Cipla

CERTIFICATE OF ANALYSIS

n CEPTHOHKAT AHAJW3A

Pagelof4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484073

Batch Quantity / Oobem cepun:

. 5843packs / ynakosox

AR No / Ananuruuecinii oruer Ne: ARF/151/2024 | Date of Analysis / lata ananuza: 30.08.2024

08/2024

Date of Mfe / laTa npoussoacrsa:

Date of Expiry / T'onen go:

07/2027

Analysis performed according ND / Ananus nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3sm. Ne 1 o1 09.07.2024

Test / [TokaszaTenn

No Result / PesyasTars

Specification / Hopma

1 Description / Onucaxue

Complies / CoorBeTcTBYyET

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. / [T1ockue kpyrikie TabneTky co
CKOIICHHBIMH KPasM¥ OT KOPUHHEBOTO 10 TEMHO-
KOPHYHEBOTO LiBETa ¢ BKparieHnsmu. Ha oxHoii
cTopone TabneTku BbiaasieHo cnoso «CIPLA», Ha
NpYyroif - JIMHUA pasfioMa.

2 Identification / [ToaaHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtsetcTBYET OkpauiuBaHye aMMHauHOTO pacTBOpa B KPacHblil
AHTPaXHHOHOBBIE MHKO3MIbI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBetcTBYET chromatogram of the sample solution should
Merunnaparuapoxkcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpPIKUBAHUA OCHOBHOTO MHKA Ha XPOMAaTOrpaMMe
HCMbITYEMOrO PacTBOPA JOJKHO COOTBETCTBOBATE
BPEMEHH YIEPIKUBAHUA OCHOBHOIO MUKA Ha
XpOMaTorpamMMe CTaHaapTHOro pacTBopa
meTHinaparuapokcubensoara (pasmesn
«MeTtunnaparuapokcudeH3oar).

(%)

Average weight / CpenHss
Macca

188.66mg / 188,66Mr

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

Remarks : The Product conforms to ND/
lNMpumevanue: lNpoaykT cooTseTcTeyeT TpeboBaHuam HI

Conclusion : APPROVED /
3akntoyernue: OQOBEPEHO

Checked by QC In-Charge / ~ Approved by QA In-Charge /

[okymeHT nposepen OKK: “;f‘_/{/ [okymeHT ogobpex OOK: %ﬁ{}f/
Date / Y , Date / oy

Oara: - A < Oara: Bowod ]
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A

Cipla

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoayxkr: CEHAIIE@, TABJIETKH 13,5 M-

Batch No/ Cepust Ne: 484073

Batch Quantity / O6bem cepuu:

5843packs / ynakoBok

. {AR No / Anannrruccknii ovuer No : ARF/151/2024

Date of Analysis / iaTa ananusa: 30.08.2024

Date of Mfg / lara npenssoacrsa:

08/2024

Date of Expiry / Foaen no: 07/2027

Analysis performed according ND / Ananns nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Ne Result / PesynbTaTsl Specification / Hopma
Test / MNokasaTens

4 | Uniformity of weight / Complies / CootBetcTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne 6onee + 7,5
OaHOPOAHOCTE MO Macce %

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

5 | Loss on drying / [ToTepsa B 2.3% NMT 6.0 % / He Gonee 6,0 %

Macce MpPH BhICYILIHBAHHH

6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cennosnaos yepes 120 mux

7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTE JI03HPOBAHHS 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,

[Toka3saresns npuemaemocTH wia n=10 AV < LI.

B cnyuae, ecnu 3navenne AV npessimaet L1,
NpOBOAAT UCIBITAHKE Ha ceayroux 20 obpasuax.
Insa n=30 AV < L1. Bce 3HaueHHs Xi 10DKHBI
YIOBNETBOPATL HEPABEHCTBY:

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

L1=15,0;L2 = 25,0,

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonunuecTBenHoe onpenenexue 14.06mg/tab/ sennosides calculated as sennoside B in one tablet. /
(CnektpogoTomeTpHs) Ot 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)

14,06Mr/126 CEHHO3HIOB B Nepecyere Ha ceHHo3ua B B oaHoi
TabnerTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTayeT TpebosaHusm HJl

Conclusion : APPROVED /
3akntovenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT nposepeH OKK: ﬁlb HokymeHT ogobpeH OOK: W/{
Date /
E::;Z/ 20.09-202Y ﬂ:Tea: S0-0%. Lory
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTUOUKAT AHAJIM3A

