Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A

Page10f4/Crp.1u3z4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / lata nipou3BOACTBA:

Batch No / Cepusi Ne: 484132 Batch Quantity / O0bem cepun:  5847packs / ynakoBor
AR No / Anannrauecknii oruer Ne : ARF/223/2024|Date of Analysis / lata ananusza: 19.11.2024
11/2024 Date of Expiry / 'onen go: 10/2027

Analysis performed according ND / Anamnus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / lokazaTens

Ne Result / PesynabTaThl

Specification / Hopma

1 | Description / Onucanue

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. / ITnockue kpyriabie TabneTku co
CKOIUEHHBIMH KpasiMH OT KOpPHYHEBOI'O 10 TEMHO-
KOPHYHEBOrO LiBeTa ¢ Bkparmenuamu. Ha onHoi
cropore TabneTky BeinasneHo cnoro «CIPLA», Ha
ApYroif - THHHA pasioma.

2 | Identification / [ToguHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBeTCTBYET OkpaiiHMBaHiec aMMHA4HOr0 pacTBOpa B KPacHbIi
AHTPaXHHOHOBBIE TNIHKO3HbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBeTcTBYET chromatogram of the sample solution should

MerunnaparuapokcubeHsoart
(B2XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEpHKHUBAHHUS OCHOBHOTO THKa Ha XPOMAaTOrpaMme
MCILITYEMOrO PacTBOPa AOJIKHO COOTBETCTBOBATH
BpeMeHH Yep/KHBAHHA OCHOBHOTO TTHKA Ha
XpOMATOrpaMMme CTaHAapTHOTrO pacTBopa
MmeTtnnnaparuapokcuGensoara (pasaen
«Metunnnaparuapokcubensoar).

3 | Average weight/ Cpennsis
macca

187.49mg / 187,49mr

189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTBYET TpebGosaHuam HI

Conclusion : APPROVED /
3aknovyenune: ONOBPEHO

Checked by QC In-Charge / %Ezp‘j

HokymeHT npoeepeH OKK:

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

P

Date /

Hata: AT mads

Date /

LA\ 202y
[arta:
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUEKAT AHAJIN3A

Page2 of 4/ Crp.2 3 4

Product: SENADE TABLETS 13,5 mg LipoaykT: CEHAJIE", TABJIETKH 13,5 mr

‘| Batch No / Cepua Ne: 484132 Batch Quantity / O6nem cepun:  5847packs / ynakosox
AR No / AnannTruecknii oruer Ne : ARF/223/2024 | Date of Analysis / lata anaaunza:  19.11.2024
Date of Mfg / lara npoussoxcrsa:  11/2024 Date of Expiry / I'onen po: 10/2027

Analysis performed according ND / Ananus nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Tloka3zaTenb

Ne Result / PesyabTatsl

Specification / Hopma

4 | Uniformity of weight /
OmHOPOIHOCTE [0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT =+ 7.5 % / 18/20 ne 6onee £ 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

OHOPOAHOCTb N03HPOBAHMS

5 | Loss on drying / [ToTeps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIIHBAHHH
6 | Dissolution/ 84-100% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He meHee 70 % (Q) cenro3nnoB 4yepes 120 MuH
7 | Uniformity of Dosage units / AV =52 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 L2 x M.

L1=15.0;12=250.

IMokasarens npuemaemoctu ans n=10 AV <LI1.

B cnyuae, ecnu 3Hauenne AV npessimaet L1,
NPOBOAAT MCTILITAHWE Ha crneaytomux 20 o6pasiax.
Jnan=30 AV < LI. Bce 3Ha4eHMs Xi OOKCHBL
YIAOBJIETBOPATH HEPABEHCTBY:!

[M-xi| £0,01 x L2 x M.

L1=150;1L2=250.

