Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

-

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481158 Batch Quantity / Oobem cepun: 5848 packs / ymaxkoBok
AR No / Anamnringecknii orger Ne: ARF/202/2021|Date of Analysis / lata anammsza:  19.08.2021
08/2021 Date of Expiry / I'onen j0: 07/2024

Date of Mfe / Jlara npoussojacrsa:

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

Ne Test / Iloka3zarens

Result / PesyabTatsi

Specification / Hopma

1 Description / Onucanue

Complies / CoorsercTByer

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. / [lnockue kpyribie TabneTku co
CKOLIEHHBIMHU KPasgMH OT KOPHYHEBOIO ZI0 TEMHO-
KOPHYHEBOrO LiBeTa ¢ BKparulennsaMu. Ha onHod
cropone Tabnerky BbyiaBneno cnoso « CIPLAY, Ha
OpyToii - NTHHUA pa3oma.

2 Identification / [ToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T e— CooteercrByeT S:e;r)ramnsaﬂue aMMHA4YHOrO DPacTBOPa B KPACHBIN
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByer chromatogram of the sample solution should
Merunmaparuapokcubensoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHESA OCHOBHOTO MHKA HA XPOMATOrPaMMe
HCIBITYEMOr0 PaCTBOPA IOJDKHO COOTBETCTBOBATH
BPEMEHH yAePKHUBAHUSA OCHOBHOIO MHKa Ha
XpOMATOrpaMMe CTAHIapTHOrO pacTeopa
MeTHanaparuipokcubensoara (paszgen
«Merunnaparunpokcubensoar),

3 | Average weight / Cpennsas
macca

187.67 mg / 187,67 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTeyeT Tpebosanuam HJ

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK: %:,

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

HH

Date /

Dara: \9-08 2021

Date /

[Jara: 148203

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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUO®UKAT AHAJIN3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / lata npoH3BOACTBA:

Batch No / Cepusi Ne: 481158 Batch Quantity / Oobem cepuun: 5848 packs / ymaxkosok
AR No / Ananurngeckuii orger Ne : ARF/202/2021|Date of Analysis / /lata anammsa: 19.08.2021
08/2021 Date of Expiry / I'ogen n0: 07/2024

Analysis performed according ND / Anaims nposexén mo HJI: ITN013745/01-091017, M3am. Ne 1 o1 17.04.2020

Ne Test / Iloka3zaTenn

Result / Pe3yabTarsl

Specification / Hopma

4 | Uniformity of weight /
OmHOPOIHOCTD MO Macce

Complies / CooTBercTByeT

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

OnHOPOAHOCTE IO3UPOBAHUS

5 | Loss on drying / IToTeps 8 2.7% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BBICYIIMBAHUH
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenne He menee 70 % (Q) cenno3unos 4epes 120 Mun
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=730

AV <L1. All values of xi must satisfy the
inequality:

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

L1=150;1L2=25.0.

ITokazarens npuemneMocts st n=10 AV <L1.

B cnyuae, ecnu 3Hayenue AV npessimaer L1,
TPOBOJIAT HCIbITAHKE Ha creayowux 20 obpasuax.
Insa n=30 AV <L1. Bce 3HaueHust Xi JOJDKHBL
YIOBIETBOPSTL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OTIpeneneHne

(Cnexrpodoromerpus)

13.96 mg/tab /

13,96 mr/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 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/IOB B MepecyeTe Ha CeHHo3ua B B 0n1HOM
TabneTke.

Remarks : The Product conforms to ND/
NMpumeyanme: MpogykT cootseTcTyeT TpebosaHuam HJ

Conclusion : APPROVED /
3axknouenue: O0OBPEHO

Checked by QC In-Charge / EI ;

Approved by QA In-Charge /
HokymenT onobpeH OOK: %ﬁﬁ/ﬁ/

Date /

[HokymeHT nposepeH OKK:
o \9- 08 2021

Date /

fares lo. 08202\

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
- CEPTH®HUKAT AHAJIN3A

Page3 of4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfeg / /lata nmpou3BojcTBa:

Batch No / Cepusi Ne: 481158 Batch Quantity / O6bem cepun: 5848 packs / ynakoBok
AR No / Anamarinueckmii orger Ne :  ARF/202/2021|Date of Analysis / lara anammsa:  19.08.2021
08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Ananms nposenén mo HJ[: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Ilokazarens Result / PesyabTaTel 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
MeTunnaparuapokcubensoara 0.044 Mr/fa6
(BOXX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuojoruieckas 4HCTOTA

10a) | Total Aerobic microbial count /
OBee uucn0 aspoBHBIX <10 Not more than 10* cfu/ 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
IZIECHEBBIX U JAPOXIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ YcroiiuuBele K
neliCTBHIO JKemun
rpamMOTpHLATENbHbIe DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTecTByIOT Absentin 1 g/ OrcyrctBue B 1 1

10 ¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 r

10f) | Salmonella Absent / Orcyrersyior Absentin 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooresercrayeT Tpebosanvam HI | 3akntouenne: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / %
[okymeHT nposepeH OKK: % NokymeHT ofobpen OOK: 2] -
Date / Date /

et 1 08207\
[ara: 19-08 202 [ara: \9

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 AHAJIU3A
Paged4 of 4/ Crp. 4m3 4
Product: SENADE TABLETS 13,5 mg Iponykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 481158 Batch Quantity / O6bem cepun: 5848 packs / ymaxoBok
AR No / Ananarinaecknii orger Ne : ARF/202/2021|Date of Analysis / laTa apannza:  19.08.2021
08/2021 Date of Expiry / I'ogen no: 07/2024

Date of Mfg / /lata npousBoacTsa:

Analysis performed according ND / Anamms nposeaén mo H/I: II N013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Test / Iloka3zaTennb

Result / PesyabTaTsr

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

OnucTep U3 MIEHKH

(MONUATHIEHOBOH/

I10 NPHMEHEHHIO.

Package / YnakoBka - 20 tablets

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

NOJIMBUHUIIXJIOPUAHOH

[OJIMBHHUIIIEHXJIOPHIHOM) 1
amoMuHueBo# doery, mo 25
OnHUCTepPOB B KAPTOHHYIO MauKy
C BJIOXKEHHMEM 25 HHCTPYKIIHH

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
Tabnerok B OnuCTep U3 IUIEHKH TPEXCIOHHOM
(IIBX/TI3/TIBJAX) u antomunuesoit ¢onsru. Io 2
w3 Bnucrepa BMeCTe ¢ MHCTPyKLuei 1o
NPUMEHEHHIO B KapTOHHYH nauky. ITo 20 tabnerok
B OJIHCTEp U3 TUIEHKH NOJIMBUHHIIXJIOPHUIHOM
(nMoNM3THNIEHOBOH / MOJMBUHIIIIEHXIIOPUIHOH) U
ANFOMUHKUEBOH (osbry, 1o 25 OnucTepor B
KAPTOHHYIO MAYKy C BIOKEHHeM 25 MHCTPYKLHil 1o
NPHMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cooTeercTBum ¢ HJJ

13 Storage conditions / Ycmosus

XpaHeHHA Beire 25 °C.

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

14 Shelf life / Cpok rogaocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyanme: MNMpoaykT cooTeseTcTRyeT TpebosaHuam HJ

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

Checked by QC In-Charge / cl ,

Approved by QA In-Charge /
DokymenT ogobper OOK:

P

Date /

HokymeHT nposepeH OKK:
. ' W £
Nara: i9:08. 2021

Date /

94.08.2024
[ara:

FMQC003-15-06

Cipla Ltrd,,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




