.

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJM3A

Pagelof4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIEY, TABJIETKM 13,5 mr

Batch No / Cepun Ne: 484071

Batch Quantity / O6nem cepum: -

5844packs / ynakosox

AR No / Ananwrnuecknii oruer Ne : ARF/149/2024

Date of Analysis / lata ananuza: 28.08.2024

Date of Mfe / laTa nponssonerea:  08/2024

Date of Expiry / I'onen po:

07/2027

Analysis performed according ND / Ananus npopeaés no HJI: IT N913745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / [Moxazareib

Result / PesynisTaThbl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTCTBYET

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 Kpyriasie TabAETKH CO
CKOLWEHHBIMH KPAsMH OT KOPHIHEBOTO 10 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKparieHusiMu. Ha onHoit
cropone TabneTku BuiaasieHo cioeo «CIPLA», Ha
Zpyroit - TWHUA paznoma.

2 Identification / TToanwHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal -solution turns a reddish colour /
CooTseTcTBYyeT OkpaniBanne aMMHaYyHOTO PacTBOpPa B KpacHbiii
AHTPaXMHOHOBBIE MTHKO3H/IbI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooteeTcTBYeT chromatogram of the sample solution should
MetunnapargapokcndensoaT corresponds to the retention time of the principle
(BOHX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yAepHCHBAHMA OCHOBHOIO MUKA HA XpoMaTtorpamMmme
HCTBITYEMOrO PacTBOpA JOJIHO COOTBETCTBOBATH
BPEMEHH YAePIKHBAHUS OCHOBHOIO MHKA Ha
XpoMaTorpamMmme CTaHAAPTHOrO pacTBOpa
merunnaparuapokcubensoara (pasien
«MeTtunnaparnapokcudensoar).

Average weight / Cpeauss
macca

(95 ]

188.16mg / 188,16mr

189.99 mg £7.5% / 189,99 mMr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootseTcTayeT TpebosanHuam HO

Conclusion : APPROVED /
3aknroyenune: OQOBPEHO

Checked by QC In-Charge / Et“)

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

P

Date /

HokymeHT npoBepeH OKK:
2 ¥ 98 2o2ly

Hara:

Date /

o-~08-
Lata: 5 o1
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cipla

CERTIFICATE OF ANALYSIS

.

CEPTHDOUKAT AHAJIV3A
) Page20of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne: 484071

Batch Quantity / O6bem cepun:  5844packs / ynakosok

AR No / AnanuTugecknii oraer Ne : ARF/149/2024 | Date of Analysis / Jlata ananuza: 28.08.2024

Date of Mfg / lata npoussoncrsa: _ 08/2024 Date of Expiry / T'ogen no: 07/2027

Analysis performed according ND / Anann3 nposeagn no HL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT NG13745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / IMoka3aTeinb

Result / PeayabTaThbl Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsercTByeT 18/20 tablets NMT £ 7.5 %/ 18/20 ue Gonee +7,5

OAHOPOAHOCTD 1O Macce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss ondrying / [Toteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce Npu BbICYLIMBAHUH
6 | Dissolution/ 77-86% NLT 70 % (Q) of sennosides in 120 minutes

PactBopeHue

He menee 70 % (Q) cennosnnos uepe3 120 mun

7 | Uniformity of Dosage units /
OnHOPOIHOCTE [031POBAHNA

AV =57 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.

[Mokasarens npuemaemoctd aia n=10 AV <L1.

B ciyuae, eciu 3nadenne AV npesbimaet L1,
MPOBOAAT HCMBITAHHE Ha creayrorIux 20 obpa3uax.
Jlna n=30 AV <L1. Bee 3HaueHus Xi JOMKHBI
YIOBIETBOPATL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuyecTsennoe onpeaeiieHmle
(CnextpodoTomeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,07mr/1a6 CEHHO3M/IO0B B NEpecueTe Ha CeHHO3MA B B 01HOM
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooteetcTayeT Tpebosanuam H | 3aknwoyenne: OQOBEPEHO

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

HokymeHT npoBepeH OKK: %v‘ : HokymeHT oaobpex OOK: %P)ﬂt/
Date / Date /

fata: =% ° Sy [arta: ZovoBs 2024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTUOHMKAT AHAJIM3A

