Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Page1of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npou3BoacTea:

Batch' No/Cepusn Ne: 482104 Batch Quantity / O6nem cepun: 5851packs / ynaxonox
AR No / Ananurayecknii otuer Ne : ARF/177/2022|Date of Analysis / TaTa ananuza: 16.08.2022
07/2022 Date of Expiry / 'onen mo: 06/2025

Analysis performed according ND / Ananus nposeaén no HJI: II NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / IloxaszaTenn

Result / Pesynwrarsl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTtseTcTBYET

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 Kpyribie Tabnerkn co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHUYHEBOro 1BeTa ¢ Bkpamenuamu, Ha onnoit
cropose tabneTku Begasneno cinoso «CIPLA», na
OpYroi - THHHS pasjioMa.

7 Identification / ITommHHOCT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTBYET OkpammBaHie aMMHAYHOTO PACTBOPA B KPACHBIH
AHTPaxHHOHOBEIE TJTHKO3H b1 -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooreercrByer chromatogram of the sample solution should
Merunnaparuapokcubenzoar corresponds to the retention time of the principle
(BDAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAePKHBAHHS OCHOBHOTO MTHKA HA XPOMAaTOrpaMMe
HCIBITYEMOrQ PACTBOPA JJOJDKHO COOTBETCTBOBATE
BpPEMEHH YIepP)KHBAHHS OCHOBHOIO [IMKA HA
XpOMATOrpaMMe CTAHAAPTHOTO PACTBOPA
meTnnnaparnapokcubensoara (pasznen
«MeTrunmaparugpokcuOen3oar).

3 | Average weight / Cpennss
Mmacca

186.41mg / 186,41 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyvaHue: MNpoaykr cooteeTCTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwuenne: OQOBPEHO

Checked by QC In-Charge [ "g\

[lokymeHT nposeper OKK; |5 ¢ L

Approved by QA In-Charge /
HokymeHT ogobper OOK:

A

Date /

|16+ 0% 262 2
Lara:

Date /

Hara: \EU% o
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

* CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 482104

Batch Quantity / O6nbem cepun:  5851packs / ynakosox

AR No / Avanutndecknii oruer Ne : ARF/177/2022|Date of Analysis / {aTa ananuza: 16.08.2022

Date of Mfg / lara npoussoacrea:  07/2022 Date of Expiry / Tonen go: 06/2025

Analysis performed according ND / Auanus nposenén mo H: TI N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / Iokazarens

Result / PesyasTaTer Specification / Hopma

4 | Uniformity of weight / Complies / CooTtsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5

OHHOPOIIHOCTI: nmo Macce

%
2/20 tablets NMT £15% / 2/20 He Gonee +15%

5 | Loss on drying / IToteps B 1.7% NMT 6.0 % / He Gonee 6,0 %
MACCE IPH BLICYLIHBAHUH
6 | Dissolution / 80 - 88% NLT 70 % (Q) of sennosides in 120 minutes

PactBOopenue

He menee 70 % (Q) cenHosnnos yepe3 120 mun

7 | Uniformity of Dosage units /
O/THOPOAHOCTH I03HPOBAHHA

AV =51 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=250.

ITokazaTtens npuemnemoctd ans n=10 AV <L1.

B cnyuae, ecim 3Hauenune AV npessimaer L1,
MIPOBOASAT UCIBITAHKE HA crenyroumux 20 obpasuax.
Jlis n=30 AV <L1. Bce 3qauenus Xi JODKHBI
YAOBJIETBOPATE HEPABEHCTRY:

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

L1=15,0;L2=25,.

8 | Assay (Spectrophotometry)
KonuuectBenHoe omnpenenenue
(CnextpodoTomeTpust)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot112,15 no 15,53 mr (01 90,0 1o 115,0 %)

13,88mr/Tab CEHHO3HOB B MepecyeTe Ha CeHHO3u B B 0O
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanume: MNpoaykT cooteeTcTayeT Tpebosannam HI | 3aknoyenune: OQOEPEHO

Checked by QC In-Charge " |-
HokymeHT npoBepeH OKK: r’"\a e L0 9L Y

Approved by QA In-Charge / T
HokymeHT opobpen OOK: W)l/

Date/ ¢, . ng.202 2
[ara:

Date /

Tiam: b 0R-202 2
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Cipla

) CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page3 of4/Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", ® TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482104 Batch Quantity / O6bem cepun:  5851packs / ynaxosox
AR No / AnannTuueckuii oruer Ne : ARF/177/2022|Date of Analysis / lata ananusa: 16.08,2022
Date of Mfg / Jlata npoussoactsa:  07/2022 Date of Expiry / 'ogen no: 06/2025

Analysis performed according ND / Ananus nposeaén no HJL: IINOI 3745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTh! Specification / Hopma
Test / lloxazaTens
9 | Content of Methyl 0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHInaparuapokcrnbensoara 0.047mr/1a6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuoioraueckas YucToTa

10a) | Total Aerobic microbial count/
O61ee uncio aspodHBIX 20 Not more than 10* cfu/ g / He 6onee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gomee 107 /r
count / OBiee yucio ' <10
[UIECHEBBIX H POMIKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10%/ g / He 6osee 107 /r
bacterta/ ¥Ycroiuusbie K
JEHCTBHIO JKeJTUH
rpaMoTpHLUATENbHBIE DaKTEPHH

10 d) | Staphylococcus aureus Absent /OtcyTCTBYIOT Absentin 1 g/OtcyrcTBue B 1 1
10 | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/OtcytetBue B 1 r
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyTrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanme: Mpoagykt cooTseTcTayeT TpeGosanuam HI | 3aknioueHue: OJOBPEHO
Checked by QC In-Charge lf_ﬂq Approved by QA In-Charge /
[okymeHT nposepeH OKK: K!j bl CLtat JokymeHT ogoBpeH OOK: %’
Date / Date /

e LcOR-202-1T-
o |6s08-202.2 Ficrro: 608
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Pagedofd/Cip.4u3 4

Product: SENADE TABLETS 13,5 mg Tpoaykr: CEHAJAE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 482104 Batch Quantity / O6wem cepun:  5851packs / ynakosox
AR No / Ananutnvecknii otuer Ne : ARF/177/2022 Date of Analysis / Jlata ananuza: 16.08.2022

Date of Mfg / laTa npoussoactea:  07/2022 Date of Expiry / T'ogen ao: 06/2025

Analysis performed according ND / Ananu3s nposeaén no HJI: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / ToxkazaTean

Result / PesyabraTsi

Specification / Hopma

11 | Package / Ynakxoeka
in a blister made of

bmcTep U3 MIEHKH

(monuaTHIEHOR O/

10 MPHM EHEHHIO.

Package / Ymaxoska - 20 tablets

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

MOHBHHHJIXJIOPHIHOH

NOJMBUHHJIIEHXJIOPHHOH ) H
AMIOMHHHEBOH (osibru, no 25
GIHCTEPOB B KAPTOHHYIO MauKy
C BIOXKEHHEM 25 HHCTPYKLHi

Package / Ynakosxa - 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
Tabnerok B GucTEp M3 IUIEHKH TPEXCIONHOM
(IMBXAIS/MIBIX) u amomunnesoii gonsru. Ilo 2
unu 3 GnmcTepa BMeCTe ¢ HHCTPYKLHeH o
TIPHMEHEHHIO B KAPTOHHYIO mauky. [To 20 Tabnerox
B OJIHCTEp M3 IUIEHKH [1OJIHBHHUIXIOPHIHOH
(monmuaTHNEH 0RO / NOIHBHHUIIEHXIOPHIHOH) H
amoMuHIEBOH Qoskru, mo 25 6aucTepos B
KapTOHHYIO NAUKY C BIOMEHHEeM 25 HHCTPYKUMI 110
MPHMEHEHHIO.

12 | Labeling / Mapkupogka According to ND /
B coorserctuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemmepaType He
XpaHEeHHS Boime 25 °C.
14 Shelf life / Cpox roanoctu 3 years /3 roga

Remarks : The Product conforms to ND/
MpumeyaHwue: MpoaykT cooteeTcTBYET TpebosaHusm HO

Conclusion : APPROVED /
3aknwyenue: OOOBPEHO

Checked by QC In-Charge:r
4 2 Daus

Approved by QA In-Charge / N
[HokymeHT ogoGpeH OOK: Q '

o B

[lokymeHT nposepeH OKK:
TR L -

Date /

Nara: l6- o3

Date /
Lara:

(G008 2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




