Cipla

CERTIFICATE OF ANALYSIS

. CEPTUOUKAT AHAJIN3A
Page 1 of 4/ Crtp. 1 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr
Batch No / Cepus Ne ;. 485017 Batch Quantity / Odnem cepun:  5843packs / ynaxoBox
AR No / Ananunrndeckuii oTuer Noe: ARF/029/2025 | Date of Analysis / lata anammza:  29.01.2025
Date of Mfe / lata npoussoacrsa:  01/2025 Date of Expiry / I'ojen go: 12/2027

Analysis performed according ND / Ananu3 nposenén no H/I;: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/61-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyansTartsl Specification / Hopma

Test / Hoxkaszarens

1 | Description / Onucanne Complies / CootgercTByeT 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 kpyrisle TabneTKH co
CKOIIEHHBIMU KPasMi 0T KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOIO IBETA ¢ BKpanieHuaMu. Ha oxHoit
cTopoHe TabneTkH BoifaBaeHo cioBo «CIPLAY, Ha
APYTO#i - IMHUA pazioMa.

2 Identification / [TogTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpamuBaHye aMMHAYHOTO DPACTBOPA B KpPacHBIH
AHTPaXHHOHOBbIE [NTMKO3UIBL HRE;
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTCTBYET chromatogram of the sample solution should
Metunnaparunpokcudensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPKUBAHUA OCHOBHOIO NMHKA HA XpOMATOrpaMmme
HCIIBITYEMOTO PAacTBOPA JAOMHKHO COOTBETCTBOBATD
BpeMeny YIepKHBAHHs] OCHOBHOIO MHKA Ha
XpoMarorpamMmme CTaHaapTHOro pacrtsopa
mMeTuanaparuapoxcudensoara (pasgen
«MeTunnaparuapoxcubeH3oar).

3 | Averdge weight / Cpennss 191.81mg / 191,81mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED |

Mpumeuanue: MNpogykr cooTseTcTByeT Tpebosanuam HO | 3aknwvenune: OQOEPEHO

Checked by QC In-Charge / 5 Approved by QA In-Charge / o
HokymeHT nposepeH OKK: i{:t“‘o [okymeHT ogobpex OOK: ﬂf‘/’ﬁ’
Date / Date/

2.9.0 o2l Zoso\. 202y

[ara: [ara:
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUO®UKAT AHAJIN3A
. Page2 of4/Crp.2 3 4
Product: SENADE TABLETS 13,5 mg __|poaykr: CEHA)IE@, TABJETKMA 13,5 mr
Batch No / Cepust Ne: 485017 Batch Quantity / O6bem cepun:  5843packs / ynakeBoxk
AR No / Ananuruyecknii oruer Ne : ARF/029/2025|Date of Analysis / Jiara ananmza: 29.01.2025
Date of Mife / lata nponssoacrea: 01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Ananns nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PeaynbTarsr Specification / Hopma

Test / Hoxkaszarens

4 | Uniformity of weight / Complies / CooTseTcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
OXHOPOIHOCTE MO Macce _ % ;
- 2/20 tablets NMT £15% / 2/20 ue 6onee + 15%
5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
MAacce TpH BBICYHBAHAH
6 | Dissolution / 79-93% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenme | He menee 70 % (Q) cenrozunnos uepes 120 mun
7 | Uniformity of Dosage units / AV =355 The acceptability index forn=10 AV <L1.
OnHOpogHOCTE O3UPOBAHU 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| £0,0}- x L2 x M.

L1'=215.0;12=25.0.

[Mokaszarens npuemaeMoctu aas n=10 AV < L1.

