Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

-

Pagel of 4/Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Date of Mfg / laTa npon3Bojicrsa:

Batch No / Cepust Ne : 485164 Batch Quantity / O6nem cepun:  5848packs / ynakosok
AR No / Anaanrnuecknii oruer Ne : ARF/246/2025|Date of Analysis / lara ananusza: 12.11.2025
10/2025 Date of Expiry / I'oaen ao: 09/2028

Analysis performed according ND / Ananu3s nposeaén no HJ1: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / Pesyabtarsi

Specification / Hopma

(HPLC)/
Mertunnaparuapokcubersoat
(BDXKX)

CoorsercTByet

No
Test / INokasatean
1 Description / Onucanne Complies / CoorsercTByeT 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. / Inockue kpyravie TabneTkn co
CKOWEHHBIMH KPasMH OT KOPHUHEBOTO 110 TEMHO-
KOPHUHEBOTO LBETa € BKpanieHuaMiu. Ha onHoii
CTOpOHE TabneTku BbiaaBaeHo cnoso «CIPLA», na
JPYTOit - TMHUA paznoma.
2 Identification / IoanuHHOCTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTteeTcTBYET OkpaluMBanue aMMHAYHOTO PAcTBOPa B KPacHbIid
AHTanHI-iOHOBHL‘ INTHKO3HBI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the i

chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methy|
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOTO NMKA HA XPOMaTorpammMe
MCTIBITYEMOI'0 PACTBOPE J0IAHO COOTBETCTBOBATH
BPEMEHH YAePKHBAHUS OCHOBHOTO MHMKA Ha
XpoMaTorpaMme CTaHaapTHOro pacTBOpa
MeTuanaparuiapokcudensoata (pasiaen
«MeTuanaparsapokcnoensoar).

Average weight / Cpenusia
macca

L

190.97mg / 190.97mr

189.99 mg +7.5% / 189.99 mr +7.5%

Remarks : The Product conforms to ND/
Mpumeyuanue: MNMpoaykr cooTeeTcTByeT TpebtosaHuam HL

Conclusion : APPROVED /
3aknwuenue: O0OBPEHO

[okymeHT nposeper OKK:

Checked by QC In-Charge / /\}:’}
(9B

Approved by QA In-Charge / %’“}\:

NokymeHT ofo6peH OOK: /

Date /
[Hara:

\L 2y

Date /

Hara: 12-\vae2s”

FMQCO003-15-10
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CERTIFICATE OF ANALYSIS
B CEPTUDHKAT AHAJIM3A

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

IlpoayvkT: CEHAJIE'", TABJETKH 13,5 mr

Batch No / Cepust Ne: 485164

Batch Quantity / O6bem cepuu:

5848packs / ynakoBor

‘AR No / Auaaurugecknii oruer No: ARF/246/2025

Date of Analysis / Jlata anaansa:

12.11.2025

Date of Mfg / lata npoussoacrBa:  10/2025

Date of Expiry / I'ozen no:

09/2028

Analysis performed according ND / Aunanns nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

No
Test / MokazaTenn

Result / PesyabTatsl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOLHOCTD 1O 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%

OJIHOPOJI HOCTb A03HPOBAHHA

5 Loss on drying / Tloteps 8 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce npu BbICYLIHBAHUN
6 Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacropenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=57 The acceptability index forn=10 AV <L]I.

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 = 15:0; L2 =250

[Mokazarens npuemnemoctn s n=10 AV < L1.

B cnyuae, ecnu 3Hauenne AV npessiwaer L1,
NPOBOAAT MCTILITAHKE Ha caeaytonx 20 odpasuax.
Jnan=30 AV < LI. Bce 3HaueHus Xi 101K HbI
YIOBICTBOPATL HEPABEHCTBY:

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

L1 = 15,0; L.2=25.0.

8 | Assay (Spectrophotometry)
Konuuectsennoe onpeneneHue
(CnextpodoTomeTpris)

14,13mr/Tad

14.13mg/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 (o7 90.0 10 115,0 %)
CEHHO3UIOB B MepecueTe Ha ceno3na B B 0aHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MMpoaykt cooTeeTcTBYET Tpebosannam HI

Conclusion : APPROVED /
3akntwoyenue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / \ap

DokymeHT nposepeH OKK: ;}u» [okyMeHT ofoBpen OOK: A2~
Date / Date / B
Hata: \& A\ 205 Rara 12+ \\~9.02 ¢

FMQCO003-15-10
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Cipl

CERTIFICATE OF ANALYSIS
. CEPTUHOHUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfe / laTa nponssBoacrsa:

Batch No / Cepust Ne: 485164 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Anaantnuecknii oruer No : ARF/246/2025 | Date of Analysis / Jata anannza: 12.11.2025
10/2025 Date of Expiry / 'ogen fo: 09/2028

Analysis performed according ND / Ananns nposeaén mo HJ/1: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / lokazaTens

Result / Pesyabratbi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHnnaparnapokcubensoara
(B2XKX)

0.04 1 mg/tab

0,04 Imr/Tad

0.028 — 0.056 mg/tab. / Or 0,028 a0 0,056 mr/Tad.

