Cipla

CERTIFICATE OF ANALYSIS
b CEPTUDHUKAT AHAJTU3A

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No/ Cepus No: 485132

Batch Quantity / O0nem cepuu:

5847packs / ynakoBox

AR No / Ananurnueckuii oruer Ne : ARF/207/2025|Date of Analysis / Jara anaymsa: 04.10.2025

Date of Mfg / lata nponssoncrea:  09/2025

Date of Expiry / 'open jo:

08/2028

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

|

Test / [okazaTenn

Result / PesyibTaThl

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. / [Tnockue kpyrisie TabneTku co
CKOLUCHHBIMH KPasMH OT KOPUUHEBOT'O 10 TEMHO-
KOPHUYHEBOro LBeTa ¢ BkparuieHusmu. Ha oanoit
cTopote TabneTku BbiaasieHo cnoBo «CIPLA», Ha
Apyroii - THHYUA pasioma.

2 Identification / [ToanHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTBYET OkpallMBaHHe aMMHauyHOTO PAacTBOpa B KPacHslii
AHTPaXMHOHOBbBIE TJIMKO3H/IbI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBetcTByeT chromatogram of the sample solution should
Metunnaparuapokcubenzoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaepKHUBAHHS OCHOBHOIO MHKa HA XPOMATorpaMme
HCMBITYEMOTO PacTBOpa J0JKHO COOTBETCTBOBATH
BPEMEHH YIEPKUBAHUA OCHOBHOTO KA Ha
XpOMaTOrpaMMe CTaHJapTHOIO pacTBOpa
MeTiinaparuapokcubensoara (paszaen
«MeTunnaparuapokcubensoar).

3 | Average weight/ Cpennsia
macca

191.35mg / 191,35mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MpumMeyanue: MNpoaykT cooTBeTCTBYET TpebosaHnsm HI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge / «5@9 (=2
o~

Approved by QA In-Charge / ;;‘ coP

DokymeHT nposepeH OKK: HokymeHT ogobper OOK:
Date / ] Lok Date / c O 20 S
[ara: @ £ [Hata: 0610

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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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE ", TABJIETKH 13,5 mr

Batch No / Cepust No: 485132

Batch Quantity / O6nem cepun:

5847packs / ynakoBok

AR No / Ananurauecknii oruer Ne : ARF/207/2025

Date of Analysis / lara ananuza: 04.10.2025

Date of Mfg / lata npon3soacrsa:  09/2025

Date of Expiry / l'ogen jo:

08/2028

Analysis performed according ND / Anann3 nposeaén no H/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Test / Nokazareinb

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
O1HOpOIHOCTE M0 Macce

Complies / CooTseTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7.5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss ondrying / Iloteps B 1.9% NMT 6.0 % / He 6onee 6.0 %
Macce MpH BBICYIIHBAHHE
6 Dissolution / 81-93% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenHe He mMenee 70 % (Q) cennozunon yepes 120 MuH
7 | Uniformity of Dosage units / AV=56 The acceptability index forn =10 AV <L1.

OIHOPONHOCTb 103UPOBAHKA

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; L2=25.0.

[Tokasatens npuemnemoctu A1 n=10 AV <LI.

B ciyuae, ecni 3Hauenue AV npesbrinaet L1,
(IPOBOMIAT HCMBITAHKE Ha chenyrommx 20 obpa3iax.
Jina n=30 AV < L1. Bce 3Ha4eHNs Xi DOTKHEI
YIOBIETBOPATL HEPABEHCTBY:

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

L1=150;1L2=250.

