Cipla

CERTIFICATE OF ANALYSIS
s CEPTH®HUKAT AHAJIU3A

Page 1 of 4/ Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485191

Batch Quantity / O0bem cepHu:

5845packs / ynakosor

AR No / Anajutnuecknii oruer Ne : ARF/291/2025 | Date of Analysis / lara anannsa:  22.12.2025

12/2025

Date of Mfg / laTa npoussoacrna:

Date of Expiry / T'onen ao:

11/2028

Analysis performed according ND / Anasn3 nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024 |

Test / [lokazaTennb

Result / PesyabraTsl

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. / [Tnockue Kpyribie TAOIETKH CO
CKOIIEHHBIMM KPasMi OT KOPHYHEBOTO [0 TEMHO-
KOPMYHEBOTO [IBETA ¢ BKparieHuamu. Ha oHO#
cTopoHe TabieTky BeiIareHo ¢noso «CIPLAY, Ha
IApYTO# - THHMA pasjioMa.

2 | ldentification / IlopnuHHOCTB
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpalMBaHie aMMHA4HOTO pacTBOpa B KPacHbIN
AHTPaxHHOHOBbIE [NTUKO3U/IbI
1BeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTCTBYET chromatogram of the sample solution should
Meruimaparuapokcubenzoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepIKMBAHUS OCHOBHOTO MHKA HAa XPOMATOIPAMME
HCTIBLITYEMOTO PAacTBOPa IOJDKHO COOTBETCTBOBAT
BpEMEHH YIEPKHBAHHSA OCHOBHOIO MHKa HA
XpOMaTorpamMMme CTaHIapTHOrO PacTBOPA
MeTuInaparuapokcudensoarta (pasien
«MeTunnaparsapokcudeHsoar).

3 | Average weight / Cpennss
Macca

192.92mg / 192,92mr

189.99 mg +7.5% / 189,99 wr =7.5%

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooTeeTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /. __/— { o Approved by QA In-Charge / o b

NokymeHT npoBepeH OKK: o ‘ OokymeHT opobper OOK: /

Date / - Date / RS B

fara: P I 1 T B T fara: 223542 2028 .
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUHDUKAT AHAJIU3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485191

Batch Quantity / O6bem cepuu:

5845packs / ynakoBok

AR No / Asanurnuecknii oruer Ne : ARF/291/2025

Date of Analysis / [lara anaamuza: 22.12.2025

Date of Mfg / laTa npounssoacra:  12/2025

Date of Expiry / I'oaen jo:

11/2028

09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Analysis performed according ND / Anann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated

Test / Iokazarennb

Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTL N0 Macce

Complies / CooTBeTcTBYeT

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6.0 %
Macce TPH BbICYIIHBAHUH
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHnue He menee 70 % (Q) cennoznaos qepes 120 MuH
7 | Uniformity of Dosage units / AV =6.2 The acceptability index for n =10 AV <L1.

OIHOPOLHOCTE 103UPOBAHUA

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.

Ll =150; L2=25.0.

[Noka3zatens npuemaemoctu g n=10 AV <LI.

B ciyyae, ecnu 3HaueHne AV npessimaet L1,
NpOBOAAT MCTILITAHUE HA crenyromux 20 obpasuax.
Jlia n=30 AV < LL1. Bece 3HaueHHs Xi JOJKHBI
V/IOBIETBOPATH HEPABREHCTRY:

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

L = 1505 L2=25,0.

