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Cipla

ERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne : 482005

Batch Quantity / O6nem cepun: 5846 packs / ymakoBok

AR No / Arasmaragecknii orger No :  ARF/035/2022|Date of Analysis / Jlata ananmza: 03.02.2022

Date of Mfg / lara nponssoacrsa:  01/2022 Date of Expiry / I'onen go: 12/2024

Analysis performed according ND / Ananms nposenén no HJI: TT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IHoka3zaTens

Result / PesyabTaTs! Specification / Hopma

1 | Description / Onucanue Complies / CoorsercTByer 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 kpyribie TabiaeTKu co
CKOIIEHHBIMH KPasiMH OT KOPUYIHEBOTO 0 TEMHO-
KOpPHYHEBOTO LBeTa ¢ BKparieHusMu. Ha onHoil
cropoHe Tabnerkd BhiayieHo cnoso « CIPLA», Ha
IpyTOii - TNHKS PA3noMa,

2 | Tdentification / ITopnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
T —_— CootBerctByeT I(-)I:;)TaI.IIHBaHHB dMMHAYHOr0 PACTBOPA B KDPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootrsercrByer chromatogram of the sample solutien should
MeTtunmnaparuapokcuoeHsoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHUBAHMS OCHOBHOIO MMHKA Ha XpOMAaTorpaMme
HCITBITYEMOTO PacTBOPA JOJDKHO COOTBETCTBOBATH
BpeMeHH yAep KHBAHUA OCHOBHOIO MHKA HA
XPOMATOrPaMMe CTaHAapTHOTO PacTBOpa
merunnaparunpoxcubensoara (paznen
«MerunnaparugpokcubeH30ar).

3 | Average weight / Cpensis
Macca

186.41mg / 186,41 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyuanue: MNpoaykT coorsetcTayeT Tpebosanuam HI | 3akmoyenune: OOOBPEHO

Checked by QC In-Charge /

[lokymeHT nposepeH OKK: CLLES

——

Approved by QA In-Charge /
NokymeHT ogobpeH OOK: %—l

Date /
(5 2+:2 o2 A
Hara: 30

Date /

Nara: Ovu-c2 .20z 2
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Cipla

\ CERTIFICATE OF ANALYSIS
N CEPTU®UKAT AHAJIN3A
Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg IMpoayxr: CEHAJIEﬁ, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482005 Batch Quantity / O0bem cepun: 5846 packs / ynakopok
AR No / Anasmraaecknii orger Ne :  ARF/035/2022|Date of Analysis / /lata anpammza:  03.02.2022
Date of Mfg / lara npomsoacrea:  01/2022 Date of Expiry / I'onen go: 12/2024
Analysis performed according ND / Auamns nposenén o HJI: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020
Ne Test / ITokasarean Result / PesyabTaThi Specification / Hopma
4 | Uniformity of weight / Complies / CooTBercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OgHOpPOIHOCTE MO Macce %
’ 2/20 tablets NMT £15% / 2/20 we Gonee * 15%
5 | Loss on drying / Iloteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
MAcCe MPH BbICYLINBAHUH
6 | Dissolution/ 80-86% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cennosnnos yepes 120 mun
7 | Uniformity of Dosage units / AV=57 The acceptability index forn=10 AV <LIL.
OmHOPORHOCTD AO3UPOBAHHSA In the case where the value of AV exceedsL1, 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=150;L2=25.0.

Tlokazarens npuemiuemocty i n=10 AV <L1.

B cayuae, ecnu 3sHayenne AV npesbimaer L1,
NPOBOAAT HCIBITAHKE Ha creayouux 20 obpasiax.
s n=30 AV <L1. Bece 3Ha4eHus Xi NOBKHBI
YIOBIETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE OMNpeneneHue 13.82 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Crnexrpodoromerpus) Ot 12,15 o 15,53 mr (o1 90,0 mo 115,0 %)

13,82 mr/Ta6 CEHHO3HMJIOB B NepecyeTe Ha ceHHo3ua B B oaHoOM
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanme: MpoaykT cootseTcTByeT TpebosaHunsm HI | 3aknwoyenne: OQOBPEHO
Checked by QC In-Charg Approved by QA In-Charge / .
HokymeHT nposepeH OKK: CILes [OokymeHT ogobper OOK: W
Date / : T 2 Date / R
nara: 03-062.202 TXarai OU-02 ~202-2

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
N CEPTHOUKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoxysr: CEHAJIE®, TABJIETKH 13,5 wr

