Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIN3A

Page 1 ofd/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepusi Ne: 481131 Batch Quantity / O6bem cepun: 5849 packs / ymakosox
AR No / Ananaravecknii order Ne: ARF/162/2021 |Date of Analysis / lata anamasza:  19.07.2021
Date of Mfe / lata npomssoacrsa:  06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anayms nposenén mo HJI: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Iloka3zarensb

Result / PesyabTatsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByer

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. / [Tnockue kpyrnbie TabnueTku co
CKOIICHHEIMH KPasiMH OT KOPUYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1IBeTa ¢ BKparuenusMu. Ha oaHoi
cropose Tabnerku BeigasiaeHo cnoso «CIPLA», Ha
IpYTOI - TMHUA pa3sioMa.

2 | Identification / ITommMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
P S CootseTrcTByeT g:gramﬁsaﬁue AMMHAYHOTO PACTBOpPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByET chromatogram of the sample solution should
MeTrunnaparuapokCcHOeH30aT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate.standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUA OCHOBHOTO [HKA HA XPOMATOrPaMMe
HCIIBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH YAEPKHBAHUSA OCHOBHOIO IMKA Ha
XpOMAaTOrpaMMe CTAHAAPTHOrO PACTEOpa
MmeTunnaparuapokcubensoara (pasmen
«MeTtuanaparuapoKkcuOeH30ar).

3 | Average weight / Cpennsis
macca

187.80 mg / 18,80 mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumevanue: [Npoaykr cootTBeTcTByeT TPpeboaHuam H/L

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge/ -
[lokymeHT nposeper OKK: 6 ane

Approved by QA In-Charge /

NokymeHT onobpern OOK: o e

Date / §9.0%:2 01
Dara:

Date /

\A o9 202\
Dara; 9=
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Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfg / Jlara npousBoacrsa:

Batch No/ Cepun Ne: 481131 Batch Quantity / O0bem cepum: 5849 packs / ymaxkosox
AR No / Anamaragecknii oraer Ne: ARF/162/2021 |Date of Analysis / /lara anamaza: 19.07.2021
06/2021 Date of Expiry / I'oxen no: 05/2024

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

Ne Test / Hoxazarens

Result / Pezyasrars:

Specification / Hopma

4 | Uniformity of weight /
OnHOPOOHOCTE MO Macce

Complies / CooTsercrayer

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

O1HOPOAHOCTE NO3MPOBAHHS

5 | Loss on drying / IToteps B 13% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BBICYITHBAHHN
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTropenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.

In the case where the value of AV exceedsL1, a
test is carried out on the following 20 samples. For
n=30

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

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

L1=15.0,L2=250.

Tlokazatens npuemnemocty misi n=10 AV <L1.

B cnyuae, ecnu 3snagenue AV npesenuaer L1,
NPOBOAAT HCIBITAHKE Ha crenyomumx 20 obpasuax.
Jna n=30 AV <L1. Bce 3Ha4eHMst Xi JODKHBI
YOOBIICTBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuyecTeeHHOe omnpeneneHue

(CrrexrpotoTomerpus)

13.92 mg/tab /

13,92 mr/Tab

From 12.15.t0 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 mo 115,0 %)
CEHHO3UIOB B IepecyeTe Ha CEHHO3MI B B omHOM
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykr cooTeeTcTBYET TpebosaHuam H/1

Conclusion : APPROVED /
3akntoyeHue: O0OBPEHO

Checked by QcC In-('_?,f']arge\":.r ' ’
HokymeHT nposeper OKK: - @75% R4

Approved by QA In-Charge /
JokymeHT onobpeH OOK:

Date / 1902024
Hara:

Date /

5T 14-07. 202
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIM3A
Page 3 of 4/ Crp. 3 n3 4
Product: SENADE TABLETS 13,5 mg Ipomykr: CEHA,HE®, TABJETKH 13,5 mr
Batch No / Cepus No: 481131 Batch Quantity / O6bem cepum: 5849 packs / ymakosox
AR No / Anamariueckmii oraer Ne : ARF/162/2021|Date of Analysis / /lara ananmsa: 19.07.2021
Date of Mfg / lata npoussoacra:  06/2021 Date of Expiry / I'ogen jo: 05/2024

