CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Cipla

Page1of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

MNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482136

Batch Quantity / O6bem cepumu:

5848packs / ynakosok

AR No / Ananutuyeckuii oruer Ne : ARF/212/2022

Date of Analysis / lata ananusa: 30.09.2022

Date of Expiry / I'onen no: 08/2025

Date of Mfg / Jata npoussoacrea:  09/2022

Analysis performed according ND / Ananus npoeenés no

HI: [INO013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / IToxazaTennb

Ne Resuit / Pesyabrarer

Specification / Hopma

1 Description / Onucanue

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. / Ilnockue kpyrasie Tabnetku co
CKOILIEHHLIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1{BeTa ¢ BKparuienusmu. Ha oxnoi
cropone TabneTtku BeiaaeneHo cinoeo «CIPLA», na
JAPYro# - THHHSA PasfioMa.

2 Identification / IomnuuaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tumms a reddish colour /
CooteercTBYeT OkpaiyBanie aMMHAYHOrO PACTBOPA B KPACHBI
AHTPaXHHOHOBBIE [IMKO3UBI sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CootBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoat corresponds to the retention time of the principle
(BXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP}KUBAHHUS OCHOBHOTO ITHKA HAa XPOMATOrpaMme
HCITBITYEMOr0 PacTBOPA NOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPKUBAHUs OCHOBHOIO MHKA HA
XpOMaTOrpamMme CTAHAAPTHOTO PacTBOpa
MeTHInaparaapokcubensoara (pasnen
«MerummaparuapokcudeHsoar).

3 Average weight / Cpenuss
macea

189.38mg / 189,38mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MMpoaykT cooTBeTCTBYET TPebosaHuam HL

Conclusion : APPROVED /
3akmoveHue: OAJOBPEHO

Checked by QC In-Charge?_ ~)
[lokyMeHT nposepeH OKK: \Bﬂ ane

Approved by QA In-Charge /
HoxkymeHT ogoBpeH OOK:

FHAE

Date /

0.08.2029
[ara: 3 9

Date /

e 12.y0. 2021

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482136

Batch Quantity / Oowem cepun:  5848packs / ynaxoBok

AR No / Ananurruecknii otyer Ne: ARF/212/2022|Date of Analysis / lara ananuza: 30.09.2022

Date of Mfg / Mara npoussoacrea:  09/2022 Date of Expiry / I'ogen ao: 08/2025

Analysis performed according ND / Auasus nposeaén mo HI: T1N013745/01-091017, Ham. Ne 1 ot 17.04.2020

PactBopenne

Ne Resuit / Pesymbrars Specification / Hopma
Test / Hokazareis
4 | Uniformity of weight / Complies / CootsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OaHOpPOIHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ae 6onee + 15%
5 | Loss on drying / TloTeps B 1.5% NMT 6.0 % / He 6onee 6,0 %
MacCe [PH BLICYIIHBAHUH
6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennozuzos uepes 120 mun

7 | Uniformity of Dosage units /
OnHOpoAHOCTE O3HPOBAHHS

AV=51 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.

Iokaszatens npuemnemoctu wis n=10 AV <L1.

B cryuae, ecnu 3nauenue AV npeseimaer L1,
IPOBOASAT UCTIBITAHKE HA cneayommx 20 obpasuax.
Hna n=30 AV <L1. Bce 3HaueHus Xi DODKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuecrsennoe onpenenense
(Cuextpodotomerpus)

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

14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,05mr/1a6 CEeHHO3HOB B NEPECcYeTe HAa CEHHO3M B B 0nHOi
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooTseTcTByeT TpebosaHusam H | 3aknoyenue: OJOEPEHO

Checked by QC In-Charge
[lokymeHT npoBepen OKK: {8 01 criee

Approved by QA In-Charge / _-,_314-—
[NokymeHT opobper OOK: %T:

Datel -C)L 4?.01'2_
Harta: 3o )

Date / ]2)\02_02’_2_,
Jara:

“FMQC003-15-06
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHA,I],E TABJETKH 13,5 mr

