Cipla

CERTIFICATE OF ANALYSIS
> CEPTU®HUKAT AHAJIU3A

Page 1 of4 /Crp. 1134

Product: SENADE TABLETS 13,5 mg

MNpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua Ne : 485072

Batch Quantity / O6bem cepnn:

5848packs / ynakosok

AR No / ApaanTHuecKH# oryer No :

ARF/100/2025 |Date of Analysis / lata anammza:  09.04.2025

Date of Mfg / lata npounssoacraa:  03/2025

Date of Expiry / 'ogen no:

02/2028

Analysis performed according ND / Anann3 nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [loxkazaTens

Result / PesyabTarsl

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. / [1nockue KpyrJbie TabNeTKH CO
CKOIIEHHBIMU KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO [IBeTa ¢ BKparmyieHuamu. Ha onHoit
ctopoHe Tabnetku BoiaaBneHo cioBo «CIPLAy, na
JIpYrofi - THHKS pa3jioMa.

2 | Identification / TIOAMTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpamyBanue aMMHauHOTO pacTBOpa B KpacHblil
AHTPaxHHOHOBbIE MMTHKO3HIbI HHET:
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Mertuanaparunapoxcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEpKHUBAHUA OCHOBHOTO MHKA Ha XPOMaTOrpaMme
HCTBITYEMOr0 PacTBOpa AOKHO COOTBETCTBOBATh
BPEMEHH Y/epP)KHBAHHA OCHOBHOTO ITHKa Ha
XpPOMATOrpamMMe CTaHAapTHOTO pacTBOpa
MeTHATIaparuapokcHbensoara (pasnen
«MeTtunnaparnapokcubensoar).
3 | Average weight / Cpeanss 189.58mg / 189,58mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooteeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK: %/tj

Approved by QA In-Charge /
JokymeHT opobper OOK:

&

Date /

[ara: 0q. 04y po1N"

Date /

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




Cipla

» CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

-

Page 2 of 4 /Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAHEE, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485072

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Anaaaruueckuii orger Ne : ARF/100/2025

Date of Analysis / lata anaansa: 09.04.2025

Date of Mfg / Jlara nponssogcrsa:  03/2025

Date of Expiry / I'ogen go:

02/2028

Analysis performed according ND / Anann3 nposeaés no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma

™ Test / TlokaszaTens

4 | Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets NMT + 7.5 % / 18/20 He bonee = 7,5
OHOPOAHOCTB M0 Macce : %

2/20 tablets NMT #15% / 2/20 ne 6onee = 15%

5 | Loss on drying / [ToTeps B 1.9% NMT 6.0 % / He 6osee 6,0 %

Macce [pH BbICYLIHBAHHH

6 | Dissolution / 89-93% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He menee 70 % (Q) cenno3unos 4epes 120 MuH

7 | Uniformity of Dosage units / AV=55 The acceptability index forn =10 AV <L1.
OHOPOJHOCTb AO3MPOBAHHS 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;12=250.

ITokasarens npuemnemocty s n=10 AV <L1.

B cnyuae, ecnu 3HayeHne AV npesbiaer L1,
[IPOBOIAT HCMBbITAHKE Ha chenyrowux 20 obpasuax.
Jlna n=30 AV <L1. Bee 3HaueHus XIi JOMAKHB
YAOBIETBOPATEL HEPABEHCTRY:

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

Lt =150;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonwyecTBEHHOE ONpeneieHune 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnextpohoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,89Mr/1a6 CEHHO3W/IOB B NlepecueTe Ha CeHHO3M A B B onHoii
TabneTKe.

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykr cooTeeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoveHue: OQOBPEHO

Checked by QC In-Charge / pp Al Approved by QA In-Charge / @
[okymeHT nposepeH OKK: o ' HokymeHT ogobpex OOK:

Date / = Date /

rm— O 0483 01X [ara: lo~soYy.2o285
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®UKAT AHAJIM3A

Page 3 of 4 /Crp.3 w3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485072

Batch Quantity / O6bem cepuu:

5848packs / ynakoBok

AR No / Apanurrdecknii oruer Ne :

ARE/100/2025|Date of Analysis / lara asamusa:  09.04.2025

Date of Mfg / laTa npoussogcrsa:  03/2025

Date of Expiry / I'osen jio:

02/2028

Analysis performed according ND / Ananu3 nposenén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / NokazaTeasb

Result / PesynbraTsl

Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuInaparuipokcubenzoara
(BOXKX)

0.043mg/tab

" 0,043Mr/7a6

0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/T2b.

10 MICROBIAL LIMIT TEST/ MukpoGuonoruteckas YncTora

10a) | Total Aerobic microbial count / 30
O6uiee YNCI0 a3pOOHBIX

MHKPOOPTAHH3MOB

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

10b) | Total combined yeast and mould
count / Obuiee YUcHIO
TECHEBLIX H IPOKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ VcroituuBble K
JIeHCTBHIO HKETUH

rpamoTpHLiaTenbHble 6aKTepHi

Absent /OTCYTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absent in 1 g/ OtcytcTBHe B 1 T

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absent in 1 g/ OtcyrcTBUe B | T

10f) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / Otcytctsue B 10 g

Remarks : The Product conforms to ND/
MpumeyaHue: MpoayKT COOTBETCTBYET Tpebosaruam H

Conclusion : APPROVED /
3aknrouenue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT npoeeper OKK: _&‘E/J

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

P

Date /

Hava: oq. ol 2oLk

Date /

P loxou 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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

N

Page 4 of 4 / Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485072

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Anannruuaecknii oraer Ne : ARF/100/2025|Date of Analysis / laTa anannza: 09.04.2025

03/2025

Date of Mfg / laTa npoH3BOACTBA:

Date of Expiry / 'ongen jo:

02/2028

Analysis performed according ND / Anaaus nposeaén no H/{: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Moka3zareib

Result / PesyabTaThl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OmcTep U3 MIEHKH

(O3 TUIIEHOBO/

Mo MPUMEHEHHIO.

Package / Ynakogka - 20 tablets

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

MONMBHHUIXJIOPHUIHO I

NOMKBHHUIUIEHXIOPHAHO) H
amomuHueBoi donbruy, no 25
GJIHCTEPOB B KAPTOHHYIO MAuKy
C BIIOKEHHEM 25 UHCTPYKLIWH

Package / Ynakoska - 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 OIHCTEP H3 MIIEHKM TPEXCIOWHOM
(TIBX/3/TIBJIX) n amomuHKeBoii (onbru. 1o 2
unu 3 6aucTepa BMeCTe C MHCTPYKLMEH Mo
MPUMEHEHHIO B KapToHHY!0 madky. [To 20 rabnerok
B 6iMCTeD M3 MIEHKH NONHBHHIIXJIOPUIHOM
(MONUATUIEHOBOI / NONHBMHUIHACHXJIOPHIHOMN) H
anoMUHUEBOH Gonbry, no 25 Gnuctepos B
KapTOHHYIO NAaYKy ¢ BJIOXKEHHEM 25 HHCTPYKLUMI no
MPUMEHEHHIO.

12 Labeling / MapxkupoBka According to ND /

B coorserctuu ¢ HJL

13 Storage conditions / YcnoBus

XpaHeHns Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM mMecTe npH TemMnepaType He

14 Shelf life / Cpok rofHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

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

[okymeHT nposepeH OKK: 538" HoxkymeHT opobpeH OOK: W/f
Date / Date / O Ok « :

Nvs: e-A4. ol oM P W2 S

FMQCO003-15-10
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