Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Pagel of4/Ctp.1n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepna Ne: 485046

Batch Quantity / O6bem cepun:  5846packs / ynaxosok

-|AR No / AganuTnyecknii oTuer Ne : ARF/068/2025|Date of Analysis / laTta amananza: 05.03.2025

Date of Mfg / lata npounssoacraa:  02/2025 Date of Expiry / Togen go: 01/2028

Analysis performed according ND / Anains npoBeaén no HII: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTens

Result / PesynbTaTs Specification / Hopma

1 | Description / Onncanne Complies / CooTBercTBYET 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. / Ilnockue kpyrsbie TabaeTkH co
CKOIICHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOr0 LBeTa ¢ BKpaniaeHusamMu, Ha onHoii
cropoHe TabneTKH BbiIaBneHo cioBo « CIPLAY, Ha
JIpYTOif - TMHHUSA pa3jioMa.

2 Identification / ITomHHEHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET OkpainyBaHye aMMHAYHOTO DACTBOPA B KPacCHLIMH
AHTPaXHHOHOBBIE TTIHKO3HIb] P
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBercTByeT chromatogram of the sample solution should
MetuinaparuapoxcubeHzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VACPIKHBAHKA OCHOBHOIO MHKA HAa XPOMaTOrpaMmme
HCIBITYEMOT0 PacTBOpa JA0JDKHO COOTBETCTBOBATE
BpEMEHH YyIEePKHUBAHUA OCHOBHOI'O MUKA HaA
XpOMaTorpaMMe CTaHAapTHOTO pacTBOpa
MmeTunnaparuapoxcudensoara (pasnen
«Metunnaparaapokcubensoar).

L

Average weight / Cpennsist
macca

190.44mg / 190,44mr 189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/

Mpumeuanue: MpoaykT COOTBeTCTByeTTpeGOBaHWHM HO | 3aknwoyenue: OOBEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

Approved by QA In-Charge / T
HokymeHT ogo6peH OOK:

Date /

[ara: 6S.o0%. 1oL &

Date /

Nara: 07<0%.202%
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDOHUKAT AHAJIM3A 7
. Page2 of4/Crp.2 nz 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE®, TABJETKH 13,5 mr
Batch No / Cepusa Ne: 485046 Batch Quantity / O6nem cepun:  5846packs / ynakosox
AR No / Anaaurnuecknii oruer Ne: ARF/068/2025 | Date of Analysis / lata anann3za: 05.03.2025
Date of Mfg / [lata npon3soacrea:  02/2025 Date of Expiry / I'ogen no: 01/2028

Analysis performed according ND / Anann3 npopenén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyasTaTsi Specification / Hopma

Test / ITokazaTens

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT = 7.5 % / 18/20 e Gonee + 7,5
OHOPOIHOCTB MO Macce %
; 2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce pH BhICYIIUBAHIH
6 | Dissolution / ‘ 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenHo3unoB uepes 120 MuH
7 | Uniformity of Dosage units / AV =56 The acceptability index forn=10 AV <L1,
OIHOPOIHOCTS 103MPOBAHHMS 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;12=25.0,

ITokazaTens npuemieMocty s n=10 AV <L1.

B cnyuae, ecnu 3snauenue AV npessimaer L1,
NPOBOJAT HCIBITAHKE Ha creayromux 20 obpasuax.
Jinan=30 AV <LI. Bce 3na4eHus Xi NOMKHBL
YAOBNETBOPSTh HEPABEHCTBY: )

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

L1 =15]0; L2 =250

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuectsennoe onpeneneHue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 po 15,53 mr (or 90,0 no 115,0 %)

: 14,02Mr/1a6 CEeHHO3HIOB B IlepecyeTe Ha CeHHOo3uA B B ogHOM
TablleTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cootBeTcTBYET TpeGoBaHuam HI | 3aknrouenue: ONOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposepeH OKK: "”ep HokymeHT ogo6peH OOK: @ﬁ’
Date / 5 AR | Date/
ol - R ke et 07032025
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJINU3A