Analysis performed according ND / Anamus nposenén no HJI: TTN013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / TokazaTens Result / Pe3yabTars Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CopnepxaHue
MeTUNnaparuapokcubersoaTa 0,046 Mr/Ta6
(BIKX)

10 | MICROBIAL LIMIT TEST/ Muxkpofuonoriudeckas 94cTOTa

102) | Total Aerobic microbial count /
OGwee 4uCcI0 a9POOHBIX <10 Not more than 10* cfi/ g / He Gonee 10* /r

MHKPOOPraHu3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /r
count / Obmee gucio <10
UIECHEBBIX M JIPOACKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10” / g / He 6onee 10° /r
bacteria/ YcroiiunBbie K
NEeHCTBHIO JKEITYH
rpamMoTpHuLaTebHble OaKTepHn

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 11
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ OtcyrcrBue s 11
1060 | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g /OtcyrcTeue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootsetcTeyeT TpebosaHnsm HA | 3aknouenne: ONOBPEHO

Checked by QC In-Charge? ). 4 Approved by QA In-Charge / d
[okymeHT nposepeH OKK: ‘B “’Lc"”_i - [JokymeHT ofo6per OOK: %ﬁ/
Datel 1C‘-G\T':LOQ—'J Datef \d‘o-—'wa_‘l

Hara: JNara;

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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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 4 of 4/ Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJETKH 13,5 mr ;

Batch No./ Cepus No-:

481131

Batch Quantity / O6bem cepumn:

5849 packs / ynaxoBox

AR No / Anamaraaecknii orger Ne : ARF/162/2021

Date of Analysis / /laTa anammsa:  19.07.2021

Date of Mfg / laTa npou3BoACTBA:

06/2021

Date of Expiry / I'onen go:

05/2024

Analysis performed according ND / Ananms nposenén mo HI: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Hoxazarens.

Result / Pesyaptarsr

Specification / Hopma

11

Package / YnakoBxka

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. / TTo 20 tabneTok B
OmucTep M3 NIEHKH
[IOJTHBUHHIIXTIOPUITHOH
(monuaTHIEHOBOIH/

MO BHHMJIIEHXJIOPHIHOMN) 1
AMOMHHHEBOI (oIbrH, 1o 25
OMHCTEPOB B KAPTOHHYO TIAMKY
C BIIOKEHHMEM 25 MHCTPYKUHH
I10 PUMEHEHHIO.

Package / Ynakosxka - 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. / ITo 20
TabneTok B OJMCTEp W3 IUICHKH TPEXCIOHHOM
(IIBXAIS/MIBX) u amomunneBoi ¢onsry. ITo 2
MM 3 OJIHCTepa BMECTE C MHCTPYKLIMEH MO
MPUMEHEHHIO B KapToHHYI0 nauky. ITo 20 Tabnerok
B GnucTep U3 IICHKH NOTHBHHUIXJIOPHAHOH
{TONTHATHIEHOBOIH / MOMMBHHUJIACHXJIOPUIHOMH) H
AMOMHHHEBOM (QOJIBrH, 110 25 GIUCTEPOE B
KapTOHHYIO Ma4Ky C BIOXEHHEM 25 HHCTPYKLHUI 1o
HNPHUMEHEHHIO.

Labeling / Mapxuposka

12 According to ND /
B cooteercteuu ¢ HJJ
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temreparype He
XpaHeHHs Boime 25 °C.
14. | Shelf life / Cpok rogHocTH. 3.years/3 roma

Remarks : The Product conforms to ND/ -
Mpumeyanme: MpogykT coorBeTcTayeT TpebosaHusam HA

Conclusion : APPROVED /
3axmoyenue: OQOBPEHO

Checked by QC In-Charge(/
[okymeHT npoBeper OKK: “B Namn €

=

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

Date / ]q 'O.T'lO'J_‘I

Hara:

Date /
[ara:

o7 2020
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