Cipla

CERTIFICATE OF ANALYSIS
E CEPTUDUKAT AHAJIU3A

Page 1 0of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / laTta npou3BOACTBA:

Batch No / Cepust Ne: 485113 Batch Quantity / O6bem cepuun:  5844packs / ynakosok
AR No / AnaaaTnueckuii oruer Ne : ARF/184/2025|Date of Analysis / lara anannza: 15.09.2025
09/2025 Date of Expiry / T'oaen jo: 08/2028

Analysis performed according ND / Anaau3s npoBejés mo HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [lokazaTenb

Result / PesyasTaThl

Specification / Hopma

1 Description / Onucaue

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. / IInockne kpyriabie TabNETKU CO
CKOLIEHHBIMY KPasM# OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA C BKparneHusamu. Ha oanoi
ctopoue TadneTku BeiaaeneHo cioBo «CIPLAy, na
JpYroi - TMHKUs pazaoma.

2 ldentification / TToanuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpallliBaHHe aMMHaYyHOTO PacTBOpa B KpacHbIi
AHTPaXHUHOHOBbIE [JIMKO3H/Ibl .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBEeTCTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
y/JepHKHBaHHsL OCHOBHOTO MHKA HA XpOMATOrpamme
HUCIMbITYEMOTO pacTBOpa MOJIHKHO COOTBETCTBOBATHL
BpEeMEHH YAepKHUBAHHSA OCHOBHOIO NMHKa Ha
XpOMaTOrpamMMme CTaHAapPTHOrO pacTBopa
meTunaparuapokcubensoara (pa3nen
«MeTunnaparuaipokciuoen3oar).

Average weight / Cpeanss
macca

L

189.61mg / 189,61mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooteeTcTeyeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknwyenue: OJOGPEHO

Checked by QC In-Charge / (@

[oxymeHT npoeepeH OKK:

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

foyee®

Date /

Oara: \$. 08 20e8”

Date /

fata: - 15-0a. 2205

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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CEPTUOHKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No /Cepust Ne: 485113

Batch Quantity / O6bem cepun:  5844packs / ynakosok

AR No / Auanutuueckuii oruer No : ARF/184/2025|Date of Analysis / JaTta ananausza: 15.09.2025

Date of Mfg / llata npounzsoncrea:  09/2025 Date of Expiry / I'onen no: 08/2028
Analysis performed according ND / Ananu3 nposeaén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Mokasarenn

Result / PesyasTaTthl Specification / Hopma

4 | Uniformity of weight /
OanoposHOCTE IO Macce

Complies / CooTeTcTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7,5
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

OnHOPOHOCTh I03HPOBAHUS

5 | Loss on drying / [Toreps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce MpPHU BBICYLIMBAHUH
6 Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenHo3nmoB depe3 120 mun
7 | Uniformity of Dosage units / AV =6.1 The acceptability index forn=10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

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

L1=150;12=250,

[Mokasatens npuemnemocty wis n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npessiimaet L1,
NPOBOJAT UCHbITAHKE HA cneaytolunx 20 obpasuax.
Jnsa n=30 AV < L1. Bce 3Ha4eHUs Xi NO/DKHBI
YIOBNETBOPATH HEPABEHCTBY:

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

L1=150; L2=250.

8 | Assay (Spectrophotometry)
KonuyectseHnoe onpeneneHue
(Cnexrpohoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.93mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13.93mr/1a6 CeHHO3M/IOB B NEpecteTe Ha CeHHO3ML B B 0/1HOf
TabneTke.

