CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Cipla

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482099

Batch Quantity / O6bem cepun:

5854packs / ynakosok

AR No / Asanutuyeckuii otyer Ne: ARF/170/2022|Date of Analysis / lara ananuza: 03.08.2022

Date of Mfg / laTta npoussoacra:  07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Ananus nposenén nmo HJI: TT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Iokazarens

Ne Result / PesyasTars .

Specification / Hopma

1 | Description / Omucanue

Complies / CootsetcTByeT

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. / [Inockue kpyrasie TabneTku co
CKOLIEHHBIMHE KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOr0 1iBeTa ¢ BKparmieHusamMu. Ha onnoit
cropoHe tabnerku Boinasneno ciaopo «CIPLA», na
JIPYTOH - IMHUA pasfioMa.

2 Identification / IlonmMHHOCTS

2a) | Anthraquinone glycosides /

AHTPaXHHOHOBBIE TTUKO3H/IbI

Complies /
CootBercTByer

Ammoniacal solution tums a reddish colour /
Oxpamyeanne aMMHAYHOrO PACTBOPA B KpPAacHELI
LOBET. )

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Metunnaparuapokcuben3oar

(BIKX)

Complies /
CooteerctByer

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHUA OCHOBHOTIO [THKA HA XPOMATOrpamMmMe
HCIEITYEMOTO PACTBOPA JJOJDKHO COOTBETCTBOBATE
BPEMEHH yIEePIKHBAHNA OCHOBHOIO MMKA HA
XpOMaTOrpamMMe CTAHJAPTHOrO PacTBOpa
MeTHAnaparuapokcHOensoata (pasgen
«Merunnaparunpokcubensoar).

3 | Average weight/ Cpennss
macca

187.93mg / 187,93mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTseTcTByeT TpeGosaHuam HL

Conclusion : APPROVED /
3akntoueHue: OOBPEHO

Checked by QC In-Charge /- ‘§\ ‘
OokymeHT nposepeH OKK: SIS LA

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

)
BT

Date / 9 \ o
0308 202 2
[ata: S 03

Date /

02082021
[ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 ;




CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Cipla

Page2 of4/Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

ponyxr: CEHAJIE®, TABJIETKH 13,5 mr
y

Batch No / Cepust Ne: 482099

Batch Quantity / O6bem cepun:  5854packs / ynakosok

AR No / Avanurnueckuii oruer Ne: ARF/170/2022

Date of Analysis / laTa ananmza:  03.08.2022

Date of Expiry / I'ogen no: 06/2025

Date of Mfg / lata npousBoacrea:  07/2022

Analysis performed according ND / Ananus nposenén mo HA: TI N013745/01-091017, F3m. Ne 1 ot 17.04.2020

Ne

Test / IlokazaTenn

Result / Pe3yabTaTs

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTE IO Macce

Complies / CooTsercreyer

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

5 | Loss on drying / [Toteps B 1.6%

MAacce TPH BBICYIIHBAHUH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 80 -88%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 mun

7 | Uniformity of Dosage units / AV =50

OnHOPOAHOCTb AO3UPOBAHMS

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 xi1 must satisfy the
inequality:

[M-x1| 0,01 x L2 x M.

L1=15.0;L2=250.

ITokazatens npuemnemocts as n=10 AV <L1.

B cnyuae, ecnu 3nadenue AV npessiaer L1,
IIPOBOAAT MCIIBITaAHKE Ha creayromux 20 obpasnax.
Hns n=30 AV < L1. Bce 3Ha4eHus Xi JODKHBI
YIAOBIETBOPATE HEPABEHCTRY:

[M-xi1| < 0,01 x L2 x-M.

