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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Nponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 481172 Batch Quantity / O6wem cepun: 5850 packs / ynaxosox
AR No / Auanurngecknii otqer Ne : ARF/222/2021|Date of Analysis / lata anaqmsa:  03.09.2021
Date of Mfg / Jlara npomsoacrea:  08/2021 Date of Expiry / I'omen no: 07/2024

Analysis performed according ND / Anamus nmpoeenén no HJL: TI N013745/01-091017, M3m. Ne 1 o1 17.04.2020

Test / Tokazarennb

Result / PesyabTarhl

Specification / Hopma

Description / Onucanue

Complies / CootsercTayer

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. / ITnockue kpyriasie TabneTky co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKkpannenusamu. Ha onnoii
cTopone Tadnerky poigapneHo cnoso «CIPLA», Ha

APYTOH - THHASA Pa3I0Ma.

Identification / [TognuHHOCTE

2a)

Anthraquinone glycosides /

AHTanHHOHOBbIB TJIMKO3HbI

Complies /
Cootrsercreyer

Ammoniacal solution turns a reddish colour /
OkpaurMBaHue aMMHAYHOTO PACTBOPA B KPACHBII
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)Y/

Mertunnaparuapokcubensoar
(BOXX)

Complies./
CootBercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBaHH OCHOBHOTO [TMKA HA XPOMATOrpaMMe
HCIBITYEMOr0 PacTBOPa JOJDKHO COOTBETCTBOBATE
BPEMEHH YIePKUBAHUSA OCHOBHOTO IMKa Ha
XPOMATOrpaMme CTaHAAPTHOIO PacTBoOpa
MeTuanaparuapokcudensoara (paszaen
«Metunnaparunpokcudbensoar).

Average weight / Cpennss
macca

188.61 mg /188,61 mr

189.99 mg =7.5% / 189,99 Mr £7,5%

Remarks :

The Product conforms to ND/
Mpumeyanue: MpoaykT cooTseTtcTRyeT TpebosaHuam HJ

Conclusion : APPROVED /
3akmouenue: OQOEPEHO

4

Checked by QC In-Charge /

_ Wi & Approved by QA In-Chargel
[HokymeHT npoeepeH OKK: HokymeHT opgobpeH OOK: ‘
B:::f 02.09.2 021 H:;:f oW\.08 -202)
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Cipla

CERTIFICATE OF ANALYSIS
\ CEPTHOUKAT AHAJIU3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481172

Batch Quantity / O0nem cepum:

5850 packs / ynaxosox

AR No / Ananutayaecknii orger Ne : ARF/222/2021|Date of Analysis / lara apamusza:  03.09.2021

Date of Mfg / laTta npomssoacrea:  08/2021

Date of Expiry / 'ogen mo:

07/2024

Analysis performed according ND / Anamms nposeaén no HJI: TI N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Iloxazarens Result / PesyabTaTsl Specification / Hopma

4 | Uniformity of weight / Complies / CooteercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ne bonee + 7.5
OnHOpPOIHOCTH MO Macce %

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

5 | Loss on drying / IToTeps B- 1.5% NMT 6.0 % / He onee 6,0 %

Macce IPH BBICYIITHBAHNH

6 | Dissolution/ 81-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.
OnHOpOAHOCTHL I03UPOBAHMS 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.

IToxkaszarene npuemnemoctu s n=10 AV <L1.

