Cipia

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 1 of 4/ Crp. 1 13 4
Product: SENADE TABLETS 135 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483026 Batch Quantity / O6bem cepun:  5841packs / ynakoBok
AR No / AnanaTagecknii oraer Ne : ARF/048/2023 | Date of Analysis / /lara anasmza:  17.04.2023
Date of Mfg / lara nponssoacrsa:  03/2023 Date of Expiry / I'onen a0: 02/2026
Analysis performed according ND / Auaans nposenén nmo HJI: T1 N013745/01-180522
Ne Result / Pesyabrarsi Specification / Hopma
Test / MoxkazaTean

1 | Description / Onucanue

Complies / CooTsercrayer

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 kpyreie Tabnerkn co
CKOLUIEHHBIMH KPasiMH OT KOPHHYHEBOIO 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKparennsmu. Ha oxHoO#
cropoHe Tabnerkn BoiasaeHo ¢noso «CIPLA», Ha
APYTO# - JIMHUS Pa3JIOMa.

2 | Identification / IToanuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
& ) CootsercrByer OkpairiBaHie aMMHAYHOTO DACTBOPA B KDACHHbI
HTPaXHHOHOBbIC TTHKO3HIbI er,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTsyer chromatogram of the sample solution should
Merunnaparuapokcibessoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yZAep/KHBAHHS OCHOBHOTO MHKA HAa XPOMATOrpaMMe
MCIBITYEMOr0 PacTBOPa AOJKHO COOTBETCTBOBATH
BPEMEHH YAep)KHBaHUs OCHOBHOTO MHKa Ha
XpOMaTorpaMMe CTaHIapTHOTO pacTBopa
MeTHanaparuapoxcnbensoara (pasnen
«Merunnaparsapokcubensoar).

3 | Average weight / Cpenuss
macca

190.89mg / 190,89mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks - The Product confarms to ND/
Mpumeyanue: MpoaykT cootsetcTayeT TpebosaHuam HU

Conclusion : APPROVED /
3aknwuenue: OOOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposeper OKK: /@0/3@, [okymeHT ogobpeH OOK: %éﬁ)f/
Date / Date / .
[ara: 29Q2.04-92m3 [lata: BNy R0 25

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOWKAT AHAJIM3A
Page 2 of 4/ Crp. 2 w3 4
Product: SENADE TABLETS 13,5 mg IpoaykT: CEHA}IE‘, TABJETKH 13,5 mr
Batch No / Cepusi Ne : 483026 Batch Quantity / Oobem cepun:  5841packs / ynakoBok
AR No / Anasnrauecknii orger Ne : ARF/048/2023 | Date of Analysis / /lara ananmsa:  17.04.2023
Date of Mfg / Jlara nponssoacrea:  03/2023 Date of Expiry / I'ogen 1o: 02/2026
Analysis performed according ND / Ananus nposenén mo H/I: T NO13745/01-180522
Ne Result / PesyabTaThl Specification / Hopma
Test / Tlokaszareanb

4 | Uniformity of weight / Complies / CooTtBercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7,5
OnHOPOIHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ue Gonee = 15%

5 | Loss on drying / TToteps B 2.4% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICYIHBAHHH

6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenno3nnos 4epes 120 Mus

7 | Uniformity of Dosage units / AV=49 The acceptability index forn=10 AV <LI1.
OnHOPOAHOCTD JO3HPOBAHUA 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 * L2 x M.

L1=15.0; L2=25.0.

[Nokasarens npuemiemocTs o n=10 AV <L1.

B cnyuae, ecnn 3Hauenue AV npessiuaer L1,
NpOBOAAT HCMbITaHHE Ha cneayomux 20 obpasuax.
Jns n=30 AV < L1. Bce 3HaueHns Xi AO/DKHBI
YAOBAETBOPATH HEPABEHCTBY . '

[M=xi| 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTBeHHoe omnpenenexue 14.09 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,09mr/1a6 CEHHO3MIOB B TIepecyeTe Ha CeHHO3ua B B oaHON
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTayeT TpebosaHusm HO

Conclusion : APPROVED /
3aknouyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

