CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cipla

Page 1 of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484087

Batch Quantity / Ofbem cepun:

- 5847packs / ynakoBox

‘AR No / Auansrrauecknit oruer Ne: ARF/171/2024

Date of Analysis / Jara anaamza:  25.09.2024

Date of Mfs / lara npoussoictea:  09/2024

Date of Expiry / Toen ao: 08/2027

Analysis performed according ND / Auanus nposesén no H/L: IT NG13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [Mokazarenb

Ne Result / PesynbTaTsi

Specification / Hopma

I Description / OnucaHue

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. / Tlnockue kpyrnsie TabNeTKH co
CKOLUEHHBIMH KPaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHUHEBOro LpeTa ¢ BkpareHuamu. Ha oanoii '
cropoHe TabneTku BuigasaeHo cnoso «CIPLAY, na
OPYTOH - IMHUA pasiioma.

2 Identification / TToAnuHHOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OkpalMBaHie aMMUAYHOrO PacTBOPAa B KpacCHBIH
AHTPaXHHOHOBBIE MTHKO3HUIbI HRET:
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTBYET chromatogram of the sample solution should
MeTuinaparuapokcHGenzoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep:KHBaHHA OCHOBHOTO MHKa Ha XpOMaTorpaMme
WCIBITYEMOTO PACTBOPA AOJKHO COOTBETCTBOBATS
BPEMEHH YALCPAHUBAHHA OCHOBHOIO MUK Ha
XpOMaTorpaMme CTaHJapTHOro pacTBOopa
Meruanaparugapokcubenzoata (paznen
«MeTtunnaparuapoxcnben3oar).

3 | Average weight / Cpeausn
macca

188.12mg / 188,12mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
NMpumeuanue: MNpoaykr cooteeTcTayeT TpeSosaqnam HA

Conclusion : APPROVED/
3axnoyvenue: OJOBPEHO

Checked by QC In-Charge / ) o
JokymeHT nposepeH OKK: =]

Approved by QA In-Charge /
[JokymeHT opobper OOK:

=

Date /
[ara:

2S- ooy

Date /
Harta:

26 0 A4
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CERTIFICATE OF ANALYSIS
CEPTHOVIKAT AHAJIHM3A

Cipla

Page 2 0f 4/ C1p. 2 13 4

Product: SENADE TABLETS 13,5 mg

Tipoaywr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484087

Batch Quantity / Ofbem cepuu:

5847packs / ynaxoBok

AR No / Apaauruteckuii oraer Ne : ARF/171/2024|Date of Analysis / JlaTa ananu3sa: 25.09.2024

09/2024

Date of Mfz / JaTa npoH3BOACTBA:

Date of Expiry / Uonen go:

08/2027

Analysis performed according ND / Ananus npoeeagn no HJ: I1 N013745/01-188522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [lokazaTenb

No Result / Pesynbrarsbl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOIHOCTD MO MACCe

Complies / Cootpercrayer

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 He Gonee + 15%

OnHOPOAHOCTE NO3HPOBAHIA

5 | Loss ondrying / Tloreps B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce TpH BhICYIUHBAHKH
6 | Dissolution / 79-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenrozunos yepes 120 mun
7 | Uniformity of Dosage units / AV=538 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:

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

L1=15.0;12 =250,

Tokazatens npuemiemMocti anan=10 AV <L1.

B ciyuae, ecnu 3Hauexne AV npesbiinaet L1,
NPOBOMAT MCMBITAHKE Ha cnepyromux 20 obpasuax.
Jlnst n=30 AV < L1. Bee 3HaueHus Xi A0JKHbI
YIOBNETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

LI=150:12=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OnpejeieHye
(CnextpodoromeTpus)

13.94mg/tab /

13,94mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B MepecueTe Ha ceHHo3ua B B oaHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cooTeeTCTBYET TpeboBaHuam HO

Conclusion : APPROVED /
3axnouyenue: QQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / ‘

