Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

-

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / /lata npoussoacrsa:

Batch No / Cepust Ne: 481177 Batch Quantity / O6bem cepun: 5852 packs / ynakosox
AR No / Ananurugecknii orger Ne :  ARF/229/2021|Date of Analysis / Iara ananmsa: 15.09.2021
08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anwanus nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazareas

Result / PesyabTars:

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByeT

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. / ITnockue kpyrnsie Tabnerkn co
CKOUIEHHBIMHM KpPasiMH OT KOPUYIHEBOTO JI0 TEMHO-
KOPHYHEBOTO IBETA ¢ BKpareHusimu. Ha onHoii
cropose Tabnetku BoinaeneHo cioso «CIPLA», Ha
APYTOi - TUHHUSA pa3ioMa.

2 Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercreyer Oxpamupane aMMHAYHOIO PacTBOpPa B KPACHBIHA
AHTPaXHHOHOBBIE [NIMKO3HIbI b
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByer chromatogram of the sample solution should
Mermmaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YepiKHBAHMSA OCHOBHOTO MUKA Ha XpOMATOrpaMme
HCHBITYEMOIO pacTBOpPa OJOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPXKHMBAHHS OCHOBHOTO IHMKA HA
XpOMATOrpaMMe CTaHAapTHOTO PacTBopa
meTunnaparuapoxkcubensoara (pasaen
«Merunnaparunpokcubensoar).

3 | Average weight / Cpenmsis
Macca

189.25 mg / 189,25 mr

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

Remarks : The Product conforms to ND/
Mpumeuvanue: MpoaykT cooTeeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknmouenue: OJOEPEHO

Checked by QC In-Charge 5\

= Approved by QA In-Charge / 2
HokymeHT nposepeH OKK: '“‘} clane [HokymeHT of06peH OOK: %3,:/{"’
Date/ 4 - : Date / % O i
Team: 15.09.202) Tare: 1S-c 202\
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
x CEPTUDHKAT AHAJIU3A
R Page2 of 4/ Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481177 Batch Quantity / Oobem cepun: 5852 packs / ynakosok
AR No / Anamurngecknii orger Ne 1 ARF/229/2021 |Date of Analysis / lata apammza:  15.09.2021
Date of Mfe / lara npomssoxcrsa:  08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Ananms nposenén o HI: TTN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / MMoka3zarensb

Result / Pe3yiibTarst

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7,5

OxHOPOAHOCTE JO3UPOBAHNUA

OpHOPOAHOCTH MO Macce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IloTeps B 1.6% NMT 6.0 % / He Gonee 6,0 %
MACCe IPH BBICYITHBAHUH
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosumos yepes 120 Mun
7 | Uniformity of Dosage units / AV =438 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 <L1. All values of xi must satisfy the
inequality:

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

L1 =15:0; L2 =25.0.

TToxkazatens npuemaemocts ansa n=10 AV <L.1.

B cnyuae, ecnu 3Hauenue AV npesbimaer L1,
MPOBOAAT HCIIBITAHKE Ha crenyiomux 20 obpasmax.
Jlnsa n=30 AV < L1. Bce 3nauenus Xi JOMDKHLI
YAOBJIETBOPSATL HEPABCHCTBY:

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

L1 =15:0; L.2=25.0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecrsenHnoe omnpeneneHue 13.98 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

13,98 mr/Tab CEHHO3MIOB B NepecyeTe Ha ceHHo3ua B B onHoii
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MpumeuaHue: MNpoaykT cooTeeTcTByeT TpeboBaHuam H

3akntouenune: OQOEPEHO

Checked by QC In-Charge f:- ?(
HokymeHT npoepeH OKK: ] clane

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

FHS

Date / ‘ iy

cO9-2021
[ara: 1

Date /

ara: V1€ 09202
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

bl

Cipla

Page3 of 4/ Ctp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnsaa Ne: 481177

Batch Quantity / O6bem cepumn:

5852 packs / ynakosok

AR No / Ananariadecknii orger Ne ;

