Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHATH3A

Page 1 0of4/Crp.1u3 4

Product: SEN‘ADE TABLETS 13,5 mg

Hpoayxt: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484028 Batch Quantity / Odbem cepuu:  5846packs / ymakoBok
AR No / Anaauruuecknii oruer Ne : ARF/085/2024 | Date of Analysis / Jata ananuza: 25.06.2024
Date of Mfg / /laTa nponzBoacTsa:  06/2024 Date of Expiry / T'onen no; 05/2027

Analysis performed according ND / Ananuz nposenén no H: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, mam. Ne 1 o1 09.07.2024

No Result / PeayabTaTtel

Test / [MokazaTens

Specification / Hopma

1 Description / Onicanue

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. / [Inockue kpyrasie TabneTku co
CKOLIEHHBIMH KpasMi 0T KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKpanaexuuamu, Ha onnoit
CcTOpoHe TabneTku BbiaarneHo cnoso «CIPLA», Ha
ApYTrofii - TMHKA pa3ioma.

2 Identitication / [MoganHHOCTL

. 2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
' CooTBeTCcTBYET OxpaiivMBaHie aMMHEYHOTO pacTBOpPa B KpacHBIH
AHTpaXWHOHOBBIE THKO3UbI e
2b) | Methyl] Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
Meruanaparnapokcuberzoar corresponds to the retention time of the principle
(B3KX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
yiepKHBAHUA OCHOBHOIO [IHKa Ha XPOMaTorpaMMe
UCTIBLITYEMOrC PACTBOPA A0 KHO COOTBETCTBOBATE
BpEMEHH YAEPHHBAHHS OCHOBHOTO [THKa Ha
XPOMATOrPAMME CTAHAAPTHOIO PACTBOPA
METHINAparuRpoKcHOen3oaTa (pasien
«MeTtunnaparnapokcsbensoar).

3 | Averapge weight / Cpennssn
Macca

187.85mg / 187,85mr

189,99 mg +7.5% / 189,99 mr +7.5%

Remarks ' The Product conforms to ND/
MpumeyaHne: NpoaykT cooTBeTCTBYET Tpebosanuam H

Conclusion : APPROVED /
3akmovenune: QQOEBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymenT npoeeper OKK: P JokymeHT ogobpen OQOK: W
E:ﬁ::! 290t rory E::Z:/ 29 -0 202
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIH3A

Page2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

[poayxt: CEHAJAE", TABJETKH 13,5 Mr

Batch No/ Cepus Ne: 484028

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Ananntuuecknii otuer Ne 1 ARF/085/2024

Date of Analysis / lara anannza: 25.06.2024

Date of Mfg / lara npoussogcrsa:  06/2024

Date of Expiry / Foaen g0:

05/2027

Analysis performed according ND / Ananus uposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne | ot 09.07.2024

Ne

Test / [lokazaTeqb

Result / PeayabTatsl

Specification / Hopma

4 | Uniformity of weight /
OnHoponHoCTh MO Macce

Complies / CooTetcTRYET

18/20 tablets NMT + 7.5 % / 18/20 ne Bonee £ 7.5
%
2/20 tablets NMT +£15% / 2/20 He donee + 15%

5 Loss on drying / TToTteps g I.8% NMT 6.0 % / He 6oaee 6,0 %
MACCe NPH BRICYILIWBAHKY
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (QQ) cenno3zunos yepes 120 MHH
7 | Uniformity of Dosage units / AV =39 The acceptability index forn= 10 AV <LI.

OnHOPOIHOCTL A03HPOBAHNSA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV = LI. All values of xi must satisfy the
inequality:

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

L1 =15.0:1.2=23.0.

TokasaTens npueMaeMocTH 118 n=10 AV < L1.

B cayuae. ecni 3HaueHHe AV rnpeebiwaer L1,
MPOBOAAT HCITBITAHME Ha cieayrownx 20 obpasuax.
Anan=30 AV < L1. Bce 3HaveHun Xi TOJKHEI
YAOBIETBOPATh HEPABEHCTBY:

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

LI=150;L2=250

8 | Assay {Spectrophotometry)
KonwuecTBeHHOe omnpeaeneHue
{CnextpodoTomMeTpHs)

13,88mr/1ad

13.88 mg/tab /

From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O1 12,15 30 15,533 mr (07 90,0 70 115.0 %)
CEHHO3HOOR B ﬂepeC‘-lETe Ha CEHHO3HM Be O,[lHOfI
TabneTke.

