'ogen go:

02/2025

Analysis performed according ND / Anamus uposenén mo H/I: I1 N013745/01-091017, Msm. Ne 1 or 17.04.2020

Ne Test / IToxazarens Resuit / PesynsraTs Specification / Hopma

4 | Uniformity of weight / Complies / CoorBercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 se Gonee £7,5
OnHOPOAHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 e Gonee + 15%

5 | Loss ondrying / ITotepsa B 3.4% NMT 6.0 % / He 6onee 6,0 %

MACCe NPH BHICYINUBAHUH

6 | Dissolution / 78 - 87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenHo3nmor yepes 120 MuH

7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <L1.
OaHOPONHOCTb AO3HPOBAHHSA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=230

AV <11, All values of xi must satisfy the
inequality:

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

L1=15.0;L2=250.

Tlokasatems npuemnemocTs 1ma n=10 AV £ L1.

B ciyuae, ecu 3aadenne AV npessiaer L1,
TIPOBOMAT HCTIBITAHME Ha crexgyromux 20 obpasnax.
Jins n=30 AV <L1. Bce 3HaueHus xi JODKHBI
YAOBIETBOPSITE HEPABEHCTBY:

[M-xi| 0,01 xL2 xM,

L1=15,0,1L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KONMYECTBEHHOE  ONpeneneHne 13.91 mg/tab / sennosides calculated as sennoside B in.one tablet. /
(CnexrpodoTomerpus) 10t 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)

Y3 01 sarfeals CCHHO3MJIOB B TIEPECHETe Ha CeHHO3MA B B ofHOI
' Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanne: poaykT cooTeeTcTByeT TpebosaHnam HA

Conclusion : APPROVED /
3awnmrovenne: OQOBPEHO

Checked by QC In-Charge /" Approved by QA In-Charge /

[okymeHT npoeepeH OKK: \E@S Lt DokymeHT ogobpeH OOK: &

Date/ ¢ 40420622 Date / DYooy 202
fOara: [ara:

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




CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIM3A

Cipia

Page3 of 4/ Crp.3 m3 4

Productt SENADE TABLETS 13,5 mg

Hpoayir: CEHAJE®, TABJETKH 13,5 Mr

Batch No / Cepusi Ne : 482041

Batch Quantity / O0nem cepnm:

5851 packs / ynaxoBox

AR No / Anammrageckmii oraer No: ARF/088/2022

Date of Analysis / JlaTta ananuza:  04.04.2022

Date of Mfg / Jara npoussoacrsa:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Auamms nposenén mo HJL: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxazarens Result / PesymbTaTs: Specification / Hopma
9 | Content of Methyl 0.052 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepixanue
MeTHInaparupokcubersoara 0.052 mr/1ab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuomnoruyeckas 4ucTota

10a) | Total Aerobic microbial count /
O6mee yuCIO a3pOGHBIX 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° /r
count / O6mee uncno <10
ILIECHEBBIX U JAPOACKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OrcyrcTByIOT Not more than 107 / g/ He bonee 10° /v
bacteria/ Ycroitunseie K
INEHCTBHIO JKEITYH
rpamMoTpHUaTenbHble OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyTcTByIOT Absent in 1 g/ OrcyrerBue B 11

10e) | Escherichia coli Absent /OTcyTeTByIOT Absent in 1 g/ OrcyrcrBue B 1 1

100 | Salmonella Absent / OtcyTcTByIOT Absentin 10 g / Oi‘cyrcrane Bl0g

Remarks : The Product conforms to ND/
Npumeuanne: NpoaykT cootsercTayeT Tpebosanusm HI

Conclusion : APPRQOVED /
3axmouenne: OQOBPEHO

Checked by QC In-Charge; f'\

Approved by QA In-Charge

/
HokymeHT nposepeH OKK: Yo HokymeHnt ogobpen OOK: w
B:_t;‘l O4 042022 E:::" oY.042022—

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
E CEPTHOUKAT AHAJIM3A

Paged4 of 4/ Crp. 4 n3 4

‘Product: SENADE TABLETS 13,5 ms

Mpoayir: CEHAJNE®, TABJIETKH 13,5 Mr

Batch No / Cepusa No : 482041

Batch Quantity / OGnem cepum:

5851 packs /'ynaxosox

AR No / Ananmruueckunii oraer Ne :  ARF/088/2022|Date of Analysis / lara anannza: 04.04.2022

03/2022

Date of Mfe / laTa npoussojacrsa:

Date of Expiry / l'onen no:

02/2025

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

i J‘I‘g i Fest /- Hoxazarens

‘Result / PeayasTaThl

Specification / Hoﬁma'

11 Package / ¥Ynaxoska
: in a blister made of

BnucTep U3 IUISHKH

(nonuaTHIEHOBOM/

110 MPHUMEHEHHIO.

Package / Ynakoexa - 20 tableis

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

MOJIMBUHIITXJIOPHIHECH

NOJHBHHWIAEHXJIOPDHAHOH) H
amOMUHMEBOH (Posbry, no 25

GnuCTepOB B KAPTOHHYIO TIAYKY
C BJIOKEHHEM 25 HHCTPYKLIUH

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
TabneToK B ONIHCTED M3 IUIEHKH TPEXCIOHHOMN
(MBX/TI2MIB/IX) u amomunuesoi domery. ITo 2
uiH 3 GaucTepa BMecTe C HHCTPYKIHEH 110
NPUMEHEHHIO B KapToHHYIo Hauky. 1o 20 tabnerok
B GAUCTEP K3 NINEHKH NOAUBHHUIXIOPHIHOH
(nonuaTHIEHOBOH / IONMBHHMIICHXIOPHHOH) 1
aNOMUHIEBOH (obry, 1o 25 dnucTepos B
KapTOHHYIO MauKy C BIOXKEHHEM 25 HHCTPYKIIHi 1o
IPUMEHEHHIO,

12 | Labeling / MapkupoBka According to ND /

B coorsercreuu ¢ HJJ

13 Storage conditions / Ycnosust

XpaHeHUA Bbime 25 °C.

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

14 | Shelflife / Cpox rogsocTi 3 years / 3 rona

Remarks : The Product conforms to ND/

Congclusion : APPROVED /

Npumeuanne: NpoaykT cooTsercrayeT Tpebosanmam HI | 3akmovyenne: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / 1
OokymeHT nposepeH OKK: '@jﬁ‘_‘ﬁ, [HokymeHT ofobpeH OOK: /S

Date/ ~a.04:20622 Date / O Lo por2
Harta: Hara:

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 ’




