CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page 1 of4/Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481195

Batch Quantity / O6bem cepun: 5846 packs / ynakosok

AR No / Anaaurnyecknii oruer Ne : ARF/255/2021 | Date of Analysis / [lata ananmsa:  13.10.2021

Date of Mfg / Jlata npomssoactea:  09/202] Date of Expiry / I'ogen po: 08/2024

Analysis performed according ND / Anamms nposeaén no HJ/L: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lloxazarennb

Result / Pesynsrarsl Specification / Hopma

1 ! Description / Onucanue Complies / CooTBercTBYET 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. / TTnockue kpyribie TabaeTku co
CKOLUEHHBIMH KPAsAMH OT KOPHYHEBOTO [0 TeMHO-
KOPHYHEBOTO 1BeTa ¢ BKparuiennsMu. Ha oHoi
cropoHe Tabnerku Beinaenero cnoeo «CIPLA», na
JIpyroii - MTMHUA pa3oMa.

2 | Identification / ITonnHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercreyer OxpaurpaHie aMMHAYHOTO pacTBOpa B KpacHBIH
AHTPAXUHOHOBBIE TIIHKO3H/IBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrsercrByer chromatogram of the sample solution should
Mertunanapariapokcnbensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepIKUBAHHA OCHOBHOTO ITHKA HA XPOMAaTOrpamMmme
HCIIBITYEMOTO PacTBOpPa JIONKHO COOTBETCTBOBATH
BPEMEHH YIepPUBAHUA OCHOBHOTO MUKA HA
XpOMaTOrpaMMe CTAaHAapPTHOTO pacTBOpa
Mmetunnaparuapoxcubensoara (pasnen
«Metunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

191.39 mg/ 191,39 mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr coo*rae'rc:'reye'r TpebogaHuam H | 3aknoyenmne: OQOBPEHO

Checked by QC In-Charge //
HokymenT npoeepeH OKK: \lg £) Qe

Approved by QA In-Charge / i ,\
HokymeHT ogobpeH OOK: ‘{‘D b=

Date /

ik |3:1 braun2 )

Date/ % .ic 207
Hara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No ;481195

Batch Quantity / Oonem cepum:

5846 packs / ynaxosox

AR No / Anamnrudecknii orger No : ARF/255/2021|Date of Analysis / [IaTta anann3a:

13.10.2021

Date of Mfg / Jara npoussencrsa:  09/2021

Date of Expiry / I'oner xo:

08/2024

Analysis performed according ND / Ananmus nposenén no H/I: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IToxkazarens

Result / Pesyabrarss

Specification / Hopma

4 | Uniformity of weight /
OnHOPOHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee 7.5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

OnHOPOAHOCTD JIO3MPOBAHHA

5 | Loss ondrying / IloTeps B 1.8% NMT 6.0 % / He Sonee 6,0 %
Macce MPH BBICYIIHBAHUN
6 | Dissolution / 82-89%. NLT 70-% (Q)-of sennesides in 120 minutes
PacTBopenue He menee 70 % (Q) cennozunos yepes 120 mun
7 | Uniformity of Dosage units / AV =47 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.

IMoxazatens mpuemiaemoct i n=10 AV <L1.

B cny4ae, ecnn 3Hauenue AV npesbrmaer L1,
TIPOBOAT HCTIBITAHHE Ha cneayroiux 20 obpasuax.
Jus n=30 AV <L1. Bce 3naueHus Xi JIOKHBI
VIOBIETBOPSTH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Kommmecteennoe ompenenenie
(CniextpotoTomerpnst)

14.12 mg/tab /

14,12 mr/rad

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 mo 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3HM/OB B Mepecyere Ha cenHo3un B B oaHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumevanue: NpodykT cooTBeTcTayeT TpebosanHuam HJ

Conclusion : APPROVED /
3akntodenune: OOJOBPEHO

Checked by QC In-Charged ™ 3\
- HokymeHT nposepeH OKK: ’%

Approved by QA In-Charge /
LokymeHT ogobpeH OCK:

i

B

Date /

it 13109029

Date /

120202
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
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CERTIFICATE OF ANALYSIS

