Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHATH3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484014

Batch Quantity / O6bem cepun:  5844packs / ynakosor

AR No / Anaanruuecknii oruer Ne : ARF/069/2024

Date of Analysis / lata anannza: 08.06.2024

Date of Mfg / laTta npon3soactea:  (5/2024

Date of Expiry / I'ogen ao: 04/2027

Analysis performed according ND / Anann3s nposeaén no HA: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne Result / Peaynsrarnl Specification / Hopma

Test / TtokazaTenn

1 Description / Onucanue Complies / CoorseTcrByer 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. / {Inockne kpyrisle TabneTky co
CKOMICHHBIMH KpasMH OT KOPHIHEBOTO 10 TEMHO-
KOPUYHEBOTO 1IBETA C BKpAIUICHUAMH. Ha oaHOH
cropoxe tabnetku BoigasaeHo cioso «CIPLA», Ha
Ipyroit - THHHA pazIoMa.

2 Identification / TToANMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaluyBaH¥e aMMHaZHOro pPacTBOpa B KPacHbtH
AHTPaXWHOHORKIE FNHKO3HIbI uBeT
2b) | Methy!l Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTCTBYET chromatogram of the sample solution should

Metunnaparuopokcudensoar
(BDKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
yICPKHUBAHHA OCHOBHOIO TIHKA HA XPOMATOIPaMme
HCOBITYEMOTO pACTBOPA AODKHO COOTBETCTBOBATL
BpeMeHH YIACPXXHBAHKA OCHOBHOTO [1HKA Ha
XPOMATOrPaMMe CTAHIAPTHOTO pacTBopa
meTuinaparuapokenbersoata (pasaen
«MerunnaparuapokcibeH30ar).

3 | Average weight / Cpennss 189.90mg / 189,90mr 189.99 mg +7.5% / 189,99 mr +7,5%

macca

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanne; NpoaykT cooTeeTcTeyeT TpeGosanmam HO | 3aknwyenune: OQOBPEHO

Checked by QC In-Charge / :f- ’ o

OokymeHT npoeepeH OKK:

Approved by QA In-Charge /
LokymeHT 0a06peH OOK: W/\{

Date /
Oara: 207201y

Date /

ara; A0 2oLy
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJTH3A

Page2 of4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIEY, TABJIETKMU 13,5 mr

Batch No / Cepua Ne: 484014

Batch Quantity / Q6nem cephn:

5844packs / ynakoBok

AR No / Auanntudecknii oruer Ne : ARF/065/2024

Date of Analysis / /lata ananmia: 08.06.2024

Date of Mfg / Tata npomzsoacrea:  05/2024

Date of Expiry / 'oaen go:

04/2027

Analysis performed according ND / Anann3 nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [TlokazaTens

Result / PeaynbTaTnl

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCT 10 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7,5
L2
2/20 tablets NMT £15% / 2/20 ne Oonee + 5%

5 | Lossondrying/ [{oreps B 2.8% NMT 6.0 % / He 6onee 6,0 %o
MACCe TIPH BBICYLIMBAHHY
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) ceHHo3uaos wepez 120 MHH
7 | Uniformity of Dosage units / AV =53 The acceptability index forn= 10 AV <L1.

OAHOPO/HOCTE A03HPOBAHUA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

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 npueMnemMocTy Ana n=10 AV <L1.

B cayuae, ecii 3HaueHue AV npesbimaet L1,
MPOBOJAT UCTILITAHKE Ha cnenyroludx 20 obpasuax.
Jnan=30 AV < L1. Bce 3Ha4YeHus Xi NOJIKHbI
YAOBJETBOPATL HEPABEHCTBY:

IM-xil £0,01 x L2 x M.

L1=150;L2=250.

8 | Assay {Spectrophotometry)
KonuuecTeeHHoe onpeneneHue
{CnekTpodoTomMeTpus)

13,99mr/Tal

13.99 mg/tab /

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 mo 15,53 mr {or 90,0 go 115,0 %)
CEHHO3HAOR B NIepecueTe Ha ceHHO3MA B B onHoH
TabneTke.

