Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482030

Batch Quantity / O6beM cepun:

5848 packs / ynakoBok

AR No / Asamaragecknii ot4er Ne :

ARF/076/2022|Date of Analysis / laTa amammsa:  23.03.2022

Date of Mfe / lara nponsBegersa:  03/2022

Date of Expiry / I'onen ne:

02/2025

Analysis performed according ND / Anamns nposeagn mo HJI: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Iloka3areis

Result / PesyabraTni

Specification / Hopma

1 | Description / Onucanue

' 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 kpyrisle TabneTku co
CKOHIEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOTO 1[BETA C BKpanmneHuamu. Ha oxroi
cropore Tabnerky BegaeneHo cinoso «CIPLA», Ha
ZIpyTOii - THHUA pa3noMa.

2 | Identification / Honmmrlom

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T, CootsercrByer 3:3Tamusaﬂne aMMHA4HOTO DAacTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTayer chromatogram of the sample solution should
MeTtumnaparuapokcubeHsoar corresponds to the retention time of the principle
| (B2XX) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KHBAHUS OCHOBHOTO ITHKA HA XPOMATOrpaMme
HCTIBITYEMOTO PacTBOPa AOJDKHO COOTBETCTBOBATE
BPEMEHH YIEPXHMBAHHUA OCHOBHOI'O IMHKA HA
XpOMATOTrpaMMe CTaHIapPTHOrO PacTBOpPa
MeTHnaparunpokcubensoata (paszuen
«MerunmaparunpokcubeHsoar).
3 | Average weight / Cpenusis 186.76mg / 186,76Mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/
MNpumeyanume: MNpogykT cooTeeTcTBYET TpeboaHuam HJ

Conclusion : APPROVED /
3aknrovyenune: OQOBPEHO

Checked by QC In-Charge /

i Approved by QA In-Charge / —
[okymeHT nposeper OKK: “'l ) Lt HokymenT ogobpeH OO0K: =
e e 5503 aent

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus No: 482030

Batch Quantity / OGnem cepun:

5848 packs / ynaxorox

AR No / Asanaraaeckuii orger Ne : ARF/076/2022|Date of Analysis / lara ananmsza: 23.03.2022

Date of Mfe / lara npomsoacrea:  03/2022

Date of Expiry / I'omen go:

02/2025

Analysis performed according ND / Amamms nposenén mo HJI: IT1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

OnHOPOAHOCTL JO3UPOBAHHA

Ne Test / lokazaTens Result / PesyabTarThl Specification / Hopma
4 | Uniformity of weight / Complies / CootseTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7 )5
OnHOPOIHOCTD 1O Macce %
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / [Totepa B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIHBAHIH
6 | Dissolution / 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos gepes 120 mux
7 | Uniformity of Dosage units / AV=50 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.

TToxasarens nmpuemiaeMocty s n=10 AV <L1.

B cnyyae, ecnu 3Havenne AV npesbimaer L1,
TIPOBOJAT UCTIbITAHKE Ha cnexyromux 20 obpa3suax.
Hns n=30 AV <L1. Bce 3HaueHHs Xi JOJIKHBI -
YAOBJIETBOPATE HEPABEHCTRY:

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

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

MpumeyaHue: MNpoaykT cooTBeTcTByeT TpebosaHnam HI

8 | Assay (Spectrophotometry) ‘From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
" | KonmgecTennoe omnpenenenue 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrexrpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)
' 13,88 mr/Tab CEHHO3HWJIOB B NepecdeTe Ha CeHHo3uz B B oaHOIM
tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akntoyenue: OQOBPEHO

Checked by QC In-Charge
[JokymeHT npoeepeH OKK: 5 Qe

Approved by QA In-Charge / .
DokymeHT ogobper OOK: %

Date /

Dara: 2.3.03-2022—

Date /

Oata: *+3-93.2027

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIN3A
Page 3 of 4/ Crp. 3 n3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 482030 ' |Batch Quantity / OGnem cepum: 5848 packs / ynaxosok
AR No / Anasmarrgecknii otaer Ne : ARF/076/2022 | Date of Analysis / iata amanmza:  23.03.2022
Date of Mfg / Jlara npomssoacrea:  03/2022 Date of Expiry / I'ogen no: 02/2025

