Cipla

CERTIFICATE OF ANALYSIS
¥ CEPTHOHUKAT AHAJIM3A

Page1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAI[E@', TABJETKH 13,5 mr

Batch No / Cepusn Ne: 484168

Batch Quantity / O6nem cepun:

5846packs / ynaxosox

AR No / Asanutruecknii oraer Ne : ARF/271/2024

Date of Analysis / lata anaanza: 02.01.2025

Date of Mfg / laTa nponssoacra:  12/2024

Date of Expiry / I'oaen ao:

11/2027

Analysis performed according ND / Auann3s nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

N

Test / [MokazaTens

Result / PesyabTaTnl

Specification / Hopma

1 Description / Onucatue

Complies / CooTseTcTRYET

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. / [Tnockne kpyrasie TableTkn co
CKOLIEHHBIMH KpasMHu OT KOPHYHEBOTO 10 TEMHO-
KOPHUYHEBOIO 11BETa C BKpanjeHussMHu. Ha oamoii
cropoHe TabneTku BolaasneHo cioBo «CIPLA», Ha
ApYroit - THHHUA pazioMa.

2 Identification / TTomHHHOCT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CoorBeTCTBYET OkpatuuBaHiHe aMMHAa4YHOrO PacTBOpa B KpPacHblii
AHTPaXHHOHOBbIE MIMKO3HIbI S,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Meruanaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHUBAHKA OCHOBHOTO TIHKA HA XpOMaTorpaMme
HCﬁb]TyeMOTO paCTBOpﬁ JOMKHO COOTBETCTBOBATHL
BPEMEHH VIEPHUBAHUSN OCHOBHOIO TNMHKA HA
XpomarorpaMme CTaHZapTHOrO pacTBopa
Me’nmnapanmpo:{cnﬁcmoara (pa3I{CJI
«MerunnaparuapokcubeHsoar).

3 | Average weight/ Cpenusia
macca

189.45mg / 189,45mr

189.99 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeeTcTayeT Tpebosanuam HA

Conclusion : APPROVED /
3aknrouyenune: OQOBPEHO

Checked by QC In-Charge /
JokymeHT npoeeped OKK: %—D/t"ﬁ

Approved by QA In-Charge /
HokymeHT onoSpern OOK:

=

Date /
[ara:

©2 .o\ 2ol 5

Date /

[lare: 0% O\-2L02L Y
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIN3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 484168

Batch Quantity / OGnem cepun: 5846packs / ynaxosor

AR No / Anamarnueckuii oruer Ne : ARF/271/2024|Date of Analysis / ata anamuza: 02.01.2025

Date of Mfe / lata npou3soacrea:  12/2024 Date of Expiry / Togen go: 11/2027

Analysis performed according ND / Ananuz nposeagn mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / loxa3zarens

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTE MO Macce

Complies / Cootercrayer 18/20 tablets NMT = 7.5 % / 18/20 He Gonee = 7,5
%
2/20 tablets NMT £15% / 2/20 He 6omnee + 15%

OD.HOpOﬂHDCTb OO3HPOBAHUSA

5 | Loss ondrying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BhICYIIHBAHHN
6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cerHo3unos uepes 120 MuH
~7 | Uniformity of Dosage units / AV =353 | 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 x L2 x M.

L1=15.0; L2=25.0.

IMokasarens npuemnaemoct mia n=10 AV <L1.

B cayuae, ecnu 3Hauenue AV npessimaert L1,
MPOBOIAT MCTIBITAHHE Ha cleayromux 20 obpasuax.
Jnsan=30 AV < L1. Bece 3HaueHus Xi 10NKHbI
YAOBJIETBOPATL HEPABEHCTRY:

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

L1=15,0;L2=250.

8§ | Assay (Spectrophotometry)
KonuyecTBenHoe onpeneneHue
(CnekTpogoTomMeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,00Mr/Ta6 CEHHO3MIO0B B MepecyeTe Ha CeHHO3UA B B onHO#
TadleTKe.