ARF/229/2021|Date of Analysis / lara ananusa:

15.09.2021

08/2021

Date of Mfe / laTra npon3Boacrsa:

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anamims nposenén mo HJI: TTN013745/01-091017, Msm. Ne 1 ot 17.04.2020

No Test / okazarennb

Result / PesyabTarTsr

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTUnmaparuapokcnbensoara
(B2XX) '

0.052 mg/tab /

0,052 mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo0uonoruyeckas 4HcToTa

10a) | Total Aerobic microbial count /
OOfuiee uncno a3podHbBIX 30

MHKPOOPTraHH3MOB

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

10b) | Total combined yeast and mould
count / Obuyee uucno
IIECHEBBIX U JAPOKIKEBBIX

rpubos

<10

Not more than 10% cfu/ g /He 6onee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiuussie k
JEHCTBHIO KEJTYH

rpaMoTpHIaTelbHble OaKTepun

Absent /OrcyTcTByroT

Not more than 10° / g / He Gosee 10% /r

10d) | Staphylococcus aureus

Absent /Otcyrersyror

Absentin 1 g/ OrcyrctBue B 1 1

10e) | Escherichia coli

Absent /OtcyrerByror

Absentin 1 g/ OrcyrctBue B 11

10f) | Salmonella

Absent / OtcyrcrByiOT

Absent in 10 g / Orcyrctere B 10 g

Remarks : The Product conforms to ND/
MNMpumeyanue: MNpoaykT cooTeeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknouenune: O0OBPEHO

Checked by QC In-Charge %

Approved by QA In-Charge /

[lokymeHT npoBepeH OKK: S Ane [lokymeHT 0p06peH OOK: e
Date / - Date / .

& Y201 -0 . :
Hara: ! HaTta: ks IR
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHO®HUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481177 Batch Quantity / O6bem cepun: 5852 packs / ynakoBok
AR No / Ananurngecknii orger Ne : ARF/229/2021|Date of Analysis / Jlara anammsa: 15.09.2021
Date of Mfe / /lata nmpomssoacrea:  08/2021 Date of Expiry / I'ogen mo: 07/2024

Analysis performed according ND / Agammus nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / Iloka3zareJib

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

fnucTep U3 nueHku

(nonU3THIIEHOBOI/

[0 NPUMEHCHHI),

Package / Ynakosxa - 20 tablets

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

MOTUBUHWIXJIOPHTHOH

[TOJTMBHHHJIIEHXJIOPHTHOI) H
ANMFOMHHUEBOH (onbry, mo 25
OIHCTEPOB B KAPTOHHYI) MayKy
C BJIO3KEHUEM 25 HHCTPYKIIHA

Package / Ymakogka - 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 OnUCTEp M3 IUIEHKH TpeXcIoiiHOM
(MBX/TIS/MIBJIX) u anomunuesoi onsru. ITo 2
un 3 GnucTepa BMeCTe ¢ MHCTpyKIMeil 1o
TMPHMEHEHHIO B KapTOHHYIO nayky. [To 20 Tabnerok
B ONHCTEDP H3 TUIEHKH MOHBHHUIXJIOPHIAHOM
(MOAM3THIEHOBO# / TIOMMBHHHIIEHXIOPHIHOH) H
anOMUHHEROH Goabry, 1o 25 Gnucrepos B
KaPTOHHYIO MMAYKy C BIOKEHHEM 25 HHCTPYKIHI MO
MPHMEHEHHUIO,

.12 | Labeling / Mapxkuposxka According to ND /

B cooTrBercTrBun ¢ HJT

13 Storage conditions / Ycnosus

XPpaHEeHHA Boite 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He

14 Shelf life / Cpok rogaocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanune: MNpogykr cooTeeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknioyeHune: OOOBPEHO

Checked by QC In-Charge
HokymeHT nposeper OKK: 1 Oone

Approved by QA In-Charge /
NokymeHT opobper OOK:

B

Date /

fara 15O 2O

Date /

\'S. o9
[ata: .
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