° CEPTHOHUKAT AHAJIM3A

" Page 3 of 4/ Crp.3 3 4
Product: SENADE TABLETS 13,5 mg IpoayxrT: CEHA,[[E®, TABJIETKH 13,5 mr
Batch No / Cepug Ne: 4811095 Batch Quantity / O6benm cepun: 5846 packs / ynakosox
AR No / Ananutimaecknii orger Ne :  ARF/255/2021|Date of Analysis / Tara anannza: 13.10.2021
Date of Mfg / lara npomzsoaersa:  09/2021 Date of Expiry / I'onen zo: 08/2024
Analysis performed according ND / Anannz nposenén no HJI: T N013745/01-091017, Miam. Ne 1 ot 17.04.2020

No Test / okazarens Result / Pe3yabrarst 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)/
Conepxanue '
MeTH/ImaparuapokcHoen3oara 0,046 mr/rab
(BOX¥X)

10 | MICROBIAL LIMIT TEST/ MukpoOxosicrytueckas uucToTa

10a) | Total Aerobic microbial count /
O6uree uncno aspodHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He 6onee 10 /r
count / Obmee yucio <10
MJIECHEBBIX H APOACGKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10* /r
bacteria/ Ycroiiuneie k-
JIEHCTBUIO JKeJI4H
rpaMoTpHLaTenbHble DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTCcTRYIOT Absentin 1 g/ OrcyrcrBue B 1 r
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 r
- 106) | Salmonella Absent / OrcyreTBytoT Absentin 10 g /Otcyrcrpue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: Mpoaykr cooteeTcTeyeT TpebosaHnam HI | 3aknwoyenne: OQOBPEHO
Checked by QC In-Charge /" "3~ _ Approved by QA In-Charge /  fis
OokymeHT nposepeH OKK: }g &) QL HokymeHT ogobpeH OOK: E(:llj_l‘;f
Date/ y3.10.202] Date/ iz (0. 202
[lara: Aara:

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
* CEPTUO®UKAT AHAJIM3A

Page 4 0of 4/ Crp. 4n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne : 481195 Batch Quantity / Obem ceprn: 5846 packs / ynakoBok
'AR No / Anamuruueckuii oraer No :  ARF/255/2021 | Date of Analysis / {aTa anamnsa:  13.10.2021
09/2021 Date of Expiry / 'ogen o2 08/2024

Date of Mfg / JlaTa npoH3BOJACTBA!

Analys:s performed according ND / Ananus nposeés no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazareas

Result / PesyabraTn!

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

OnucTep U3 NICHKA

(MOMMATHICHOBOH/

10 TPUMEHEHHIO.

Package / YnaxoBka - 20 tablets

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

NIONUBUHUIXJIOPUAHOMN

MONHBHUHH/IIEHXTIOPHIHOH) H
anmoMuHUeBOH GONbIH, 1Mo 25
DAMCTEPOB B KAPTOHHYIO MA4Ky
C BIOJKEHHEM 25 WHCTPYKLUH

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 tabiets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carten. / o 20
TabeToK B BMcTep M3 IUIEHKH TPEXCIOHHON
(MBX/AID/MIBX) n amomuamesoi donbru. o 2
nan 3 GrHcTepa BMeCTe ¢ MHCTPYKLIMEH 1o
NpUMEHEHHIO B KapToHHYIo nauky. [To 20 tadnerok
B OIHCTEP M3 IUIEHKH MOTHBHHHIXJIOPHHOH
(MONUATHIIEHOBOI / MONHBHHUILIEHXIOPHIHOMH) H
aMOMMHHEBOI (obry, 1o 25 GIHCTEPOB B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 MHCTPYKUHHA Mo
MPUMEHEHHUIO.

12 | Labeling / MapxupoBka According to ND /

B cootercTBun ¢ HJT

13 Storage conditions / Ycnosus

XpaHeHUA Beie 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 roza

Remarks : The Product conforms to ND/
Npumeuanue: MNpogykt coorseTcTayer tpebosaHuam HI

Conclusion : APPROVED /
3akntoueHune: OQOBPEHO

. Checked by QC In—Chargel
NokymeHT nposepeH OKK: L% 9 1o e

Approved by QA In-Charge /
HoxymeHT opobpeH OOK:

Date / ]3*10a2_02.'1
Oarta:

Date / - ‘
|3+ i0: 22,
Nara: 2 % 4 .47 0t S

FMQC003-15-06
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