B cnyuae, ecnu 3Haqenue AV npesbimaer L1,
MPOBOJAT MCIbITAHKE HA clenyoiux 20 odpa3uax.
Hnst n1=30 AV <L1. Bce 3HaueHus Xi AOJDKHBI
VOOBIETBOPSATL HCPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTseHHOE oOmnpeneneHue 14.04 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniexrpodoTomeTpusi) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

' 14,04 mr/ra6 CEHHO3U/OB B IIEPECYETE Ha CeHHO3ua B B 0qHOM
TaDJIETKE.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr COOTBETCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknoyenue: OQOEPEHO

HokymeHT npoeepeH OKK:

Checked by QC In-Charge /f
4 an e

Approved by QA In-Charge /
HAokymeHT ogo6per OOK:

Date /

fata: D3 ¢ & w202

Date /
Oara:

DL\,Oﬁ-Q/O 2\
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A

Page3 of4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481172

Batch Quantity / O6nem cepum:

5850 packs / ynakosok

AR No / Anamurugeckuii oraer Ne : ARF/222/2021|Date of Analysis / lara amamasa:  03.09.2021

Date of Mfg / Jlara npomssoxcrea:  08/2021

Date of Expiry / I'ogen n0:

07/2024

Analysis performed according ND / Anasres nposenén mo HJL: T1 NO013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / ITokaszaTenan Result / PesyabTaThl Specification / Hopma
9 | Content of Methyl 0.043 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHITIaparuapokcnoen3oaTa 0.043 mr/tab
(BOXX) ’

10 | MICROBIAL LIMIT TEST/ Muxpobuosorudeckas 4ucToTa

10a) | Total Aerobic microbial count /
O6miee uncno a3poOHLIX <10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Ofee 4HCIO <10
MIECHEBBIX U IPOXKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10>/ g / He Gonee 10° /r
bacteria/ YcToiiuuBhIE K ’
NEACTBUIO KETYH
rpaMoTpHIATENbHbIe GaKTEPHH

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

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctBHe B 11

109) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: MNpogykT cootBeTcTByeT TpeboBaHuam H/

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge / Q ) Approved by QA In-Charge / S
[lokyMeHT npoBepeH OKK: D élan € [lokymeHT oaoBpeH OOK: K
[ara: [ara:
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJTHU3A

Pagedof 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481172

Batch Quantity / O0nem cepum;

5850 packs / ynakosok

AR No / Apamurauecknii orger Ne :  ARF/222/2021|Date of Analysis / laTa apammsa: 03.09.2021

Date of Mfg / Jlara npomssBoacrsa:  08/2021

Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Anams nposenéu no HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

11 | Package / YmakoBka
in a blister made of

Brucrep H3 MIEHKH

(momusTHIEHOBOI/

10 TPHMEHEHHIO.

Package / Ymakoexa - 20 tablets

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

MONHBHHIIXIOPUAHOH

MOJMHBUHHIAEHXIOPUAHOI) 1
AMOMHHUEBOH Gobry, 1o 25
BrUCTEpOB B KAPTOHHYK NAUKy
C BIOKEHHEM 25 UHCTPYKLIMI

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
TabneTok B OMHCTEp M3 MIECHKH TPEXCIOHHOH
(IIBX/II2MIBIX) n amomunnesoit doneru. Ilo 2
wnun 3 GrrcTepa BMECTe ¢ HHCTPYKLHeEd 1o
NPUMEHEHHIO B KapTOHHYIO naudky. ITo 20 Tabnerok
B OIHCTEp M3 MUIEHKH NOTHBHHUIXIOPHIHOM
(MOMHATHIIEHOBOH / MONHBHHIIIEHXIOPUIHOM) H
aMOMHHKEBOH (oJery, mo 25 6nucTepor B
KAPTOHHYIO [Ta4YKy C BIIOXKEHHEM 25 MHCTPYKIHI 10
MPHMEHEHHIO,

12 Labeling / MapkupoBKa According to ND /

B coorsercTeuu ¢ HJ

13 Storage conditions / Venosus

XpaHeHHUsl Beie 25 °C.

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

14° | Shelf life / Cpox ronHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeetcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3axntouenue: OQOBPEHO

Checked by QC In-Charge /(™ \
1 L o e

Approved by QA In-Charge /

o

[okymeHT nposepeH OKK: NokymeHT onobper OOK:
Date / 03.69 .3 02 Date / O\%,Og.f}_crz,\
fara: fata:

FMQC003-15-06
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