Batch No / Cepusi Ne : 482005

Batch Quantity / O6bem cepun:

5846 packs / ynakosok

AR No / Aganarugeckuii orger No :

ARF/035/2022 | Date of Analysis / /lara anammsa:  03.02.2022

Date of Mfg / /lara npomssoacrea:  01/2022

Date of Expiry / Togen go:

12/2024

Analysis performed according ND / Asam nposenén o HJI: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloxazarein Result / Pesysibrarnl Specification / Hopma
9 | Content of Methyl 0.044 mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mMr/Tab.
- | parahydroxybenzoate(HPLC)/
Conepxxanue
MeTUNnaparuapokcubensoara 0,044 mr/rab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoraygeckasi 4MCTOTA

102) | Total Aerobic microbial count /
O6mee yncio a3poOHBIX

} MHKPOOPTraHH3MOB

<10

Not more than 10° ¢fi/ g / He 6onee 10* /r

10b) | Total combined yeast and mould

count / O6miee 9uCIO
IJIECHEBBIX ¥ IPOMOKEBBIX
rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcroiiuuBbie K
JEHCTBHIO JKeJT4H

rpaMoTpHIATENbHEIE DaKTEPHI

Absent /OtcyTeTByROT

Not more than 10% / g / He Gosnee 10° /r

10d) | Staphylococcus aureus

Absent /OtcyrcTBYIOT

Absent in 1 g/ OrcyrcrBue B 1 1

10 ¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absent in 1 g/ OrcyrctBHe B 1 T

10f) | Salmonella

Absent / OtcyTcTRYIOT

Absent in 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT TpeboaHuam HJ

Conclusion : APPROVED /
3aknroueHue: OQOBPEHO

Checked by QC In-Charge k‘ 3
NokymenT nposepeH OKK: 8 Qous

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

Date/ nsz.02.202.2 .
[ara:

Date /

OY. . O2 2022
Oara:

FMQCO003-15-06

Clpla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Paged4 of4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

482005

Batch Quantity / OGbem cepun:

5846 packs / ynakosok

AR No / Apanaragecknit orger Ne : ARF/035/2022

Date of Analysis / /lara ananmsza:  03.02.2022

Date of Mfg / [laTa mpon3soacrsa:

01/2022

Date of Expiry / I'ozen no:

12/2024

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

No Test / lloxaszareas Result / Pe3yabTarTsi Specification / Hopma
11 | Package / Ynakosxka Pack : . . )
E inaz baiig;érs;r::::?;& Anbles Package / Ymaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
akistiniiin foil. 25 bligtess ity |2F 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets jn |CArton. 20 tablets in a blister made of PVC
4t T 205 EToE 5 /PE/PVDC film and aluminum foil, 25 blisters with
B : s 25 patient information leaflets in a carton. / ITo 20
i lfHPIJ'DUlO i TabneTox B GIHCTEP U3 TUIEHKH TPEXCIOHHO
(nonmrmenonlg i (MIBX/TISMIBX) v amromusmesoii gonbry. Ilo 2
O MHE HEICHXIODHITHOR) H unu 3 GicTepa BMECTE C MHCTPYKLHEH 110
ATIOMHHHEBOR $OTBH, 10 25 MPUMEHEHHIO B KapTOHHYIO rmauky. ITo 20 Tabnerok
GaucTepon § ilpron ’KQ) 1B GmucTep M3 IUIEHKH NOJIUBHHUIXJIOPUIHOM
i Bnoxcz TR e "y — y (monu3THIEHOBOI / NONMBHHAINEHXIOPHIHOMN) U
i SR TPy amOMUHHKEBOH doery, o 25 Gauctepos B
P ) KapTOHHYIO MMa4Ky C BJIOKEHHEM 25 HHCTPYKLHH no
MPHMEHEHHIO.
12 | Labeling / Mapxuposka According to ND /
B coorsercteuun ¢ HI
13 Storage conditions / Ycnoens In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHHus Beime 25 °C.
14 | Shelflife / Cpox rogaocts 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: MNpoaykT coorBeTcTByeT TpeboaHuam H/

3aknrouyenue: OQOBPEHO

Checked by QC In-Charge /,

HokymeHT npoeepeH OKK: alie

Approved by QA In-Charge /
HokymenT ogobper OOK:

Co s

Date/ p3-02-202.2 _
OaTa:

Date /

Bérva Oy -0z 2021

FMQC003-15-06
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