Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

-

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepust Ne: 482054 Batch Quantity / O6nem cepan: 5850 packs / ynaxosox
AR No / Anasamaseckuii oraer Ne : ARF/112/2022|Date of Analysis / lata anamsa: 14.05.2022
Date of Mfg / lara npomssoacrea:  04/2022 Date of Expiry / T'ogen go: 03/2025

Analysis performed according ND / Auamas nposenén mo H/I: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / oxazarens

Result / Peayabrars:

Specification / Hopma

1 | Description / Onucanue

Complies / CootBercTayer

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 kpyrneie TabneTxu co
CKOUIEHHbIMH KPasMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOI'O L{BETA C BKpamieHusiMu. Ha ool
cTOpoHe TabneTku BelarieHo cnoBo «CIPLAY, Ha
APYTOH - THHHUA pa3ioMa.

2 | Identification / ITojiuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
I CTSHL Cootsercreyer S;;[?ramHBaHHe aMMHAYHOI0 PACTEOPA B KPaCHLIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercrByer chromatogram of the sample solution should
MerunmaparugpokcubeHzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPXKHUBAHHA OCHOBHOIO MHKA HA XPOMATOrPaMMe
MCOBITYEMOrO PacTBOPA A0UKHO COOTBETCTBOBATH
BPEMEHH Y/ePIKHBAHUA OCHOBHOIO MHKA Ha
XpOMaTOrpaMMe CTAHAAPTHOTO PaCTBOpa
MeTunnaparuapokcubensoara (pasmen
«Metunmaparunpokcubensoar).

3 | Average weight / Cpenuss
Mdacca

188.53mg / 188 S3mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooteeTcTayeT TpeboraHusm HL

Conclusion : APPROVED /
3aknioueHue: OO0OBPEHO

Checked by QC In-Charge /
LlokymeHT nposeper OKK: 13 Claue

Approved by QA In-Charge /
[okymeHT ogobpeH QOK:

P

Date / | 406 doin. .

Nara:

Date /
Nara:

{6-05.2022
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CERTIFICATE OF ANALYSIS
= CEPTHOHKAT AHAJIM3A

Pase2 of 4/ Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / [lara npon3soacrea:

Batch No / Cepusa Ne: 482054 7 Batch Quantity / O0bem cepun: 5850 packs / ymakosex
AR No / Anamaraaecknii oraer Ne : ARF/112/2022|Date of Analysis / Jlara anammza: 14.05.2022
04/2022 Date of Expiry / I'onen xo: 03/2025

Analysis performed according ND / Anarmms nposeagn mo HJI: TT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Mloka3zarenab

Result / PesyapTarsl

Specification / Hopma

4 | Uniformity of weight /
OnRHOPOIHOCTD MO Macce

Complies / CootsercrByer

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

OnHOpOOHOCTE O3MPOBAHMS

5 | Loss on drying / ITotepsi B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BBICYIIHBAHUH
6 | Dissolution/ 84 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenune He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV<LI.

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=250.

ITokasarens npuemnemoctu o n=10 AV <L1.

B cnyuae, ecnu 3Hadyenue AV npepsimaer L1,
IIPOBOJIAT MCILITAHHE Ha creayrommx 20 obpasuax.
Hns n=30 AV < L1. Bce 3HaueHus Xi HOIGKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konu4ecTBEeHHOE  ONpEACICHHE

(Cnexrpodoromerpus)

13.99 mg/tab /

13,99 mr/rab

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 wmr (ot 90,0 mo 115,0 %)
CEeHHO3MIOB B MepecyeTe Ha CeHHO3HA B B 0HOM
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTeeTcTayeT TpebosaHuam HI

Conclusion : APPRQVED /
3aknwoueHune: OQOBPEHO

Checked by QC In-Charge P’”w
[okymeHT nposepex OKK: |5 “latee

Approved by QA In-Charge / M
JokymenT ogobpen OOK: [

Date /

| 408 202 2
Oara:

