Cipla

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

-

Page 1 of 4/ Crp.1m34

Product: SENADE TABLETS 13,5 mg

IMpoayxr: CEHA,I{E®, TABJETKH 13,5 mr

Batch No / Cepus No : 481175

Batch Quantity / Oobem cepun: 5850 packs / ynaxkoBok

AR No / Ananuraaecknii order Ne : ARF/226/2021|Date of Analysis / lara anammasza: 07.09.2021

Date of Mfe / Jlara npom3soacrea:  08/2021 Date of Expiry / I'onen no: 07/2024

Analysis performed according ND / Asamms nposenén mo HI: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenn

Result / PesyabTaThi Specification / Hopma

1 Description / Omucanue 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. / [Inockue kpyrisie Tabnerku co
CKOIMEHHBIMH KPaAMH OT KOPHYHEBOI'O O TEMHO-
KOpPHYHEBOrO LiBeTa ¢ Bkparenusmu. Ha onHoi
cropone Tabnerku Beasneno ciaoso «CIPLA», na
NpYTo# - JIMHHUA pa3ioMa.

2 | Identification / IToaIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T Cooteercreyer g:::mnsaﬁue aMMHAaYHOrO pacTBOpa B KPacHLIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercreyer chromatogram of the sample solution should
Merunnaparuapokcubensoar : corresponds to the retention time of the principle
(BXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepKHBAHHA OCHOBHOIO ITHKA HA XPOMATOrPaMme
HCIIBITYEMOTO PacTBOPA JI0JDKHO COOTBETCTBOBATH
BPEMEHH yIep>KHBAHHA OCHOBHOTO ITHKA Ha
XpOMATOrpaMMe CTaHAAPTHOTO PacTBoOpa
MeTHInaparuapokcudensoara (pasmuesn
«MeTtunnaparuapokcubeH30aT).

3 | Average weight / Cpenusis
macca

190.61 mg/ 190,61 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks ;| The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: Mpoaykr cooteetcTayeT Tpebosanuam HI | 3aknwuenne: OQOBPEHO

Checked by QC In-Charge

JokymeHT nposepeH OKK: 3 tlam <

Approved by QA In-Charge /
HokymeHT ogo6peH OOK: %ﬁ'

Datel O\-]'C_-‘r-:'_:)_'cl»‘
Harta:

Date / O71-09. 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
N CEPTUOUKAT AHAJIN3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 481175

Batch Quantity / Oobem cepun: 5850 packs / ynakopox

AR No / Anamurndecknii orger Ne : ARF/226/2021|Date of Analysis / Jlara amammza: 07.09.2021

Date of Mfg / JlaTa npom3soacra:  08/2021

Date of Expiry / Togen no: 07/2024

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

Ne Test / oxaszarean

Result / PesyasTaTs Specification / Hopma

OnHOPOAHOCTE M0 Macce

4 | Uniformity of weight / Complies / CooTserctyer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7,5

%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

PacTBopenue

5 | Loss on drying / Iloreps B 22% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BBICYIIHBAHUH ;
6 | Dissolution/ 80-90% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos vepes 120 mun

7 | Uniformity of Dosage units /
OnxHOPOIHOCTE JO3HPOBAHMUS

AV=53 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.

ITokasatens npuemaeMoctu st n=10 AV <L1.

B cnyuae, ecnu 3sHauenne AV npessimaer L1,
NPOBOJAT MCTIBITAHKE Ha crenyromux 20 oOpasnax.
st n=30 AV <L1. Bce 3Ha4eHus Xi JOJDKHBI
YAOBIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonugecreenHoe omnpeneneHue
(Cnextpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.15 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,15 mr/Tab CEHHO3MIOB B IepecyeTe Ha CEHHO3UA B B oHOH
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyuanue: MpoaykT cootseTcTBYET Tpebosaruam H | 3aknoueHue: OOOBPEHO

