Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 10f4/Crp.1u3z 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npou3BoAcTBa:

Batch No / Cepust Ne: 482106 Batch Quantity / O6uent cepun:  5852packs / ynakosox
AR No / Anaauruuecicnii oraer Ne : ARF/179/2022|Date of Analysis / lata ananu3za: 16.08.2022
07/2022 Date of Expiry / I'ogen no: 06/2025

Analysis performed according ND / Ananus nposenén no HJL: I1 N013745/01-091017, Ham. Ne 1 o 17.04.2020

Test / [lokaszaTenas

Result / PesyabTaTs:

Specification / Hopma

Description / Onucanue

Complies / CooTBeTCTBYET

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. / TInockue kpyrisie TabIeTKH CO
CKOLLIEHHBIMH KPAsMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO IBETa C BKpamienuamu. Ha oxnoi
cropone Tabnetku sornasieno ciaoso «CIPLA», na
JPYTO# - THHUA pas3ioMa.

Identification / IToumMHHOCTE

2a)

Anthraquinone glycosides /

AHTPaxXHHOHOBbIE MIHKO3HIBI

Complies /
CooTBeTCTBYET

Ammoniacal solution turms a reddish colour /
OxpaluBaHue aMMHAYHOTO PAcTBOPAa B KPACHBI
LBET.

2b)

Methyl Parahydroxybenzoate
(HPLCY/

Metunnaparuapokcubensoar

(BIKX)

Complies /
CootsetctByer

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
YIIePKHBAHHS OCHOBHOTO ITHKA Ha XPOMATOrpaMme
HCILITYEMOrO PacTBOpa HOJDKHO COOTBETCTBOBATh
BpEMEHH yIePKUBAHHI OCHOBHOTO [THKA HA
XpOMATOrPaMMe CTAHAZPTHOrO PacTBOpa
MeTunnaparuapoxcudensoarta (pasnen
«MertunnaparuapokcubeH3oar).

Average weight / Cpenuss
Mmacca

186.19mg / 186,19Mr

189.99 mg +7.5%/ 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTayeT TpebosaHuam H/

Conclusion : APPROVED /
3axknwoyenue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK:

Bacw

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

5=

Date /
[ara:

|6-08.202.2

Date /
[aTta:

'\—].og,ﬂ,cb?/
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A
Page2 of4/Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg HlpoaykT: CEHAI[E@@,._TAEJIETKH 13,5 mr
Batch No / Cepust Ne: 482106 Batch Quantity / O6nem cepun:  5852packs / ymawosox
AR No / Ananutnyeckuii oryer Ne : ARF/179/2022|Date of Analysis / lara ananuza: 16.08.2022
Date of Mfg / llata npoussoacrea:  07/2022 Date of Expiry / I'ogen go: 06/2025

Analysis performed according ND / Auanus nposeaén mo H/I: I1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / TlokazaTens

Ne Result / Pesyabrarte: Specification / Hopma

OpHOPOIHOCTS 110 Macce

4 | Uniformity of weight / Complies / Cootsercteyer 18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee + 7,5

%
2/20 tablets NMT +15% / 2/20 ne 6onee £+ 15%

OIHOPOIHOCTL AO3UPOBAHHA

5 | Loss on drying / TToteps B 2.5% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIIHBAHHUH
6 | Dissolution / 82 - 88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <L]1.

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:

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

L1=15.0,L2=25.0.

ITokazarens npuemnemocTt wis n=10 AV <L1.

B cnyuae, ecnu 3nadenune AV npessimaer L1,
MPOBOAAT HCMBITAHHE HA clieqyomux 20 odpasnax.
Jlist n=30 AV <L1. Bce 3Ha4eHus X1 JOJDKHbI
VIOBJIETBOPATL HEPABEHCTBY

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

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

8 | Assay (Spectrophotometry)

(CnexrpodoToMerprs)
13,92mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuecTeenHnoe omnpenenenue 13.92 mg/tab / sennosides calculated as sennoside B in one tablet. /

Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEeHHO3UOB B llepecyeTe HA CeHHO3H B B onHOIH
Tabnerke.

Remarks : The Product conforms to ND/
MNpumMeyvaHue: Mpoaykr cooTeTcTByeT TpebosaHwam H

Conclusion : APPROVED /
3akntoyenune: OO0OBPEHO

Checked by QC In-Charge I~ ﬁ?

