Cipla

CERTIFICATE OF ANALYSIS
% CEPTHOUKAT AHAJIN3A

Pagel of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKW 13,5 mr

Batch No / Cepusnt Ne: 481173

Batch Quantity / O0bem cepum:

5852 packs / ynakosok

AR No / Anaantugecknii orger Ne : ARF/223/2021|Date of Analysis / lata apamasza:  04.09.2021

08/2021

Date of Mfg / Jlara nponssoacrsa:

Date of Expiry / 'onen no:

07/2024

Analysis performed according ND / Anayms nposenén mo H/: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Moka3zarenns

Result / PesyasraTs:

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTyer

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. / Ilnockue kpyribie Tabnetku co
CKOUIEHHBIMH KPaAMH OT KOPUYHEBOTO 10 TEMHO-
KOPHUYHEBOTO LiBeTA ¢ BKpareHusiMi, Ha oaHoii
cropone TabneTkn BeiiaBaeHo cnoso «CIPLA», na
APYTOi - TMHHS pa3IoMa.

2 | Identification / [ToaIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTByeT OxpamuBaHHe aMMHAYHOTO PacTBOpPa B KPAaCHBIH
AHTPaxXHHOHOBbIE TJIMKO3H/IbI _ il
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooreercTryer chromatogram of the sample solution should
Merunnaparunpokcudensoar - corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpKHBAHUS OCHOBHOT'O MK HA XPOMAaTOrpamMMe
HCITBITYEMOTO PACTBOPA A0/DKHO COOTBETCTBOBATH
BPEMEHH YJePXKHBAHUA OCHOBHOIO THKa Ha
XpOMAaTOrpaMMe CTaHAAPTHOIO PaCcTBOPA
merunaparunpokcubensoara (pasnen
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpenuss
Macca

187.43 mg / 187,43 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT coorseTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknmouenue: OQOBPEHO

Checked by QC In-Charge [ 5~
[lokymeHT nposepeH OKK: saant

Approved by QA In-Charge / A é‘ T
HokymeHT ogobper OOK: s

Date /

n 04092021
ara.

Date /

06 ©9- 202
Hara:

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 CEPTHOUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 13 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481173

Batch Quantity / O6beM cepum:

5852 packs / ynakoBok

AR No / Anamaraaecknii oraer Ne : ARF/223/2021 |Date of Analysis / lata amamsza:  04.09.2021

Date of Mfg / lara nponssoacrea:  08/2021

Date of Expiry / I'ogen mo:

07/2024

Analysis performed according ND / Anasmi nposenén mo HI: IIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IToxazaTeanb

Result / Pesyabrarsl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTH [0 Macce

Complies / CooTsercTByeT

18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

OIHOPOAHOCTE AO3HPOBAHMS

5 | Loss on drying / IToteps B 21% NMT 6.0 % / He Gonee 6,0 %
MAacce NP BHICYIIHBAHHH
6 | Dissolution / 84-90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units /. AV=52 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.

[Toxazarens npuemneMocty 1t n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npessimraer L1,
MIPOBOIAT HCTbITAHME Ha cnenyromux 20 obpasmax.
Insa n=30 AV <L1. Bce 3nauenns Xi NOMKHBI
VIOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonmgecTBeHHOE® OmpeseneHne

(Crnexrpodoromerpus)

13.86 mg/tab /

13,86 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 go 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3MIOE B Ilepecuere Ha ceHHO3u B B oHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanwue: MNpogykr cootsercTayer Tpebosanuam HA

Conclusion : APPROVED /
3akntouenne: OOQOBPEHO

Checked by QC In-Charge /

JokymeHT nposepeH OKK: l% Llang

Approved by QA In-Charge /
NokymeHT onoBpeH OOK:

Harta: -

Date /

Ob-09 202
NaTta:

FMQCO003-15-06

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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIMU3A

Cipla

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Ilpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481173

