Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

.

Pagel of 4/ Crp.1u34

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / lata npou3BojacTBa:

Batch No / Cepus Ne: 485093 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Anaauruuecknii oruer Ne : ARF/161/2025|Date of Analysis / laTa anannza: 12.08.2025
07/2025 Date of Expiry / T'ogen go: 06/2028

Analysis performed according ND / Ananus nposenén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Test / [TokasaTennb

Result / Pesyabrarsl

Specification / Hopma

| | Description/ Onucanue

Complies / CooTsetcTayer

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. / TInockue kpyribie TabieTkH co
CKOUWEHHBIMH KpasmMu OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETA ¢ BKparyieHusaMu. Ha onnoii
cTopoHe Tabnerku BbiaasncHo cioBo «CIPLA», Ha
JIPYroil - THHKA pasjioma.

2 Identification / IToANMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTcTBYET OkpaliMBaHie aMMHA4YHOTO PAacTBOPa B KpacHbiii
AHTPaxHHOHOBbIE TNTHKO3H b HBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTsercTBYET chromatogram of the sample solution should
MerunnaparuapokcHoeH30aT corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepHKHBAHHA OCHOBHOTO ITUKA HA XpoMaTorpamme
MCMBITYEMOTO PAacTBOPa JO/KHO COOTBETCTBOBATH
BpEMEHHU YIePKUBAHHA OCHOBHOIO HKa Ha
XpoMaTorpamMme CTaHAapTHOrO pacTBopa
meTunnaparuapokcudensoata (paszaen
«MeTuinaparuapokcHoeH3oar).

Average weight / Cpennss
macca

95}

187.22mg / 187,22mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykt cooteeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akntouenue: OJOBPEHO

Checked by QC In-Charge / . Approved by QA In-Charge / woP
[NlokymeHT npoeepek OKK: ‘i_’tr) HokymeHT onoBpex OOK: %}/
Date / ; Date /

flara: 12 .08 2o Nara; \%.08.-002.5

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne : 485093

Batch Quantity / Odbem cepun:  5846packs / ynakosox

AR No / AnaanTaaecKuii oruer No :

ARF/161/2025|Date of Analysis / lata anaausza: 12.08.2025

Date of Mfg / lata npou3BoacTBa:

07/2025 Date of Expiry / I'oaen ao: 06/2028

Analysis performed according ND / Ananus nposexén mo H: TT N013745/01-180522, amend No. 1 dated
109.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne
Test / [foxkazatens

Result / PesynbTaTsi

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTB M0 Macce

Complies / CooTercTBYeT

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OIHOPOIHOCTH 103UPOBAHUS

5 | Loss ondrying / Iloteps B 1.8% NMT 6.0 % / He Goznee 6,0 %
Macce MpH BLICYITHBAHUH
6 | Dissolution/ 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBoperne He menee 70 % (Q) ceHHozunos yepes 120 mun
7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn=10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=:3o

AV < L1. All values of xi must satisfy the
inequality:

IM=xi] 0,01 x L2 x M,

Ll = 150; L2=250 :
[Moxazarens npuemireMocty s n=10 AV <L1.

B ciy4ae, ecnu 3HaueHne AV npessrmaet L1,
NPOBOMAT HCHbITAHKE Ha caeaytomux 20 obpastax.
Jlan=30 AV < L1. Bee 3HaueHHs Xi AOJKHB
YAOBIETBOPATE HEPABEHCTBY:

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

L= 15,0282 =250,

8 | Assay (Spectrophotometry)
KonuuecTseHHoe onpenenexue
1? (CnexrpodoTomeTpHs)
l

13.94mg/tab /

13,94mr/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 10 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3MIOB B TIEpPECYETe HA CEHHO3M B B oaHoii
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: [Npoaykr cooteeTcTBYET TpeboBaHusm HI

Conclusion : APPROVED /
3aknoueHue: OQOBPEHO

Checked by QC In-Charge /

HokymeHT npoBepeH OKK: p;e_,w

Approved by QA In-Charge / col
[okymeHT ogobper OOK: g"/

Date /
Oata: 12 . 0%-202%

Date /
Hara:

\2-08-200.¢
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CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIM3A