Date /

_ \6-0S.2022
[ara:
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CERTIFICATE OF ANALYSIS
. CEPTUOPUKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / Jlara mpousBoacrea:

Batch No / Cepusi No : 482054 Batch Quantity / O6bem cepun: 5850 packs / ynaxopox
AR No / Ananutuaeckuii oryer Ne : ARF/112/2022 | Date of Analysis / lara anammza: 14.05.2022
04/2022 Date of Expiry / I'oger go: 0372025

Analysis performed according ND / Anamms nposeaéa mo HZI: ITTN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / lioxasarens Resuit / Pesysibrarsl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 ~ 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/ '
Coneprxanue
MeTHInaparuapokcudeHsoara 0.048 mr/ra6
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoru4eckas 9ucToTa

10a) | Total Aerobic microbial count /
Obuee yucno aspoOHbIX 20 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He 6oxnee 10° /r
count / Obmee uncno <10
TUIECHEBBIX H APOAKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyrcTByIOT Not more than 10" / g / He Gonee 107 /r
bacteria/ Ycroiiuussie k
JEHCTBHIO XKeJT4Yr )
rpaMoTpULaTe/IbHbIE DaKTepHH

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

10e) | Escherichia coli Absent /OtcyrerBytoT Absentin 1 g/ OtcyrcreueB 1 r

109) | Salmonella Absent / OrcyrerByroT Absentin 10 g / OtcyrcTere B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTeeTcTByeT TpebosanHuam HJ

Conclusion : APPROVED /
3aknroueHue: OQOBPEHO

Checked by QC In-Charge/™

Approved by QA In-Charge /

e

HokymeHT nposepeH OKK: '\4 & Nale [HokymeHT onobpeH OOK:
Date / e s Date / :

WYLl X S 6-0S.2022
Oara: [ 40 o Jara: \ o

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Paged of4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Hpozyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 482054 Batch Quantity / Oobem cepan: 5850 packs / ynakeoBok
AR No / Amamarrngecknii oraer Ne : ARF/112/2022|Date of Analysis / /lara amammsza: 14.05.2022
Date of Mfs / lara npousBoactea:  04/2022 Date of Expiry / I'oger po: 03/2025

Analysis performed according ND / Auayms nposenén mo H/I: [T N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne

Test / MMokazarelib

Result / PesyapTath!

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoeka - 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
Grucrep U3 IIEHKH
IOJIMBMHUITXJIOPUHOH
(nonu3THIEHOBOM/
MOIHBUHAIIEHXIOPHIHOM) H
AMIOMHHHEBO# onbry, mo 25
OnucTepoB B KAPTOHHYIO [MAYKY
C BIOXEHHEM 25 HHCTPYKLIH
110 [IPUMEHEHHID.

Package / Ymaxoska - 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
Tabnerox B OHCTEp U3 IUIEHKH TPEXCIOHHOM
(MIBX/TIS/MIBX) n amomunnesoit gonsru. o 2
unn 3 GiicTepa BMECTE ¢ MHCTPYKLHEH 110
MPUMEHEHHIO B KapToHHYH0 nauky. [To 20 Tabnerok
B OJIHCTED U3 [UICHKH NOJTUBHHHIIXJIOPHIHON
(MOMUATHIEHOBOH / NONMBHHUIIAEHXIOPHIHOH) U
amoMUHUeBo#H donbry, o 25 6nucrepos B
KAPTOHHYIO [1a4YKy C BJIOMEHHEeM 25 MHCTPYKUHUi 110
NPUMEHEHHIO.

12 Labeling / Mapxkuposxa According to ND /
B cooTsercTeuu ¢ HI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMrnepatype He
XpaHeHHs sbrme 25 °C.
14 | Shelf life / Cpok rogHocTH 3 years /3 roma
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanne: MNpoaykT cooTseTcTeyeT Tpebosanuam HI

3anwyenue: OQOBPEHO

Checked by QC In-Charge; I”\
NokymeHT nposeper OKK: JGL e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

BT

Date /

(4 BE202 3.
Oara:

Date /

Oara: [ <05 Batse
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