Batch No / Cepust Ne : 482136

Batch Quantity / O6nbem cepun:  5848packs / ynaxosok

AR No / Ananuruyueckuii oryer No : ARF/212/2022

Date of Analysis / laTa ananuza: 30.09.2022

Date of Mfg / laTa nponssoactea:  09/2022

Date of Expiry / I'onen no: 08/2025

Analysis performed according ND / Ananus npoeenén mo HJI: IIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Resuit / PesyabTaTs! Specification / Hopma
Test / IloxazaTenas
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copneprxanue
MeTHIIapardApokcHbensoaTa 0.048Mr/Ta6
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonorideckas 4ucToTa

10a) | Total Aerobic microbial count /
Obmee unucno a’3podHbIX 10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKDPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10% /r
count / Obmmee uncio <10
MJIECHEBBIX U JIPOIOIKEBBIX :
rpubos

10 ¢) | Bile tolerant gram-negative Absent /O1cyTcTBYIOT Not more than 10°/ g / He 6onee 107 /r
bacteria/ YcroiiduBbie K
OEHCTBHIO JKEeI4YH
rpamMoTpHUaTeNbHbIe DaKTepHH

10 d) | Staphylococcus aureus Absent /O1cyTcTBYIOT Absentin 1 g/ OrcyrctBHe B 1 T

i6¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ Orcyrctue B 1 1

109 | Salmonella Absent / OrcyTeTyoT Absentin 10 g / Orcyrcrsue s 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBETCTBYET TpeboBaHNAM

Conclusion : APPROVED /

HO | 3aknoyenue: OQOBPEHO

Checked by QC In-Charge Q]\C\
3 Cuelt

Approved by QA In-Charge /
OokymeHT ogoBpeH OOK:

G

Date /

[okymeHT npoBepeH OKK:
30-09,202 2
Hata:

Date /

1% (o 2027~
Harta:

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao

EMQC003-15-06

Kadam Marg, Lower Parel, Mumbai - 400013, ]ndla

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Cipla
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Product: SENADE TABLETS 13,5 mg

HponykT: CEHA,[lEé, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482136 Batch Quantity / Oonem cepun:  5848packs / ynakoBok
AR No / Ananurndecknii oryer Ne: ARF/212/2022|Date of Analysis / laTa ananuza: 30.09.2022
Date of Mfg / MaTa npoussoacrea:  09/2022 Date of Expiry / I'ogen no: 08/2025

Analysis performed according ND / Auanus nposeaén no H: TTN013745/01-091017, U3am. Ne 1 ot 17.04.2020

No

Test / IlokazaTens

Resuit / PesyabTaTst

Specification / Hopma

11 | Package / Ynakoska

Package / Ynaxoska - 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 Tabnerok B
GrcTep H3 NIEHKH

TTOJTH BHHUJTXJIOPUAHOIH
(nonuaTHNEHOBOFH/
NONMBHHANZIEHXTOPHTHOH ) H
amoMuHHeBol onbry, no 25
ONUCTEPOB B KAPTOHHYIO MAUKY
C BIIOXKEHHEM 25 HHCTPYKIHIA
[0 [IPUMEHEHHIO.

Package / Ynaxogka - 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
Tabnerok B GNHCTEp U3 MIEHKH TPEXCIOHHOMN
(IIBX/TIS/MIBAX) u amomunuesoii donsru. [To 2
uny 3 GaMcTepa BMeCTe C HHCTPYKUMEiH 1o
MPHMEHEHHIO B KapTOHHYHO nauky. 1o 20 Tabnerok
B OJIHCTEp M3 MIIEHKH MOJIMBUHHJIXIOPH/IHOH
(momuaTuneHOBOI / nonﬂsﬂﬂﬂmeuxnopnnﬂbii) u
amoMuHHeBol dombru, mo 25 Giuctepos B
KapTOHHYIO NAYKy C BIOKEHHEM 25 HHCTPYKUHMH 110
IPHUMEHEHHIO,

12 Labeling / Mapkuposka

According to ND /

B cootBerctBuu ¢ H]

13 Storage conditions / Ycnosus
XpaHEHHs

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

poimre 25 °C.

14 Shelflife / Cpok rogsoctu

3 years / 3 rona

Remarks : The Product conforms to ND/
NMpumeyaHue: NpoaykT cooTeeTcTBYET TpeboBaHnam HL

Conciusion : APPROVED /
3aknroueHue: OQOBEPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK: Naus

Approved by QA In-Charge /
HokymeHT ogobper OOK: %

Date /

& 20.09:2022

Date /

n \g'iO\LO'%'L—
arta:

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, Permem Goa -403512 )