Batch Quantity / O6bem cepum: 5852 packs / ymakoBok

AR No / Anammaaecknii orger Ne : ARF/223/2021

Date of Analysis / /lara amammsa: 04.09.2021

Date of Mfg / Jlata nponssoacrea:  08/2021

Date of Expiry / I'open mo: 07/2024

Analysis performed according ND / Ana;m3 nposeaén o HJL: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoka3aTennb Result / Pesyabrars! Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/tad.

parahydroxybenzoate(HPLC)/
CopepxaHue
MeTuInaparuapokcubdenzoara 0.046 Mr/tab
(BDXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckast 4HCTOTa

10a) | Total Aerobic microbial count /
OO1uee 4ucno a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10 /r
count / Obwee 1uciao <10
ILIECHEBBIX U JIPOMCKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10° / g / He Gonee 10 /r
bacteria/ Ycroiuussie K
NeHCTBHIO XKEJTIH
rpaMoTpHLaTeNbHble DakTepuH

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

10€) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrcrBue s L ¢

100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeBeTcTBYeT TpeboBaHUAM

Conclusion : APPROVED /

HO | 3axmouenue: OOOBPEHO

Checked by QC In-Charge /

[NokymeHT nposepeH OKK: \‘3 clan e

Approved by QA In-Charge /
HokymeHT of0bpeH OOK:

Date /

OG-+ O 202
Lara: 4 1

Date /

0609 -202)
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
CEPTHO®UKAT AHAJIM3A

~

Page 4 of 4/ C1p. 413 4

Product: SENADE TABLETS 13,5 mg

Ipoxykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481173

Batch Quantity / O0bem cepuu:

5852 packs / ynakosox

AR No / Anmajaragecknii oraer Ne : ARF/223/2021|Date of Analysis / /lara anamsa: 04.09.2021

08/2021

Date of Mfg / Jlata npou3BoacTBa:

Date of Expiry / I'onen no:

07/2024

Analysis performed according ND / Anamns nposeagn no HJL: I1 N013745/01-091017, V3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarensb

Result / Pe3yabTaThl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep U3 MIEHKH

(monuaTHIEHOBOH/

IO NMPHUMEHEHHIO.

Package / Vnaxoska - 20 tablets

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

TONMBHHHAIIXIOPUIHOH

MONUBHHKUIIAEHXIOPHIHOH) H
aTfoMUHAEBOH honbry, no 25
GAHCTEPOB B KAPTOHHYIO MAYKy
C BIIOKEHHEM 25 HHCTPYKIHI

Package / Ynakosxa - 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
Tabnerox B GIUCTEp M3 ILIEHKH TPEXCIOHHOM
(MBX/IID/TIBIX) 1 amomunuesoit dponsru. Io 2
umu 3 Bnucrepa BMECTE ¢ MHCTPYKLMEH 110
NpHMEHEeHHIO B KapToHHyIo rmauky. 1o 20 Tabuerok
B GIHCTEp U3 MJIEHKH NOTHBHHIIXJIOPHIHOM
(MOMMITUNEHOBO / MONMBHHHIICHXIOPHIHOM) 1
AMOMHMHHEBOH (Gonery, no 25 6aucTepos B
KAPTOHHYIO 14Ky C BIOMKEHHEM 25 MHCTPYKLHii 10
MPUMEHEHHIO.

12 |.Labeling / MapkupoBka According to ND /

B coorsercrsuu ¢ HJ

13 Storage conditions / Ycnosust

XpaHeHHs Boime 25 °C.

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

14 Shelf life / Cpox rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Npumeuanme: MNpoaykT cootBeTcTByeT TpeBosaHuam H/

Conclusion : APPROVED /
3aknmouenne: OQOBPEHO

Checked by QC In-Charge I

Approved by QA In-Charge /

o 42 [
JokymeHT npoeepeH OKK: “}g “-lﬂflf_ JokymeHT onobper OOK: %/-\;
TR ST o o)

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 '




