Cipla

CERTIFICATE OF ANALYSIS
* CEPTU®UKAT AHAJIM3A

Page1of4 /Crp.1n34

Product: SENADE TABLETS 13,5 mg

Npoaysr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepunt Ne : 485077

Batch Quantity / O0nem cepuun:

5847packs / ynakoBok

AR No / Anajamrugecknii oruer Ne : ARF/105/2025

Date of Analysis / J/lata anajinza:

15.04.2025

Date of Mfg / JlaTa npon3soacrsa:  04/2025

Date of Expiry / I'ogen jo:

03/2028

Analysis performed according ND / Ananu3 nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / lokazaTteib

Result / PesyabTathi

Specification / Hopma

1 | 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 kpyrible TabaeTKH co
CKOLIEHHBIMU KPAsMHU OT KOPHUHEBOT'O JI0 TEMHO-
KOPMUYHEBOI0 LBETA C BKparieHusMu. Ha oaHOI
cTopose Tabuetky BbiiasneHo cnoso «CIPLA», Ha
APYroii - THHHUA pa3jiomMa.

2 | Identification / TloanuHHOCTE

2a) | Anthraquinone glycosides /- Complies / Ammoniacal solution turns a reddish colour /
] CooTBeTCTBYET QOkpamuBaHie aMMHAYHOTO PacTBOpa B KpacHbIH
AHTPaxXHHOHOBbIE TIIHKO3HIBI -
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTtBeTcTByeT chromatogram of the sample solution should
MeTunnaparuapokcHben3oar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
y/ep;KUBaHUs OCHOBHOTIO [MKA HA XPOMATOrpamMmme
MCIBITYEMOIO PacTBOPa JOKHO COOTBETCTBOBATD
BPEMEHH YAEpPKUBAHUA OCHOBHOI'O ITHKa Ha
XpOMaTorpaMMe CTaHAapTHOr0 pacTBopa
MeTHInaparnapokcubensoara (pasnen
«MeTtuimnaparuapokcudensoar).

3 | Average weight / Cpennss
macca

189.76mg / 189,76mr

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

Remarks : The Product conforms to ND/
Mpumeyanme: MPogyKT COOTBETCTBYET TpeGoBaHMAM HO

Conclusion : APPROVED /
3akntouyenue: OOOBPEHO

Checked by QC In-Charge / w

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
OokymeHT onobpeH OOK:

B

Date /

fara: 'S ° 2oL

Date /

fara: 1'_1‘ Ok'\‘?/O?/&’/

FMQCO003-15-10
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485077 Batch Quantity / Oobem cepun:  5847packs / ymaxoBok
AR No / Ananarauecknii orger Ne : ARF/105/2025|Date of Analysis / Tara anaanza: 15.04.2025
Date of Mfg / lata npon3soacrsa:  04/2025 Date of Expiry / T'onen 10: 03/2028

Analysis performed according ND / Ananns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTaThi Specification / Hopma
e Test / [lokasaTens

4 | Uniformity of weight / Complies / CootserctByer 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
OHOPOHOCTD MO Macce %

2/20 tablets NMT +15% / 2/20 e 6ousiee + 15%

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

Macce NpH BLICYLIHBAHHH

6 | Dissolution / 85-95% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenue He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units / AV=35.6 The acceptability index forn= 10 AV <L1.
OnHOPOHOCTH AO3UPOBAHMS 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.

Ll = 1505 122=250,

[Mokasatens npuemnemoctd wis n=10 AV <LI.

B ciyuae, ecnv 3HaueHue AV npesbituaet L1,
MPOBOAAT HCNBITAaHKHE Ha chenyomux 20 obpa3uax.
Jlna n=30 AV < L1. Bce 3Ha4eHus Xi J0I#KHbL
YAOBAETBOPATL HEPABEHCTBY!

