Cipla

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIU3A

Pagel of4/Crp.1 13 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus No :

482068

Batch Quantity / Oobem cepum:

5852packs / ynakosok

AR No / Amannraaeckmii oraer Ne : ARF/130/2022

Date of Analysis / lara ananusa: 06.06.2022

Date of Mfg / lata npoH3BOACTBA!

05/2022

Date of Expiry / I'onesn mo:

04/2025

Analysis performed according ND / Anamms npoeenén mo H/[: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / IMoxka3zaTens

Result / PesyabTars:

Specification / Hopma

Description / Onucanue

Complies / CooTBercTBYyeT

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 TabneTkn co
CKOLIEHHBIMHU KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOpPHHYHEBOTO LBeTa ¢ BKparneHuaMu. Ha ool
cropoHe Tabnerku BbimaBieHo cinoBo «CIPLA», Ha
Apyroi - MAHKA pa3noMa.

2 | Identification / ITognuHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBercTByeT OkpalniBaHie aMMHAYHOTO pacTBOpPA B KPacHbI

AHTPaXHHOHOBBIE TTHKO3HIbI S,

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsetcTByeT chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBaHHA OCHOBHOTO MHUKA Ha XPOMATOrpaMMe
HCTIBITYEMOTO PacTBOPA NOJUKHO COOTBETCTBOBATH
BPEMEHH YAEpP)KUBAHUA OCHOBHOTO MHKA Ha
XpPOMAaTOIrpaMMe CTaHIapPTHOIO pacTBoOpa
MeTuanaparuapokcubensoara (pasaen
«MeTunnaparuapokcubeH30ar).

3 | Average weight / Cpenusis
macca

189.26mg / 189,26Mmr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyuanume: MNpogykT cooTBeTCTBYET TpeboaHusm HI

Conclusion : APPROVED /
3akmouenue: O0OBPEHO

Checked by QC In-Charge / N
JokymeHT nposepeH OKK: C\;ﬂ aue

Approved by QA In-Charge / i
HOokymeHTt opobper OOK: %L

Date /
Hara:

O 06 2022

Date /

OG-0b 202t
[ara:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482068

Batch Quantity / O6nem cepun:  5852packs / ynakesox

AR No / Asasmtiyecknii oraer Ne : ARF/130/2022|Date of Analysis / Jlata ananmsza: 06.06.2022

Date of Mfg / lata nmpomssoacrea:  05/2022 Date of Expiry / I'ogen mo: 04/2025

Analysis performed according ND / Anamms nposenén mo HJI: T N013745/01-091017, Usm. Ne 1 ot 17.04.2020

MNe

Test / loxazaTens

Result / Peayabratsi Specification / Hopma

4 | Uniformity of weight /
OnnoponsocTs no Macce

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

Pacreopenue

5 | Loss on drying / TToTeps B 1.7% NMT 6.0 % / He Gonee 6,0 %
MAacce NpH BbICYIIHBAHUH
6 | Dissolution / 83 -91% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos yepes 120 MuH

7 | Uniformity of Dosage-units /
OnnopomHOCTb 103UPOBAHHS

AV=50 The acceptability index forn =10 AV<LI.
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.
IMokasaTens npuemnemocts s n=10 AV <L1.
B cnyuae, ecnu 3sHauenne AV npesbimraer L1,
MPOBOMAT MCIBITAHHE Ha creayromux 20 obpasnax.
Jst n=30 AV <L1. Bce 3HaueHus Xi ZOKHEI
YAOBNETBOPATH HEPABEHCTBY:
M=xi| < 0,01 x L2 x M,

=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonudecTseHHOE ~ OIpeneneHne

(Cnexrpodoromerpus)

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

14.01 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 po 15,53 mr (ot 90,0 mo 115,0 %)

14,01 mr/ra6 CEHHO3MMIOB B MepecyeTe Ha cenHo3un B B onHoi
tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr coomeTcrsyeT TpebosaHuam HA | 3akmouenue: OAOBPEHO

Checked by QC In-Charge £

[HokymeHT nposeper OKK: \| Qg HokymeHT ogobper QOK:

Approved by QA In-Charge / !rg -

Date /

Dara: 0. 062021

Date /

fata: 0k 062022
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CERTIFICATE OF ANALYSIS

