Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUPHUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepuss Ne: 482070 Batch Quantity / O6bem cepan:  5852packs / ynaxkoBox
AR No / Ananmmideckuii order Ne :  ARF/132/2022|Date of Analysis / Jiata anammsa: 07.06.2022
Date of Mfg / lara npoussoacra: 05/2022 Date of Expiry / T'onen no: 04/2025

Analysis performed according ND / Anasius nposeagn no

HJi: TINO13745/01-091017, U3m. Ne 1 ot 17.04.2020

[ Ne Result / PesysinTa

Test / Tloka3zarean

ThI Specification / Hopma

Description / Omucanue

Complies / CootsercTyer

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 kpyrasle Tabnerku co
CKOIIEHHBIMH KPASMH OT KOPMYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1[B€Ta C BKpamyieHusamu. Ha oxHoil
cropose Tabierky BeigasneHo crnoso «CIPLAY, na
APYTO# - THHHSA pa3ioMa.

Identification / ITognuaHOCTE

Complies /
Cooteetcrayer

2a) | Anthraquinone glycosides /

AHTPaxXHHOHOBBIE TIHKO3HBI

Ammoniacal solution turns a reddish colour /
Oxpaliusanie aMMHa4HOrO PAcTBOpa B KPAaCHBI
11BET.

Complies /
Cooteercreyer

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Metunnaparuapokcubessoar

(BIXKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepKUBaHHs OCHOBHOIO IMKA HA XPOMAaTOrpaMMe
HCIBITYEMOFO PacTBOPA NOJUKHO COOTBETCTBOBATh
BPEMEHH YIePKHBAHHA OCHOBHOIO MHKA Ha
XpPOMaTOrpaMMe CTaHAaPTHOTO PACTEOpa
MeTHnaparuapokcubensoara (pasgen
«Metunmaparuapokcnbensoar).

Average weight / Cpennsst
Macca

188.37mg / 188,37mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykr cootBeTcTBYET TpebosaHwaM HJ

Conclusion : APPROVED /
3aknouenue: OOQOBPEHO

Checked by QC In-Charge />
NlokymeHT nposepeH OKK: ] 5 6) cxied

Approved by QA In-Charge /
HokymeHT ogobpen O0K:

fﬁd&

Date /

Y W) B S
Jara:

Date /

Nara: cOb-202 72

(VY
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTUPUKAT AHAJIM3A
< Page2 of 4/ Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Ipoayxt: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482070 Batch Quantity / O6bem cepui:  5852packs / ynakosok
AR No / Ananarindeckuii orger Ne : ARF/132/2022Date of Analysis / lata ananmza: 07.06.2022
Date of Mfg / Hara npousBoacrsea:  05/2022 Date of Expiry / T'open io: 04/2025

Analysis performed according ND / Ananmms nposenén nmo HJI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuit / PesyabTaTsl Specification / Hopma

Test / Ioka3zaTean

4 | Uniformity of weight / Complies / CootsercTByer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee = 7,5
OnHOpPOHOCTE 10 Macce %
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%
5 | Loss on drying / IToteps B 3.0% NMT 6.0 % / He 6onee 6,0 %
MACCe MPHU BLICYIHBAHUH
6 | Dissolution / 79- 87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne ‘ He menee 70 % (Q) cennosunos uepes 120 Mun
7 | Uniformity of Dosage units / : AV =53 The acceptability index forn=10 AV <LI.
OnnoponHOCTb A03UPOBAHHS 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.

IToxasarens nmpuemnemocty s n=10 AV <L1.

B cnyuae, ecnu snauenne AV npesrimaer L1,
NPOBOJAT HCIIbITAHHE HA crneaytomux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3Ha4eHns Xi NOKHBI
YIOBJIETBOPATh HEPABEHCTBY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuecrsennoe - onpenenernue 13.97 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Criexrpodoromerpust) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,97 mr/tab CEHHO3U/IOB B MepecyeTe Ha ceHHo3un B B onHo#
tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
lNMpumeuaHwue: MNpoaykT cooteeTcTBYeT TpebosaHuaMm HI | 3aknoueHue: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / .
[okymeHT nposeper OKK: ’% Dot lokymeHT ono6peH OOK: é@{%”’“ <
B:;:_’ 07. 086 10221 B:i‘::’ 0% -0L.202
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJIU3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482070

