Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®HKAT AHAJIM3A

Page 1 of 4/ Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaysr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 482047

Batch Quantity / O6sem cepamn:

5851 packs / ymaxkosok

AR No / Asamurmaeckwii orger No :

ARF/096/2022 | Date of Analysis / iata anayms3a:

15.04.2022

Date of Mfg / Jlara nponzsoacrea:  03/2022

Date of Expiry / l'ogen po:

02/2025

Analysis performed according ND / Anamis nposenén o HJL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / oxazareas

Result / PesyanTarTs

Specificatien / Hopma

1 | Description / Onucanue

Complies / CootBercrayer

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. / Inockue xpyriasie Tabnersu co
CKOLIEHHBIMH KpasiMu OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKpamenusnvi. Ha onroi
cropoHe TabneTkH BoiasieHo cinoBo «CIPLA», Ha
OpyTOil - MMHKA pa3noMa.

2 | Identification / IlomanmusHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByET OxpammuBanie aMMHAYHOTO PacTBOPAa B KpPAacHBIH
AHTanPIHOHOBbIC TIIMKO3HMObI LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercrayer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
yOepsKUBAHNA OCHOBHOIO ITHKA HA XPOMATOIpaMme
HCITBITYEMOTO PACTBOPA HOJKHO COOTBETCTBOBATS
BPEMEHH YACPXKHBAHUA OCHOBHOIO IMHKA Ha
XpPOMAaTOrpaMMe CTaHJAPTHOTO PacTBOpa
MeTHInaparuapokcubensoata (pasnen
«MeTnmnaparupoKcHOeH30ar).

3 | Average weight / Cpennsia
macca

187.60mg / 187,60mMr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpwumevanne: Mpoaykr COOTBeTcTBVET Tpebosannam HO

Conclusion : APPROVED /
3akmoueHue: OQOBPEHO

Checked by QC In-Charge / |
HokymeHT nposepeH OKK: 1 2 [) QL

Approved by QA In-Charge / P
HoxymeHT opobperH OOK: %

Date / "S 04 22D 2

[ara:

Date /

ara: o202
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIM3A

Page2 of 4/ Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfe / Jlara npoussoacrsa:

Batch No / Cepust Ne : 482047 Batch Quantity / O6bem cepun: 5851 packs / ynakosox
AR No / Ananmuraaecknii oraer Ne : ARF/096/2022 | Date of Analysis / [iata ananu3a: 15.04.2022
03/2022 Date of Expiry / I'onen no: 02/2025

Analysis performed according ND / Anamus nposenén mo HII: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoka3zaTean

Result / PesyabTaThi

Specification / Hopiﬁn

4 | Uniformity of weight /

Complies / CooTeeTcTRYET

18/20 tablets NMT = 7.5 % / 18/20 we Sonee £7,5

OnOHOPOAHOCTb NO3HPOBAHHS

OIHOPOIHOCTH MO Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee * 15%
5 | Loss on drying / IToteps B 1.2% NMT 6.0 % / He 6onee 6,0 %
MaccCe TP BBICYITHBAHWHW
6 | Dissolution / 79 - 87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730 '

AV <L1. All values of xi must satisfy the
inequality:

[Mxi| < 0,01 x L2 x M,

L1=15.0,L2=250.

TTokasarens npuemnemoctd s n=10 AV <L1.

B ciyqae, ecnit 3snadenne AV npessimaer L1,
TIPOBOJIAT HCIbITaHHE Ha cnexyromnx 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3HaueHus Xi JOJDKHBI
YAOBJIETBOPATE HEPABEHCTBY:

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

L1=150;1L2=25.0.

Mpwumeyvanne: MpoaykT cooTsetcTayeT TpebosaHmam H

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomgecTseHHOE OmpeneneHHe 13.92 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpotoTomerpus) Ot 12,15 mo 15,53 mr (0190,0 no 115,0 %)

13,92 mr/Tab CEHHO3HMIOB B IlepecyeTe Ha CeHHO3u B B omHOM
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axknrouenne: OQOBPEHO

Checked by QC In-Charge /" =~
LokymeHT npoeepeH OKK: h f 3 & Qe

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

e

Date /

1§-04.2022__
[aTa:

