Cipla

CERTIFICATE OF ANALYSIS
h CEPTH®UKAT AHAJIM3A

Pagel of4/Crp.1 34

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne ;485200

Batch Quantity / O6bem cepun:

5849packs / ymakoBok

" |AR No / Ananutaaecknii oruer Ne : ARF/300/2025|Date of Analysis / lata ananuza: 31.12.2025

Date of Mfg / lata nponssoacrea:  12/2025

Date of Expiry / T'ojen go:

11/2028

Analysis performed according ND / Anasnns nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / lMoxazaTenb

Result / PesynpTats

Specification / Hopma

1 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. / Tlnockue kpyribie TabNeTku co
CKOUIEHHBIMM KPasmMu OT KOPHUHEBOTO /10 TEMHO-
KOPWYHEBOro LBeTa ¢ BKparuleHusaMu. Ha onHo#
cTopone TabneTiku BbiaaeneHo cnoBo «CIPLA», Ha
ApYroii - THHUA pasaoma.

2 Identification / [ToIMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OkpalunpaHue aMMHaYHOro PacTBOpa B KPAacHBIH
AHTPaXMHOHOBBIEC [JIMKO3HIBI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTunnaparuapokcndeH3oar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsi
yIepIKMBaHUA OCHOBHOIO IHKA Ha XpoMaTorpamme
MCIBITYEMOr0 PacTBOpa JIOJKHO COOTBETCTBOBATh
BPEMEHH YACPIKUBAHWSA OCHOBHOIO MUKA Ha
XpoMaTorpamMme cTaHJapTHOro pacTeopa
‘MeTuanaparuapokcubetzoata (pasaen
«MerunnaparsapokcudeHs3oar).

Average weight / Cpenuss
macca

(OS]

189.61mg / 189,6 M1

189.99 mg £7.5% / 189,99 mMr+7,5%

Remarks : The Product conforms to ND/
Mpumeyuanwue: MNpoaykT cootBeTcTByeT TpebosarHusam HI

Conclusion : APPROVED /
3aknwyeHue: O0OBPEHO

Checked by QC In-Charge / q{/ -
HokymeHT nposepeH OKK: S o ’

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

S

Date /

[ata: B2

Date /

2112 .90908
Hta -2 o

FMQCO003-15-10

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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CERTIFICATE OF ANALYSIS
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Page2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485200

Batch Quantity / O0sem cepuu:

5849packs / ynakosok

AR No / Ananuruyecknii oruer Ne : ARF/300/2025

Date of Analysis / Tata ananuza: 31.12.2025

Date of Mfg / lata npounsBoacrsa:  12/2025

Date of Expiry / 'oaen po: 11/2028

Analysis performed according ND / Auanu3 nposeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Moka3zaTenn

Result / Pesyabrartsl

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTH MO Macce

Complies / CooTeeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 He Goxee + 15%

5 | Loss on drying / IToTeps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BLICYLIHBAHHH
6 | Dissolution / 87-99% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3naos yepes 120 mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn=10 AV <LI.

OI[HODOJ]HOCTI) HO3HPOBaHKs

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

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

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

L1=15.0;L2=25.0.

[Tokasarens npuemneMocTd aaa n=10 AV <LI.

B ciyuae, ecnu 3HaueHue AV npesbiiaet L1,
POBOST UCHbITAHKE HA clledytowuxX 20 obpasuax.
Jns n=30 AV < L1. Bce 3HaueHus Xi T0MKHbI
YAOBNETBOPATH HEPABEHCTBY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHoe onpeseneHue
(CnexrpodoTomeTphs)

13.95mg/tab /

13,95mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O1 12,15 no 15,53 mr (o7 90,0 no 115,0 %)
CEHHO3M/OB B NepecueTe Ha CeHHO3HM I B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: NMpoaykr cootseTcTRyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyedue: OOJOBPEHO

Checked by QC In-Charge / C'C D
HokymeHT nposepeH OKK: = U

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

Yy

Date /
fara.