8 | Assay (Spectrophotometry)
KonuuecTseHHOE oOmpejaeneHHe
(CnextpodoTomMeTpus)

14.13mg/tab /

14,13mr/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MIOB B MepecyeTe Ha ceHHo3u B B onHO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cootseTcTByeT TpebosaHusm HO

Conclusion : APPROVED /
3akniouenne: OQOBEPEHO

Checked by QC In-Charge / _-3,;@‘ tD Approved by QA In-Charge / CceP
[okymeHT npoeepeH OKK: : [okymeHT oaobper OOK:

Date / T Date / e

[ata: il Jara: 0é-\o2er
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Cipla

o CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A
) Page3 of 4 /Crp.3u3 4
Product: SENADE TABLETS 13,5 mg [MpoaykT: CEHA,[[E@‘, TABJETKH 13,5 mr .
Batch No / Cepns Ne: 485132 Batch Quantity / Oobem cepan:  5847packs / ynaxosok
AR No / Apamurnuecknii oruer No : ARF/207/2025 |Date of Analysis / ara anannza: 04.10.2025
Date of Mfg / JlaTa nponssoacrBa:  (09/2025 Date of Expiry / T'ogen no: 08/2028

Analysis performed according ND / Ananus nposeaén no HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PeayabTaThl Specification / Hopma
e Test / MMoxkazarens
9 Content of Methyl 0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0.056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
meTunnaparuipokcubensoara 0.038mr/Tab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruieckas 4ucToTa

10a) | Total Aerobic microbial count /

Obuiee 4ucno a3podHbIX 10 Not more than 10" cfu/ g / He Gonee 10" /r
MHKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obuee yncno <10
MJIECHEBbIX M IPOMIKEBBIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYOT Not more than 107/ g / He 6ontee 107 /r
bacteria/ Y cToiiuuBbie K
JNeHCTBHIO KeTud
rpaMoTpUIaTebHbIE BakTepHi
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in | g/ OtcyrctBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcytctBue B |
101) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OtcytctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: Mpoaykr cooteeTcTByeT Tpebosanmnam HL | 3aknwyenne: OQOEPEHO
Checked by QC In-Charge / Q o Approved by QA In-Charge / &) ol
[okymeHT nposepeH OKK: B [okymeHT ogobpeH OOK: e
Date / Date /
fataz © 4 10 102X fara; 0610 2a0.8
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIW3A

Cipla

Paged of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepna Ne: 485132

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Ananurnuecknii oruer Ne: ARF/207/2025

Date of Analysis / laTa anaauza: 04.10.2025

Date of Mfg / Jlara npoussoacra:  09/2025

Date of Expiry / I'osen jo: 08/2028

Analysis performed according ND / Anaau3 nposeaén mo H)I: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

J

Test / [Toxazarenn

Result / PesysibTaTni

Specification / Hopma

11 | Package / ¥nakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 tabnetok B
GnucTep M3 TUIeHKH
MONUBUHUIXJIOPUIHON
(MoNMUITHIEHOBOI/
MOMHBHHUIIMAEHXIOPHAHOM) U
amoOMHUHKEBOH (onbru, no 25
OnUCTEPOB B KAPTOHHYK) MauKy
C BIIOKEHUEM 25 MHCTPYKLUAH
MO NPHUMEHEHUID.

Package / Vnaxoska - 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
TabieToK B OJHCTED M3 IUIEHKH TPEXCIIOHHOI
(MBX/MI/TIBX) n amomusnesoii donbru. [lo 2
WK 3 OMcTepa BMECTe ¢ HHCTPYKIHEH o
MPUMEHEHHIO B KAPTOHHYO Nayky. [To 20 tabnerok
B GAMCTEP U3 IIEHKM NONUBUHHIXJIO PHIHOI
(MOAMITUNEHOBOM / MONHBUHMINIEHXIOPUAHOH) 1
ANOMHHHEBOH (onbru, no 25 Gnuctepos B
KapTOHHYIO NAYKy C BIOKEHHEM 25 WHCTPYKLHH MO
NPHMEHEHHIO.

12 | Labeling / MapxupoBska

According to ND /

B cootBetcTBiun ¢ H]J

13 Storage conditions / YcnoBus
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He

Bhilie 25 °C.

14 Shelf life / Cpok rognocty

3 years /3 roma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpoaykr cootBeTcTBYeT Tpeboeanuam HI | 3aknioyenue: ONOEPEHO

Checked by QC In-Charge / ) Approved by QA In-Charge / o P
HokymeHT npoBepeH OKK: af_/ b*-D [JokymeHT ofo6per OOK: %
Date / gy = Date / L

[ara: © G- ot Oata: i an
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