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaysr: CEHAIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484073

Batch Quantity / OGnem cepun:

5843packs / ynakorox

AR No / Ananurnuecknii otuer No :

ARF/151/2024|Date of Analysis / lata ananuza: 30.08.2024

Date of Mfg / Jiata nponzsoaciea:  08/2024

Date of Expiry / ' onen no:

07/2027

Analysis performed according ND / Ananu3 nposenén no HJ/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / IMokaszaTensb

Ne Result / PesyabTaThi

Specification / Hopma

9 | Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLC)/
Conepixanue
MeTHinaparuapoxkcubensoara 0,044mr/1a6
(B2XX)

0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGHoIOrH4eckas 4ucToTa

10a) | Total Aerobic microbial count /
Ob6uiee unco aapolHbIX 60

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O0uiee uucio
MJIECHEBBIX M [IPOIKIKEBBIX

rpubos

<10

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

10¢c) | Bile tolerant gram-negative
bacteria/ YcToituusbie K
JIeHCTBHIO XKeauM

rpaMoTpHUATENbHbIe GaKTepHH

Absent /OtcyteTByIOT

Not more than 10%/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/ OtcyrctBue s | r

10¢) | Escherichia coli

Absent /OtcyTeTByiOT

Absentin 1 g/ Orcyrctre B 1 1

100 | Salmonella

Absent / OtcyTeTBYIOT

Absent in 10 g / Orcytctsne B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: MNpogykr cooTeeTcTyeT TpebosaHnam H

Conclusion : APPROVED /
3aknwueHue: OQOEPEHO

Checked by QC In-Charge / _.;E;pop

Approved by QA In-Charge /

B

HokymeHT nposepeH OKK: [okymeHT 0ao6peH OOK:
Date / Date /

) . D og..024
e 20.08 2024 o 3 8
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTUOGHKAT AHAJIM3A

Paged of4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAIE®, TABJETKM 13,5 M

Batch No/ Cepuni No: 484073

Batch Quantity / O0nem cepun:

S5843packs / ynakosox

AR No / Ananaruueckuii orzer No : ARF/151/2024|Date of Analysis / Jata anannza: 30.08.2024

Date of Mfg / {ata nponssogcrea:  08/2024

Date of Expirv / Togen go:

07/2027

Analysis performed according ND / Ananns nposenén no HJI: II N013745/01-18052Z, amend No. 1 dated
09.07.2024 / TI NG13745/61-180522, nam. Ne 1 o1 09.07.2024

Test / [Moka3zaTens

Result / PesynsTarsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 MIEHKH

(nomHITHIIEHOBOH/

o NPpUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

MCJAMBUHHIXTIOPHIHOMR

MONMABHHHIACHXIOPUAHOH) U
antoMuHHeBoi (onbru, no 25
611CTEpOB B KAPTOHHYIO MayKy
C BIIOYKEHHUEM 25 UHCTPYKUHii

Package / Vnaxosxa - 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. / TTo 20
Tabnerok B GnucTep M3 NIEHKK TPEeXCnoiiHoli
(MBX/M3/MBJAX) u amomunuesoii Gonsru. [To 2
uiu 3 dnucTepa BMECTe C MHCTPYKLIKEH 110
NPUMEHEHHIO B KaPTOHHYIO nauky. [To 20 Tabnerok
B OnuCTep M3 [UIEHKH NONUBHHHIXJIOPHIHOM
(nomMITHIEHOBO! / MONMMBHHUIAEHXTIOPHAHOMH) 1
amoMuHUeBo#t donbery, Mo 25 dnucTepos B
KapTOHHYIO MA4Ky C BJIOMEHHEeM 25 HHCTPYKUMii no
MPpUMEHEHHTO0.

12 Labeling / MapkupoBka According to ND /

B coorserctBun ¢ H]|

13 Storage conditions / Ycnosus

XpaHeHus Boie 25 °C,

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMmieparype He

14 | Shelflife / Cpok rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: Npogykr cooTBeTcTByeT Tpebosanuam HA

Conclusion : APPROVED /
3aknroyenne: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: ﬁf/w

Approved by QA In-Charge /
HokymenT ogoGper OOK:

=

Date /

Nlata: e - ST =2

Date /
HaTa:

20:0% qoz\y
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