- Cipla

= CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page1of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485035

Batch Quantity / O6bem cepun:  5843packs / ynaxoBok

AR No / Ananuruuecknii oruer Ne ;: ARF/053/2025|Date of Analysis / lata anamnza: 20.02.2025

Date of Mfg / lata npoussoacrea: _ 02/2025 Date of Expiry / Tonen go: 01/2028

Analysis performed according ND / Auanns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [lokazaTesab

Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanue Complies / CooTeTCTBYET 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 TabneTKH co
CKOLIEHHEIMH KPasMH OT KOPUYHEBOTO 0 TEMHO-
KOPHYHEBOTO LIBeTa ¢ BkpamneHusaMu. Ha oquoi
cTopore Tabnetku BbiaasaeHo cnoso «CIPLA», na
ApYTOii - TMHUS pasioMa.

2 Identification / IToanmuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpamuBanne aMMHaYHOTO PacTBOpa B KpacH.Ii
AHTpaxXHHOHOBbIE TITMKO3HbI sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTByeT chromatogram of the sample solution should
MertunnaparaapokcudeHzoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepiaHBaHuA OCHOBHOTO MMHKA HA XPOMaTorpamme
HCILITYEMOT0 PacTBOpa AOJMCHO COOTBETCTBOBATh
BPEMeHH yIep»KHBaHHs OCHOBHOTO ITHKa Ha
XpOMaTOrpaMMe CTaHZapTHOTO pacTBOpa
MeTHINaparuapokcnbensoaTa (pasaen
«MeTunmaparuapokcubensoar).

3 | Average weight / Cpeansis
macca

188.46mg / 188,46Mr 189.99 mg +7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanune: Mpogykr cooteeTcTyeT TpeboBaHuam HO | 3akniwoyenne: OOOEPEHO

Checked by QC In-Charge / ibj

DokymeHT nposepeH OKK:

Approved by QA In-Charge / 5
[okymeHT ogo6peH OOK:

Date /

,ana: __2_@‘ 0')_-'1—0‘1’5';

Date / . o
Hara: SyB% ]
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% CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepuna No: 485035 Batch Quantity / O6nem cepun: 5843 packs / ynakoBok
AR No / Anajnrauecknii oruer Ne : ARF/053/2025 |Date of Analysis / lata anannza: 20.02.2025
Date of Mfg / lara npoussoacrea: _ 02/2025 Date of Expiry / I'onen go: 01/2028

Analysis performed according ND / Anaan3 nposeaén mo HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesysnbTaTsi Specification / Hopma

Test / IlokazaTesib

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee + 7,5

OZ[HO}'JOI(HOCTB o Macce

%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss ondrying / IToTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BhICYLIABAHAN
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue - He menee 70 % (Q) cennozunos uepe3 120 MuH
7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.

OaHOPOAHOCTD N03HPOBAHKA

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;1L2=25.0. :
IMokasatesns npuemiiemocty amsa n=10 AV <L1.

B cayuae, ecinu 3Hadenne AV npesbimaer L1,
HpOBOMAT HCIIBITAHME Ha cneaytonmx 20 obpasuax.
Jlna n=30 AV <L1. Bce 3HaueHHs Xi JODKHBI
YAOBJIETBOPATL HEPABEHCTBY:

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

L1=15,0; L.2=25,0.

8 | Assay (Spectrophotometry)
KonuyecTBenHnoe onpeaeneHne
(CnextpodoTomeTpHs)

14,04mr/Tab

14.04mg/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B MepecyeTe Ha CeHHo3M 1 B B onHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTCTBYET TpeboBaHUAM HI

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / : ﬁ .

Approved by QA In-Charge / c
[lokymeHT ofoBpeH OOK: %

OokymeHT nposepex OKK:
Date / Date / '
Nara; =6:0% 225" [lara: 2\ -02-2025
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485035

Batch Quantity / O6bem cepun:

5843packs / ymakoBok

AR No / Anagurnueckuii oryer Ne :

ARF/053/2025|Date of Analysis / laTa anaanza: 20.02.2025

Date of Mfe / lata nponssoacrea:  02/2025

Date of Expiry / I'oxen jo:

01/2028

Analysis performed according ND / Anann3 nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeaysabTaThbl Specification / Hopma
Test / [lokazaTenn
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuinaparuapokcubensoara 0,040mr/1a6
(BDXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosorH4ecKkas YucToTa

102) | Total Aerobic microbial count / 40
OGmee 9uc0 a3poOHBIX

MHKPOOPTaHH3MOB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / OGinee yucino
TJIECHEBBIX ¥ APOKIKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Gonee 10 /r

10¢) | Bile tolerant gram-negative
bacteria/ ¥V croifunBsie K
AEHCTBHIO JKET4YU

rpaMoTpHLaTebHbIe 6aKTepHH

Absent /OTcyTCTBYIOT

Not more than 107/ g / He Gonee 10° /r

104d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ OtcyrcTBHe B 1 T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytctBHe B I T

100 | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g / OrcyrcTre B 10 g

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

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[JokymeHT nposepeH OKK: g [okymeHT oao6peH OOK: %
Date / — Date /

fata: 2o 0202y Nata: DN <O 2 ’&0’2/5
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CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485035

Batch Quantity / O6bem cepuu:

5843packs / ynakosox

AR No / Ananurudeckuii oruer Ne : ARF/053/2025|Date of Analysis / Hara ananusza: 20.02.2025

02/2025

Date of Mfe / laTa npon3BojcTsa:

Date of Expiry / T'onen mo:

01/2028

Analysis performed according ND / Ananns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyibTaThl

Test / IlokazaTe/nb

Specification / Hopma

11 | Package / VriakoBka
in a blister made of

bnucTep U3 NMICHKH

(monusTHNIEHOBOI/

0 MPUMEHEHHUIO.

Package / Vnaxoeka - 20 tablets

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

MOJTMBUHUIIXJIOPUAHOM

NOJUBUHUIHAEHXITOPHAHOH) H
amoMHHHeBOH donbry, mo 25
GIHCTEPOR B KAPTOHHYIO TAYKY
C BIIOJKEHHEM 25 HHCTPYKLHA

Package / YnaxoBka - 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 OITHCTEp M3 TIIEHKH TPEXCIOMHHOH
(IMBX/TI2/MTIBJX) u amomuHueBoi (onsri. ITo 2
w3 GnucTepa BMeCTe ¢ MHCTpYKUHeH mo
NPUMEHEHHIO B KapTOHHYHO nadky. [To 20 TabreTok
B OAIHCTEp M3 TUIEHKH IIOIUBUHUIXIOPHIHO
(MoNHATHAEHOBOIT / MOMMBHHUITHACHXIOPHIHOMH) U
amoMHHHEBOI (onbry, mo 25 GIHCTEpOB B
KapTOHHYIO TAUKy ¢ BIOKEHHEM 25 MHCTPYKUME Mo
NPUMEHEHHIO.

12 | Labeling / MapxupoBka According to ND /

B cootsetctBuu ¢ HJT

13 Storage conditions / Ycnosusa

XpaHeHus Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe IpH TeMIepaType He

14 | Shelflife / Cpox rogrocTu 3 years /3 roga

Remarks : The Product conforms to ND/
lMpumeyanue: MNpoaykr cOOTBETCTBYET TpeboBaHusam HI

Conclusion : APPROVED /
3akntoyenme: OQOBEPEHO

Checked by QC In-Charge / f ;

[HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

P

Date /

-
[ara: 2 ool Wwony

Date /

Jata: 5 K 2025
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