Cipla

: CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

-

Page 1 of4/Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485001

Batch Quantity / O6nem cepru:

5842packs / ynakosox

AR No / Ananurnuecknii oruer Ne : ARF/009/2025|Date of Analysis / lata ananuza: 14.01.2025

Date of Mfg / lara npoussoncrsa:  01/2025

Date of Expiry / I'ogen ao:

12/2027

Analysis performed according ND / Anajin3 nposeacn no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / TloxazaTensb

Ne Result / PeayasTaTsl

Specification / Hopma

| | Description / Onucanue

Complies / CootsetcTByCT

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 TabNCTKH CO
CKOILIEHHBIMHU KPasMH OT KOPHYHEBOI'O 10 TEMHO-
KOPHYHEBOTO LBETA C BKparuenuamu. Ha ojHoi
cropoue Tabnetku BoiaasiaeHo ciopo «CIPLA», Ha
JIpyroi - THHHAS pasioma.

2 Identification / TToqnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpalMBaHie aMMHa4yHOTO PAacTBOpa B KPacHBIi
AHTpPaxHOHOBbIE TITHKO3HIBI B,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTuinaparuipokcudeHzoat corresponds to the retention time of the principle
(B2HKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepIKHBAHNs OCHOBHOTO MUKA HA XpOMaTorpamme
HCMBITYEMOTO PacTBOPa JOIKHO COOTBETCTBOBATh
BpEMEHH YIep/KHBaHHUs OCHOBHOTO IMHKA Ha
XpOMaTorpaMMe CTaHAapTHOTO PacTBOpa
meTvnnaparuapokcubensoara (pasies
«MeTHanaparnapokcnbeH3oar).

Average weight / Cpennsts
macca

(V3]

191.04mg / 191,04mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmoyeHue: O0OBPEHO

Checked by QC In-Charge / s
[okymeHT nposepeH OKK: gi;u

Approved by QA In-Charge / o
NokymeHT opobper OOK:

Date/

flaTa: Liys 949055

Date /

Lata: |S col-2025
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Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepna Ne: 485001

Batch Quantity / Oonem cepun:

5842packs / ynakoBox

AR No / Ananuruyecxkuii oruer Ne : ARF/009/2025|Date of Analysis / laTa ananusa:

14.01.2025

Date of Mfe / lata npoussoacrsa:  01/2025

Date of Expiry / T'onen go:

12/2027

Analysis performed according ND / Ananus nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Tokazarens

No Result / PesynbTats!

Specification / Hopma

4 | Uniformity of weight /
ONHOPOIHOCTH 10 Macce

Complies / CooTBeTCTBYET

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

OI[HOpOIlHOCTb JA03HpOBaHUA

5 | Loss on drying / Ilotepa B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce TIPH BBICYLUHBAHHH
6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacrtpopenue He menee 70 % (Q) censosunos uepes 120 mun
"~ 7 | Uniformity of Dosage units / AV =59 The acceptability index forn=10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n =30

AV < LI1. All values of xi must satisfy the
inequality:

[M-xi| £0,01 x L2 x M.

L1=15.0;L2=250.

Ilokaszatens npuemaemocti ana n=10 AV <L]J.

B ciyuae, ecan 3uauenie AV npessiaer L1,
NPOBOJAT HCMbITAHKE Ha creylomux 20 obpa3zuax.
Jnan=30 AV < L1. Bce 3Ha4eHUs Xi TOJKHbBI
YIOBNIETBOPATH HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOe OnpeaencHue
(CnekrtpodoTomeTphs)

14,01Mr/Tad

14.01mg/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 mo 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3W/IOB B MepecyeTe Ha CeHHO3HA B B oaHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

Checked by QC In-Charge / ;
[okymeHT nposepeH OKK: "‘:’ﬁ;w

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date / s
(4.0 o2y

Hara:

Date /

Nara. |$0]. 2025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHDPHKAT AHAJIU3A
Page3of4/Crp.3 nz 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus: Ne: 485001 Batch Quantity / O6bem cepun:  5842packs / ynakosok
AR No / Anasurnueckuii oruer Ne : ARF/009/2025|Date of Analysis / lata anannza: 14.01.2025
Date of Mfe / lata npoussoacrsa:  01/2025 Date of Expiry / T'ogen no: 12/2027

Analysis performed according ND / Ananus nposenés mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTatsl Specification / Hopma

Test / MokazaTeib

9 | Content of Methyl 0.040mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuinaparuapokcubensoara " 0,040Mr/1ab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoriueckas 4uctora

102) | Total Aerobic microbial count / 40
Obuee uncno adpodHbIX Not more than 10* cfu/ g/ He 6onee 10* /r
MWKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obuuee uucno <10
IUIECHEBBIX U JAPOHIKEBbIX
rpubon =

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10*/ g / He Gonee 10° /r

bacteria/ Ycroitussble K
JEMCTBHIO KEJIUH
rpamMoTpHuarenbHble GakTepHu

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcTtBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcytctBHEB I T
101) | Salmonella Absent / OteyTeTBytoT Absent in 10 g / Otcytcrerne B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteeTcTayeT Tpebosanuam H | 3akntoyexune: ONOBPEHO

Checked by QC In-Charge / o 0 Approved by QA In-Charge / 2
HokymeHT nposepeH OKK: ":26 ) HokymeHT ogobpeH OOK: %ﬂf’ﬁ
Date / o Date / 2028

Oara: i [ara: S .ol
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Pagedof 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepusn Ne ;

485001

Batch Quantity / O6bem cepun:

5842packs / ynaxosox

AR No / Apanutuuecknii oruer Ne: ARF/009/2025

Date of Analysis / lata anann3a:

14.01.2025

Date of Mfg / laTa npoussoacrsa:

01/2025

Date of Expiry /I'ogen go:

12/2027

Analysis performed according ND / Anann3 npopenéun mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PeaynbTaThbl Specification / Hopma
Test / [TokaszaTesb

11 | Package/ YnakoBxa Package / Yrmakoska - 20 tablets |Package / Ynakoska - 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 TabneTox B 25 patient information leaflets in a carton. / ITo 20
OaMcTep M3 NICHKH TadsieToK B OJMCTEp M3 TIEHKH TPEXCIIOHHOII
NOJTHBUHHIXJIOPHIHOI (IMBX/TID/TIBAX) u amoMmuHueBoit dhoneru. [To 2
(moau3THNIEHOBOIH/ Hru 3 6aucTepa BMECTe ¢ MHCTPYKUMEi 110
NOMUBHHHTUIEHXIOPHAHOM) U |MPHMEHEHHIO B KapToHHYI0 nauky. [To 20 Tabnetok
amoMuHueBoH (omeru, mo 25 B 6iucTep M3 MIICHKH MOJHBHHUIXIIOPUAHOH
GAMCTEPOB B KAPTOHHYIO MA4Ky  |(MOJMITHACHOBOI / NONHBHHNIMACHXIOPHHOH) H
C BJIOYKEHHEM 25 MHCTPYKIHH amOMHHHEBOH (osbry, no 25 0aucTepos B
MO MPUMEHEHHIO. KapTOHHYIO Ma4Ky ¢ BIOXKEHHEM 25 MHCTPYKUHI Mo

TIPUMEHEHHIO. |

12 Labeling / MapxupoBska According to ND /
B coorsercraun ¢ HT

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

XpaHeHHs Boiwe 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyuanue: MpoaykT cooTBeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

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

A

Approved by QA In-Charge /
HokymeHT ogobper OOK:

=

Date /
HaTa:

(4.0t 20>5

Date /
[arta:

|S <0025
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