[JokymeHT nposepeH OKK:

Checked by QC In-Charge Qﬂ —
In

Approved by QA In-Charge / %{/
HokymeHT ofobper OOK:

Date/ ©Y.09.2 021
Hara:

Dt/ 07- 09, 202
[ara;

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIM3A

-

Page 3 of4/Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 481175

Batch Quantity / O6pem cepumn:

5850 packs / ynakosox

AR No / Ananurageckuii orger No :

ARF/226/2021 | Date of Analysis / {laTa anammza: 07.09.2021

Date of Mfg / Jlata npomssoacrea:  08/2021

Date of Expiry / I'onen mo:

07/2024

Analysis performed according ND / Anamas nposenén mo HJL: TTN013745/01-091017, H3m. Ne 1 or 17.04.2020

Ne Test / [TokazaTenn Result / PesyabTaTe Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHanaparuapokcubeHsoara 0.047 mr/Ta6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoru4eckas 4McToTa

10a) | Total Aerobic microbial count /
O6imee uncno a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / O6uee yucnao <10
IIECHEBBIX U JIPOMKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyrerByioT Not more than 10 / g / He Gonee 10” /r
bacteria/ YcToiiunBbIE K '
AeHCTBHIO JKET4H
rpamMoTpHLaTeNnbHbIe HakTepHn

10d) | Staphylococcus aureus Absent /OrcyTCTBYIOT Absentin 1 g/ Otcyrcteue B 1 r

10 €} | Escherichia coli Absent /OrcyTcTByioT Absentin 1 g/ OtcyrctBue B 1 ¢

109 | Salmonella Absent / OtcyTeTBYIOT Absentin 10 g /OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cootseTcTByeT TpedoBaHnam HJ

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: 8 AleRURS

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

e

Date /

[ara: O Txe a2

Date /

O+ 09 OB\
[ara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HUKAT AHAJTH3A

Page 4 of4/Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepust Ne: 481175

Batch Quantity / O6bem cepun:

5850 packs / ynakosox

AR No / Ananaraaeckuii orger Ne: ARF/226/2021|Date of Analysis / /lara anannza: 07.09.2021

08/2021

Date of Mfg / /lata nponssoacrsa:

Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Ananns nposeaén mo HJL: IT N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / ITokazarenn

Result / PesyabTarsbi

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnMcTep M3 TIeHKH

(ronMaTHIEHOBOI/

Mo NMPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

TIONHBUHHIIXJIOPHIHOM

MOJMBHHHIACHXJIOPHAHOMN) H
ATIOMHHHEBOH $osbry, mo 25
GrmucTepOB B KAPTOHHYIO MAYKY
¢ BIOXKEHHEM 25 HHCTPYKUMH

Package / Ynaxoska - 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. / Ilo 20
Tabnerok B OmMCTEp W3 MJIEHKH TPEXCIOHHOI
(IIBX/TID/MIBAX) u amomuuneroit Goneru. [lo 2
unu 3 GrcTepa BMECTe C HHCTPYKLHEH 110
NpUMEHEHUIO B KapToHHYIO nauky. [To 20 Tabnerok
B GucTep U3 NIEHKH MOJMMBHHHIXJIOPHAHOH
(monu3THIEHOBOIH / TONHBHHUIIIEHXIOPHIHOH) U
amoMuHHueBoit Gonbry, no 25 Gnucrepos B
KAPTOHHYIO MMAa4Ky C BJIOYKEHUeM 25 HHCTPYKLHIA 110
MPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coorsercreuun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs seinre 25 °C.

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

14 Shelf life / Cpok roasocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTByeT TpebosaHnam HA

Conclusion : APPROVED /
3aknrwuenne: OAQOBPEHO

Checked by QC In-Charge// 1~
JlokyMeHT nposepeH OI{K?(“I% Glan e

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

e

Date/ 0.9 .2.021
DNara:

Date /

0709 202\
Aara:

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




