Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482096

Batch Quantity / O0nbem cepuu:

5854packs / ynaxoBox

AR No / Ananurnyecknii oruer Ne : ARF/165/2022|Date of Analysis / laTa ananuza: 25.07.2022

06/2022

Date of Mfg / lara npou3BoicTBa:

Date of Expiry / I'ogen go:

05/2025

Analysis performed according ND / Ananus nposenén no HJL: I N0O13745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi

Test / IToxa3zaTens

Specification / Hopma

1 | Description / Onucanue

Complies / CootBeTcTBYET

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. / IInockue kpyrabie TabneTku co
CKOIIEHHBIMH KPAsMH OT KOPHYHEBOT'O 0 TEMHO-
KOPHYHEBOrO I(BeTa ¢ Bkparienusimu, Ha onuoii
cropoHe Tabnetku BbigasnaeHo cnoso «CIPLAY, Ha
JIPYTOii - IHHHS PasnoMa,

2 | Identification / IlomHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OxpaiinBaHie aMMHAuHOrO PacTBOpa B KPAcHBIH
AHTPaxHHOHOBBIE IIHKO3H B! i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtsercTBYET chromatogram of the sample solution should
Mertunnaparsapokcubenszoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepyKHBaHHs OCHOBHOTO ITHKA HA XPOMATOTpaMme
HCIIBITYEMOrO PacTBOPA AOJIKHO COOTBETCTBOBATS
BpEMEHH YIEPIKMBAHHS OCHOBHOIO IMHKA HA
XpOMaTOrpamMMe CTAHJAPTHOTO PacTBOpA
MeTunnaparaapokcudenzoara (pasmen
«Metunnaparuapokcubenzoar).

3 | Average weight / Cpennss
macca

186.29mg / 186,29mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTByeT Tpebosaruam HO

Conclusion : APPROVED /
3akmouenue: OAOBEPEHO

Checked by QC In-Charge / (), AL
OokymeHT nposepeH OKK: \ﬁ e

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

QAT

Date /
[ara:

25.07.2022

Date /

Nata: 26977 202-2-

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 ‘




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Cipla

Page2 of 4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHANE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482096

Batch Quantity / O6bem cepum:

5854packs / ynakorox

AR No / Auanuriueckuii oryer Ne : ARF/165/2022

Date of Analysis / laTa ananu3sa:

25.07.2022

Date of Mfg / lata npoussoacrea:  06/2022

Date of Expiry / I'ogen no: 05/2025

Analysis performed according ND / Ananus nposeaén no H: I1 N0O13745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne

Test / IlokazaTrens

Result / PesyasTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTH 10 Macce

Complies / CootBercTByeT

18/20 tablets NMT & 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT £15% / 2/20 ne 6osee = 15%

OHOPOAHOCT NO3HPOBAHHS

5 | Loss on drying / IToTteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
MAcCCe TPH BBICYLIHBAHHH
6 | Dissolution / 82 -89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cernozunos yepes 120 mun
7 | Uniformity of Dosage units / AV =49 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=150;L2=250.

TToxazatens npuemnemoct s n=10 AV <L1.

B cnyuae, ecnu 3HaueHue AV npessitnaer L1,
MPOBOJAT HCIBLITAHHE HA creayiomux 20 obpasuax.
Jina n=30 AV <L1. Bce 3Havenus Xi AOJDKHBI
YIOBIETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnyecTseHHOe OmnpenesicHne
(CnextpodoTomeTpus)

13.89 mg/tab /

13,89mr/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 mo 115,0 %)
CEHHO3M/IOB B TepecyeTe Ha CEHHO3UA B B onHOMH
Ttabnerke.