ICHRRE Y Paf N

Date /

Herva; 3112-2008

FMQCO003-15-10

Cipla Ltd..Cipia House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CEPTHDUKAT AHAJIM3A
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Page3 of 4 /Crp.3 usz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 485200

Batch Quantity / O6nem cepun:

5849packs / ynakosok

AR No / Ananntuuecknii oruer No : ARF/300/2025 | Date of Analysis / {ara ananuza: 31.12.2025

12/2025

Date of Mfg / lara npousBoacTsa:

Date of Expiry / I'ogen no:

11/2028

Analysis performed according ND / Ananns nposeaén no H/l: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

e Test / Tlokazatenn

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Counepixanue
MeTHanaparuapokcubenszoaTa
(B2XKX)

0.040mg/tab

0,040mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpofH1oaoruueckas YHCTOTa

10a) | Total Aerobic microbial count /
O61ee 4Mcsio a3poOHbIX 10
MHKpPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / OBuiee uncio
MJECHEBBIX H APOHIKEBLIX
rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Yeroitumsbie K
ASHCTBHIO Kenun
rpaMotpuuarteibibie HakTepuu

Absent /OTCyTCTBYROT

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

10.d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyrctBUe B | T

10 e) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ OtcyretBue s | 1

10f) | Salmonella

Absent / OtcyTeTBytoT

Absent in 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanwme: Mpoay«T cooTeeTCTBYET TpeboBaHuaM HI

Conclusion : APPROVED /
3aknwyeHue: OJOBPEHO

Checked by QC In-Charge / %IJ

Approved by QA In-Charge /

DokymeHT npoeepeH OKK: HokymeHT opobpen OOK: (13448

Date / — Date / : ; :
2 k= ST 1:12.202

Jara: < Milinicdeic JaTa: " ol

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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CERTIFICATE OF ANALYSIS
N CEPTU®UKAT AHAJIN3A

Paged4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKMH 13,5 mr

Batch No / Cepusnt Ne: 485200

Batch Quantity / O6bem cepun:

5849packs / ynakosox

AR No / Anamarayecknii oruer Ne : ARF/300/2025|Date of Analysis / lata anaauza: 31.12.2025

Date of Mfe / laTta npoussoacra:  12/2025

Date of Expiry / T'osnen jo:

11/2028

Analysis performed according ND / Ananu3 nposexén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Moka3zaTess

Result / PesyabTaTsl

Specification / Hopma

I1 | Package/ ¥YnakoBka
in a blister made of

GnucTep U3 NIeHKK

(oAU THIEHOBOI/

[0 MPUMEHEHHTO.

Package / Ynakogka - 20 tablets

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

NOJMBUHHUIXJIOPUAHOH

MOJHBHHUITUIEHXIOPUAHOI) 1
anoMuHueroii Gonbru, no 25
OMUCTEPOR B KAPTOHHYIO MAUKy
¢ BAOKEHHEM 25 HHCTPYKUHH

Package / Ynakoeka - 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, 2 5 blisters with
25 patient information leaflets in a carton. / I1o 20
TabneToK B BAUCTEp M3 NNIEHKH TPEXCIOHHOH
(MBX/M2MIBAX) u amomuHueBoii consru. [o 2
unu 3 GnucTepa BMeCTe ¢ MHCTPYKLMeEi no
NpUMEHEHHIO B KapTOHHYIO mauky. [To 20 rabierok
B 6aMCTep U3 MAEHKH MOTHBHHHIXIIO PHAHOI
(MONMATHIEHOBOI / MONHBUHUIINIEHXIIOPUAHO) W
amoMuHueBol oneru, no 25 6aucrepor B
KAPTOHHYIO NAYKY C BIOKEHHEM 25 MHCTPYKIHI 110
MPHMEHEHHUIO.

12 Labeling / Mapkuposka According to ND /

B coorseTcTBHM ¢ HJI

13 Storage conditions / Ycnosus

XpaHeHus Bbiie 25 °C.

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

14 Shelf life / Cpok rogrocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cooTeeTcTBYeT TpebosaHuaAm HI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

HokymeHT npoeeper OKK:

Checked by QC In-Charge / 2 €0

Approved by QA In-Charge /
[HoxkymeHT ogobped OOK:

Qi

Date /

Nata: 2 Lo ek

Date /

Narta: 2012, 2025

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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