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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 1 0of4/Crp.1u3 4

Product: SENADE TABLETS 13.5 mg

Mpoaykr: C EHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlata npousBojicrTBa:

Batch No / Cepust Ne: 485112 Batch Quantity / Oobem cepun:  5842packs / ynakosok
AR No / Auanuruaeckuii oruer Ne : ARF/183/2025|Date of Analysis / lara anannza: 13.09.2025
09/2025 Date of Expiry / I'onen ao: 08/2028

Analysis performed according ND / Aunanus nposeaén no HJI: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / TlokazaTenb

Result / Peayabratsl

Specification / Hopma

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 TabNeTKH CO
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BKpamieHuaMu. Ha onHoii
cropone Tabnerky BoiasieHo cnoso «CIPLA», Ha
ApYro# - IMHUA pasioMa.

2 | Identification / [ToamuHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpamuBaHie aMMHa4HOTO pacTBOpa B KpACHBIi
AHTanHHOHOBbIE IIHKO3H/1bI -
LIBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBeTcTBYET chromatogram of the sample solution should

Merunnaparuipokcubenzoar
(BOXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methy| Parahydroxybenzoate») / Bpems
yAepKHBAHHA OCHOBHOI'O MMKa Ha XpoMatorpamMme
HCIMBITYEMOro pacTBOPa A0JIAHO COOTBETCTBOBATH
BPEMEHH YJIep/KMBAHHS OCHOBHOTO MUKA Ha
XpOMATOrpamMme CTaHAapTHOrO pacTBoOpa
MeTwinaparuapokcubensoara (paszaen
«MeTunnaparuapokcnbensoar).

3 | Average weight / Cpennsia
macca

192.02mg / 192,02mr

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

Remarks : The Product conforms to ND/
Mpumevanue: MpoaykT cooteeTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OJOEPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: Sﬂub—?

Approved by QA In-Charge /
[okymenT ogobpen OOK:

/.g‘,;/w

Date /

Hara: 2. ©9.1roL¢

Date /

[ara: \S-0Q:202%

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
CEPTUOHUKAT AHAJIM3A

“

- Page 2 of 4/ Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr ]

Batch No / Cepusi Ne: 485112

Batch Quantity / Oobem cepun:

5842packs / ynakoso K|

AR No / Auanuruyecknii oruer Ne : ARF/183/2025

Date of Analysis / /laTa ananusa:

13.09.2025

Date of Mfg / lata npoussoacrea:  09/2025

Date of Expiry / 'oaen no:

08/2028

Analysis performed according ND / Anaaus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uam. Ne 1 or 09.07.2024

Test / [Mokazatens

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTH MO Macce

Complies / CooTBeTcTBYET

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

5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYITHBAHUH
6 Dissolution / 79-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cennoznior yepes 120 mun
7 | Uniformity of Dosage units / AV =35 The acceptability index forn=10 AV <LI.

OnHOPOAHOCTE A03UPOBAHIS

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: )

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

L1=15.0;1.2 =25

[oxazatens npuemnemoctu s n=10 AV <L1.

B ciyuae, ecnin 3Hadgenue AV npessimaet L1,
NPOBOIAT MCTbITAHKE HA cneaytomux 20 oOpasuax.
Jna n=30 AV < L1. Bce 3HaueHus Xi J0JHB!
YAOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;L2 =25,0.

8§ | Assay (Spectrophotometry)
KosiuecTBeHHOE  OTIpe/Ie/ieHre
(CnextpodoTomMeTpHs)

14,13mr/Tab

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 (ot 90,0 no 115,0 %)
CEeHHO3M/IOB B IepecyueTe Ha ceHHo3ua B B oaHod
TabneTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootsercTayeT Tpebosaruam HI

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge /
JokymeHT nposeper OKK: e 8

Approved by QA In-Charge / _
[OokymeHT onoBpeH OOK: &%@

Date / {2-©9.702¢

Oata:

Date /

[ara: |§- o9 20087

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
CEPTUPUKAT AHAJTM3A

by

Page3 of4/Crp.3 us 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTta npousso/cTBa:

Batch No / Cepus Ne: 485112 Batch Quantity / Odbem cepun:  5842packs / ynakosok
AR No / Anaantnaecknii oruer Ne : ARF/183/2025|Date of Analysis / lata anannsa: 13.09.2025
09/2025 Date of Expiry / T'oaen no: 08/2028

Analysis performed according ND / Anaan3s nposeaén mo HJL: N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

Test / [Toka3zaTenb

Result / PesynbTarsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
METHIMaparuApoKcHbeH30aTa
(B2XKX)

0.045mg/tab

0,045mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 110 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoOuonori#deckas 4HcToTa

10a) | Total Aerobic microbial count / 20
Obmee yrea0 a3poOHbIX

MHUKPOOPraHu3MoB

Not more than 10° cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Ob1ee yncno
IJIECHEBBIX M JIPOKKEBBIX

rpudos

<10

Not more than 10% cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ VcToiiuuBbie K
NEHCTBHIO KETUH

rpamMoTpHLATENbHEIE DAKTEPHH

Absent /OTcyTCTBYIOT

Not more than 107/ g / He Gomee 107 /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absent in | g/ OtcytctBue B 11

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in | g/ OtcyrcTBre B 1 T

109) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / OteyrctBue B 10 g

Remarks : The Product conforms to ND/
MNpumeyaHue: MpoayKT COOTBETCTBYET Tpebosanunam HI

Conclusion : APPROVED /
3akntouenue: OJJOGPEHO

Checked by QC In-Charge / 'i( W
[NokymeHT nposeper OKK: S

Approved by QA In-Charge / wof
NokymeHT opobper OOK: )/g%/—

Date /

Jata: 12 &9q.ots”

Date /

Oara: \$- o208

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




CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJIU3A

Cipla

Paged of4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepuns Ne: 485112 Batch Quantity / O6bem cepun:  5842packs / ynakosok
* |AR No / Anaautuvecknii order Ne : ARF/183/2025 | Date of Analysis / lata anaausa: 13.09.2025
Date of Mfg / lata npoussoactBa:  09/2025 Date of Expiry / I'oaen jgo: 08/2028

Analysis performed according ND / Ananu3z nposeén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyabTaTthbl Specification / Hopma

e Test / IlokazaTennb

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynaxoska - 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. / ITo 20 Tabnerok B 25 patient information leaflets in a carton. / [To 20
OamcTep U3 MIeHKH TabneToK B 6IMCTEP M3 IUIEHKH TPEXCIIOHHOM
NMOTHBHHWIXJIOPHAHOH (MBX/TIDMBAX) u antomuaueBoii doasru. o 2
(MOMITHIEHOBOH/ Wiy 3 6iMeTepa BMECTE € MHCTPYKLMEH 1o
MOJMBHHHITHAEHXIOPUIHON) H | MPHMEHEHHIO B KapTOHHYO rmadky. [1o 20 Tabnetok
ANFOMUHKHEBO# (osbry, mo 25 B GaMCTEP U3 MIEHKH MOJTHBUHUIXIOPUAHOM
OJMCTEpPOR B KAPTOHHYIO Madky |(MOTHITUISHOBOI / MOMUBHHHIAAECHXIOPHIHOM) 1
C BIIOWEHHEM 25 UHCTPYKLUMUI ATIOMHUHUEBOH (ObTH, 10 25 OIUCTEPOB B
N0 NPHMEHEHHIO. KAPTOHHYIO [Ma4Ky C BIOKEHHEM 25 HHCTPYKLHUH Mo

NPHMEHEHHIO. :

12 Labeling / MapkupoBka According to ND /
B cooTtsetcTBUHM ¢ H]L

13 Storage conditions / Vciosus In a dry place, at temperature below 25 °C. / B cyxoM mMecTe npu TeMneparype He

XpaHeHHs BoiLie 25 °C.
14 Shelf life / Cpok rogrocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooTeeTcTBYET TpebosanuamM HI

Conclusion : APPROVED /
3aknwuyenue: OOOBEPEHO

Checked by QC In-Charge /

- Approved by QA In-Charge / &/ o
LokymeHT nposeper OKK: 9@{:’_1,_9 [okymeHT ogobper OOK: ﬁil/f
Date / - Date / _
Jara: 15y B Dara: 1§ -0 202§

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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