“

CEPTHO®HUKAT AHAJIN3A

Cipla

Page3 of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust No : 482068

Batch Quantity / O0bem cepun:  5852packs / vnaxkosox

AR No / Anasmragecxknii oraer Ne : ARF/130/2022|Date of Analysis / lata anamsa:  06.06.2022

Date of Mfg / lata npoussoncra:  05/2022 Date of Expiry / I'ogen no: 04/2025

Analysis performed according ND / Anamms nposenén mo HJI: TT N013745/01-091017, Mi3m. Ne 1 ot 17.04.2020

No Result / Pesyabrarsi Specification / Hopma
Tesi / IokazaTenn
9 | Content of Methyl 0.049 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ -
Conepxanue
meTuinaparuapokcubensoara 0,049 mr/tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas 4McTOTa

10a) | Total Aerobic microbial count /
Ob6uee uucno aspobHbIX
MUKPOOPraHH3MOB

<10 Not more than 10* cfu/ g / He Gonee 10* /r

105) | Total combined yeast and mould
count / OBmee umcio

Not more than 10% cfu/ g /He Gonee 10° /r

<10
IUIECHEBBIX H [IPOIKIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OrcyTcrByioT Not more than 107 / g / He Gonee 107 /r
bacteria/ Ycroiiuusele K
JIEFCTBHIO JKEJIHH
rpaMoTpHLaTenbHbie DakTepun
10d) | Staphylococcus aureus Absent /OrcyTcTByIOT Absentin 1 g/ OrcyrctBHe B 1 T
10¢) | Escherichia coli Absent /OrcyTeTBYICT Absentin 1 g/ OrcyrcrBres I r
100 | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /Orcyrcteue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanume: MNpoaykr cooTBeTcTByeT TpebosarHusm HA | 3awnuenne: OQOBPEHO

Checked by QC In-Charge [ (~\ - Approved by QA In-Charge / e
[lokymenT nposeper OKK: |3 ¢ St [lokymeHT 0noBper OOK: @i
Date/ «~g.06. 2022 Date /

Hara:

©Ob6'06L.20272

Hara:

FMQC003-15-06

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




Cipla

- CERTIFICATE OF ANALYSIS
N CEPTUPHKAT AHAJIU3A

Page 4 of 4/ Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482068

Batch Quantity / O6bem ceprm:

5852packs / ynaxkosok

AR No / Ananuruyecknii oraer Ne :  ARF/130/2022|Date of Analysis / Jlata apanmza: 06.06.2022

Date of Mfg / Aara npoussoactea:  05/2022

Date of Expiry / Tomes no:

04/2025

Analysis performed according ND / Anamis nposenén no HJI: IT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Test / TloxazaTenn

Ne Result / PesyasTatst

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OrmucTep U3 nIeHKH

(nosaTHIEHOBOI/

10 TIPUMEHEHHIO.

Package / Ynakogka - 20 tablets

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

MOJTHBUHMITXIOPHTHOH

MONMUBHHUIIIEHXTIOPUIHOM) 1
AMOMHHUEBOH (onsry, no 235
GuCTEpOB B KAPTOHHYIO MaYKy
C BJIOJKEHHEM 25 UHCTPYKIHii

Package / Ynakogka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC fiim 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. / Ilo 20
Tabnerok B GHCTEp U3 IUIEHKH TPEXCIOHHOM
(MIBX/ATS/MIBIX) u amomunuesoit donbru. Tl 2
win 3 GMcTepa BMECTe ¢ MHCTpYKLHeii 110
NPHMEHEHHIO B KapTOHHYTO mayky. ITo 20 Tabnerox
B OJIHCTEP H3 MIEHKH NONTHBHHUIXJIOPUIHOHN
(momM3THIEHOBOI / MONHEHHUIIEHXIOPUAHOI) 1
amoMuiHeBol donbry, mo 25 GnucTepos B
KaPTOHHYIO Na4Ky C BJIOXKEHHEM 25 HHCTPYKITHH IO
NPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorsercTeuu ¢ H]J

13 Storage conditions / Ycnosus

XpaHeHust Beiie 25 °C.

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

14 Shelf life / Cpox roguocTH 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumeyuanume: Mpoaykr cooTeeTcTBYET TpeboBaHMaM HJ]

Conclusion : APPROVED /
3akntovyenue: OQOBPEHO

Checked by QC In-Charge /, |
DNokymeHT nposepeH OKK: @mﬁl—-_@

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /

}]aTa' O6Ge B2 0L

Date /

Dare: Ot-06-202-2
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