Remarks : The Product conforms to ND/

Mpumeyvanue: Mpogykr cooTeetcTeyer TpebosaHusam HO | 3aknroyeHue: OQOBPEHO

Conclusion : APPROVED /

HokymeHT nposepeH OKK:

Checked by QC In-Charge / E ,D'J Approved by QA In-Charge / ?:L

[okymeHT ogobpeH OOK:

Date / N
fara:  ©2-°Y.re3(

Date /

Oara: 02402025

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

* CEPTHOUKAT AHAJIU3A

% Page3 of4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg IMpoayxr: CEHAJIE”, TABJIETKH 13,5 mr
Batch No/ Cepus Ne: 484168 Batch Quantity / Oosem cepun:  5846packs / ynakosok
AR No / Ananutnueckuii oruer Ne : ARF/271/2024|Date of Analysis / lata anaansza: 02.01.2025
Date of Mfg / lata nponseoacrea:  12/2024 Date of Expiry / I'ogen no: 11/2027

Analysis performed according ND / Auaan3s nposenén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o1 $9.07.2024

No Result / Pe3yabTaThl Specification / Hopma

Test / NokazaTens

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepaxanue .
MeTHINaparuapokcnbensoara 0,039mr/1a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOnonoruieckas 4acToTa

10a) | Total Aerobic microbial count / 20
OGuiee 4McI0 a3podHBIX Not more than 10* cfu/ g / He 6osee 10° /r
MMKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / O61mee yncIo <10
TUTECHEBBIX H IPONCKEBBIX
rpubos .

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10”/ g / He Gonee 107 /r

bacteria/ Ycroiuusbie K
NeHCTBHUIO MdKeJTuu
rpamoTpuLaTenbHble 6akTepuK

10 d} | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytcTBue B 1 r
10¢) | Escherichia coli Absent /OTcyTcTByioT Absentin 1 g/ OtcytctBue B 1 r
100) | Salmonella Absent / OTcyTecTBYIOT Absentin 10 g / OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTyeT TpebosaHuam HA | 3aknioyeHue: ONOBPEHO

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

HokymeHT nposepeH OKK: W [HokymeHT ogobpeH OOK: %—/}
Date / - Date / ;

fara: o2 ot 21erk fata: 02.-0).2025

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cipla

Pagedof4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Tipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne :

484168

Batch Quantity / O0bem cepun:

5846packs / ynakosor

AR No / Anannrayeckuii oruer Ne : ARF/271/2024

Date of Analysis / lara ananuza: 02.01.2025

Date of Mfg / laTa npou3BoacTBa:

12/2024

Date of Expiry /I'oaen go:

11/2027

Analysis performed according ND / Ananus nposeaén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne

Test / TlokazaTesn

Result / Pe3ynbTaThl

Specification / Hopma

Package / Ynaxoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B
OnucTep M3 NIEHKK
MTOJIABHHHIXITOPHAHOH
(moauaTHNEHOBOI/
NOTMBHHIITHACHXIOPHAHOI) 1
amoMUHHEBOIH (Qoabru, no 25
61MCTEPOB B KAPTOHHYIO MAYKY
C BIIOMKEHHEM 25 HHCTPYKIMIM
O MPUMEHEHHUIO,

Package / Ynakogka - 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. / Tlo 20
TabneTox B OMCTEp M3 MIEHKH TPEXCIOHHOH
(IMBX/M3/MBAX) u amoMurnesoit onbru, o 2
1K 3 GTMCTepa BMECTe ¢ HHCTPYKLME 110 '
OPHUMEHEHHIO B KapTOHHYIO nadky. [To 20 tabneTox
B OIMCTEp M3 MIEHKH NOJTUBHHMIIXTIOPHAHOI
(MOMUATHIIEHOBO! / MONHBHHUIHACHXIOPHAHOH) 1
amoMHHHEBOH onbry, no 25 GnucTepoR B
KapTOHHYIO MayKy ¢ BIOMKEHHEM 25 HHCTPYKLHIA 110
NPHUMEHEHHIO. ~

12

Labeling / Mapkuposka

According to ND /

B coorsercTeuu ¢ HJJ

Storage conditions / Ycnosus
XpaHeHus

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

Boiwe 25 °C.

14

Shelf life / Cpok roanoctu

3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoayxT cooTseTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3aknwyenune: O0JOBPEHO

Checked by QC In-Charge /
[HokymeHT nposepeH OKK: é-»e-:w

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

AT

Dale!  oa ot yo 56

[ata:

Date /

NaTa: 02 -0|.2028

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, [ndia.
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