B ciyuae, ecnn 3HadeHne AV npesbimaer L1,
NpOBOAAT MCMBITAHKE Ha creayromux 20 ofpasnax.
s n=30 AV < L1. Bee 3HayeHus Xi JODKHBL
YIOBIETBOPSITH HEPABEHCTBRY:

[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
KommiecTBenHoe onpenenenue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoromeTpns) Or 12,15 o 15,53 mr (o1 90,0 no 115,0 %)

14,02mr/1a6 CEHHO3HIOB B Mlepecyere Ha ceHHO3uA B B 0aHOi
TadieTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoayKT cootsetcTayeT Tpebosanuam HO | 3aknroyenne: OJOEPEHO
Checked by QC In-Charge / L Approved by QA In-Charge /
LokymeHT nposepeH OKK: %’ HokymeHT ogobpeH OOK: %k/zﬁf—’
Date / s Date / ) =
fata: 2 € Al Oara: 20+0\ 2025
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJIM3A

Page3of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485017

Batch Quantity / Oobem cepun:

5843packs / ynagoBor

TAR No / Anamnrauecknii oruer Ne : ARF/029/2025

Date of Analysis / laTa anammza:  29.01.2025

Date of Mfg / lara npouseoacrsa: _ 01/2025

Date of Expiry / I'ogen s1o:

12/2027

Analysis performed according ND / Ananu3s nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / Y1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / Hoxazarens )
9 | Content of Methyl _ 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tal.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubersoaTa 0.042Mr/1a6
(B2XKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoraueckas YHCTOTa

10a) | Total Aerobic microbial count / 20 A
OGmee gucIo a3pobHBIX Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee 4ACIO <10
IJIECHEBLIX H JAPOKIKEBEIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g/ He Gosee 10° /r
bacteria/ Yeroiidusele k .
JEHCTBUIO METTIH
rpaMOTpHIATeNLHbIC OaKTepHH

10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B I T

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/OtcyrctBHE B | T

101) | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / OtcyretBHe B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: Mpoaykr cooreetcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknmovenme: OQOBPEHO

Checked by QC In-Charge / L9
OokymeHT nposepeH OKK: @f/ ’

Approved by QA In-Charge /
DokymeHT ogobpeH OOK:

Date /

o et-otLo2>K
[ata:

Date /
HaTta:

20-0\.2025
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUD®HUKAT AHAJIN3A

Page 4 of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIEY, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485017

Batch Quantity / O6nem cepun:

5843packs / ynakoBok

TAR No / Ananurnuecknii oruer No : ARF/029/2025|Date of Analysis / {ata anaanza: 29.01.2025

Date of Mfg / Tata nponssoacra:  01/2025

Date of Expiry / I'oaen go:

12/2027

Analysis performed according ND / Ananans nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024

Ne Result / PeaynbTathl

Test / TToxa3zartens

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

SHHCTEP H3 INICHKH

(nONMHATHIIEHOBOIH/

Mo NpHUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and

aluminum foil, 25 blisters with
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'To 20 tabneTox B

NONUBHHUIXIO0PUAHOI

MOIUBHHITHAC HXJIOPHAHOI) U
aTOMUHUEeBOMH (oIbrH, o 25
OJIUCTEPOB B KAPTOHHYIO MAYKY
C BIOXKEHHEM 25 HHCTPYKLNI

Package / Ynakoska - 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

25 patient information leaflets in a carton. / ITo 20
TaOMeTOK B OaMCTEp M3 TUICHKH TPeXcIoHHOi
(IIBX/TIDMTIBAX) n antomunuesoit donsri. [lo 2
win 3 6aKMcTepa BMeCTe ¢ HHCTPYKIHEIH 110
NpUMEHEHHIO B KapTOHHYIO niayky. 1o 20 tabnetok
B GnHCTep H3 MUIEHKH NOTHBUHHIXIOPHIHOM
(MOMMATUNEHOBOIT / IONMBHHMIMIEHXIOPHAHOMN) H
amoMuHHeBolt Gonbry, no 25 Gnuctepor B
KapTOHHYIO MayKy C BIOYKEHHEM 25 HHCTPYKLHit o
TPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B cootBetcTRHM ¢ H]]

13 Storage conditions / Ycnosus

XpaHEeHHA Boie 25 °C.

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

14 Shelf life / Cpok roaHoctH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyeHue: O0OBPEHO

Checked by QC In-Charge / cﬁ/w

Approved by QA In-Charge / | o
JokymeHnT opobpen OOK: %

HokymeHT nposepex OKK: -
//

Date / Date / &

‘ana: M-QLWiS ﬂaTa: jo‘_o"w}g
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