Clipla

Page3of 4 /Cip.3 3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 485093

Batch Quantity / Oobem cepun:  5846packs / ynaxkosok

AR No / Ananutuuaeckuii oruer Ne : ARF/161/2025|Date of Analysis / ata ananuza:  12.08.2025

Date of Mfg / Iara nponssoacrea:  07/2025 Date of Expiry / I'osen no: 06/2028

Analysis performed according ND / Ananus nposenén no H/I: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / TToxkazaTens

Result / PesyabTaThl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CopepxaHue
MeTHInaparsapokcudensoara
(B3XKX)

0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

0,038mr/tad

10 { MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 4HcToTa

10a) | Total Aerobic microbial count /
O6uiee YHCI0 a3pOGHBIX
MUKPOOPTAHH3MOB

10

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

100} | Total combined yeast and mould
count / O6uiee uucno
THUIECHEBBIX M APOYKIKEBBIX
TpuGoR

<10

Not more than 10° cfu/ g /He Gonee 10° i

10¢) | Bile tolerant gram-negative

i bacteria/ ¥ croiuuBEIC K
JICHCTEHIO WETUn
rpamMoTpHLATENBHbIC GaKTepHH

Absent /OTcyTeTBYIOT Not more than 10”/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT Absentin | g/ OtcyTcTBHE B | T

10 ¢) | Escherichia coli

Absent /OtcyTeTBYIOT Absentin 1 g/ OtcyrcrBue s | 1

100) | Salmonella

Absent / OTcyTeTBYIOT Absent in 10 g / Otcytereue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykt cooteetcTayeT TpebosaHuam H | 3aknroyenne: ONOBEPEHO

Checked by QC In-Charge / = Approved by QA In-Charge / o P
HokymenT nposepeH OKK: -y DokymeHT 0a06peH OOK: /@_)/
Bgfa':/ 2 re52102C E:iz:" 12-08-202-%
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTU3A

Pagedof4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHA,JIE, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npou3sBojicTBa:

Batch No / Cepus Ne: 485003 Batch Quantity / O6bem cepun:  5846packs / ynakosok
AR No / Anaantuaecknii oruer Ne : ARF/161/2025|Date of Analysis / laTa ananmuza: 12.08.2025
07/2025 Date of Expiry / I'ogen jo: 06/2028

Analysis performed according ND / Anaans nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / [MokazaTennb

Result / PesyabTaThl

Specification / Hopma

11

Package / ¥ nakoska

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. / I'lo 20 TabneTok B
OnucTep M3 NIEHKH
NOJIHBHHUIIXJIOPHAHO A
(NOAMITUIICHOBOIH/
[MOJIMBHHHIHACHXJIOPHAHO#M) M
anoMuHUeBoil Gobru, no 25
GAMCTEPOB B KAPTOHHYIO NauKy
C BIIOAKEHHEM 25 HHCTPYKLHH
M0 MPUMEHEHHIO.

Package / YnakoBka - 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. / ITo 20
TabneTOK B OIMCTEp M3 MJIEHKH TPEeXCIOoiiHOI
(IMBX/I13/MIBAX) u amoMutueBoi donsru. [To 2
1M 3 GrMcTepa BMecTe ¢ HHCTpYKUUei no
NpUMEHEeHHIO B KapToHHYI0 nayky. [To 20 rabaerox
B GuHcTep U3 [UIEHKH MOJMBHHHIXIOPUAHO#M
(MonMATUIEHOBON / MOJIMBUHHIHAEHXIOPHAHO) H
anoMUHHEBOI (oabru, no 25 Gauctepos B
KapTOHHYIO NauKy ¢ BAOMKEHHeM 25 MHCTPYKIHII 1o
MpUMEHEHHIO.

Labeling / MapxupoBka

According to ND /

B cootsercTeum ¢ HJL

Storage conditions / Yenosusa
XpaHeHHs!

In a dry place, at temperature below 25 °C. / B cyxom mecte 11pu Temneparype He

soite 25 °C.

Shelf life / Cpok roarocTu

3 years/3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT Tpebosarnsam HA

Conclusion : APPROVED /
3aknwoyeHue: OQOEPEHO

Checked by QC In-Charge / %EJ 0.

[okymeHT nposeper OKK:

Approved by QA In-Charge /
[lokymeHT onoBper OOK: }ga_l/ ot

Date /

fara: ‘% ©oF. 2024

Date /
Hata:

\2:0% 2008

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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