Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®UKAT AHAJIU3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaywr: CEHAJIE", TABJIETKHU 13,5 mr

Batch No / Cepua Ne: 485114

Batch Quantity / Q6bem cepun:  5847packs / ynakosok

AR No / Anaanruaeckuii oruer Ne ;. ARF/185/2025

Date of Analysis / Jlata ananuza:  16.09.2025

Date of Mfg / Jara nponspoacta: _ 09/2025

Date of Expiry / I'oaen no: (08/2028

Analysis performed according ND / Anann3 npoeeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / IlokazaTean

Result / PesvasTarthi 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. / [lnockie Kpyrikie TabneTKH co
CKOLUEHHbLIMM KPagMH OT KOPHYHEROTO 10 TEMHO-
KOPUMHEBOrO 1IBETa ¢ BKpaniedusaMu. Ha onnoi
cropoHe TabneTkH BeinasaeHo cioso «CIPLA», Ha
IpyroH - NTMHAA paiioma.

2 Identification / TIoAAHHHOCTD

Merunnaparuapokcubenzoar
(BHKX)

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OKpaiMeasie aMMHAUHOTO PacTBOPA B KPACHbIH
AHTPaXWHOHOBLIE TTHKO3HIbI
uBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY CooTBeTCTBYET chromatogram of the sample solution should

! corresponds to the retention time of the principle

: peak in the chromatogram of the Methyl

| Parahvdroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpema
yACPKHBAHUA OCHOBHOTO TIMKA HA XpOMATOrpaMmMe
HCTBITYEMOTO PacTBOpa JONKHO COOTBETCTBOBATD
BPEMEHM YAEPKHBAHUA OCHOBHOTO MHKA Ha
XPOMaTorpaMme CTaHAAPTHOFO pacTeopa
MeTwInaparuapokcnbeHsoara (pazaen
«MeTunaparnnpokcnOeHsoar).

(%}

Macca

Average weight / Cpeansis 190.27mg / 190.27mr 189.99 mg £7.5% / 189,99 mr +7.5%

Remarks ;: The Product conforms to NDY

Conclusion : APPROVED/

Mpumeyvanue: MNpogykt cooTeercTeyeT TpeBosanuam HI | 3aknouenune: OQOBPEHO

Checked by QC In-Charge / \
HokymeHT npoeepeH OKK: P

Approved by QA In-Charge / e
HokymeHT aaoBped COK: /ﬁy

Date /
Dara: \£ 0% g

Date/
Darta: V10920257

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pwvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDPUKAT AHAJH3A

Page2 of 4/ Crp.2 13 4

Product: SENADE TABLETS 13,5 mg

THpOJ]yRT: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne; 485114

Batch Quantity / O6nem cepun:

5847packs / ynakoBok

AR No / Ananuruueckuii oruer Ne : ARF/185/2025

Date of Analysis / Jara anaan3a:

16.09.2025

Date of Mfg / lata npoussoncra:  09/2025

Date of Expiry / T'oaen a0:

08/2028

Analysis performed according ND / Anastu3 uposenén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, mam. Ne | ot 09.07.2024

Test / HoxazaTenn

Result / PeavnbTaThl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOIHOCTE 1O MACce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee = 7.5
%
2/20 tablets NMT =15% / 2/20 #e Gonee = {3%

QAHOPOIHOCTh 103NPOBAHMS

5 | Loss on drying / [loteps B 1.8% NMT 6.0 % / He Gostee 6.0 %
MACCE TIPH BbICYLLIMBAHUM
6 Dissolution / 83-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHue He menee 70 % (Q) cenro3naor vepes 120 mun
7 | Uniformity of Dosage units / AV =355 The acceptability index forn =10 AV < L1.

[n 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

i inequality:

‘M-xi; £0.01 = L2 = M.

L1=150;L2=250.

[Mokazarens npueMnemoctd 114 n=10 AV < L1,

B cayuae, ecnu 3naveHune AV npesbiaet L1,
[POBOAAT HCMBITAHKE HA cleaylomnx 20 odpasuax.
Jaa n=30 AV < L1. Bee syauenus xi 10/KHb]
YAOBIETBOPATL HEPABEHCTRY:

{ M-xi £ 0,00 x L2 x M.

Lt =150,L2=250.

8 | Assay (Spectrophotometry)
KoauuecTseHHoe oOnpeaeneHune
{CnexrtpodotomeTpus)

i
f 14,04mMr/Tad

14.04mg/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 20 [15.0 %)
CEHHO3MI0B B NepecyeTe Ha CEHHO3MA B B 01HOH
TalueTKE.

Remarks : The Product conforms to ND/
Npumeyanme: MpoaykT cooTeeTcTByYeT TPeboBaHnam M

Conclusion : APPROVED /
3aknwovyenue: OQOBPEHO

Checked by QC In-Charge / @

Approved by QA In-Charge /
HokymeHnTt 0pgobpen OQOK:

lodep.