Remarks ' The Product conforms to ND/
MpumevaHne: MNpoaykT cooTBeTcTRyeT TRebosaHuam HI

Conclusion : APPROVED /
Saknouenue: OQOBPEHO

Checked by QC In-Charge / :
JoxymeHT npoeepeH OKK: -?f,_,b——f’

Approved by QA In-Charge /
JokymenT ofobpen OCK:

i

Date /

Oara: 2.9 e o iy

Date / 'l.fi-opf'?—"vz"b\

1 Oara:
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Cipla

CERTIFICATE OF ANALYSIS

* CEPTHOHUKAT AHAJTHU3A
. Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg TpoaykT: CEHA,[[Eﬁ, TABJETKMH 13,5 mr
Batch No / Cepusa Ne: 484028 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Anannrudecknii otuer Ne ;: ARF/085/2024 Date of Analysis / lara anannza:  25.06.2024
Date of Mfg / lata nponssoactea:  06/2024 Date of Expiry / I'onen 1o: 05/2027

Analysis performed according ND / Ananu3 nposeaén no H/L: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / Peayabrarsl Specification / Hopma
Test / TlokasaTeab
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 a0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coaepxanue .
METHANAparnapokcAbeH30aTa 0.041mr/Tad
{B2AX)
1

10 | MICROBIAL LIMIT TEST/ MuxpoGuonorndeckas 4ncToTa

10a} | Total Aerobic microbial count /
O61iee yKcIo a3poldHbIX 30 Not more than 10* cfu/ g/ He onee 10* /r

MHKPOOPraHH3MOB

1061 | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / OfIee 9MCI0 <10
IUIECHEBBIX M IPOAKIKEBBIX
rpudos

10 ¢} | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 107/ g / He Gonee 10° /r
bacteria/ YcToiuuBbIE K
NEHCTBHIO KEMUH
rpaMoTpHLUATEIbHbIE DaKTEPHH

10d) ;| Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OteytetBue B 1 r
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Orcytetsue B I T
101 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OrcytctBue s 10 g
Remarks : The Product conforms to NDV/ Conclusion : APPROVED /
MNpumevanne: NpogyKT COOTBETCTBYET TpeGoBaHUAM Hi | 3aknw4eHune: OQJOBPEHO

Checked by QC In-Charge / - Approved by QA In-Charge / %ij/ﬂ—
HokymerT npoeepeH OKK: e HokymeHT o0g06per OCK: o

Date / Date /

Jara: 2-9-07xorY Jara: ¢ 2oz

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTH®HUKAT AHAJIHU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,3 mg

TIpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484028

Batch Quantity / O0bem cepuu:

5846packs / ynakoBok

AR No / Ananurnuecknii oruet Ne : ARF/085/2024

Date of Analysis / lata awaamn3za: 25.06.2024

Date of Mfg / lata npon3soacTpa:  06/2024

Date of Expiry / T'onen ao:

05/2027

Analysis performed according ND / Ana;u3 nposeaéu no H/I: 11 NO13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / Pe3yabTaTst Specification / Hopma
Test / TNokazaTenb
11 | Package / YnakoBka Package / ¥Ynakogka - 20 tablets . :
= in a blister made of Package / Ynakoska - 20 tablets in a blister made of
) three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and I . . .
. . . . or 3 blisters and a patient information leafiet in a
aluminum foil. 25 blisters with . . .
35 patient information keaflets in carton. 20 tablets in a blister made of PVC
p ; ~ /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Tlo 20 TabneToXK B N . : )
~ . 25 patient information leaflets in a carton. / Ilo 20
GIUCTep U3 [IEHKH - Y
10 AMBMHUNXNOPHHON TaBneTok B OancTep U3 NNEHKU TpEXCaoiHoi
. ’ g (FABX/JITHIBAX) u aatomunvesoil doneri. [1o 2
{MOJHITHIIEHOBOH! N .
. uaK 3 OnHcTepa BMECTe ¢ MHCTPYKUKEH TIO
NOJUBHH K. AEHXIOPUAROI) U
. NPUMEHEHMIO B KAPTOHHYHO nadky. [lo 20 tabaeTok
amoMHHHeBoH Qoneru, no 25 -
5 |8 Gnaucrep w3 ANEHKH NOJHBHHUAXIOPUIHOH
| 6AHCTEPOB B KAPTOHHYIO NAUKy N .
N {ONM3ITUNEHOBOI / TONUBHHUIACHXITOPUAHO) H
C BJIOKEHUEM 25 HHCTPYKUMH "
anoMuHKeBoit onbru. no 25 61HCTEpOB B
110 MPUMEHEHHIO. "
KAPTOHHYHO MAUKY ¢ BJIOKEHHEM 25 MHCTPYKUKH no
NPUMEHEHHIO.
12 l.abeling / MapkupoBka According to ND/
B cooteercreun ¢ H
13 Storage conditions / Yci0BHA In a dry place, at temperature below 25 °C. / B ¢cyxom MecTe npy TeMniepatype He
XpaHeHHA Bbiie 25 °C.
14 Shelf life / Cpox rogHocTH 3 vears /3 rona

Remarks : The Product conforms to ND/
Npumeuanne: FpogykT cooteercTByeT TpeGosaHuam HO

Conclusion : APPROVED /
Jaknwuenne: OQOBPEHO

Checked by QC In-Charge / .
LokymenT nposepeH OKK: 5:_{,_, Ao

Approved by QA In-Charge /
DokymeHT ogoBpen OOK:

B

Date /

e T.orel
fata: 29 T re2 Y

Date /

fata A 012orw
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