Page3 of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAAE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485046

Batch Quantity / O6bem cepuu:

5846packs / ynakosox

AR No / Ananurnuecknii oruer No : ARF/068/2025|Date of Analysis / laTa anaanza: 05.03.2025

Date of Mfg / laTa nponsBoacrsa:  02/2025

Date of Expiry / I'onen go:

01/2028

Analysis performed according ND / Anann3s nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Test / INoxazaTens

No Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CopepixaHue .
MeTMHapaFHHpOKCHSEHBOB.Tﬂ 0,039M1"./T3.6
(BDXX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruieckas YHCTOTa

10a) | Total Aerobic microbial count / 30
O6wee uncso aspobHbIX
MHKPOOPTaHM3MOB

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / O61uee yucIo <10
IVIECHEBBIX M POMOKEBBIX ;
rpubos

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

10¢) | Bile tolerant gram-negative
bacteria/ YV cToHunBbIie K
JeHCTBUIO JKEIYH
rpaMoTpULATeIbHBIE OaKTepUH

Absent /OtcyTCTBYIOT

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

104d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrctBie B 1 ¢

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ Orcyrcteue B 1 r

109) | Salmonella

Absent / OrcyrcTBytOT

Absentin 10 g / Orcyrersue B 10 g

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

Conclusion : APPROVED /
3aknrovyeHue: OOOBPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK: %‘t’p

Approved by QA In-Charge /
HoxymeHT ogobper OOK: %

Date / -
[arta: 05 0oL 2t

Date /

fara: 0 10%.202.6
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIV3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485046

Batch Quantity / O6bem cepnus

5846packs / ynakoBox

AR No / AnannTnueckuii oraer Ne : ARF/068/2025 | Date of Analysis / lata anajausa: 05.03 2025

02/2025

Date of Mfg / iaTa npou3BocTBA:

Date of Expiry / T'ozen no:

01/2028

Analysis performed according ND / Auanu3 nposexén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / IlokazaTesb

No Result / PesyabTaThl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnncTep U3 NNEHKH

(momuaTHICHOBOMH/

1o MPHUMEHEHHIO.

Package / Ynakosxa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabaetox B

MOJHBHHUIXTOPUIHO I

[OIUBHHHIMACHXIOPH/IHOM) 1
amoMHHHEBOM donbry, no 25
GIHCTEPOB B KAPTOHHYIO NAYKy
¢ BIOYKEHHEM 25 MHCTPYKLHH

Package / Ynaxoska - 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
TabneTok B OMCTEp W3 IIIEHKH TPEXCNOMHOM
(IBX/TI3/MBJIX) u amomuHueBoit Qonsry. [To 2
uinH 3 GrucTepa BMECTE ¢ MHCTPYKIUEH 110
npUMEHEHUI0 B KAPTOHHYIO nauky. ITo 20 Tabnerok
B GIHUCTEP W3 TUIGHKU MOJMBUHHIXTIOPHIHOM
(MOMMATHIIEHOBOH / MOMMBUHIIMACHXIOPUHOI) U
aMFOMUHEEBOI ONBrH, M0 25 GIHCTEPOB B
KapTOHHYIO MAYKy C BIOMKEHUEM 25 MHCTPYKLHF 1o
MPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorsercTBum ¢ HJI

13 Storage conditions / YciioBus

XpaHeHus BbiLe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npH TeMneparype He

3 years /3 roga

14 | Shelf life / Cpok rogHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: MpoayKT cooTBETCTBYET TpeboBaHnAM HO

Conclusion : APPROVED /
3akntoyenune: ONOBEPEHO

Checked by QC In-Charge / ”:ﬁ/b_g

Approved by QA In-Charge /

[NokymeHT nposepeH OKK: NokymeHT onobper OOK: =
S

Date / e, ol e Date / o

A HY¢ -o0b- 2oL Tiari: O7-02,2025
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