Page3 of4/Crp.3 uz 4

Product: SIL:NADE TABLETS 13,5 mg IIpoaykT: CEHA,[[EE, TABJETKH 13,5 mr

Batch No/ Cepusi Ne: 484071 Batch Quantity / O0bem cepuin:  5844packs / ymakoBoK

AR No / Ananntuuecxknii oruer Ne : ARF/149/2024|Date of Analysis / JaTa apanuza: 28.08.2024

Date of Mfp / lars nponzpoacta: _ 08/2024 Date of Expiry / I'ogen fo: 07/2027

Analysis performed according ND / Ananus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N(113745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / TokazaTennb

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CopepixaHue y
MeTHInapariapokcnoeH3oara 0,042mr/1a6
(BDIX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas 4ucToTa

102) | Total Aerobic microbial count /
O01wee yncno a3polbHbIX 20 Not more than 10 cfu/ g / He Gonee 10 /v

MHKpPOOpPraHu3iMoB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 107 /r
count / OButee uncno <10
TJIECHEBBLIX M IPOAGKEBLIX
rpubos

10¢} | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He Gonee 10°/r
bacteria/ Ycroitunpbie K
NefCTBHIO KeTun
rpamMoTpuLaTeLHbIe OaKTepUU

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absent in 1 g/ OtcytctBue B I T
10¢) | Escherichia coli Absent /OrcyTeTByioT Absentin 1 g/ OrcyrcrBue B I r
101) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / Otcyrctene 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mprxmeuanue: MNpogykT cooTsetcTyeT TpebosaHunam HO | 3akntoyenune: OQOBPEHO

Checked by QC In-Charge / ”F - Approved by QA In-Charge / 5
[okymeHT nposepeH OKK; o [okymeHT ogobper OOK: %
Date / Date / 0-0F- Lo

fara: @SBy [aTa: 2 L

FMQC003-15-09

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

h CEPTHU®VKAT AHAJIH3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484071

Batch Quantity / O6bem cepun:

5844packs / ynaxoBok

'AR No / Ananutnyeckuii oraer Ne : ARF/149/2024

Date of Analysis/ JlaTa ananuza: 28.08.2024

Date of Mfg / Jara npoussoscrsa:  08/2024

Date of Expiry / logen go:

07/2027

Analysis performed according ND / Ananus nposenén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTarhbt Specification / Hopma
Test / Moka3aTens
11 | Package / Ynaxosxa Package / - 20 tablet ;
= inazk;‘f‘;e::::;gi?a S Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
izt Tl 28 blistars ity | 3 blisters and a patient information leaflet in a
—— info,rmation leaflets jn | caTtON- 20 tablets in a blister made of PVC
o c:rton 1 TIo 20 Ta65eroi s /PE/PVDC film and aluminum foil, 25 blisters with
i '“3 bt 25 patient information leaflets in a carton. / 1o 20
[IDJIHBHpHH’IX.TIO — TabneTok B 6nMCTEP M3 TIIEHKN TPEXCNOMHOM
(HOHH3THJ;GHOBF(}Jﬁ ’ (MIBX/TIS/TIBJX) u amoMuauesoi Gousru. [To 2
AT GORINGH) win 3 GucTepa BMECTE C HHCTPYKLHEH 1o
PSS (boniru 10 25 NpUMEHEHHIO B KapToHHYEO nauky. [To 20 tabnerok
e s ;o s |15 QJIHCTEP W3 MNEHKH MOJHBUHUIXJIOPHHOMH
5 BJIO)KS s 2? mrcTy ok Y (MONM3THICHOBOM / NONMBUHUIAE HXTIOPUAHOI) U
-no B - PY anfoMUHUEBOH donbru, no 25 6aucTepPOR B
p ' KapTOHHYIO Ma4Ky ¢ BIOKEHHEM 25 MHCTPYKUMH MO
MPHUMEHEHHIO,
12 Labeling / MapxupoBka According to ND /
B cootBercTBuM ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMIIeparype He
XpaHEeHHsT BelLe 25 °C.
14 Shelf life / Cpok roaxocTs 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykt cooTseTcTayeT Tpebosanuam HA

Conclusion : APPROVED /
3akniouenue: OQOEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: "f/w

Approved by QA in-Charge /
HokymeHT opobpen OOK:

e

| Date/
Oara;

2w o8 2021

Date /

Hara: e ey

FMQC003-15-09
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