CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Cipla

Page 10f 4 /Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

TMpoayir: CEHAJE®, TABJIETKH 13,5 mr

482137

Batch Quantity / O6bem cepun:

5853packs / ynakosox

Batch No / Cepus Ne :

AR No / Auanurnyeckuii otyer Ne : ARF/213/2022|Date of Analysis / lata ananuza: 01.10.2022

09/2022

Date of Mfg / lata npoussoacrsa:

Date of Expiry / I'ogen go:

08/2025

Analysis performed according ND / Ananus nposeaén no H/[: TINO013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Tloxazarenn

Ne Result / PesyabTars:.

Specification / Hopma

1 Description / Omicanue

Complies / CootBercTByeT

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 kpyrasle TabneTkn co
CKOUIEHHBIMH KPASIMH OT KOPHYHEBOTO [0 TEMHO-
KOPUYHEBOTO 11BeTa € BKparuieHusaMi. Ha oxgHoii
cropone TabneTku BrgasneHo cnoso «CIPLA», Ha
JIpYTOil - THHHSA Pa3ioMa.

2 Identification / ITopmuuHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByer Oxpammparue aMMHAYHOrO PacTBOPa B KPacHLIH
AHTPaXHHOHOBBIE TTTHKO3H]IBI , S _
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBercTBYyET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / B pems
YAEpXKHBAHHA OCHOBHOIO IHKA HA XPOMaTOrpaMme
HCIIBITYEMOr0 PacTBOPA HOJDKHO COOTBETCTBOBATE
BPEMEHH Y IeP3KHBAHUL OCHOBHOIO MHKA HA
XpOoMaTOrpamMMe CTAHAAPTHOTO PacTBOpa
MeTHInaparuapokcubensoara (pasmen
«Metunmnaparuapokcubensoar).

3 | Average weight / Cpenuss
macca

186.10mg / 186,10Mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akniovyeHue: OOEPEHO

Checked by QC In-Charge /(" ?

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: ) Qier LokymeHT ogobpeH OOK: @ﬁ*‘/"“'
Date / 1. 10.90 Date / (. o
Jara: 21 - 18 mont, Oara: \3-10-2022~

FMQCO003-15-06

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
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJETKH 13,5 mr

Date of Mfg / laTa npousBoacrea:

Batch No / Cepus Ne: 482137 Batch Quantity / O6bem cepun:  5853packs / ynaxosok
AR No / Anannruyeckuii oryer Ne : ARF/213/2022|Date of Analysis / {aTa ananuza: 01.10.2022
09/2022 Date of Expiry / I'ogen go: 08/2025

Analysis performed according ND / Ananus nposenén no H/I: T1 NO13745/01-091017, Mam. Ne 1 oT 17.04.2020

Test / Ioxazareas

Ne Result / PesyasTaTsi

Specification / Hopma

4 | Uniformity of weight /
OnHOpOOHOCTE TIO Macce

Complies / CootserctByeT

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

OnHOPOHOCTL NO3UPOBAHHS

5 | Loss on drying / IloTeps B 2.5% NMT 6.0 % / He Gosee 6,0 %
macce HpH BblCYU.IHBaHPIPI
6 | Dissolution / 83-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV =535 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 <LI. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

ITokasatens npuemnemocta ans n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npesbimaer L1,
TIPOBOJAT HCIBITAHHE Ha cnenyroinux 20 obpasnax.
Jnsa n=30 AV <L1. Bce 3Ha4eHns X1 NODKHBI
YIIOBJIETBOPSATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuectsennoe onpeneneHne
(Cnextpodotomerpus)

13.92mg/tab /

13,92mr/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 (ot 90,0 mo 115,0 %)
CEHHO3MIOB B NepecyeTe Ha CeHHO3HA B B oxHOi
Tabnerke.