Remarks : The Product conforms to ND/

MNpumMeyvanue: MNpoaykr coorsetcTayeT TpebosaHusm HA | 3aknwyenune: OOEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /
[okymeHT npoBepeH OKK: \

Approved by QA In-Charge / P
HokymeHT ogobpen OOK: gcf\/-«

Date / QY o
Harta: \'§ A 3

Date /

fata: S 099005

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




CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp.3 u3z 4

Cipla

Product: SENADE TABLETS 13,5 mg

ITpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 485113

Batch Quantity / Oosem cepun:  5844packs / ynakosok

AR No / Ananuruyeckuii oruer Ne : ARF/184/2025|Date of Analysis / lara ananuza: 15.09.2025

Date of Mfg / lata npoussoacrsa:  09/2025 Date of Expiry / Fogen go: 08/2028

09.07.2024 / IT N013745/01-180522, u3m

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

Result / PesyabTaThi Specification / Hopma
e Test / [lokasaTenb
9 Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepaxanne
MeTuInaparuapokcudenzoara 0.040Mr/Tab
(BRWX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuonoridueckas 4dcToTa

10a) | Total Aerobic microbial count /
Obuiee uucio a3poOHBIX
MHUKPOOPraHH3MOB

40

Not more than 10* cfu/ g / He 6osee 10* /r

10b) | Total combined yeast and mould
count / Obuuee Yyucio
TIECHEBBIX M JIPONOKEBBIX
rpudos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiunssie K
JEHCTBUIO HKETUHU
rpaMoTpHLaTebHbIe OaKTepHu

Absent /OTCcyTCTBYIOT Not more than 10° / g / He 6ontee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyterBue B | 1

10e) | Escherichia coli

Absent /OTcyTCTBYIOT Absentin | g/ OtcytcTBue B |

1010 | Salmonella

Absent / OTcyTCcTBYIOT Absent in 10 g / OrcyretBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTeeTcTByeT Tpebosanuam HI | 3aknwuyenue: ONOEPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK:

Approved by QA In-Charge / cofp
HokymeHT 0gobpeH OOK: /'gy\

Date / \S\' 9 \‘ 2/0'1.45‘

[arta:

Date /

[ara: \§.oa oS

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
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CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnst Ne: 485113 Batch Quantity / O0bem cepun:  5844packs / ynakosok
AR No / Ananutuuecknii oryer Ne : ARF/184/2025|Date of Analysis / Jara ananausza: 15.09.2025
Date of Mfg / Jlara npomssoacrea:  09/2025 Date of Expiry / T'ogen go: 08/2028

Analysis performed according ND / Auanu3 nposeaén mo H/I: TI 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

v Test / Moka3zarens

11 | Package / Ynakoska Package / Vrnakoska - 20 tablets |Package / Ynakoska - 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. / [To 20 tabnetox B 25 patient information leaflets in a carton. / [To 20
fnucTep M3 MIEHKH TabneTok B OMcTep U3 TUIEHKH TPeXcaoiHoi
[OJIUBHHHAXTOPUAHO A (MBX/MIS/MBAX) u amomuaieBoil Gosru. [o 2
(nonuaTUNEHOBOM/ MK 3 GnMcTepa BMECTE C HHCTPYKLUHEH Mo
NOJMBUHWIMIAEHXJIOPUAHON) U |NPUMEHEHHIO B KapTOHHYI0 nayky. [1o 20 tabnetok
antoMuHKeBol Qosbry, no 25 B OJIMCTED U3 MIEHKH NOJUBHHHUIXIIOPHIHOM
O1MCTEPOB B KAPTOHHYHO Nauky |(MOJMITUIIEHOBOI / MONMBHHHAWAEHXTOPHAHOM) H
¢ BIOJKEHUEM 25 MHCTPYKUUIT amoMHHEEBOH ponbru, no 25 61ucTepos B
10 NPUMEHEHHIO, KapTOHHYIO Ma4Ky € BAOKEHHEM 25 HHCTPYKUHIT Mo

NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cooterctBum ¢ HJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu Temnepatype He

XpaHeHHs. Belwwe 25 °C.
14 Shelf life / Cpok rogHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeetcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge / g’g

Approved by QA In-Charge /
HokymeHnT ofobper OOK:

Geet

Date /
Hara:

\9.0q, 0057

Date /

Hara \5-0a.900.8

FMQCO003-15-10

Cipla Lid.,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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