10

MICROBIAL LIMIT TEST/ Mukpo0uoiornueckas 4ucTora

10a) | Total Aerobic microbial count /
Obuee yKrcn0 a3podHbIX

MHKpPOOpPTraHHW3MOB

30

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

10b) | Total combined yeast and mould
count / O6uiee unco
NJECHEBBIX M JIPOAIKEBBIX

rpubos

Not more than 10 cfu/ ¢ /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuussie K
NEHCTBHIO AETUH

rpamoTpriuaTe/ibHbiC 0a KTEPHH

Absent /OTcyTeTBYIOT

Not more than 107 / g/ He 6onee 107 /r

104d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absent in 1 g/ OTcyTcTBHE B | T

10¢) | Escherichia coli

Absent /OTcyTeTBYIOT

Absentin | g/ Otcyrcreue B |

100 | Salmonella

Absent / OteyTeTBy101

Absentin 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykr cooTBeTcTBYET TpeboBaHusm HI

Conclusion : APPROVED /
3aknroyenune: OQOBPEHO

[okymeHT nposepex OKK:

Checked by QC In-Charge / /é

| DoxymeHT ogoGper OOK:

Approved by QA In-Charge /

Jis

Date /
Hata:

LER AN IO o

Date /

faTa \2\\-2Ee1 8"

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Pagedof 4/ Crp.4u3 4

'Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485164

Batch Quantity / O6nem cepun:

5848packs / ynakosok

AR No / Ananutnuecknii oruer Ne : ARF/246/2025

Date of Analysis / lara anaausa:

12.11.2025

10/2025

Date of Mfg / laTa npoussojcrsa:

Date of Expiry / N'oaen no:

09/2028

Analysis performed according ND / Ananu3s nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NO13745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTarhi Specification / Hopma
Ne
Test / Mokaszarenb

Il | Package / YnakoBka Package / ¥nakoeka - 20 tablets |Package / ¥nakoska - 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. / I'lo 20 Tabnerok B 25 patient information leaflets in a carton. / ITo 20
OancTep M3 NIEHKH TabneTok B GMCTEP W3 MICHKH TPEXCIOHHOM
NOJIMBUHUIXJAOPHAHO (MBX/IDMIBAX) n amomuuueBoii oneru. Mo 2
(NOUITHACHOBOI/ UK 3 GaucTepa BMECTe ¢ MHCTPYKUHET no
NOJUBUHWIMAEHXNOPHIAHOH) U |IPUMEHEHHIO B KapTOHHYIO nauky. [1o 20 tabnerok
amomMuHuesoit Gonbru, no 25 B GiHCTED W3 [UIEHKH NONHBHHHIXIOPHAHOI
OIMCTEpOB B KAPTOHHYIO NAYKy  |(NONUITHAEHOBOI / NOAMBUHKIMAEHXIIOPHAHOM) K
C BIOKEHHEM 25 HHCTPYKIIMIi amoMuHneBoit gonsru, no 25 6Gnuctepos B
Mo NPHMEHEHHIO. KapTOHHYIO NAYKy C BAOKEHWEM 25 MHCTPYKLMII no

NPUMEHEHHIO,

12 Labeling / Mapkupogska According to ND /
B coorseTcTeumn ¢ HJL

I3 Storage conditions / YciaoBus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He

XpaHeHHs Bbiwe 25 °C.
14 Shelf life / Cpok roanocTu 3 years /3 roaa

Remarks : The Product conforms to ND/
MNpumeyanue: Mpoaykr cooTBeTcTBYET TpebosaHnam HJ

Conclusion : APPROVED /
3aknwyenune: O0OEPEHO

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

Approved by QA In-Charge /
HokymenT ogobper OOK:

g;!\h)—P
’____/

Date / Date / -
g “\\~2oL
Jata: \2 \\_' l=25 Nata 2 :
FMQC003-15-10
Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 40001 3, India.

At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -403512
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