[okymeHT nposepex OKK: ?SQM [okymeHT ogobper OOK: W
Date / ~ Date /

[ara: S H [ara: 2 -0 2004
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIN3A

Page3 of4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg IpoaykT: CEHAJ],EK“TTABJIETKH 13,5 mr

Batck No / Cepust Ne: 484087 ' Batch Quantity / O6vem cepun:  5847packs / ynaxosok

AR No / Anannriueckuii oruer Ne : ARF/171/2024|Date of Analysis / lara anaan3za:  25.09.2024

Datc of Mfg / Aata upoussoacrea:  09/2024 Date of Expiry /T'ezaen go: 08/2027

Analysis performed according ND / Auanus nposengn no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

No Result / Pe3ynbTaThl Specification / Hopma

Test / Moxazarens

9 | Content of Methyl 0.04 1mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Coznepixanue
METHIMaparuapokcubersoaTa 0,041 mr/7a6
(B3XX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count /
OB11ee YMCro aspolHbiX 20 Not more than 10* cfu/ g / He Gonee 10 /r

MHUKpPOOPraHu3MoB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / OB1uee yncao <10
IJIECHEBBIX U APOJGKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 10° /r
bacteria/ YcToifuussie K
NeHCTBUHIO XKeTdu
rpaMoTpHLaTeNbHbIe DakTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcytctBue B 1 r
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin I g/ OrcyrctBue B | r
101) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Otcyrcrene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cootseTcTeyeT TpebosaHuam HA | 3aknwovexue: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

NokymeHT nposeper OKK: ‘7_&5" OokymeHT ofobpeH OOK: %oﬁ_‘f—ﬁf,
Date / Date /

fara: 2.8 ~=5 1oy fara: 2.¢-094 204
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®UKAT AHAJIM3A

Paged4o0f4/Crp.4n34

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne 1 484087

‘| Batch Quantity / O6bem cepun:

5847packs / ynakorox

'AR No / Ananurnaeckuii oraer Ne : ARF/171/2024|Date of Analysis / lara anaanza:  25.09.2024

Date of Mfg / lara nposizozcrsa:  09/2024

Date of Expiry / 'ogen no:

08/2027

Analysis performed according ND / Auanus nposenén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Hoxkazarens

Ne Result / PesyabTaTh!

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

GaucTep U3 MieHKH

(noauaTUIEHOBO/

MO NPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJUMBHHUIXJIOPHAHOH

MOJMBHHHIIAEHXIOPUIHOM) H
amoMuHKMeBO# Qonbru, mo 25
GAHCTEPOB B KAPTOHHYIO MauKy
C BJIOYEHHUEM 25 MHCTPYKLMI

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 ONMCTEP U3 TUIEHKH TPEXCNOiiHO
(MBX/N3/TIBAX) u amomunuesoii donsru. 1o 2
MITH 3 GnucTepa BMECTE C HHCTPYKUHEH no
NPHMEHEeHHIO B KapTOHHYIO mauky. [To 20 tabnetok
B GJMCTEp M3 MUIEHKH MOJMBUHHIIXIOPHIHOM
(MOAMITHICHOBOH / MOMUBUHUNAEHXITOPUAHOMH) H
amomMuHieBoit (oabru, mo 25 Gnuctepor B
KapTOHHYIO TaYKy ¢ BIOXKEHHeM 25 MHCTpYKUHMIi no
NPUMEHEHHIO.

12 Labeling / MapkupoBKka According to ND /

B cootercTBnu ¢ H/I

13 Storage conditions / Ycnorus

XpaHeHus Bbiwe 25 °C.

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

14 | Shelflife / Cpoxk rognoctu 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpogykT cooTeeTcTByeT Tpebosarnuam HI

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge / 5 Approved by QA In-Charge / Cop
OokymeHT nposeper OKK: ;’£/J“‘"p HokymeHT ogobpeH OOK: @/
Date / = Date /

[ara: S ey [Oata:. 250 ey
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