8 | Assay (Spectrophotometry)
KosuuecTenuoe onpeaeneHue
(CnexrpodoTomerpus)

14.07mg/tab /

14,07mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3MIOB B MepecueTe Ha ceHHo3u B B onHoi
TabNeTKe.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooteeTcTayeT TpebGosaruam HO

Conclusion : APPROVED /
3akntoueHue: OJOBPEHO

Checked by QC In-Charge / %

[HokymeHT nposepeH OKK:

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

e

Date/

[Oara: \ X \i-w)-(‘

Date /

f‘ -
Jara: 19\l 2024
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CERTIFICATE OF ANALYSIS
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CEPTUOUKAT AHAJIU3A

Cipla

Page3of 4 /Crp.3uz 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 484132 Batch Quantity / O6bem cepuu:  5847packs / ynakosox
AR No / Aranntuuecknii oruer Ne : ARF/223/2024|Date of Analysis / Jara ananuza: 19.11.2024

Date of Mfg / lata nponssoncrsa:  11/2024 Date of Expiry / I'ogen no: 10/2027

Analysis performed according ND / Anann3 nposeaés no H/L: I N013745/01-180522, amend No. 1 dated
09.07.2624 / TI N013745/01-180522, nizm. Ne 1 o1 09.07.2024

Test / Noka3zaTenn

Ne Result / PesynbTaThl

Specification / Hopma

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixatue
MeTHnaparuapokcuOensoara 0,044Mr/Tab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas UAcToTa

10a) | Total Aerobic microbial count /
OGiee 9HcTo ad3poOHBIX

MHKpPOOpPraHn3MOB

30

Not more than 10" cfu/ g / He 6onee 10" /r

10b) | Total combined yeast and mould
count / OBimee uncno
MJIECHEBBIX W IPOAIKEBbIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 107 /r

~
~

N

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiuuBbie K
JIEHCTBHIO HKEMUH

rpaMoTpHiaTeNbHbIe GaKTepHu

Absent /OTcyTcTBYIOT

Not more than 10” / g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTtcyTeTBYIOT

Absentin | g/ OrcytctBue B 1 r

10¢) | Escherichia coli

Absent /OtcyTeTBYIOT

Absent in 1 g/ OrcytcTBHE B 1 T

100 | Salmonella

Absent / OTcyTCcTBYIOT

Absentin 10 g / OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cootseTcTayeT Tpebosanuam HJ

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / W

Approved by QA In-Charge /

o5

[okymeHT nposepeH OKK: [okymeHT ogobper OOK:
Date / Date/
[lara: lq-l\-wj/‘-\ Dara: \O\x\\‘w?—b\
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page4of4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepun Ne: 484132 Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / Ananuraueckuii oraer Ne : ARF/223/2024|Date of Analysis / Jata ananmza: 19.11.2024
Date of Mfg / laTa nponssonersa:  11/2024 Date of Expiry / Coaen no: 10/2027

Analysis performed according ND / Ananuz nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
$9.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyabTatsi Specification / Hopma
Test / [TokasaTens
11 | Package / Ynakoeka {OBKA - 1 ] ]
= iagﬁ%;é?n?:ggi?a 3 tablets Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
luminum foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
; Sumatient in fo,rmation leaflets in |Crton- 20 tablets in a blister made of PVC
" c:non T e /PE/PVDC film and aluminum foil, 25 blisters with
et 'H3 SR 25 patient information leaflets in a carton. / ITo 20
h— HpHH.HXJTO —— TabneTok B ONUCTEP M3 MNSHKH TPeXCNoliHoi
(ﬂOﬂHilTHJ'IEHOHI(J) i/ (MIBX/TI2MBAX) u antomuHresoi Qonsri. ITo 2
MONMBHHITACHXIOPHIHOH) K unu 3 GiucTepa BMECTE € HHCTPYRUHET 110
el tbonzm 1625 NMPUMEHEHUIO B KapToHHY0 nauky. [To 20 tabnerox
—— KapTOHHy;o — GIHCTep M3 MIEHKH MOMUBHHUIXIOPUIHON
" BJIO)KEHMEM P - (Mo THIEHOBOH / MONHBHHUIAGHXTOPUAHOM) 1
S DR py AMOMUHHEBOIT onbru, no 25 6aucTepoB B
P ' KapTOHHYIO rigqu C BILOMKEHUEM 25 MHCTPYKLM 110
NPUMEHEHHIO,
12 | Labeling / MapxupoBka According to ND /
B cootsetcTBiM ¢ HJ]
13 Storage conditions / Yenosust - | In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMAeparype He
XpaHeHus Bhiwie 25 °C.
14 Shelf life / Cpok rogsocTs 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanne: MNpoaykr cooTeeTcTBYET TpebosaHnam HA

Conclusion : APPROVED /
3akntoyvenune: OJOEPEHO

Checked by QC In-Charge / (P,
NokymeHT nposepeH OKK: % .

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

BT

Date /

Lara: G- 2o

Date /

HaTa: S
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