8 | Assay (Spectrophotometry)
KonudecTBeHHOe onpezeneHue
(CnektpooromeTpus)

14,08mr/Tabd

14.08mg/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 mr (o1 90,0 no 115,0 %)
CEHHO3MJIOB B rIepecuerTe Ha ceHHo3ua B B oaHO#H
rabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cootseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / _F_\[\ 0
OokymerT nposeper OKK: g

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

e

Date/ _ | L
o 222 1mdy
[Oara: :

Date /
[ara:

2.%-\2-2e0d
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 3 of 4/ C1p.3 n3 4

Product: SENADE TABLETS 13,5 mg

INpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485191

Batch Quantity / O6bem cepun:  5845packs / ynakosok

AR No / Apanutudeckuii otuer Ne : ARF/291/2025

Date of Analysis / lara asaaunsa: 22.12.2025

Date of Mfg / laTa npon3Bojacrsa:

12/2025 Date of Expiry / I'oaen no: 11/2028

Analysis performed according ND / Anaau3s nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyjibTaThl

Specification / Hopma

o Test / IlokasaTenn
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Conepxanue )
MeTH/IaparupokcubensoaTa 0.046mr/Ta6
(BOXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6Honorudeckas 4ucTora

| 10a) | Total Aerobic microbial count /

Obuiee 4ncIio a3poGHEIX 20 Not more than 10" cfu/ g / He 6onee 10* /r
MHUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gosnee 10° /v
count / Oduee yHcno <10
IJIECHEBBIX H IPOXIKEBBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10?/ g / He Gonee 10° /v -
bacteria/ Ycroifuussie K
JEACTBHIO KETIH
IpaMOTpPHLIATEIbHbIE BakTepHu

10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyretBue B 1 r

| 10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcrBue B 1 r o
100) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
MpumeyaHue: NpoayKT cooTBeTcTBYET Tpebosannam HI

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge /

| Approved by QA In-Charge /

[okymeHT npoeeper OKK: g“;f,\ e | NokymeHT ofobper OOK: %,/'\\"”
Date/ _ _ . | Date /
| fata: &2 - | b=p803 | fara: REAR-Teu A

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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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepun No :

485191

Batch Quantity / O6nem cepum:

5845packs / ynakoBok

AR No / Apanutuvecknii oraer Ne : ARF/291/2025

Date of Analysis / lara amann3za: 22.12.2025

Date of Mfg / lata npousgojicrsa:

12/2025

Date of Expiry / T'ojten jgo0:

11/2028

Analysis performed according ND / Auamus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaThi Specification / Hopma
" Test / Tloka3zaTe/b
11 | Package / YnakoBxa Package / Ynakopka - 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 TabneTok B 25 patient information leaflets in a carton. / Tlo 20
6rcTep U3 IUIEHKH TabneTok B OMCTEP U3 MIEHKH TPEXCIORHOMH
[TOJTHBMHUIXJIOPH LHO (TIBX/MTMIBAX) 1 amoMun#eBo# hobru. [o 2
(MONMAITHNEHOROI/ wiK 3 GiucTepa BMecTe ¢ MHCTpYKUmMeil o
TOJMBHHWITHACHXIOPHAHON) ¥ |IPUMEHEHHIO B KapTOHHY!0 nauky. [To 20 tabnetok
amoMHHUeBOH (ombry, 1mo 25 B OIUCTEp U3 MIEHKH NOJMBUHHIXIIOPHIHOM
BAMCTEPOR B KAPTOHHYKO TAuKy  |(MOJUITHICHOBOH / TIOJTHBUHHIMACHXIIOPUIHOM) 1
C BROMKeHUeM 25 HHCTPYKIIHH amoMuH1eBoit Goneru, no 25 G1KUCTEpoB B
N0 NMPUMEHEHHIO. KapTOHHYIO MAYKY C BIOKEHHEM 25 MHCTPYKUH Mo
MPUMEHEHHTO.

12 | Labeling / Mapkuposka According to ND /
B cootsercteuu ¢ HJI

13 Storage conditions / YciaoBus In a dry place, at temperature below 25 °C./ B cyxom MecTe npy TeMIlepatype He

XpaHeHHs Boie 25 °C.
14 Shelf life / Cpok roanocti 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTByeT Tpebosannsm HI

Conclusion : APPRCVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / 7

L2 D ~
NokymeHT nposeper OKK: P HokymeHT onobper OOK: /}/—/‘
B:.:.ea/ 22 .17 .00 Y B:_:;/ P A ST

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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