Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHO®HKAT AHAJIH3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJAETKM 13,5 mr

Batch No / Cepnna Ne; 484033

Batch Quantity / O6bem cepun:

5843packs / ynakonox

*|AR No / Adannthueckuii oraer Ne : ARF/093/2024|Date of Analysis / Jata anaanza: 03.07.2024

Date of Mfg / lara npon3soacrea:  06/2024

Date of Expiry / 'oaen po:

05/2027

Analysis performed according ND / Aganna nposeaén no H/: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3am. Ne 1 ot 09.07.2024

Ne Result / PeayanTaTsl

Test / [ToxazaTenn

Specification / Hopma

1 Description / Onucanune

Complies / CooTaeTcTBYET

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 kpyrasie TabneTku co
CKOLIEHHBIMH KPasMHU OT KOPHYHEBOrO 10 TEMHO-
KOPHYHCBOIO UBETA ¢ BKPAIUITECHHUAMH. Ha onio#
cTopoHe TabaeTku BeraaBneHo cnoso «CIPLA», ra
ApYro# - TIKHHA pa3ioMa.

2 Identification / [ToIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTRYET OxpaluMBaHHEe aMMWAYHOTO PACTEOPa B KpacHsli
AHTanHHOHOBh]e FMAKO3KnbI 1BeT.
2b) | Methy! Parahydroxybenzoate Complies/ Retention time of the principle peak in the
(HPLCYy CooTBeTCcTRYET chromatogram of the sample solution should
Metuanaparuapokcubersoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpema
yIAepHHBAHHA OCHOBHOTO TTHKA HA XPOMATOrpaMMme
HCTIBITYEMOrO pacTBOPa NODKHO COOTBETCTBOBATH
BPeMeHH yAepPKHUBAHHA OCHOBHOIO NHKA HA
XPOMaTOrpamMmMe cTaHAApTHOMO pacTBOpa
MeTHAnaparnapokcubeH3oara (pasaen
«MeTwinaparuapokcnbensoar).

3 | Average weight / Cpennss
Macca

187.03mg / 187.03mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks ' The Product conforms to ND/
Mpumeuanne: Npoaykr cootseTcTeyeT TpeGosaHvam HI

Conciusion : APPROVED /
3axknmouenwe: OQOBPEHO

Checked by QC In-Charge /
AokymenT nposeper OKK: iu

Approved by QA In-Charge /
DokymeHT ogo6pen OOK:

Fx

Date /

Dara: 2.9.01 ro+-Y

Date /

22407 202\
Nara:

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS
) CEPTH®HKAT AHAJIU3A

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484033

Batch Quantity / O6beM cepus:

5843packs / ynakosok

AR No / AnanuTHueckni oruet No : ARF/093/2024

Date of Analysis / Jlata anannza:  03.07.2024

Date of Mfg / lata nponssoacrea: _ 06/2024

Date of Expiry / T'oaeH no:

05/2027

Analysis performed according ND / Ananu3 nposeaén no HJ: Il N013745/01-180522, amend No. 1 dated

109.07.2024 / 11 N013745/01-180522, wim. Ne 1 o1 09.07.2024

No Result / PesyabTars! Specification / Hopma
Test / lTokalaTenb
4 | Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets NMT = 7.5 % / 18/20 He Gonee £ 7.5
OaHOpooHOCTD MO Macce %
2/20 tablets NMT =15% / 2/20 ue donee = 15%
5 Loss on drying / [loTepa B 2.0% NMT 6.0 % / He donee 6,0 %
Macce TIpY BblCYLIHBAHHY _
6 Dissolution / 79-94% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHne He menee 70 % (Q) cennosnnos yepes 120 MuH
7 | Uniformity of Dosage units / AV =55 The acceptability index for n = 10 AV < L1,
OAHOPOAHOCTE A03UPOBAHUA In the case where the value of AV exceeds L1. a
test is carried out on the following 20 samples. For
n=30
AV < LI1. All values of xi must satisty the
inequality:
IM-xil < 0,01 x L2 x M.
L1=150;L2=250.
Mokaszarteas npuemieMocTy g n=10 AV < L1,
B ¢ayuae, eciid 3HaueHHne AV npesbimaet L1,
MPOBOJSAT UCTILITAHKE Ha cnenytoux 20 oGpasuax.
HOas n=30 AV < L.1. Bee 3HaYeHHs Xi JOJAHb
yIOBIETBOPATL HEPABEHCTBY!
[M-xi| < 0,01 x L2 = M.
L1 =150:L2=25.0
8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTsenHoe  onpejencHue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniekrpodoToMeTpH) Ot1 12,15 30 15,533 mr (o1 90,0 30 115.,0 %)
14.03Mr/Tab CEHHO3WIOR B NepecueTe Ha ceHno3na B B onnol
‘ TabneTke.

