Cipla

CERTIFICATE OF ANALYSIS
» CEPTHO®UKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

[Product: SENADE TABLETS 13,5 mg

TMpoayxt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485119

Batch (Quantity / O6bem cepru:

5848packs / ynakoBoK

AR No / AnamTauecknii oruer Ne : ARF/190/2025|Date of Analysis / lata ananuza:  20.09.2025

09/2025

Date of Mfg / laTa nponisoacrsa:

Date of Expiry / l'oaen jo:

08/2028

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

Analysis performed according ND / Ananns nposeaés no H,/1: IT N013745/01-180522, amend No. 1 dated

Result / Peiynbrarhbl

Test / [lokazaTens

Specification / Hopma

| Description / QmicaHue 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. / TnockMe kpyrasle TabneTkH co
CKOWEHHBIMH KPaaMii 0T KOPHYHEBOTO J0 TEMHO-
KOPHUHEBOTO LiBeTA ¢ BKparnenusmu. Ha oqHoMl
cropoue TabneTky BoidaeneHo cnopo «CIPLA», Ha
Ipyroi - 1HHus pa3ioMa.

2 | Identification / IToaauHHOCTh
2a) | Anthraguinone glycosides / Complies / Ammaniacal solution turns a reddish colour /
CooTBETCTBYET OKpalluBaHHe aMMHMAYHOT0 pacTsopa B KPacH.lit
AHTPaXHHOHOBLIE MHKO3HbLI
LIBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTeTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B3KX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy| Parahydroxybenzoate») / Bpems
yilepKHEAHHA OCHOBHOTO MUKA HA XPOMATOrPaMMe
UCILITYEMOTO PACTBOPA AOJKHO COOTBETCTBOBATE
BpPEMEHH Yihep:RHBaHUA OCHOBHOTO NiKa Ha
XPOMATOrpaMMe CTAH1apTHOrG PacTBopa
MeTHITEparnapokcudenloaTa (pasnen

i «MeTtunnaparuapokcnbensoar).

i3 | Average weight / Cpeasian

Macca

190.34mg / 190,34mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeyanue: NMpoaykr cooTseTcTayeT TpeGosannsm HO

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Checked by QC In-Charge / /\
AokymenT nposepeH OKK:

Approved by QA In-Charge /
DokymeHT oaobper QOK:

oyt

Date / —
[ara: 190\ Lory

Date /

0 SJo0d -0
arta;
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Cipla

CERTIFICATE OF ANALYSIS

"

CEPTH®HUKAT AHAJIU3A

Page2 of 4 /Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykt: CEHAJIE", TABJETKHU 13,5 mr

Batch No / Cepus Ne; 485119

Batch Quantity / O6bem cepun:  5848packs / ymakosok

AR No / Anaanrnuecknii otyer Ne ;. ARF/190/2025| Date of Analysis / laTa anaanza:  20.09.2025

Date of Mfg / laTta npoussoacrea:  09/2023 Date of Expiry / Topen no: (08/2028

Analysis performed according ND / Anaaus nposeaén mo HA: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NG13745/01-180522, n3m. Ne 1 o1 09.07.2024

PacTBopettne

Result / PesynsTaThl Specification / Hopma

N Test / TlokazaTtenn
4 | Uniformity of weight / Complies / CooTeeTcTRYET 18/20 tablets NMT + 7.5 % / 18/20 ne Sonee + 7.5

O1HOPOAHOCTL 10 Macce %

2/20 tablets NMT =15% / 2/20 He Goaee + [5%

5 | Loss on drying / [loTepa B 2.1% NMT 6.0 % / He Gonee 6,0 %

Macce NPH BbICYLWHBAHUY
6 | Dissolution/ 78-91% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) ceHHo3nnoB vepes 120 Mun

7 | Uniformity of Dosage units /
OnHOpOIHOCTL A03HMPOBAHHA

AV =756 | 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
=30

AV < LI. All values of xi must satisfy the

inequality:

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

L1 =15.0;L2=25.0.

Moxkasatenb npuemnemoct a8 n=10 AV < L1.

B cnyuae, ecau 3HaqeHue AV npeebiwaeT L1,

NPOBOAAT HCMBLITAHKE HA cheayroiunx 20 obpaiuax.

Hnan=30 AV < LI. Bce 3Ha4eHua X1 I0J4Hbi

YAOBNETBOPATL HEPABEHCTRY!

M-xi| < 0,01 = L2 = M,

L1 =150,L2=250,

8 | Assay {Spectrophotometry)
KonuuecTseHHoe onpeaeierHe
(CnekTpodoTomMeTpus)

From 12.13 to 15,33 mg {from 90.0 to 115.0 %) of

t4.06mgtab / sennosides calculated as sennoside B in one tablet. /
O1 12,15 10 15,53 mr (01 90,0 1o 115.0 %)

14.06MMTa6 CEHHO3H/IOB B fIEpECYETe Ha CeHHO3KA B B oanoi
Tab.eTke.