Batch Quantity / O6bem cepun:

5852packs / ynakoBox

AR No / Ananurngeckuil orger Ne @

ARF/132/2022 | Date of Analysis / /laTa anannza:  07.06.2022

Date of Mfe / lara npomssoacrea:  05/2022

Date of Expiry / I'ogen mo:

04/2025

Analysis performed according ND / Ananms nposeaén no HJ: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Ilokazarenab

Ne Result / Pesyantars

Specification / Hopma

9 | Content of Methyl 0.040 mg/tab
parahydroxybenzoate(HPLC)/
Conepxkanue
meTunnaparupokciubensoara 0,040 mr/Tab
(BOXX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuosnorudeckasi 4McToTa

10a) | Total Aerobic microbial count /
O6uee 4ucno aspobHbIX 20

MHKPOOPTaHU3MOB

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

10b) | Total combined yeast and mould
count / Obmee uucno
IUIECHEBBIX H JIPOMOKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He 6onee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiunsbie K
JEMCTBUIO eI

rpaMoTpHLaTenbHble OakTepHu

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 1

10 ¢) | Escherichia coli

Absent /OtcyteTByOT

Absentin 1 g/ OrcyrerBue B 11

10) | Salmonella

Absent / OrcyTcTBy1OT

Absentin 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTcTBYeT TpeboBanHuam H

Conclusion : APPROVED /
3akntouenne: OQOBPEHO

Checked by QC In-Charge /’\

Approved by QA In-Charge /

%\J e

JokymeHT nposeper OKK: R0avs HAokymeHT oaobper OOK:
Date/ v, m@. 222 Date / 08 0b.-2oL2
[ara: [ata:
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOHUKAT AHAJIU3A

Paged4 of 4/ Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482070

Batch Quantity / O0bem cepum:

5852packs / ynaxosox

AR No / Ananuragecknii oraer Ne : ARF/132/2022

Date of Analysis / /lara ananmsa: 07.06.2022

Date of Mfg / Jlara npoussoacrsa:  05/2022

Date of Expiry / I'onen mo:

04/2025

Analysis performed according ND / Ananms nposeaén mo H/L: TIN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Result / PesyabtaTsi Specification / Hopma
Test / TlokazaTenn
11 | Package / Ynakoska Pack Vnakoska - 20 tablet ; ;
& ina; l?l%setér [::5:?;:.& ey Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-]fqyer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25.blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in |c2TtOn 20 tablets in a blister made of PVC
sckrion, | s 00 Tabstox s /PE/PVDC film and aluminum foil, 25 blisters with
- S ' N— 25 patient information leaflets in a carton. / ITo 20
F[OJIP[BP?HHJ‘IXJ‘IO . TabneTok B OMcTep M3 MJIEHKH TPEXCIOHHOH
(nonm*runeuosf)ﬁ/ (IIBX/TIDMIBAX) u amomunnesoit donbru. Ilo 2
[OHBHEHLEHXIOPUHOR) 1 wiu 3 6HcTepa BMECTE C HHCTPYKLMEH No
anoMUHHEBOR GONTH, 110 25 MPUMEHEHHIO B KapToHHYIo nayuky. [To 20 tabnerok
GAHCTEPOR B KAPTOMH ;o i OaHCTEp U3 IJIEHKH MOJIMBUHHIXJIOPHIHOH
& nnomg s 25 st Y it y (MOMMITHIEHOBOI / IONMHBHHIIIIEHXIOPHIIHOHK) H
i O TSHEERR0 TPy amoMHuHKHEBOH (onbry, no 25 dnucrepos B
P ’ KapTOHHYK [1a4Ky C BJIOXKEHHEM 25 HHCTPYKLMI 110
MPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B cooTserctenu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu TemrnepaType He
XpaHeHHs Bonme 25 °C.
14 | Shelf life / Cpok rogHoCTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootsercTeyeT Tpebosanuam HJ

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge =
[NokymeHT nposepeH OKK: ~Bhaus

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

%Eﬁ;@. =

Date /

flare O7 oL 2o 2

Date /

flara 0% 0k 2027
Ta.
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