CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIM3A
) _ Page1of 4/Crp. 1 uz 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485127 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
AR No / Ananntuuecknii oruer Ne : ARF/200/2025 | Date of Analysis / lara ananmsa: 29.09.2025
Date of Mfg / lata npon3Boacrea:  09/2025 Date of Expiry / I'oaen jo: 08/2028

l

Analysis performed according ND / Ananu3 nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

;! Result / PesynbTath Specification / Hopma

Ne
Test / IMoxka3zarein

1 | Description / Onucanue Complies / CooTsercTByer 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. / [Tnockue kpyrabie TabneTku co
CKOLUEHHBIMU KPasMH OT KOPUUHEBOT'O 10 TEMHO-
KOPWYHEBOTO 1IBETA ¢ BKparuieHusMu. Ha onHoit
ctopone TabieTkH BblaasneHo cioBo «CIPLAY, Ha
APYTO# - JIMHWS pasjioma.

2 Identification / [ToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET Okpamvsanie aMMHAYHOTO PacTBOpPA B KPAacHbIii
AHTPax1MHOHOBbIE FITHKO3H/BI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcudersoar corresponds to the retention time of the principle
(BBXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepiKuBaHia OCHOBHOIO TIHKA HA XPOMATorpaMme
UCIIBITYEMOTI'O PacTBOPA A0IKHO COOTBETCTBOBATH
BpPEMEHH YICPKHMBAHUA OCHOBHOTO MHUKa HaA
XpOMaTOrpamMMe CTaHIapTHOrO pacTBoOpa
MeTHInaparuapokcibensoara (pasien
«MetunanaparuapokcubeHsoar).

53 | Average weight / Cpeanss 192.95mg / 192,95mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykT cooTBeTcTBYET TpeboBanusam HI | 3aknwouenne: OAOEPEHO
Checked by QC In-Charge / gy Approved by QA In-Charge / .
[okymeHT nposepeH OKK: /%»-'““‘ [oxkymeHT ogobpeH OOK: A0
Date / ) B Date /
Jara: 20000608 ) Jata: L .0q-2.02-5

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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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485127

Batch Quantity / O6bem cepun:

5845packs / ynaxkosok

AR No / Auanutuuecknii oruer Ne : ARF/200/2025

Date of Analysis / [lara anaanza:  29.09.2025

Date of Mfg / lara npounssoacrsa:  09/2025

Date of Expiry / T'oaen no:

08/2028

Analysis performed according ND / Ana.m3 nposenén no HJI: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / TlokazaTenn

Result / PesyabTaTh!

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTL N0 Macce

Complies / CooTBeTcTBYET

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

5 | Loss on drying / [Toteps B 2.1%

Macce npu BbICYLUHWBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 77-86%

PacteopeHne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozuaos yepes 120 MmuH

7 | Uniformity of Dosage units / AV =6.1

OnHOpOAHOCTH 103UPOBAHUSA

The acceptability index forn= 10 AV < LL1.

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:

IM-xif 0,01 x L2 x M.

L1=150; L2 =250

[lokaszarens npuemaemoctu ana n=10 AV < L1.

B cny4ae, ecnu 3Hauenue AV npesbiluaer L1,
NPOBOIAT HCMbITAHHE Ha creaytounx 20 obpazuax.
Jnsa n=30 AV < L1. Bce 3HaueHus Xi 10K HbI
YAOBAETBOPATH HEPABEHCTBY:

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

L1 =15,0; L2=25.0.

8 | Assay (Spectrophotometry)
KoaunuectsenHoe onpenenexHue
(CnexrpodoTomeTpHsn)

14.1 Img/tab /

14,1 1mr/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 mi {01 90,0 a0 115,0 %)

CEeHHO3MJIOB B nepecyere Ha ceHuosua B B oaHoi
tabneTke. J

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHusM HJ

Conclusion : APPROVED /
3axknwuenune: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / -

HokymeHT nposepeH OKK: ?fj_“’ [lokymeHT oaoBpeH OOK: ) eof
Date/ Date / o
na-ra: 9.0 . Lors” fara: 2% .64-2060L8
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne : 485127

Batch Quantity / O0nem cepun:

5845packs / ynakoeok

AR No / Ananuruuecknii orger Ne : ARF/200/2025

Date of Analysis / laTa anaamza: 29.09.2025

Date of Mfg / lata npoussoacrBa:  09/2025

Date of Expiry / I'oxen go:

08/2028

[Analysis performed according ND / Ananus nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated

109.07.2024 / I1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

No I "
Test / [ToxkazaTennb

Result / Pe3yasTtarsi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepixanne
MeTHInaparuIpokcuder3oara
(BDIKX)

0.042mg/tab

0,042mr/Tabd

0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.

MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 4ucTora

| 10a) | Total Aerobic microbial count /

Ob1ee 91cs0 adpobHbIX
MHKPOOPTaHH3MOB

20

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

10b) | Total combined yeast and mould
count / Oduiee uucio
TJIECHEBBIX U JIPOIKIKEBBIX

TpudoB

<10

Not more than 10° cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToiiuusbie K
JEMCTBHUIO XKETUH

rpaMoTpHUATEILHBIE DaKTEPUH

Absent /OteyTeTBYIOT

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

1 d) | Staphylococcus aureus

Absent /Otcyrcreytor

Absent in 1 g/ Orcyrcraue B | ¢

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin | g/OtcyrcrBue s I r

101) | Salmonella

Absent / OreyTeTBYIOT

Absent in 10 g / Oteytetene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykt cooTBeTCTBYET TpeboBaHuamM HJ]

Conclusion : APPROVED /
3aknoyeHue: O0OBPEHO

Checked by QC In-Charge / »
HokymeHT nposepeH OKK: eif-b’&d

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

e

Date /

fata;  °24-04.7 il

Date /

= Qa-0a-200.¢
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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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Product: SENADE TABLETS 13,5 mg

HOponykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485127

Batch Quantity / O6bem cepun:

5845packs / ynakosox

AR No / Auanntuyecknii oruer Ne : ARF/200/2025

Date of Analysis / Jara auanusza: 29.09.2025

Date of Mfg / lata npousBoacrea:  09/2025

Date of Expiry / I'ogen 1o:

08/2028

Analysis performed according ND / Anaaus nposeaén mo HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaTht Specification / Hopma
Ne
Test / llokazaTens
11 | Package / ¥nakoBka Package / Ynakoeka - 20 tablets IPackage / ¥nakogka - 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 fiim and aluminum foil, 25 blisters with
a carton. / I'lo 20 Tabnetox B 25 patient information leaflets in a carton. / ITo 20
OnucTep U3 NAeHKH Tabnerok B OJUCTEP M3 TUIEHKH TPEXCITOMHOMH
NOJIMBUHWIIXJIOPHAHOH (IIBX/TI/MIBAX) u amomuuueBoii ponsru. Mo 2
(MoJM3TUNCHOBOH/ WK 3 GnucTepa BMeCTe ¢ MHCTPYKIHE i 1o
MOJIMBUHWIHACHXJIOPHIHOM) U |IPUMEHEHUIO B KapTOHHYI0 nauky. ITo 20 tabnerox
amoMuHueBoii Gosbry, no 25 B OJTMUCTEp M3 MIEHKH MOJUBHHWIXIOPUAHOIM
OJIMCTEPOB B KAPTOHHYIO Na4Ky |(MONMITHASHOBOMH / MOTUBHHUITMASHXIIOPUAHOM) 1
C BIIOKEHUEM 25 HHCTPYKLHIi antoMHUHHEBOI (hobrH, MO 25 6ANCTEPOB B
10 NIPUMEHEHHUIO. KapPTOHHYIO Ma4Ky ¢ BIOKEHUEM 25 HHCTPYKUMI no
MPUMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /
B coorsetcteiu ¢ HJJ

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMnepaTtype He

XpaHeHHst Bbile 25 °C.
14 Shelf life / Cpok roanoctu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanwme: MpogykT cooTBeTCcTBYET TpebosaHusam HI

Conclusion : APPROVED /
3akntoueHune: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
IlokymeHT nposepex OKK: o b TlokymeHT og06peH 00K %ﬁ\&f‘:ﬁ
Date / , Date / )
Jara: = -o4-loxd [ata: Lq-eq-201C

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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