Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJTH3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Date of Mfg / lata npon3Bo/JcTBa:

Batch No / Cepust Ne: 485078 Batch Quantity / Oobem cepun:  5846packs / ynakoBox
AR No / Ananurndecknii orger Ne : ARF/107/2025|Date of Analysis / lara amann3a: 17.04.2025
04/2025 Date of Expiry / T'oaen jo: 03/2028

Analysis performed according ND / Anann3s nposenén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [lokazaTens

Result / PeaynbTaThl

Specification / Hopma

I | 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. / Inockue KpyrJibie TabneTkH co
CKOIUEHHBIMH KpasMH OT KOPHYHEBOTO 10 TeMHO-
KOPHYHEBOTO 1BETA C BKparsienusiMu. Ha onHoil
cropone TabneTku BelasieHo cinoso «CIPLAy, Ha
IPYro# - THHUS pa3oma.

2 Identification / IToanuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTrcTByeT OxpalHBaHHe aMMHAuHOrO0 pacTBOpPa B KpacHBIi
AHTPaxMHOHOBbIE TTIMKO3M bl g
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTunnaparnapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepP’HUBaHUA OCHOBHOTO NHKa Ha XpOMaTorpaMmMe
HCILITYEMOr0 PaCTBOPA JIONIKHO COOTBETCTBOBATH
BpEeMEeHH YAepIKHBAHHSI OCHOBHOTO MHKa Ha
XpOMaTorpamMMe CTaHAapTHOTO pacTBopa
MeTHinaparuapokcubensoara (pasnesn
«MeTrnmaparnapokcuOen3oar).

3 Average weight / Cpennss
macca

188.36mg / 188,36Mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootBeTcTBYET TpebosaHuam H/

Conclusion : APPROVED /
3aknwvenue: OJOBPEHO

[okymeHT npoeepeH OKK:

Checked by QC In-Charge / @

Approved by QA In-Charge /
HokymeHT ofobpen OOK:

=

Date /
Nara:

V) ey

Date /

: s
Fiiia: 10U 207
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJIM3A

Page 2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

ITpoxykr: CEHAJ_IE@, TABJIETKHA 13,5 mr

Batch No / Cepust Ne: 485078 Batch Quantity / O0bem cepun:  5846packs / ynakosox
AR No / Ananutuueckuii order Ne : ARF/107/2025|Date of Analysis / lara ananuza: 17.04.2025
04/2025 Date of Expiry /T'onen no: 03/2028

Date of Mfg / lata npon3BoacTBa:

Analysis performed according ND / Anann3 npoeeaén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesyabTarsi Specification / Hopma
. Test / TlokasaTens
4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT =+ 7.5 % / 18/20 ne 6onee + 7,5
OAHOPOAHOCTL [0 MAcce %
2/20 tablets NMT £15% / 2/20 He Gonee + 15%
5 | Loss on drying / [ToTeps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce IpU BbICYIIHBAHUM
6 Dissolution / 80-96% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3uaoB vepes 120 MuH
7 | Uniformity of Dosage units / AV=55 The acceptability index forn= 10 AV <L1.
OIHOPOIHOCTh TO3HPOBAHUS 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; L.2=25.0.
[Mekasatens npuemiemoctd st n=10 AV < L1.
B cayuae, ecnu 3Hauenue AV npesbimaer L1,
NPOBOMAT UCTBITAHME Ha caeayrommx 20 obpasuax.
JUta n=30 AV < L1. Bce 3HaueHMs Xi JOJDKHBI
YJOBIAETBOPATH HEPABEHCTBY:
[M-xi| <0,01 x L2 x M.
L1 =15:0:1.2 =250,
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomuuectBeHHoe omnpeneneHue 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)
14,07mr/1a6 CEHHO3H/IOB B NepecueTe Ha ceHHo3ua B B onnoil
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwovenue: OOOBPEHO

NokymeHT npoeepeH OKK:

Checked by QC In-Charge / T é y

Approved by QA In-Charge /
NokymeHT opobper OOK:

ks

Date /

[ata:

s Sgamag

Date /

fata: INou- 20098
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

~

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepnsa Ne: 485078 Batch Quantity / O0bem cepun:  5846packs / ynakosok
AR No / AnaanTuyeckuii oruer Ne : ARF/107/2025|Date of Analysis / lara anaaunza: 17.04.2025
Date of Mfe / lara nponssoacrea:  04/2025 Date of Expiry / I'ogen go: 03/2028

Analysis performed according ND / Ananns nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / lokaszarenn

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepixanue
MeTHInaparsapokcubensoara
(BOXX)

0.042mg/tab

0,042mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGHONOrHHaecKas 4HCTOTa

10a) | Total Aerobic microbial count / 10
O61ee YHCI0 a3pobHbIX

MUKPOOPraHu3MOB

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

10b) | Total combined yeast and mould
count / Obmee yucno
TJIECHEBBIX H JIPOHOKEBbIX

rpuboB

<10

Not more than 107 cfu/ g /He Gomee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroituuBeie k
JOEHCTBHIO MKEN4H

rpaMOTpHUATEIbLHBIE 6aKTEpHH

Absent /OTcyTcTBYIOT

Not more than 107/ g / He 6onee 10° /v

10d) | Staphylococcus aureus

Absent /OtcyTCTBYIOT

Absentin 1 g/ OtcytctRHe B | T

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin 1 g/ OtcytcTBHe B 1 I

109 | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /OrcytcTBHe B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooTeeTcTBYET TpebosBaHuaM HJ

Conclusion : APPROVED /
3akmoyeHue: OQOBPEHO

OokymeHT npoeepeH OKK:

Checked by QC In-Charge/  » E ,

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

G

Date /
[ara:

\7“°k\c ’LG'L/{_

Date /

[ara: \ 042025

FMQC003-15-10

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485078 Batch Quantity / O6bem cepun:  5846packs / ynakosok
AR No / Ananntagecknii otuer Ne : ARF/107/2025|Date of Analysis / [{aTa ananan3za: [7.04.2025
Date of Mfg / lata nponssoacrea:  04/2025 Date of Expiry / T'oges no: 03/2028

Analysis performed according ND / Ananun3 nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma
o Test / [lokasaTesb
11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Vnakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 tabneTok B 25 patient information leaflets in a carton. / [To 20
6nuctep U3 MIEHKU TabneTok B GNHCTEP M3 MIEHKH TPEeXCI0HHON
NONHBUHUIIXJIOPUIHO I (IIBX/15/TIBAX) n amomuuueBoii gonsra. 1o 2
(nonuaTuineHOBOMH/ wiK 3 GiidcTepa BMECTE € HHCTPYKLMEH 10
MOJMBUHHIMAEHXIOPHAHOMA) M [MPHMEHEHHIO B KapTOHHYIO nadky. [To 20 tabaerok
anOMHHHeBOH (oJsibru, no 25 B GnMCTep M3 MIEHKH MONWBHHUIXIOPUIHOM
61HMCTEPOB B KAPTOHHYIO NauKy |(MOJM3TUIEHOBOH / MOMMBUHUIMACHXIOPHAHON) U
¢ BIOKeHHEM 25 MHCTPYKLUMit AMOMUHHEBOH (onbru, no 25 61HcTepoB B
O MPUMEHEHHUIO. KapTOHHYIO Ma4yKy C BIOMEHHEM 25 MHCTPYKUMIL 110
NPUMEHEHHIO,

12 Labeling / MapkupoBka According to ND /
B cootseTcTBHH ¢ HJL

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mMecTe p TeMmiepartype He

XpaHeHHs Beimre 25 °C.
14 Shelf life / Cpok rogHoCTH 3 years/3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTBeTcTBYET TpeboBaHnam HJ

Conclusion : APPROVED /
3awmwouenne: OOOBPEHO

Checked by QC In-Charge / //g ,

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

5=

Date /
[Hata:

HokymeHT nposepeH OKK:
\’). sa(_\. 10 q_-{'

Date /
Hara:

17042025

FMQCO003-15-10
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