Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIVI3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne : 482064

Batch Quantity / O6bem cepum:  5851packs / ynakoBok

AR No / Amamamageckuii otaer Ne : ARF/126/2022 | Date of Analysis / {lara anaausa; 30.05.2022

Date of Mfg / Jlata npomssoacrsa: _ 05/2022 Date of Expiry / T'onen no: 04/2025

Analysis performed according ND / Anami3 nposengn o HJE: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Moxkazareanb

Result / PesyasTarsl Specification / Hopma

1 | Description / Onucanue Complies / CootBeTcTBYET Flat circular tablets from brown te dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / TInockue Kpyribie TAONETKH CO
CKOLIEHHBIMH KPasgMH OT KOPUHHEBOTO /IO TEMHO-
KOpHYHEBOTO LBeTa ¢ Bkparuienusmu. Ha onmoii
cropoue TabneTku BblaasieHo cnoso «CIPLA», Ha
Opyroii - THHHS Pa3onMa.

% Identification / ITopmuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AMTPaXHEHOROBAE TIHKOMTH CoorBercreyer S:;)rammam{e aMMUAYHOTO PACTBOpPa B KPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
MeTunaparuipoKCHOeH30aT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepXuBaH{si OCHOBHOTO MHKA Ha XPOMATOrpaMme
HCTIBITYEMOTO PACTBOPA IOJDKHO COOTBETCTBOBATE
BPEMEHH YAep>KHBAHHA OCHOBHOTO IUKA HA
XpOMATOrPaMMe CTaHJAPTHOTO PacTBOpa
MeTHImaparuapokcudersoara (pasaen
«MerunnaparuapokcHben3oar).

3 | Average weight / Cpennss
macca

187.53mg / 187,53mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanme: [POAYKT COOTBETCTBYET TpeGosanusm Hl | 3aknouenne: OOOEPEHO

NokymeHT nposepeH OKK:

Checked by QC In-Charge /C_ | ) ) Approved by QA In-Charge / _—
g il-lan P

JNokymenT oqobper OOK:

Date/ a9n.o05:2022
Harta:

Date / 3,0”95,9_01,7,
[ara:

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 CEPTHOPHUKAT AHAJIM3A

Page2 of 4/ Crp. 2 13 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482064

Batch Quantity / O6bem cepun:

5851packs / ymakoBok

AR No / Apamarauecknii orger Ne :  ARF/126/2022 | Date of Analysis / lara apammza:  30.05.2022

Date of Mfg / Jlara npomssoacrea:  05/2022

Date of Expiry / 'ogen fxo:

04/2025

Analysis performed according ND / Asasms nposenén mo HJI: ITIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Tloka3zareis

o Result / PesyasTathl

Specification / Hopma

4 | Uniformity of weight /
OnmHOPOZHOCTD MO Macce

Complies / CootBercTByeT

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

OJ.'lHOPOIIHOCTi: AO3HPOBAHHA .

5 | Loss on drying / IToreps B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BBICYIIHBAHUH
6 | Dissolution / 84 - 92% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenHosuaos yepes 120 MuH
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=230

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

[M-xi] <0,01 x L2 x M.

L1=15.0;L2=25.0.

ITokazarens npuemnemocts 11 n=10 AV <L1.

B cnyuae, ecnu 3Ha4eHue AV npeebinaer L1,
MPOROIAT HCTBITAHKE Ha cenyiomux 20 obpasnax.
Jna n=30 AV <L1. Bce 3HaueHnst Xi JOJIKHBI
YIOBJIETBOPATh HEPABEHCTRY!

IMxi| 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE ONpeneieHue

(Cnexrpodoromerpus)

13.93 mgf/tab /

13,93 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 (ot 90,0 no 115,0 %)
CEHHO3HUJIOB B TIEpPecUeTe Ha CEHHO3MA B B o/1HO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: NpoaykT cooreeTcTByeT TpebosaHuam HJ

Conciusion : APPROVED /
3akmouyenue: OQOBPEHO

Checked by QC In-Charge / '
NokymeHT nposepeH OKK: 3 flan e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

el Woiay: Boa i

Date /

I 3005 2022
ata

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
: CEPTUOUKAT AHAJIM3A

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHA,I[E TABJIETKH 13,5 mr

Date of Mfg / Jlara npou3Boacrea:

Batch No / Cepus Ne: 482064 Batch Quantity / Oobem cepun: 5851 packs / ynakoBok
AR No / Amanarmaecknii orzer Ne: ARF/126/2022|Date of Analysis / Iara asanaza: 30.05.2022
05/2022 Date of Expiry / I'onen go: 04/2025

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

Test / Ilokazaresb

Ne Result / Pesynsrarsi

Specification / Hopma

9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepxanue '
MeTHITIaparuapokcubensoara 0,045 mr/Ta6
(BDXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobtuoornyeckas 9MCTOTa

10a) | Total Aerobic microbial count / .
OO61ee 9ucno a3pobHBIX e 20

MUKPOOPraHH3MOB

Not more than 10* cfu/ g / He Gontee 10* /r

10b) | Total combined yeast and mould
count / O0buree 4ucio
TUIECHEBBIX M APOACKEBbLIX

rpubos

<10

Not more than 10 cfu/ g /He Gonee 10° /r

¢ | Bile tolerant gram-negative
bacteria/ YcroiiunBsie k
NEeHCTBHIO XKeTun

rpaMOTpHLATENbHEIE DaKTepHH

Absent /OTcyTcTBYRHOT

Not more than 10° / g / He Gonee 107 /r

104} | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B 11

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyrcrBre B 1 T

10f) | Salmonella

* Absent / OTcyTCTBYIOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooTeeTcTRYeT TpeboraHuam HJ

Conclusion : APPROVED /
3akntoyeHue: OOBPEHO

Checked by QC In-Charge I’@ e

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

HokymeHT nposepeH OKK:
80085842022

Date /
Hara:

Date /

2005 .202.2_
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 AHAJIN3A

Page 4 of 4/ Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482064

Batch Quantity / O6bem cepum:

5851packs / ynakesox

AR No / Anamarangecknii oraer Ne : ARF/126/2022 | Date of Anaiysis / laTa anammaza: 30.05.2022

05/2022

Date of Mfg / /laTa npon3Boacrsa:

Date of Expiry / I'onen po:

04/2025

Analysis performed according ND / Anamms nposenén mo H/I: TTN013745/01-091017, Msm. Ne 1 ot 17.04.2020

N Result / Pesyaprarst

Test / Iokazarens

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

OnHcTep M3 MUIEHKH

(nonMaTHIEHOBOH/

O MPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MONTHBHHHITXJIOPHHOH

TIONHBHHHIAEHXIOPHIHOMH) U
amoMuHUeBoH Goabry, mo 25
6IUCTEPOB B KAPTOHHYIO NMAYKY
C BJIO3KEHUEM 25 MHCTpYKITHiA

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. / IToc 20
Tabnerok B ONHCTEp W3 TUIEHKH TPEXCIOHHOM
(IIBX/TISMIBAX) u amomunnesoii ¢ponsru. Tlo 2
unu 3 Onucrepa BMecTe ¢ HHCTPYKLHEH 110
OPHMEHEHHIO B KapTOHHYH navky. ITo 20 tabneTok
B OMHCTEpP H3 TUIEHKH NOIMBHHMIIIXIOPHIHON
(monMITHNEHOBO! / NOMHBHHUIIEHXIOPUAHOMN) H
amoMHUHUEBoH Qobry, ne 25 GnucTepos B
KapTOHHYI0 Ma4Ky C BIOXKEHHEM 25 HHCTPYKIHIL 1Mo
NPHMEHEHUIO.

12 Labeling / Mapkupoexka According to ND /

B cootBercteun ¢ HJ

13 Storage conditions / Yenosus

XpaHeHHs soine 25 °C.

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

14 | Shelflife / Cpok rogHoCTH 3 years /3 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumevanue: MNpoaykr cooreeTcTByeT Tpebosanusm HI | 3aknouenue: OQOBPEHO

Checked by QC In-Charge( Approved by QA In-Charge / %
HdokymeHT nposepeH OKK: lon e AokymeHT ogoBper OOK: .
Date/ 2a.05.2 022 Date/ 20.05.202 2

Hara: [ara:

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