Remarks : The Product conforms to ND/
MNpumeyanwe: MpogykT cooTeeTcTBYET TpefosaHuam HJ

Conclusion : APPROVED /
3akniovyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

£
OokymeHT nposepeH OKK: _fﬁ’ . HokymeHT ogobpen OOK: %;
Date / Date / .
[ara: 29 o120y fara: 2K 0T 1Oy

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page 3 of4/Crp. I n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepua Ne: 484014

Batch Quantity / O0bem cepnn:

5844packs / ynakosok

AR No / Anaautnuecknii otuer Ne : ARF/069/2024| Date of Analysis / aTa anannza: 08.06.2024

Date of Mfg / lata npon3soactea:  05/2024

Date of Expiry / Fogen ao:

04/2027

Analysis performed according ND / Ananu3s nposenén no H/1: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PesyabTaThi

Test / [lokaszaTens

Specification / Hopma

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
CoaepxaHue
meTwinaparuapokcubenzoaTa 0,042mr/1a6
{(BRXX)

0.028 — 0.056 mg/tab. / O1 0,028 mo 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGHOJIOTHYECKas YHCTOTa

10a) | Total Aerobic microbial count /

O6uee wneno aspobHbIx 20
MHUKPOOPTaHA3MOB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould

count / Obee uucno
NACCHEBLIX H Llp())K}KeBbIX

<10

- Not more than 107 ¢fw/ g /He Gonee 10° /r

rpudos
10¢c) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 10” /
bacteria/ Ycroiuuenie K
JNeHCTBHIO ke K
rpaMoTpuLaTenbHbie DaKTepuu
10 d) | Staphylococeus aureus Absent /OrtcyTterBytoT Absentin 1 g/ OrcyTtcTBue B I T
1We) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcytcrBue B I 1
101 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OrcytctBue B 10 g

Remarks . The Product conforms to ND/
Mpumeyaunme: MpogyKT cooTrReTCTBYET TReboraHnam HJ

Conclusion : APPROVED /
3aknwyvenue: ONOBEPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK: "-ﬁ’bﬂ

Approved by QA In-Charge /
AokymenT ogobpen OOK:

FE

Date /

fara; 29.o0T.1024

Date /

2R-07- 2024
Oara:

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATH3A

Page40f4/Crp.4n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484014

Batch Quantity / O6bem cepun:

5844packs / ynakosox

AR No / Ananutuueckuii oruet Ne : ARF/069/2024 Date of Analysis / IaTa anaim3a: 08.06.2024

Date of Mfe / lata npoussoacrea:  05/2024

Date of Expiry / 'oaen a0:

04/2027

Analysis performed according ND / Auanus npopeaén mo H/I: [1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTarbi

Test / [lokazaTennb

Specification / Hopma

11 | Package / Ynaxosxa
in a blister made of

GucTep U3 nIeHKH

{NOAUITUIEHOROH/

[0 MPUMEHEHMED,

Package / Ynakxoeka - 20 tablets

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

MONUBAHHNXTOPHAHOI

FICNHBHHKILISHXJIOPUIHOM) 1
ANIOMHHHEBOH Qonbry, no 25
OMHCTEPOB B KAPTOHHYH) NAYKY
C BJIOWKEHHEM 25 UHCTpYKiluit

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. / {To 20
TabneToK B ONHUCTEP W3 IIEHKH TpexcnoiHoi
(MIBX/AI/MIBOX) v aniomunuesoi donsru. o 2
Wnd 3 6nucTepa BMECTE € HHCTPYKUMEH no
APHMEHEHHUIO B KApPTOHHYHO nadky. [o 20 rabnetok
B 6nicTep M3 [IAEHKH NOJIMBHHHUAXNIOPHAHOH
(NoAU3THASHOBO / MONUBHHKIIEHXIOPHIHOH) 1
aANOMUHKEBo# Hhobry, no 25 Gnucrepos 8
KapTOHHYH MAYKY C BAOXKEHHEM 25 HHCTPYKOHH 110
MPUMEHEHHIO.

12 Labeling / Mapknposka According to ND /

B cootBetcrrnn ¢ HJJ

13 Storage conditions / YcnoBus

XpaHeHHs Bhimme 25 °C,

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

14 Shelf life / Cpok roaHocTu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumevanne: NpogyxT cooTeeTCTBYET TpeboBarHnamM HI

Conclusion : APPROVED /
3aknwuenune: QJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

AokymeHT npoeepeH QKK 4ﬁ’w AokymeHt ogobpen QOK: =
/

Date / e Date / L0 . 2024

Oara. 2500720y Oara: A

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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