Remarks : The Product conforms to ND/

Npumeyanue: MpoaykT cooTBeTCTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge /{4 5\~ . Approved by QA In-Charge / % ?,\/L
OokymeHT nposeper OKIC KL”-\’C] g, HokymeHT ogobpeH OOK: w2 —
DatEI S‘OH} ,'2-02_‘2-__-_ Datel - : 07‘ w' -
[ara: g Oara: Lt i

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 ‘




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Cipla

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJETKH 13,5 mr

482096

Batch Quantity / O6bem cepum:

5854packs / ynakoBok

Batch No / Cepus Ne :

AR No / Ananurnuecknii otuer Ne: ARF/165/2022

Date of Analysis / TaTta ananusza: 25.07.2022

Date of Mfg / JaTa npoussoacrea:  06/2022

Date of Expiry / I'onen no: 05/2025

Analysis performed according ND / Ananmz nposenéd mo H/I: T1 N013745/01-091017, Mam. Ne 1 o1 17.04.2020

Ne Result / Pesynbrarst Specification / Hopma
Test / Iloxa3zarenn
9 Content of Methyl 0.050 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepoxanne
METHIIIApardAPOKCHOeH30aTa 0.050 mr/1a6
(B2XKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuosoru4eckas 4ucToTa

10a) | Total Aerobic microbial count /
O6wee uncno aspodHbIX <10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10 /r
count / Obuiee uncno <10
TUTECHEBBIX M JIPOIOKEBBIX.
rpuboB

10 9) | Bile tolerant gram-negative Absent /OtcyTcTRyIOT Not more than 10/ g / He 6onee 10° /r
bacteria/ Ycroiunseie K
JEeHCTBHIO JKeJTIH
rpaMoTpHUATENbHbIE DaKTePHH

10 d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ Orcyrctenes 1 r

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcrBue B 1 r

10f) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /Otcyrcteues 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT COOTBETCTBYET TpeboBaHUSM

Conclusion : APPROVED /

HO | 3aknoyenue: OQOBPEHO

Checked by QC In-Charged™ "
[okymeHT npoeepeH OKK: \1[ %ﬂ Cn €

Approved by QA In-Charge /
[okymenT ogobpeH OOK:

Date /
[ara:

28-07 2020 —

Date /

Jara: 2bre7- 2022

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

FMQC003-15-06

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®HUKAT AHAJIU3A

Cipla

Page4 of4/Crp.4uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482096

Batch Quantity / Oonem cepuu:

5854packs / ynakoBok

AR No / Auanurtuyeckuii oryer Ne ;

ARF/165/2022 | Date of Analysis / laTa anaau3a: 25.07.2022

Date of Mfg / laTa npou3BoacTBa:

06/2022

Date of Expiry / T'ogen no:

05/2025

Analysis performed according ND / Ananus nposeaén no HJI: [ N013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne

Test / IToxazarenb

Result / PesyasTaTsl

Specification / Hopma

11 | Package / Ynaxkoska

Package / Yrakoska - 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 MIeHKH

OJIH BHHUJTXJIOPHIHOH
(110HATHIIEHOBOH/

MO BHHUILICHXJIOPHTHOM ) |
amoMuHKEBO# (oaeri, mo 25
OnMCTEepOB B KAPTOHHYIO MAYKy
C BIIO>KEHHEM 25 HHCTPYKLHH
10 IPHMEHEHHIO.

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 OnHCTEp M3 IUIEHKH TPEXCIOHHOH
(IIBX/I3/IIBAX) u amomuunesoi Gomnsru. ITo 2
unu 3 OaMcTepa BMECTe C HHCTpyKuuei no
MPUMEHEHHIO B KAPTOHHYO nauky. [To 20 Tabnetok
B OnECTEP U3 [UIEHKH NOJTHBHHHIIXIIOPHIHOM
(MoMMaTUIIEHOBOI / TONMBHHHJIIEHXIOPUTHOMH ) 1
amoMUHHEeBoH (obru, mo 25 bnucTepos B
KapTOHHYIO NAYKY C BIOXKEHHEM 25 HHCTPYKIMI Mo
NPUMEHEHHUIO.

12 | Labeling / MapkupoBka

According to ND /

B cootBercteuu ¢ HIJ

13 Storage conditions / Ycnosus
XpaHEeHH

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

Boiwe 25 °C.

14 Shelf life / Cpok rognoctH

3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwouenue: OQOEPEHO

Checked by QC In- Charge F
[lokyMeHT nposeper OKK: \l\q el

Approved by QA In-Charge / = H
NokymeHT oa06peH OOK: %@/

Date /
[ara:

252072022 —

Date /

[ata: 2 L9 2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3 Indla
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