Remarks - The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTayeT TpeGoBaHuam HI

Conclusion : APPROVED /
3aknwuenune: OQOOBPEHO

Checked by QC In-Charge / -
LokymeHT npoaepeH OKK: =

Approved by QA In-Charge /
DokymeHT opobpen OOK:

e

Date /
2490 T.r0 24

Oarta:

Date /

907 10:
fara: 2 RR T el B

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJIHU3A

Page3of4/Crp. 3 nz 4

Product: SENADE TABLETS 13,5 mg

Tlpoayxr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 484033

Batch Quantity / O6bem cepau:  5843packs / ynakoBok

AR No / Ananutndecknit oruer Ne : ARF/093/2024 Date of Analysis / Jlara ananniza: 03.07.2024

Date of Mfg / lara nponssoacrea:  06/2024 Date of Expiry / I'onen no: 05/2027

Analysis performed according ND / Ananns npoeeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, mam. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTs! Specification / Hopma
Test / [lokazateasb
% | Content of Methyl 0.042mg/tab (.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue .
METHINMaparuapokcenioara 0.042Mmr/Ta6
(B2XKX) ‘

10 | MICROBIAL LIMIT TEST/ Mukpo61onoTuieckas yHCTOTa

10a) | Total Aerobic microbial count /
Obee YHCI0 adpodHRIX
MUKPOOPraHH3MOB

70 Not more than 10" cfu/ g / He onee 10° /r

165} | Total combined yeast and mould
count / Obuiee 4ncno

Not more than 107 cfu/ g /He Gonee 107 /r

<10
TVIECHEBBIX M IPOHOIKEBDIX
Tpubos
10¢} | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10” / g / He Gonee 10° /r
bacteria/ YcToiiuugele k
NeHCTBHIO WEeqUN
rpaMOTPHLATE LHEIE BAKTEPHH
104} | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin1 g/ Orcyrcreue B 1 T
10¢} | Escherichia coli Absent /OrtcyTerByOT Absentin 1 g/ OtcyrcTRHeB I T
106 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrteytetBue B 10 g

Remarks : The Product conforms to NDf

Conclusion : APPROVED /

Npumeyanne: MNpogykT cooteeTcTayeT TpefosaHuam HI | 3akmoyenue: OQOBPEHO

Checked by QC In-Charge / y
OokymeHT npoeeped OKK: ?f:"vg

Approved by QA In-Charge /
AokymeHT oaobpen QOK: %

Date /
Nara: 29 .07, Loxy

Date / ) ,
fata; 7197 2e2A

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
* CEPTH®HKAT AHAJIM3A

Page 4 of 4/ C1p. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 484033

Batch Quantity / O0nem cepun:

5843packs / ynakosok

AR No / AnaautHuecknii oruer Ne : ARF/093/2024 | Date of Analysis / Jara ananuza: 03.07.2024

Date of Mfg / lata npoussoacrea:  06/2024

Date of Expiry / T'oaen no:

0572027

Analysis performed according ND / Auann3 nposenér mo H/I: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PeiyabTaThl

Test / [lokaiaTensh

Specification / Hopma

11 | Package / Yrnakorka
in a blister made of

OnucTep W3 MAEHKH

([IONMITUNIEHOBOH/

o TPUMEHCHHIO.

Package / Ynakorka - 20 tablets

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

NOJUBUHHIXIIOPHAHOH

MONHBHH WA AEHXIOPHIRO) H
anoMuuuesoll onkrum, no 23
GIHCTEPOB B KAPTOHHYH AAUKY
¢ BROKEHHEM 25 MHCTPYKUHIA

Package / Ynaxoska - 20 tablets in a blister made of
three-tayer PYC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leatlet 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 carten. / [1o 20
TabneTox B OUCTEP W3 NNEHKN TPEXCAOHHONA
(TIBX/N/1BOX) v antomunuesoit oasru. Mo 2
uAK 3 OMcTEepa BMeCTe ¢ HHCTPYKLMEHR 10
NPHMEHEHHKY B KapTOHHYIO r1auky. [1o 20 tadnerox
B GJIMCTEP W3 NNEHKH MOIHBUHWIXIOPHIHO
{TOTH3THAEHOROH / MONUBUHHIIEHXTIOPHAHOM) U
amoMuHiesoit honsri, no 25 6IUCTepoB B
KapTOHHYIO NAUKY C BIOKEHHEM 25 HHCTPYKLUHH Mo
NPHMEHE HHIO.

12 Labeling / MapknpoBka According to ND /

B coorBeTcreum ¢ HJL

13 Storage conditions / Ycnosus

XpaHeHus Beiwe 25 °C.

In a dry place, at temperature below 25 °C./ B cyxoM MeCTe Mph TEMNEpaType He

14 Shelf life / Cpok roasocTu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyvanne: NpoaykT cooTreTcTByeT Tpebosannam HA

Conclusion : APPROVED /
3aknwovenne: OQQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: {,u

Approved by QA In-Charge /
JokymenT ogobpen OOK:

B

Date /

flata: 24 .o 2o

Date /

Dara: 24 2oy

FMQC003-15-09

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




