Cipia

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 1 of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483010

Batch Quantity / O6wem cepun:  5842packs / ynakosok

AR No / Asammrauecknii oraer Ne : ARF/029/2023 | Date of Analysis / /lara anaamsza: 03.03.2023

Date of Mfg / lara npoussoacrsa:  02/2023 Date of Expiry / 'ogen ao: 01/2026

Analysis performed according ND / Anamms nposeaén no H/I: 1 N013745/01-180522

Ne

Test / Hoxazatens

Result / PesyabTaTni Specification / Hopma _

1 | Description / Onmncanne 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. / ILtockue kpyribie Tabnerku co
CKOHIEHHBIMH KPasiMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOrO LBeTa ¢ BrparuiennaMu. Ha onnoii
cropoHe TabneTku BbiaasneHo oo «CIPLAy, Ha
ZIPYroii - TMHUS pa3ioMa.

2 | Identification / [TogiuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
ORIt R T Cootsercreyer gx?ramnname aMMHA4YHOrO PAacTBOpA B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHUBaHHs OCHOBHOTO TTHKA HA XPOMATOrpaMme
HCMBITYEMOIO PacTBOPAa A0IKHO COOTBETCTBOBATD
BPEMEHH YAePXKHBAHHS OCHOBHOIO MUKA HA
XpOMAaTorpaMmMe CTaHaapTHOrO pacTeBopa
MeTHanaparunpokcudensoara (pasaen
«Merunnaparuapokcudensoar).

3 | Average weight / Cpennss
macca

190.36mg / 190,36mr 189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootseTcrayer Tpebosanmsm HI | 3aknoyenmne: OOOEPEHO

Checked by QC In-Charge /

KK:
[lokymeHT nposepeH O /@ﬂ,

Approved by QA In-Charge /
HokymeHT ogobpex OOK: %ﬁr/h

Date /

ﬂa.ra. 2Q.a4- 2022

Date /
D,aTa: m ~O L\' 10 7/3

FMQCO003-15-07

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

CEPTHOHKAT AHAJIU3A

Clpta

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepus Ne: 483010

Batch Quantity / Oosem cepun:

5842packs / ynakoBox

AR No / Asanurauecknii oraer Ne : ARF/029/2023|Date

of Analysis / lara apasmsa: 03.03.2023

Date of Mfg / lara nponssoacrsa:  02/2023 Date

of Expiry / I'ogen go: 01/2026

Analysis performed according ND / Asamms nposeaén mo

H/1: TI N013745/01-180522

Ne Result / PeayabTarTsl Specification / Hopma
Test / Tloxkazarennb

4 | Uniformity of weight / Complies / CooTBetcTByer 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7,5
OHOPOIHOCTE MO Macce %

2/20 tablets NMT £15% / 2/20 e Gonee + 15%

5 | Loss on drying / [Toreps B 23% NMT 6.0 % / He Gonee 6,0 %

MAcce TPH BbICYIHBAHUH

6 | Dissolution / 81-88% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cennosnnos 4epes 120 mun

7 | Uniformity of Dosage units / AV=353 The acceptability index forn=10 AV<L1.
OnHOPOAHOCTL NO3HPOBAHUA 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:

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

L1=15.0;L2=25.0.

TToxasarens npuemaemoctn ans n=10 AV <L1.

B cayuae, ecam 3Hauenne AV npesbrmaer L1,
MPOBOAAT UCTIbITAHHE Ha crenyromux 20 obpasuax.
Hns n=30 AV < L1. Bee 3nauenns Xi 10MXKHbI
YAOBACTBOPATL HEPABEHCTBY.