Remarks : The Product conforms to ND/
MpumeyvaHue: MpoaykT cooteeTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknwouenue: OQOEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: @Q Cile

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

FE-

Date /

P 0Y-10-2022__

Date /

1 .\0 221
[ara: 13-\

FMQC003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

MNpoaykr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne: 482137 Batch Quantity / O6bem cepun:  5853packs / ynakosok
AR No / Auanutuueckuii oruer Ne : ARF/213/2022|Date of Analysis / laTa ananuza: 01.10.2022
Date of Mfg / lata npoussogctea:  09/2022 Date of Expiry / T'ogen go: 08/2025

Analysis performed according ND / Ananus npoeenén no HJ/I: II NO13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / Pe3yabTaTh! Specification / Hopma
Test / Iloxazarens
9 | Content of Methyl 0.047mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepixaune
meTuinaparuapoxcubensoara 0.047mr/1a6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuosnoriueckas Y4cTOTa

10a) | Total Aerobic microbial count /
O61uee yncno a3pobubix 10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /r
count / Obwiee yucno <10
MJIEeCHEBLIX H ILPOMCBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He Gonee 107 /v
bacteria/ Y croiitusbie k
JIEHCTBHIO YKEJTYH
rpamMoTpHIaTesbHble OaKTepHH

10 d) | Staphylococcus aureus Absent /OTtcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 r

10¢) | Escherichia coli Absent /OtcyTcTByioT Absentin 1 g/ OtcyrctBues 1 r

10) | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / Orcyrcrene s 10 g

Remarks : The Product conforms to ND/
Mpumeyarne: MNpoaykr cooteeTcTByeT Tpebosaxusam H

Conclusion : APPROVED /
3aknioyeHue: OJOEPEHO

Checked by QC In-Charge /
[NokymeHT nposepeH OKK: O\ ar e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

YL

Date /

nora  O110-2022

Date /

! \3 \o-2022
OaTa:

FMQC003-15-06
’
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At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512 .
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482137

Batch Quantity / O6bem cepuu:

5853packs / ynakosox

AR No / Ananuruueckuii oruder Ne :

ARF/213/2022|Date of Analysis / laTa ananuza: 01.10.2022

Date of Mfg / lata npoussoacrsa:  09/2022

Date of Expiry / I'onen go:

08/2025

Analysis performed according ND / Ananus nposenén mo H: I1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyasTaTnt

Test / IlokazaTenn

Specification / Hopma

11 | Package / YnaxoBka
in a blister made of

OyHCTEp M3 IIEHKH

(nonuatuneHoBoi/

MO NPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

HOJ'IHBHHHJ'IXI[OPH,E[HOI"i

TONUBHHAACHXJIOPHIHON ) H
anroMuHueBo# ¢onery, mo 25
6aMCTEPOB B KAPTOHHYIO MAYKY
C BJIOYKEHHEM 25 HHCTPYKIHI

Package / Ynaxoska - 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 OMCTEp U3 MIEHKH TPeXCIIOHHOI
(MBX/MIS/MIBAX) u amomuuuesoii donsru. ITo 2
unu 3 GnucTepa BMECTE ¢ MHCTPYKIHE 1o
[PUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerox
B OJIMCTEP U3 [UIEHKH NOJMHBHHUIXJIOPHAHOH
(MONMMATHIEHOBOH / NONHBHHIIAEHX JIOPHHOI) 1
anmoMuEHeBoH doneru, mo 25 Gnuctepos B
KapTOHHYIO Na4Ky ¢ BAOXKEeHHeM 25 MHCTPYKIUHIH N0
NPHUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cootBerctBHH ¢ H]T

13 Storage conditions / Ycnosus

XPaHEHHS Beite 25 °C.

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

14 Shelf life / Cpok romHOCTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTCcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akmoyenue: OOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / =
JokymeHT nposepeH OKK: ) s HokymeHT ogo6peH OOK: @
Datel 0‘1 5 10. 9_011 Date.I \_?) “'\O"LO"&"I’/

[ara: Dara:

FMQCOO.'S -15-06
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