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

8 | Assay (Spectrophotometry)
KomuyectBennoe onpepeneHue
(CrextpodoTomerpus)

13,83mr/Tab

13.83 mg/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 %)
CEHHO3HOB B IepecyeTe Ha CeHHO3MI B B onHoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanne: MNpoaykT cooteeTcTByeT TPeboaHuam HJ

Conclusion : APPROVED /
3aknwyexnune: OQOBPEHO

Checked by QC In-Charge fj
JokymeHT nposeper OKK: 18 L) auae

Approved by QA In-Charge /
[oxkymeHT oaobpeH OOK:

Date / (13~ OB iy

Nara:

Date /

Nara: L e ———
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

482099

Batch Quantity / O6bem cepumn:

5854packs / ynakoBok

AR No / Ananuruuyeckuii oruer Ne: ARF/170/2022

Date of Analysis / laTa ananusza: 03.08.2022

Date of Mfg / [laTa npousBoacrsa:

07/2022

Date of Expiry / I'onen no:

06/2025

Analysis performed according ND / Auanus nposeaén no HJ: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaret Specification / Hopma
Test / Ilokazarens
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 0 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanue
METHJIIApArHAPOKCHOEH30aTa QO4BT 6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uoiorudeckas 4icToTa

10a) | Total Aerobic microbial count /
O6uiee uucio a3podHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /v
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 107 /r
count / Ofwee yucmno <10
IJIECHEBBIX KU JIpO}K}KeBbIX
rpubos '

10 ) | Bile tolerant gram-negative Absent /OTcyTcTRYIOT Not more than 10°/ g / He Gonee 10% /r
bacteria/ Ycroiiunssie K
JeHCTBHIO JKEITHU
rpamMoTpHIATENbHbIE OaKTEPUH

10d) | Staphylococcus aureus Absent /OtcyTtcTBYIOT Absentin 1 g/ Orcyrcreue 81 ¢

10 ¢) | Escherichia coli Absent /OtcyrcTByIOT Absentin 1 g/ Orcyrcteues 1 r

109) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g /Otcyrcteuer 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: MpoaykT cooTBeTcTByeT TpeboBaHusam HL

Conclusion : APPROVED /
3aknoyerune: OQOBPEHO

Checked by QC In-Charge /~
[okymeHT nposepeH OKK: \ﬁ (;—\!CLL;_ a

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

Date /

fara: 03-0%+:2022

Date /

oy O3 08+ 2021
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Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482099

Batch Quantity / O6nem cepun:

AR No / Anaautuyeckuii oryer Ne : ARF/170/2022

Date of Analysis / IaTa anaqmsa: 03.08.2022

Date of Mfg / laTa npouspoacrea:

07/2022

Date of Expiry / I'onen no: 06/2025

5854packs / ynakoBok

Analysis performed according ND / Ananmns nposenén mo HJ: TIN013745/01-091017, Vam, Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsi Specification / Hopma
P P
Test / IMoka3zarenan
11 | Package / Ynakoska | Package / V - 20 tablet ; ;
€ ir?g lfl%seter r::ggzl;.a = Package / Ynaxoerka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patiesit mf(;rmation leaflets in | S2rton. 20 tablets in a blister made of PVC
& caston. I Th 20 it & /PE/PVDC film and aluminum foil, 25 blisters with
6nﬂcm§ IR 25 patient information leaflets in a carton. / TTo 20
S TabneTok B OIHCTEp M3 MIIEHKH TPEXCIOHHOI
[TOTH BHHHJIXJIOPHIHON
(mmamem‘;ﬁ’j (IBX/ITD/TIBIIX) 1 amomusnesoit o, [To 2
OB R X TP HOR) 1 HH 3 OmHCTepa BMECTe ¢ MHCTPYKLKEH 110
TR IPHMEHEHHIO B KapTOHHYIO mauky. ITo 20 tabnerok
GIHCTEpOR B KapmHHy;O o B GJIMCTED W3 NUIEHKH [OJIHBHHHIXIOPUIHOM
A S M Y (nonMATHIIEHOBO# / TOMTMBUHUIAGHXIIOPH/IHOMN ) H
T — ¥ anoMuHHeBoi Goneru, no 25 6nuctepos B
’ KapTOHHYIO Na4YKy C BIOKEHHEM 25 HHCTPYKLHI o
MPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B cooteerctBuu ¢ HJ{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temnepatype e
XpaHEeHUS Brime 25 °C.
14 | Shelflife / Cpox rogsocTH 3 years /3 roma

Remarks : The Product conforms to ND/

Mpumeuanue: MpoaykT cooteeTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3akntwoyenue: OQOBEPEHO

Checked by QC In-Charge /
[HokymeHT npoeepeH OKK: "\fa aud

Approved by QA In-Charge /
HokymeHT opobpeH OOK:

B

Date /
[ara:

O03-08 2022

Date /

fata: O - PO
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