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: NpogykT cooreeTcTByeT TpebosaHnam HI | 3aknouetine: OJOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / ol
HokymeHT npoeepen OKK: \ , DoxymeHT oaobpern OOK: AL
Date / — Date / N LR
Oara: Lo 0% .nvry fara:

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTH®UKAT AHAJIM3A

Page 3 of 4 /Crp. I m3 4

Product: SENADE TABLETS 13,5 mg

Hpoavkr: CEHAIE", TABJIETKH 13,5 mr

Date of Mfg / Tata nponisogcrsa:

Batch No / Cepus Ne: 485119 Batch Quantity / O6bvem cepun:  5848packs / ynakosok
'AR No / Anaantuvecknii orier Ne : ARF/190/2025 | Date of Analysis / lata anannia:  20.09.2025
09/2025 Date of Expiry / I'oaex ao: 08/2028

Analysis performed according ND / Ananns nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MokaszaTensb

Result / Pesy.IeTaThI

Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
Coaepxanne

METHNNaparu ApokcnbeHs3oara
(BIXX)

0.040mg/tab

0.040mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0.056 mr/Tad.

10

MICROBIAL LIMIT TEST/ MuxpoGuonorudueckas HucToTa

i0a) | Total Aerobic microbial count /
O0wee uncno aypolbHbIx

MUKPOOPIaHW3MOB

10

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

105 | Total combined yeast and mould
count / Obee yHcI0
MJIECHEBLIX ¥ [POKAEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Goaee 107 /r

16 ¢} | Bile tolerant gram-negative
bacteria/ Yeroluusbie K
NeACTBHID KeNuu

rpaMoTpHLaTeNbHLIE DaKTEPHH

Absent /OTCYTCTBYIOT

Ty - i
Not more than 10° / g/ He Gosiee 107 /1

10d) | Staphylococcus aureus

Absent /OtcyTeTByoT

Absentin t g/ OtcyrctBue 8 1

10 ¢) | Escherichia coli

Absent /OtcyTeTByIOT

Absentin 1 g/ Orcyrergue B 10

101y | Salmonella

Absent / OteyTeTRYIOT

Absentin t0 g / OtcyretBue s 10 g

Remarks : The Product conforms to ND/
Mpumevanue: Mponykr cooteetcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: @ HokymeHT oaobpern OOK; X7
Date / Date /
D,ZTZ: 90 .0 t‘-\,mfuf ,D,:TZ: o8 O 901

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIN3A

Page 40f4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 wr

Batch No/ Cepnn Ne: 485119

Batch Quantity / O61.em cepnu:

5848packs / vnakosok

AR No / Asanutuueckuit oruer Ne : ARF/190/2025

Date of Analysis / [laTta ananuza; 20.09.2025

Date of Mfg / lata nponisoactsa:  09/2025

Date of Expiry / 'oaes o:

08/2028

Analysis performed according ND / Anann3s nposenén no HA: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Result / PezyabTaTel Specification / Hopma
Ne
Test / Mokazarens

11 | Package " Ynaxoska Package - Ynakoska - 20 tablets :Package / Ynakoska - 20 tablets in a blister made of
in a biister 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. / 1o 20 tabnetok B 25 patient information leaflets in a carton. / [1o 20

¢ DIHCTEp M3 NIIEHKH TabaeTOK B SIHCTEP W3 MASHKH TPEXCI0HHO#M
NOAHBHHUIX.IOPHAHOM (MBX/TI3TIBAX) n anmioMuauesoil goaesry. I1o 2
{noaAn3ITUAEHOBON/ HAK 3 BaKcTepa BMeECTE ¢ HHCTPYKUMe no
MOMUBHHUTWICHXIOPHIHOR) M | MTPHMEREHHUIO B KapToHHYy0 navky. [To 20 rabaeTok
ATOMUHNEROH doTbri., 1o 23 8 OIMCTEP U3 MNIEHKH MOAMBHHWIXIOPHIROMH
ONUCTepOR B KAPTOHHYIC MaYKy  |{MOTMITHICHOBOH / MONMBHHUINAEHXAOPHIKOMN) U
¢ BIOKEHUEM 25 HHCTPYELN anioMUHUeBON Goabry, no 25 tauctTepos B
no NPHMEHCHHIO. KapTOHHYIO Mayky ¢ BIOXKEHUEM 235 HHCTPYKUMA No
MPUMEHEHHID.

12 Labeling / Mapkuposxa According to ND ¢
B cootBetcTRHK ¢ H]Y

13 Storage conditions / YcnoBus In a dry place. at temperature below 25 °C. / B cyxoM mecTe 1Ip1 TeMnepaType He

XpaHeHHA Boinie 23 °C.
14 Shelf life / Cpox roanoctu 3 years/ 3 roia

Remarks : The Product conforms to ND/
Npumevanmne: MNpodykT cooTeeTcTBYET TpeboBaHnam HO

Conclusion : APPROVED /
JaxknwyeHune: ONOBPEHO

Checked by QC In-Charge / (@
\

DokymeHT nposepeH OKK:

Approved by QA In-Charge /
Hokyment ogobpen OCK:

=

Date /

Dara: 2.0 oK. Long”

Date /

NlaTa; 200 o2y

FMQC0O03-15-10

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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