Analysis performed according ND / Anamas nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IokasaTeas Result / PesyabTaTn Specification / Hopma
9 | Content of Methyl 0.044 mg/tab 0.028 — 0,056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHITIaParnApoKCHOeH30aTa 0,044 mr/Tab
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 4HcTOTa

10a) | Total Aerobic microbial count /

Obimee gucno aspobHBIX <10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBmee yucio <10
ILIECHEBBIX ¥ APOJIOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative . Absent /OtcyrcTByioT Not more than 10” / g / He 6onee 10° /r
bacteria/ Ycroitunseie K
IeHCTBHIO JKe4H
rpamMoTpHuaTenbHbie OakTepuu
10 d) | Staphylococcus aureus Absent /OrcyTcTByIOT Absentin 1 g/ OrcyrcrBre B 1 ¢
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcrBue s 11
106) | Salmonella Absent / OrcyrcTByOT Absent in 10 g / Orcyrcrue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cooTeeTcTByeT TpebosaHuaM HY | 3akntouenue: OOQOBPEHO
Checked by QC In-Charge /T >» 0 ans Approved by QA In-Charge / 4
HokymeHT npoeepeH OKK: Jr HoxymenT ogobpen OOK: M’
Date / Date / ;
N 2 2.0% « 27
flata: o b Aarta; T e

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
" CEPTUOUKAT AHAJIN3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 482030

Batch Quantity / O0nem cepum:

5848 packs / ynaxoBox

AR No / Ananura4geckuii orger Ne :

ARF/076/2022|Date of Analysis / [lata amammsa:  23.03.2022

Date of Mfg / /lara npoussencrsa:  03/2022

Date of Expiry / I'ogen oz

02/2025

Analysis performed according ND / Anams nposeaén no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / TloxkazaTenn

Result / PeaynbTaTsl

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

Onucrep U3 IWIEHKU

(oMM THIIEHOBOI/

110 NPHUMEHECHHIO.

Package / Ymaxoska - 20 tablets

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

TIONMBUHHIIXIOPUAHOH

TIONMBHHUIIEHXJIOPHIHOM ) H
aIIOMHUHIEBOH (obry, no 25
OnUCTEPOB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 HHCTPYKLHH

Package / Ynaxoeka - 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 OMHCTEp H3 TUIEHKH TPEXCIOHHOH
(IIBX/I2/MIBAX) u amomunnesoit ¢oneru. Io 2
unu 3 6McTepa BMeCTe C MHCTPYKLMEH 110
NPUMEHEHHIO B KapTOHHYI0 ma4ky. ITo 20 Tabnerox
B ONHCTEp B3 IUIEHKH TIOJTHBHHILIXIOPHIHOMH
(Mom3THNIEHOBOH / NONMBUHIIIEHXIOPHAHON) 1
aMOMHHHUEBOH (OoNBry, 110 25 GrHCTepoB B
KapTOHHYIO Ma4yKy C BIOXKEHHEM 25 HHCTPYKLIHH MO
MPHUMEHEHMIO.

12 | Labeling / Mapkuposka According to ND /

B cooTeercreuu ¢ HI|

13 Storage conditions / Ycnosus

XpaHEeHUA Beime 25 °C.

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

14 Shelf life / Cpox rognoctn 3 years /3 rogna

Remarks : The Product conforms to ND/
Mpwumeuanne: MNpogykT cooTeeTcTByeT TpeboBaHuam HA

Conclusion : APPROVED /
3aknmwuenune: OQOBPEHO

Checked by QC In-Charge / &I@” ——

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

B

Date /

[fara: 23:03.2022—

Date /

[ata: PBedl R

FMQCO003-15-06

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