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

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

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTenHoe —onpeaelieHHe 13.94mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniextpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 10 115,0 %)

13.94Mmr/a6 CEHHO3W/IOB B TiepecyeTe Ha ceHHo3ua B B oaHoi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Checked by QC In-Charge / 5£J:-ﬂ

Approved by QA In-Charge /

[okymeHT nposepeH OKK: HokymeHT oao6peH OOK: W
Date /
Rore €02 018" Hare: \Ncou- 2025
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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,[[E@, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 485077

Batch Quantity / Oobem cepuu:

5847packs / ynakoBox

AR No / Anamurryecknii oruer Ne : ARF/105/2025|Date of Analysis / lata anannsa:

15.04.2025

Date of Mfg / lata npon3soactea:  04/2025

Date of Expiry / I'ogen no:

03/2028

Analysis performed according ND / Ananus nposeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 or 09.07.2024 '

Test / IlokazaTenns

Result / PeayabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuinaparsapokcubensoara
(B32XKX)

0.039mg/tab

0,039mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 5o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6GHoJorHiecKas YnCTOTa

count / OGmee yucio
TMJIECHEBBIX K JIPOIIKEBBIX
rpubos

<10

10a) | Total Aerobic microbial count / 10
O6111ee YHCIO a9POBHBIX Not more than 10° cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10% ¢fu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative

bacteria/ Ycroiiuussie k
AEHCTBHIO AKET4YHU
rpaMoTpHuaTelibHbie fakrepuu

Absent /OtcyTeTBYIOT

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

10d) | Staphylococeus aureus Absent /OTcyTcTBYIOT Absent in | g/ OrtcyrctBUe B 1 T
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absent in 1 g/ OtcyrctBue s I
1010 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3aknwyexue: O0OBEPEHO

Mpumeyanue: Mpoaykt cooteeTcTByeT TpeboBaHuam H
Checked by QC In-Charge / &u .

Approved by QA In-Charge /

A

[okymeHT npoBepeH OKK: [okymeHT ofobpen OOK:
Date / Date /
[ata: $-04- rens [ara: \Ncou 2025
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485077 Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / AnaarTadecknii oraer Ne : ARF/105/2025|Date of Analysis / lata ananmuza: 15.04.2025
Date of Mfg / lata npousBoacrea: _ 04/2025 Date of Expiry / I'omen go: 03/2028

Analysis performed according ND / Anann3 nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesynbTaThbl Specification / Hopma
- Test / [Toka3zaTe/b
11 | Package/ Ynakoska Package / Ynakoska - 20 tablets |Package / Vnakoka - 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. / [To 20 TabneTok B 25 patient information leaflets in a carton. / TTo 20
GnucTep U3 MIEHKH TabneTok B OJHCTEp W3 TMIEHKHM TPEXCJIOHHOM
MOJUBHHIITXJIOPHAHOH (TIBX/TID/TIBIX) u antomuHueBoil onsru. [To 2
(NOMUITHICHOBOM/ Ui 3 OMcTepa BMECTE C HHCTPYKLMEH MO
MOJHBHHUIHACHXIOPHAHOM) M |IPUMEHEHHUIO B KapTOHHYIO nadky. [To 20 Tabnerok
amoMHHKHEeBO# Qonbry, Mo 25 B OnMCTEpP M3 MIIEHKH MONHBHHUIXIOPHAHOM
GIIHCTEPOB B KAPTOHHYIO Nauky |(MOJMITHIEHOBOH / NOJMBHHWIAAEHXIOPUIHOM) H
¢ BJIOJKEHHEM 25 UHCTPYKLHUH amoMHHHEBOI (onbru, no 25 6nucTepos B
N0 MPUMEHEHHIO. KapTOHHYIO MauKy ¢ BIOMKEHHEM 25 MHCTPYKLMI 1o
[IPUMEHEHHIO.
[ 12 Labeling / MapkupoBka According to ND /

B cootsetcTBuu ¢ HI{

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe NpH TeMneparype He

XpaHeHUs Bbie 25 °C.
14 Shelf life / Cpok rorHOCTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cootBeTcTBYET TpeBoBaHuam H

Conclusion : APPROVED /
3akniwuyenue: OJOEPEHO

Checked b In-Ch /
ecked by QC In-Charge éﬁ,w

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

G

Date /
Harta:

(€ ok 1o

Date /

OY- 5
Hata: Lk i i
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