Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIN3A
Pageiof4/Crp.1u34
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No/ Cepna Ne: 484151 Batch Quantity / O6bem cepun:-  5846packs / ynakoBok
‘AR No / Auanutrgeckuii oruer Ne : ARF/251/2024 |Date of Analysis / lata anmaamsa: 14.12.2024
Date of Mfg / Jlata nponsBoacrsa: _ 11/2024 Date of Expiry / Tonen fo: 10/2027

Analysis performed according ND / Ananu3s nposeaén mo HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, nam. Ne 1 o1 05.07.2024

Ne Result / Pesyabrarsi Specification / Hopma

Test / TTokazaTess

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. / [nockue kpyrusie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOT'O 710 TeMHO-
KOPHUHEBOTO LBETA ¢ BKparuieHusamu. Ha ogHoil
cropose Tabnetku Beigasneto cnoso «CIPLAy, na
ApYToit - NUHKUs pa3ioMa.

2 Identification / TToATMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
] CooTBetcTBYeET OkpaumiBanie aMMHa4yHOTO PAacTBOpa B KPacHhIi
AHTPaxXHHOHOBBIE TTHKO3HIbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention tigie of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
MetunnaparuapokcubeH3oar corresponds to the retention time of the principle
(B2AX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepiHBaHMs OCHOBHOTO MUK HA XPOMATorpamme
MCIIBITYEMOr0 PacTBOPa JOHKHO COOTBETCTBOBATh
BPEMEHH YACPKHUBAHUA OCHOBHOIO IMHKa Ha
XpOMaTorpaMMe CTaHAAPTHOrO pacTeopa
meTHanaparuapokcubensoara (pasmen
«MeTtunnaparuapokcnbeHsoar).

3 | Average weight / Cpennss 189.38mg / 189,38mr 189.99 mg +7.5% / 189,99 mr £7,5%
Mmacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootsetcTeyeT TpebosaHuam HL | 3akntovenne: ONOEPEHO
Checked by QC In-Charge / E Lo Approved by QA In-Charge / 3
[JokymeHT nposepeH OKK: - X DokymeHT ogobper OOK: @/i
Date / Date / N
[ara: S ' fara: vy malialpy
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHKAT AHAJTH3A

Page2 of 4 /Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No/ Cepnra Ne: 484151

Batch Quantity / OGbemM cepuu:

5846packs / ynakoBox

‘AR No / Ananurusecknii oruer Ne : ARF/251/2024

Date of Analysis / JlaTa anannza:

14.12.2024

Date of Mfg / llara nporssoacta:  11/2024

Date of Expiry / I'ogen fo:

10/2027

Analysis performed according ND / Ananu3 npopeaén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / MokazaTenn

Ne Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OpnHOpOAHOCTH MO Macce

Complies / CooTBeTcTBYET

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

OIHOPOAHOCTE A03HPOBAHHS

5 | Loss on drying / Iloteps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce Mpu BbICYLMBAHUH
6 | Dissolution / 82-96% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosuaos yepes 120 mux
7 | Uniformity of Dosage units / AV =356 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 < LI1. All values of xi must satisfy the
inequality:

[M-xi| < 0,01« L2 x M.

L1=15.0;12=2540.

[okaszarens npuemaemocti ans n=10 AV <LI.

B cnyuae, ecnu 3navenue AV npesbituaer L1,
NPOBOAAT UCTbITaHUE Ha creayommx 20 obpasuax.
Jna n=30 AV < L1. Bce 3HaueHHs Xi 101K HbI
YIOOBJIETBOPATL HEPABEHCTBY:

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

L1= 15012 =250,

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OMpeencHue
(CnekrpodoTomerpus)

14.00mg/tab /

14,00mr/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 1o 15,53 mr (or 90,0 no 115,0 %)
CEHHO3UJIOB B NEPECUYETe Ha CEHHO3MA B B 0/1HOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge / ?f)b—g

OokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HoxkymeHT oao6pen OOK:

I

Date /

[lata: il

Date /

. oz
[ara: b &
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CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIU3ZA
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484151

Batch Quantity / O6nem cepun:

5846packs / ymakoBok

AR No / Anaautnueckuii oruer Ne : ARF/251/2024|Date of Analysis / laTa anananza:

14.12.2024

Date of Mfg / Iata nponssogcrea:  11/2024

Date of Expiry / Tonen go:

10/2027

Analysis performed according ND / Anaans nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IMoxkazaTeib

Ne Result / PesyabTaTsl

Specification / Hopma

9 | Content of Methyl 0.043mg/tab
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuapokcubensoara 0,043mr/1a6
(BDXKX)

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

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas 4uctora

count / Obuiee uucno
TJIECHEBBIX H JIPOHIKEBbIX
rpuboB

<10

10a) | Total Aerobic microbial count / 20
O6uiee uucsio aspobHbIX Not more than 10* cfu/ g / He Gonee 10 /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r

~
.

10¢) | Bile tolerant gram-negative
bacteria/ YcToitunssie k
JNEHCTBUIO KETUH

rpamoTpHLATEbHbIE DaKTepHl

Absent /OTCYTCTBYIOT

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

Absentin 1 g/OrcyrcTBUe B 1 T

Absentin 1 g/ OrcytctBue B I

104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT
10¢) | Escherichia coli Absent-/OTcyTCTBYIOT
10) | Salmonella Absent / OTcyTcTBYIOT

Absentin 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET TpeGosaHuaM HI

Conclusion : APPROVED /
3aknwyeHue: OQOGPEHO

Checked by QC In-Charge / y
NokymeHT nposepeH OKK: G

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

B

Date /

fara: |4\ aey

Date /

Y -
e U202y
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Cipila

CERTIFICATE OF ANALYSIS

* CEPTUDHUKAT

AHAJIM3A

Page 4 of4 /Ctp. 413 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484151

Batch Quantity / OBsem cepun:

5846packs / ynakonok

TAR No / Anasnritiecknit orger Ne : ARF/251/2024

Date of Analysis / {aTa anaansa:

14.12.2024

Date of Mfg / lata mpouseojcrna:  11/2024

Date of Expiry / Tonen no:

10/2027

Analysis performed according ND / Aranu3 npogeaén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nzm. Ne 1 or 09.07.2024

No

Test / [TeazaTenn

Result / PesyabTaTs!

Specification / Hopma

Package / YrnakoBka
in a blister made of

OancTep M3 NACHKH
MOJAHBHH HAXIIOPH A0 H
(nonu3TUNEHOBOI/

10 MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC filmand
aluminun foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 TadbneTox B

NONUBHHUAMACHXNOPHIHOIT) 1
anomMuHueoii ponsru,
GnUCTEPOB B KAPTOHHYIO MayKy
C BJILOIKEHHEM 25 MHCTPYKLMI

Package ! YnakoBka - 20 tablets in a hlister 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 filim and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
TabneToK B OAKHCTCP U3 MJICHKM TPEXCITIOMHON
(IBX/MJ/MNBAX) v aniomutuesoii ponsri. 1o 2
uny 3 6ancTepa BMecTe C HICTPYKUHEH MO
NMpUMEHEHHIO B KapTOHRYIO nauky. [1o 20 TabneTox
B GnuCTep W3 TIEHKH MONUBHHUNXIOD HAHOMH
(NoAM3TUNEHOBO#H / NONUBUHNITU ASHXJIOPUAHOIT) U
aNtoMuHNEBOIt PoNbru, Mo 25 6IUCTEPOR R
KaPTOHHYI0 144Ky ¢ BIOKEHHEM 25 UHCTPYKUMii NO
HPHMEHEHHIQ. '

no 25

12 Labeling / Mapkuposika According to ND /

B coorsereTsnn ¢ HI

In a dry place, at temperature below 25 °C. / B CYXOM MECTE PN TEMTIEPaType HE

13 | Storage conditions / YcnoBua
XpateHs Buiwe 25 °C.
14 Shelf life / Cpok rogHocTt 3 years / 3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTayeT Tpebosanuam HJ

Conclusion : APPROVED /
3akntovenne: OJOBPEHO

Checked by QC In-Charge / e
HokymenT nposepeH OKK: _r,_:ﬁb-—

Approved by QA In-Charge /
HoxymeHT opobper OOK:

Date /

,ﬂara' I"(' (L 2-C2ovy

Date /

fata: \Waz 2024
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