LlokymeHT nposepeH OKK: @Eﬁ- [lokymenT opobper OOK: %
Date / Date / o04- 20
fara: 20420, 3 [ara: =2

FMQC003-15-07

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
CEPTHO®HKAT AHAJIW3A

Cipla

Page3 of 4/ Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 483026 Batch Quantity / O6bem cepan:  5841packs / ymakoBok
AR No / Anaanmuaecknii oraer Ne : ARF/048/2023 | Date of Analysis / lara ananuza: 17.04.2023
Date of Mfg / Jlata nponssoacrsa:  03/2023 Date of Expiry / I'oaen go: 02/2026

Analysis performed according ND / Anams nposenén no H/I: [T N013745/01-180522

Ne Result / PesyabTaTsi Specification / Hopma
Test / MMokasarensn
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conep:xanne
MeTH/ITaparuapokcnoensoara 0.049mr/Tab
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobnosnornyeckas 4McToTa

108) | Total Aerobic microbial count /

O61iee 4MCI0 a3POGHBIX 20 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHHu3MOB

10b) | Total combined yeast and mould Not more than 10° cfi/ g /He Gosee 10° /r
count / O6muiee uucno <10
TJIECHEBBIX H APOXIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTByROT Not more than 10 / g / He Gonee 10° /r
bacteria/ YcroiiunBble k
JICHCTBHIO JKEJTYH
rpamMoTpHuaTe/IbHbIe DaKTepUH

10d) | Staphylococcus aureus Absent /OtcyreTByroT Absent in 1 g/ Otcyrctie s 1 1

10¢) | Escherichia coli Absent /OrcyTeTBYIOT Absentin | g/ OrcyrcrBue 8 1 r

109 | Salmonella Absent / OrcyTeTBYIOT Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanme: Mpoaykr cootBetcTayeT Tpebosanuam H | 3aknoyenne: OQOEPEHO

Checked by QC In-Charge / P Approved by QA In-Charge /

LokymenT nposepeH OKK: ot HokymeHT ogobper OOK: %
Date / Date / DD

fara: 29-04-122 2 fata: o bt

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepuna No : 483026

Batch Quantity / O6bem cepun:

5841packs / ymakoBox

AR No / Anasmraaecknii oraer Ne : ARF/048/2023

Date of Analysis / /laTta anaimza:

17.04.2023

Date of Mfg / /lata nponssoacrsa:  03/2023

Date of Expiry / I'oaen f0:

02/2026

Analysis performed according ND / Anann3 nposeaén mo HJI: TI N013745/01-180522

Ne

Test / Tlokazareib

Result / PesyabTarTst

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

GaucTep H3 MIEHKH
MOJMBHHHIIXTIOPHIHOH
(monMaTHIEHOBOI/

0 MPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MONUBHHUITIEHXIOPHAHOH)
amoMuHHeBO# donsru, no 25
GNHCTEPOB B KAPTOHHYIO MayvKy
C BIIOJKEHHEM 25 MHCTPYKLIHIA

Package / Ynakoska - 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 ONUCTEP M3 TUIEHKH TPEXCNOHHON
(TIBX/TIDIBAX) u amomurmeBoii dossri. [To 2
win 3 GamMcTepa BMeCTe C HHCTPYKLHE no
MPUMEHEHHUIO B KapToHHYIO natuky. ITo 20 Tabnerok
B OnucTep U3 NIIEHKH NMOJTHBHHHIXJIOPHIHOM
(noNM3THIIEHOBO / NOIMBHHHILIECHXIIOPHIHOI) 1
aMOMHHHEBOH (honbry, no 25 Gnucrepos B
KAPTOHHYIO NIAYKY C BIOKEHHEM 25 WHCTPYKIHHA no
TIPMMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercreun ¢ HJI

Storage conditions / Ycnosus
XpaHeHHs

13
soime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TemmnepaType He

14

Shelf life / Cpok ronsocTH 3 years /3 roza

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooTseTcTayeT TpebosaHmnam HI

Conclusion : APPROVED /
3axknoyenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

% 3 -
[lokymeHT nposepeH OKK: %\}"O’E LlokymeHT ofobpeH O0K: (Mij/
Date / Date / e
[lata: 2a.04 9207 [lava: 24 -0U-202%
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