Approved by QA In-Charge / A5
HokymeHT opobpeH OOK: M

[lokymeHT nposepeH OKK: \*4 6\ @l
Date/ |4.0%.202.2 Date /
[ara: fara: |7-0%-2021
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Cipla

) CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482106 Batch Quantity / O6nem cepun:  5852packs / ynakoBok
AR No / Ananntnuecknii otaer Ne : ARF/179/2022 Date of Analysis / laTa ananusa: 16.08.2022
07/2022 Date of Expiry / Toaen no: 06/2025

Date of Mfg / JlaTa npoussoacrsa:

Analysis performed according ND / Ananus nposeaén no HJL: I1 N013745/01-091017, H3am. Ne 1 ot 17.04.2020

Ne Result / PeayabTarsi

Test / Tlokaszarens

Specification / Hopma

9 | Content of Methyl 0.046 mg/tab
parahydroxybenzoate(HPLC)/
Copepskanue
MeTummaparuapokcubensoara 0,046Mr/Tab
(BOXX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6uosnorudeckas 44cToTa

10a).| Total Aerobic microbial count /
O6uee uncio a3poOHEIX 20

MHKDPOOPTaHU3MOB

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

10b) | Total combined yeast and mould
count / O6uiee uucno
ILJIECHEBBIX H JIPOAOKEBBIX

rpuboB

<10

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

10 ©) | Bile tolerant gram-negative
bacteria/ YcroliuuBeie K
NEHCTBHIO YKEJTYH

rpaMoTpHUATENbHEIe DaKTepHH

Absent /OTcyTCTBYIOT

Not more than 10/ ¢ / He 6onee 10” /r

10 d) | Staphylococcus aureus

Absent /O1cyTCTBYIOT

Absentin 1 g/ OrcyrctBues 1 r

10 e) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyrctBueB 1 1

10f) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /Orcyrctue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTayeT TpeGosannam HI

Conclusion : APPROVED /
3aknwouenue: OQOOBPEHO

Checked by QC In-Charge {~ j
[loxymeHT nposepeH OKK: ““,% elond

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

Date /

fara: l€.08:2.022—

Date /

\7-0% 2022
[ara: ‘
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Cipla

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne : 482106 Batch Quantity / O6bem cepun:  5852packs / ynakoBok
AR No / Anannruueciuii oruer Ne : ARF/179/2022|Date of Analysis / Jlata ananunsa: 16.08 2022
07/2022 Date of Expiry / 'oaeH no: 06/2025

Date of Mfg / JJlaTa npou3BoacTBa:

Analysis performed according ND / Auanus nposenés no HJI: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / HHoxkaszaTenn

Result / Pe3yabTathl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 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
fnucTep U3 IIEHKH

MOJTH BUHHTIXJIOPHHOH
(nonuaTHIEHOBOI/

I10JM BUHHJIIEHXJIOPHTHOI )
amomunuesoil Gonsru, no 25
OUCTEPOB B KAPTOHHYIO MAUKY
C BIIOKEGHHEM 25 HHCTPYKLUMH
10 NPHMEHEHHIO.

Package / Ynakoska - 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 OIMCTEp M3 IUIEHKH TPeXCIOHHOMH
(MBX/MI2/TBAX) 1 amomunuesoii ¢ponsru. Ilo 2
w3 GnucTepa BMecTe C HHCTPYKIHEH 1o
IPHUMEHEHHIO B KapTOHHYIO nauxy. [To 20 tabnerok
B GJH'ICTEP H3 MJICHKH IIOJ“IBHHHIIXJTODHIIHOﬁ
(noM3THAEHOBOH / ONHBHHUIIEHXIOPHIHOH) H
amomuaresoil Goser, mo 25 6aucTepos B
KAPTOHHYIO MIAUKy ¢ BJIOMEHHEM 25 HHCTPYKIHH 1O
[PUMEHEHHUIO. '

12 | Labeling / Mapkuposka

According to ND /

B cooteercTeuu ¢ HJ|

13 Storage conditions / YcnoBus
XpaHeHus

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

Boiie 25 °C.

14 Shelf life / Cpox rogsocTH

3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MMpoaykT COOTBETCTBYET TPEGOBAHUAM HI

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge /™ =~
[okymeHT nposepeH OKK: \B ot

Approved by QA In-Charge /
OokymeHT of,06peH OOK:

B

Date /

LR 2022 )
Darta: 6 %

Date /

flara: {7:-0%- 2027
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