Cipla

CERTIFICATE OF ANALYSIS

LY

CEPTHOHUKAT AHAJIN3A

Pagel of4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 481148 Batch Quantity / O6bem cepumn: 5853 packs / ynakosok
AR No / Anasmraaecknii orger Ne : ARF/191/2021|Date of Analysis / Jlata amanmsza: 10.08.2021
Date of Mfg / Jlata npomssoacrea: 07/2021 Date of Expiry / I'onen no: 06/2024

Analysis performed according ND / Anarms nposeaén mo HJI: I N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / ITokazaTean

Result / PesyabTaTe:

Specification / Hopma

1 | Description / Ommucanue

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 kpyribie TabneTkH co
CKOINEHHBIMH KPasMH OT KOPHIHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKparmenusmu, Ha oaHoil
cropoHe Tabnerky BeigasneHo cnoso «CIPLA», Ha
ApPYTOi - TMHHUA pa3ioMa.

2 | Identification / ITomIuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
Cootsercrayer OxkpammMpaHie aMMHAYHOIO PACTBOPA B KPACHBIH
AHTPaXMHOHOBBIE TNTHKO3UbI - o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByer chromatogram of the sample solution should
MerunnaparuapokcubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
Y/lepAKUBAaHUA OCHOBHOTO MHKA HA XPOMATOrpaMme
HCIBITYEMOTO PACTBOPA NOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPKUBAHUSA OCHOBHOIO MHMK4 Ha
XPOMAaTOTrpaMMe CTaHIaPTHOIO PacTBopa
MeTHInaparuapokcubensoara (pasaen
«MerunnaparuapokcubeH30ar).

Average weight / Cpenmsis
Macca

(V8]

187.39 mg / 187,39 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumevaHue: MNpoaykT cooTBeTCcTBYET TpeboBaHWAM H/]

Conclusion : APPROVED /
3aknwyeHnune: OOQOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: Qwﬂe

Approved by QA In-Charge /
[okymeHT ogobper O0K:

B

Date /

Jara: O o]

Date /
HaTa:

\0 OB 202\
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

Y CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
- Page2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481148 Batch Quantity / O6bem cepum: 5853 packs / ynakoBok
AR No / Anasmarangeckmii orger Ne : ARF/191/2021|Date of Analysis / lara amanmsa:  10.08.2021
Date of Mfg / Jlata npomssoacrsa:  07/2021 Date of Expiry / 'onen no: 06/2024
Analysis performed according ND / Anamus nposenén mo HI: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020
Ne Test / IloxazaTean Result / Pe3yabrarst Specification / Hopma
4 | Uniformity of weight / Complies / CooTBeTcTByeT 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee +7,5
OIHOPOIHOCTB IO Macce %
, 2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToteps B 24% NMT 6.0 % / He 6onee 6,0 %
Macce MNnpH BBICYIIUBAHHUH
6 | Dissolution/ 80-91% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpenue He menee 70 % (Q) cenno3unos uepes 120 Mux
7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <L1.
OmHOPOAHOCTE I03UPOBAHUS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730
AV <L1. All values of xi must satisfy the
inequality:

[M-xi| < 0,01 x L2 x M.
L1=15.0;L2=25.0.
Tlokazarens npuemnemocrtu s n=10 AV <L1.

"B cnyuae, ecnu snayenue AV npeesiinaer L1,
TIPOBOAAT MCHBITAHKE HA creayomux 20 obpasuax.
Hdua n=30 AV <L1. Bce 3Ha4eHHs XI HOJDKHBI
yIIOBJIETBOPATH HEPABEHCTRY:

[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
KonuuecTsenHoe onpeneieHHe 13.83 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cuexrpodoromerpus) Ot 12,15 go 15,53 mr (ot 90,0 mo 115,0 %)

13,83 mr/rab CEHHO3MIIOB B MepecyeTe Ha CeHHO3U B B oaHO#M
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanume: MpoaykT coorsercTayer TpebosaHunam HA | 3akntouenue: OQOBPEHO
Checked by QC In-Charge [ ,—~) Approved by QA In-Charge / s
NokymeHT nposepeH OKK: 13 Qlane NokymeHT oao6peH OOK: %ﬁ
Date/ {0.0x.-r021 Date / L0 08 2z02-\
Hara: Jara:

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, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
L CEPTHO®HUKAT AHAJIN3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481148 Batch Quantity / Oosem cepun: 5853 packs / ynakoBok
AR No / Apanurugeckuii orger Ne : ARF/191/2021|Date of Analysis / lara anammsza: 10.08.2021

Date of Mfg / Jlara npoussBoacrea:  07/2021 Date of Expiry / I'ogen mo: 06/2024

Analysis performed according ND / Anamas nposeaén mo H/T: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Ilokazarenb Result / PesyabraTst Specification / Hopma
9 | Content of Methyl 0.051 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepsxanue
MeTHiImaparuapokcubensoara 0.05 1mr/rab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorigeckas 4HcTOTa

10a) | Total Aerobic microbial count /
OGuee uncno aspodHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfi/ g /He Gonee 10” /r
count / Obmee uncno <10
TJIECHEBBIX M HPOACKEBbBIX
rpudoB

10¢) | Bile tolerant gram-negative Absent /OrcyTeTByIOT Not more than 10” / g / He Gonee 10* /r
bacteria/ YcroiiuuBbie K
JeACTBHIO XKeTuH
rpaMoTpHLaTebHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1

10¢} | Escherichia coli Absent /OtcyTeTByIOT Absentin 1 g/ OrcyrctBue B 1 1

10) | Salmonella Absent / OtcyreTByIOT Absentin 10 g /OrcyrcrBue B 10 g

Remarks ; The Product conforms to ND/
Mpumevanue: MpoaykT cootseTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge(/ ,-\

NokymeHT nposeper OKK: \B 6l g NlokymeHT ofo6pen OOK: %ﬁ}
Date / 10'08'2‘011 Date / \oro8 202\

[ara: Hara:

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, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 481148 Batch Quantity / O6bem cepun: 5853 packs / ymakoBok
AR No / Anamaragecknii order Ne : ARF/191/2021|Date of Analysis / Jlara anammsa:  10.08.2021 '
Date of Mfg / Jlara npoussoacrea:  07/2021 Date of Expiry / I'oaen no: 06/2024

Analysis performed according ND / Anasms nposenén mo HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokaszaTens

Result / PesynsTaTh

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnHcTep U3 MISHKH

(rmonusTHIeHOBOH/

10 NPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJIM BUHHITXJIOPHUIHOH

[IOJMBUHWIAEHXIOPHUIHOM ) 1
aNFOMUHHEBOI onbru, o 25
OaHCTEPOB B KAPTOHHYKO Ma4Ky
C BIIOJKEHHEM 25 HHCTPYKLIMH

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
Tabnerok B bnucTep U3 MIEHKH TPEXCIOHHO!
(MBXAIMBAX) 1 amomunuesoit ¢onsru. 1o 2
unu 3 GnucTepa BMECTe ¢ HHCTpYKLHeit 1o
MPHMEHEHNIO B KapTOHHYKO nauky. [To 20 tabnerok
B OHCTEp M3 NUIEHKH NOTHBHHHIXIOPHIHOM
(MonM3ITUIEHOBOI / NONHBHHUIIEHXIOPHUIHOMH) 1
amOMUHKEBOI Gonbry, no 25 6nucTepos B
KAPTOHHYIO MAa4YKy C BJIOMKEHHEM 25 HHCTPYKUMH No
NPHUMEHEHHIO.

12 | Labeling / Mapkuposxa According to ND /

B coorsercteuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHA seie 25 °C.

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

14 Shelf life / Cpok roatocTH 3 years / 3 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT coorsercTayeT Tpebosanunam HA | 3aknwouenne: OQOEPEHO

Checked by QC In-Charge / . Approved by QA In-Charge / 1 A~
NokymeHT nposepeH OKK: 3 lawe JlokymeHT opoBpeH OOK: %
Date / Date /

1008202
[arta:

\0-0 S 202\
[ara:

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