Date /

rome 16« 0y-2022

FMQC003-15-06
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CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

| Ipoayi: CEHAJE®,

TABJETKM 13,5 mr

Batch No / Cepus Ne: 482047

Batch Quantity / O6bem cepan:

5851 packs / ynakoBok

AR No / Ananuragecknii orser Ne:  ARF/096/2022

Date of Analysis / {aTa anannsa:

15.04.2022

Date of Mfg / Jlara npoussoacrea:  03/2022

Date of Expiry / I'ogen mo:

02/2025

Analysis performed according ND / Auamns nposeaén no HJI: TTN013745/01-091017, Msm. Ne 1 or 17.04.2020

Ne Test / [HoxasaTeas Result / Pesyastatsl Specification / Hopma
9 | Content of Methyl 0.054 mg/tab 0.028 - 0.056 mg/tab. / O1 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepixanue
MeTHInaparuapokcruoersoaTa 0.054 Mr/rab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoradeckas YJucToTa

10a) | Total Aerobic microbial count /
O6mee uncno a3podHbIX <10 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /1
count / O6mee gucno <10
MJIECHEBbIX U JIPOACKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyteTBYIOT Not more than 107 / g / He Gonee 107 /r
bacteria/ Ycroiiunssie K '
NEeHCTBUIO XKenuu
rpaMoTpuLaTenbHbIe DaKTepuH

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

10 e) | Escherichia coli Absent /OTtcyTcTBYIOT Absentin 1 g/ OrcyrcrBue B 1 T

101) | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / OrcyrcTeue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanne: Mpogykr cootseTcreyer TpeGosanuam HI | 3aknoyenue: ONOBPEHO

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

[lokymeHT nposepeH OKK: \\i Gauwce DNokymeHT opo6peH OOK: a4

Date / - - Date / N .
5:.04..2022— 6o\ 2oz2-

HaTta: f Gt Oata: \

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvi. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

GCipla

Page 4 of 4/ Crp. 4 13 4

Product: SENADE TABLETS 13,5 ing

Hpoayii: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 482047

Batch Quantity / O6bem cepun:

5851 packs / ynaxoBox

AR No / Asanuragecknii oraer Ne :  ARF/096/2022

Date of Analysis / lata amamaza:  15.04.2022

Date of Mfg / Jlara npon3soacrsa:

03/2022 Date of Expiry / I'onen no:

02/2025

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

Ne

Test / Tlokazarenb

Result / PesyabTaTst Specification / Hopma

11

Package / Ynakoska

Package / Ynaxosxka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 Tabnerok B
OnucTep U3 MIeHKH
TOAMBHHUIIXIOPHAHOM
(TmonmuaTHIEHOBOH/
TOJMBHHHJIIEHXIIOPHIHOMH ) H
amoMHHHEBOH (onbry, mo 25
GNUCTEPOB B KAPTOHHYIO [AYKY
C BIOXKEHHeM 25 HHCTPYKLHH
10 MPHMCHCHHKD.

MPUMEHEHHIO.

Package / Vnakosxka - 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
TabyieToK B OJIMCTEp M3 TUIEHKU TPEXCIOHHOMN
(MBX/MI2/MIBAX) 1 amomunanesoii (oneru. IMo 2
win 3 GnucTepa BMeCTe C MHCTPYKLHEH 1o
NPHMEHEHHIO B KapTOHHYIO mauky. [To 20 Tabnerok
B OMIiCTEp M3 IIEHKN HONHBUHHIDUIOPHAROH
(noNM3THNEHOBO! / NOMUBUHULEHXIIOPHIAHOH) H
amoMuHIEBOH (oubry, o 25 BaucTepor B
KapTOHHYIO ITAYKy C BIOJKEHHEM 25 HHCTPYKIIHI 1o

12 | Labeling / Mapkuposxa | According to ND /
B cootsercreuu ¢ HJJ,
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temriepatype He
XpaHEHUA Boime 25 °C.
14 Shelf life / Cpok ronnocTi 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: Mpoaykr cooteetcTeyeT Tpeboranuam HA | 3akmouenue: OJOBPEHO

Checked by QC In-Charge /¢ Approved by QA In-Charge / e
[lokymeHT nposepeH OKK: @E’_&L}. [lokymeHT opobper OOK: %@\5
Date/ | .04 .2 022 Date / lbroM- 2021

Hata: Hata:

FMQC003-15-06

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