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

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTseHHOE OnpeneneHue 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpocdoTomerpis) Ot 12,15 mo 15,53 mr (o1 90,0 o 115,0 %)

14,08Mmr/Tab CEeHHO3HIOB B nepecyeTe Ha cenHo3ua B B oaHoii
Tabnerxke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanme: MNpoaykr cooreetcreyeT Tpebosanuam HO | 3aknouenme: OQOEPEHO

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

[okymeHT nposepeH OKK: .@_3// cof [lokymeHT onoBpeH OOK: @Iﬂ\//b
Date / Date /

ﬂ:'r:: 2 04-+292-3 Nara: 29\ 042023

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




Cipldg

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A
Page30f4lCTp.3m4
Product: SENADE TABLETS 135mg TlpoaykT: CEHAJI,EE, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 483010 Batch Quantity / O6nem cepun: 5842packs / ynakoBok
AR No / Anasnraaecknii oraer Ne : ARF/029/2023 | Date of Analysis / /laTa anaimsa: 03.03.2023
Date of Mfg / /lata npon3BoacTBa: 02/2023 Date of Expiry / I'ogen jo: 01/2026
Analysis performed according ND / Anasms nposeaén mo HJL: T1 N013745/01-180522
Ne Result / PesyabTaThl Specification / Hopma
Test / okazaTesib .
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanne
MeTHIInaparuIpokcubensoara 0.045Mr/rab
(B2XKX) ]
10 | MICROBIAL LIMIT TEST/ MukpoOronorn4eckas 4HcToTa
10a) | Total Aerobic microbial count /
Obuee 4ucao aspobHbIX 10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast arid mould Not more than 10° cfu/ g /He Goxee 10° /r
count / Obuiee 4uCI0 <10
[JIECHEBBIX H APOMIKEBbIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10 /r
bacteria/ YcToi4HBbIE K
JIEHCTBHIO JKET4H
rpaMoTpHUATENbHbIE DaKTepHH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ Orcyrcreue s 1 v
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ Orcyrcrue 8 11
100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Otcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyuanue: MNpPoAYKT COOTBETCTBYET tpebosaHuam HI | 3aknioueHne: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[lokymeHT nposepeH OKK: %ﬂ// [okymeHT onobper OOK: (ﬁ)/&
Date / Date /
[laTa: S [lata: 24.04. 2023

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



Ciplg

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page4 of 4 /Crp. 4 13 4

Product: SENADE TABLETS 13,5 mg

Tpoaysr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust No @

483010

Batch Quantity / O6bem cepun:

5842packs / ymakoBok

AR No / Anammragecknii oraer Ne : ARF/029/2023

Date of Analysis / [lara anammsa: 03.03.2023

Date of Mfg / lara npou3BoacTBa:

02/2023

Date of Expiry / I'ogen o:

01/2026

Analysis performed according ND / Anamas mposenén mo H/I: T N013745/01-180522

No

Test / Hokazarens

Result / PesynbTaTsi

Specification / Hopma

11

Package / YnakoBka

Package / Ynakoska - 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 U3 MIeHKH
MNOJMHBHHHIIXJIOPHIHOM
(nonMITHACHOBOI/
NOHBHHWIACHXIOPHIHOM) H
amoMuHuesoi onbru, no 25
OMHCTEepPOB B KAPTOHHYIO MAYKY
C BJIOXKEHHEM 25 HHCTPYKIHH
O MPHMEHEHHIO.

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 OiHCTEP M3 NIEHKH TPEXCIOHHOMH
(TIBX/TIDAIBAX) 1 amomunnesoit dossru. [lo 2
w3 Gimcrepa BMECTe C HHCTPYKLHEH 1Mo
NPHMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnetox
B O/IHCTEp M3 IUIGHKH NOJHBHHHIXJIOPHAHOI
(NONHATHIIEHOBOIT / MONHBHHUILIEHXJIOPUIHOI) ¢
amoMuHHeBoit Gosbri, no 25 GiucTepos B
KapTOHHYIO MAYKy C BIOXEHWeM 25 HHCTPYKIMIi o
NIPHMEHEHHIO.

12

Labeling / MapkupoBka

According to ND /

B coorsercteun ¢ HJ{

13

Storage conditions / Yciosus
XpaHeHHs!

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

peime 25 °C.

14

Shelf life / Cpok roasocTH

3 years/ 3 rona

Remarks : The Product conforms to ND/

Mpumeyanme: Mpogykr cooTsercrayeT Tpebosarusm HU

Conclusion : APPROVED /
3aknoyenune: OAOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[NokymeHT nposeper OKK: {@—";‘2— [OokymeHT ogobpex OOK: %ﬁi’/ﬂ{
o moras  |B venans

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