Date I

OokymeHT npoeepeH QKK
"0 uq-—d -
Jata: \ b A >

Date /

fata 0q 2026

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

Page 3 of4/Crp. I u3 4

Product; SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepns Ne: 485114 Batch Quantity / O6wem cepun:  5847packs / ynakoBok

AR No / Anaanrndecksnii order Ne ;. ARF/185/2025 Date of Analysis / Tara anaamsza: 16.09.2025

Date of Mfg / lata nponsBoagcrBa:  09/2025 Date of Expiry / I'oaen no: 08/2028

Analysis performed according ND / Anaans npoeeaén no H: TI N013745/01-180522, amend No. 1 dated
i09.07.2024 /I1 N013745/01-180522, uzm. Ne 1 o1 09.07,2024

Result / PeayabTtaTh Specification / Hopma
Ne Test / Hoxkazatenn
9 Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,036 mr/rad.
parahydroxybenzoate(HPLC)/
Conepkanme ]
MeTHiInaparuapokcudeHsoara 0.040M 1126
(BXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas 4ucToTa

10a) | Total Aerobic microbial count / 20
Oduiee yucno aapobHLIX Not more than 10" cfu/ g / He 6onee 107 /r
MUKPOOPFraHU3MOB
100} | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gonee 107 /1
count / OBuiee yucio <10
[TECHEBBIX H JPOXKEBBIX |
TpHOOB
10¢} | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g/ He Gomee 10 /r
bacteria/ ¥cToltuuBsle K
AENCTBUIO KETUH
rpamMoTpulaTenbhbie fakTepuH
10dy | Staphylococcus aureus Absent /OTCyTCTBYVIOT Absentin 1 g/ Orteyrersue s 1 1
18 e) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OtcyTcTBHE B 1 I
109) | Salmonella Absent / OTeyTCTBYIOT Absentin 10 g / Orcyrcteue 8 10 g
Remarks : The Product conforms to NDJ Conclusion : APPROVED /
Npumeyadue: NpodykT cooTeeTCTBYET Tpebosaruam HI | 3axmoyenue: OJOBPEHO
Checked by QC In-Charge / \ Approved by QA In-Charge /
LokymeHT nposepeH OKK: NokymeHT ofobpeH OOK: eap
Date / - Date / -
.0 : NN AN
Hara; \G 1203 [ara: noan

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
N CEPTUDHKAT AHAJIM3A

Page 4 of4/Crtp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE*, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485114 Batch Quantity / O6bem cepuu:  5847packs / ynakoBok
AR No / Araaurnuecknii oraer No : ARF/185/2025|Date of Analysis / lara ananuza: 16.09.2025
Date of Mfg / lara npom3poacTBa:  09/2025 Date of Expiry / Uonen ao: 08/2028

Analysis performed according ND / Anaaus nposeaén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynTaThi Specification / Hopma
Ne
Test / [TokaszaTen
11 | Package / VnakoBka Package / ¥Ynakoska - 20 tablets |Package / ¥naxoska - 20 tablets in a blister made of
in a blister made of ithree-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. / ITo 20 TabneTox B 25 patient information leaflets in a carton. / Ilo 20
Onuctep U3 MIEHKH TabneTok B BANCTED M3 NAEHKN TpexcnoHHoN
NOUBUHHIXOPHIHOH (MBX/TT3/TIBAX) 1 amoMuHKeBoil (onbry. [1o 2
{nonu3ITUNIEHOBOMH/ Hnu 3 GaMeTepa BMecTe ¢ HHCTPYKUMEH 1o
NOJUBHHHITWASHX TOPHIHONH) U [ IPUMEHEHHIO B KAPTOHHYHO nauky. [To 20 tadneTox
amOMUHKEBDH (hoabry, no 25 B 0.1MCTEp M3 MASHKH NTOMUBHHUIXJOPHAHOH
HMCTEPOR B KAPTOHHYIO NAUKY  [{MOJMITUICHOBOH / NOMUBUHUIMAEHXIOPUIHOH) H
¢ BJ0MeHHeM 25 HHCTPYKUMH ATOMUHUEBOH Gonbry, 10 25 GucTepos B
no APUMENEHHIO. KAPTOHHYIO NA4YKY C BAMKEHHEM 25 MHCTpyKLMiL O
MTPHMEHEHMED.

12 Labeling / MapkupoBsxa According 1o ND ¢
B cooTsetcTBHH ¢ H]

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

XPAHEHUA Boitlie 25 °C.
14 Shelf life / Cpok roanocTi 3 years/ 3 roga

Remarks : The Product conforms to ND/
Npumevanue: NpogykT cooTBeTCTBYET TpeboBaHnam HL

Conclusion : APPROVED /
3aknwovenune: OQOBPEHO

HokymenT nposeped OKK:

Checked by QC in-Charge / (@,

Approved by QA In-Charge / .
JoxymeHT ogobpen OOK: /

Date / \g O ,\‘ Lo b\,,_-

Hara:

Date /

[aTa: i1eq 2008

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-635, Tuem Industrial Estate, Tuem. Pernem Goa -403512
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