Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOHKAT AHAJTH3A
Page 1 of 4/ Crp. 1 w3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 484049 Batch Quantity / O0nem cepun: 5844packs / ynagosok
AR No / Ananatuuecknii oruer No : ARF/114/2024 | Date of Analysis / Jara anaanza: 23.07.2024
Date of Mfg / lara npon3soactra:  07/2024 Date of Expiry / 'oaen no: 06/2027

Analysis performed according ND / Ananu3 nposeaén no HJ/L: I N013745/01-180522, amend No. 1 dated
09.07.2024 / H N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PeaynsTarthi Specification / Hopma

Test / [lokazaTens

1 | Description / Onucanue Complies / CooTsercTayer Flat circular tabtets 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. / TrockWe kpyribie TabaeTKH €O
CKOUIEHHBIMM KpagMy 0T KOPHYHEBOTO J0 TEMHO-
KOPHMHEBOIO LBETa ¢ BKparuieHusMi. Ha onHo#d
cTopoHe TatueTky BelaasiaeHo caoso «CIPLA», na
IpYroH - NTHHUA paioma.

2 | Identification / [lognHHHOCTD
2a} | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpawyBaHie aMMHA4YHOrO pacTBOpa B KpacHbIi
AHTPaxHHOHOBBIE TTUKO3MA
LBET.
21y | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLCY CootBercTByeT chromatogram of the sample solution should
MeTHnnaparugpokcubensoar corresponds to the retention time of the principle
{B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEp#HBAHUS OCHOBHOTO MNUKA HA XPOMAaTorpaMme
HCMbITYEMOTO PACTROPA 107 HO COOTBETCTBOBATD
BpEMEHH YAEPKHBAHUA OCHOBHOTO NUKA HA
XpOMaTorpaMMe CTaHIAPTHOTO pacTeopa
MeTHINaparnapokcbeHzoara (paszaen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpennss 188.18mg / 188,18mr 189.99 mg +7.5% / 189,99 mr =7.5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyvanune: NpogykT cooteeTcTayeT TpebosaHuam HI | 3aknoyenne: OQOBPEHO
Checked by QC In-Charge / R~ Approved by QA In-Charge / -
DokymeHT nposeper OKK: = HokymeHT ofgobpen OOK: %ﬁ}
Date / . , Date / Lo _
fara: =R e Led o fata: 2907224

FMQC003-15-09

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




CERTIFICATE OF ANALYSIS

-

CEPTHOHKAT AHATH3A

Cipla

Page2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 m1-

Batch No / Cepun Ne: 484049

Batch Quantity / Onem cepun:

S844packs / ynakosok

AR No/ Araauraueckuii oTuer No :

ARF/114/2024

Date of Analysis / ara asannsa: 23.07.2024

Date of Mfg / lara npoussoacrea:  07/2024

Date of Expiry / I'onen no:

06/2027

Analysis performed according ND / Anann3 nposeaén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [NokazaTens

Result / Pe3y ibTaThl

Specification / Hopma

4 | Uniformity of weight/
OIHOPOIHOCTL N0 Macce

Complies / CooTBeTcTBYET

18720 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
%%
2/20 tablets NMT £15% / 2/20 ne donee £ 13%

OIlHOpOIlHOCTb JO3UPOBAHKA

5 | Loss ondrying / [ToTeps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIMBAHUK
6 Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cenHo3nnor vepes 120 Mun
7 | Uniformity of Dosage units / AV =58 The acceptability index forn= 10 AV <L1.

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

AV < LI1. All values of xi must satisfy the
inequality:

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

L1=15.0:L2=250

Hokasarens npuemnemocty A% n=i0 AV < L1.

B cayuae, eciin 3Havedue AV npessiwaet L1,
NPOBCIAT HCITLITAHKE HA chieayrowux 20 obpasuax.
Jdna n=30 AV < L1. Bce 3ua4eHns Xi A0JIKHBI
YIOBIICTBOPATEL HEPABEHCTRY!

IM-xil £0,01 x L2 = M.

L1=15,0;L2=250.

8 | Assay {Spectrophotometry)
KonnuecrseHHoe ONpeneneHHe
{CrnextpodoromeTpus)

13.99mr/1a6

13.99mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O71 12,15 0o 15,53 mr (o7 90,0 10 115,0 %)
CEHHO3M0B B NepecyeTe Ha ceHHolun B 8 onnofi
TabneTke.

Remarks : The Product conforms to ND/
Npumeyanue: MNpodykT cooTseTcTeyeT TpefoBaHuam HL

Conclusion : APPROVED /
3axknwuexnne: O0CBPEHO

Checked by QC In-Charge / P
HoxymeHT nposepeH OKK: "2[:’ '

Approved by QA In-Charge /
Hokyment 0ao6peH OOK:

HHC

Date / 2.Q.0 2y

Hara:

Date /

LG Lo
Aara:

FMQCQ03-15-09

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

CERTIFICATE OF ANALYSIS
) CEPTUOHUKAT AHAJTTU3A

Page 3 of 4/ Crp. 3 ms 4

Product: SENADE TABLETS 13,5 mg

Tpoaxykr: CEHAJIE", TABJIETKM 13,5 mr

Batch No / Cepua Ne: 484049

Batch Quantity / O6nem cepun:

5844packs / ynakosoxk

{AR No / Ananntnyecknii oruer Ne : ARF/114/2024 | Date of Analysis / lata anaanza: 23.07.2024

Date of Mfg / laTa npoussoacrea: 07/2024

Date of Expiry / I'oaen no:

06/2027

Analysis performed according ND / Ananus nposeaén no H: I N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, nam. Ne 1 ot 09.07.2024

[ N Result / PesyabraTni Specification / Hopma
Test / [Nokazarens
9 | Content of Methyl 0.04Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tad.

parahydroxybenzoate(HPLC)/
Cosnepxanue
METHINaparyIpokcHbensoara 0.04 | MriTat
(BXKX)

10 | MICROBIAL LIMIT TEST/ Mukpofuoaeruueckas YucToTa

10a) | Total Aerobic microbial count /
Ob611ee uHCo aIpobHbIX 30 Not more than 10" cfu/ g / He Gonee 10 /r
MHUKPOOPraHU3MOR

10b) | Total combined yeast and mould Not more than 107 ¢fw/ g /He Gonee 107 /r
count / OBLee yucno <10
TIECHEBBIX M IPOAGKEBhIX
rpudoB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He 6onee 10° /1
bacteria/ Ycroiuuneie k
ACHCTBHIO KEJIUU
rpamMoTpHLAaTeNLHbIE GaKTEPHH

10d) | Staphylococcus aureus Absent /OTcyTeTayioT Absentin | g/ OrcytctaueB I 1

10e) | Escherichia coti Absent /OTcyTeTBYHOT i Absentin | g/ OtcytctBue s I r

169 | Salmonella Absent / OrcyTeTBYI0T Absentin 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumevanne: Mpoaykr cooteeTcTByET TpeSoBaHWAM HJ,

Conclusion : APPROVED /
3aknwvyenne: OAOBPEHO

Checked by QC In-Charge / 7;ﬁ_~€:,-.9

HokymeHT nposeped OKK:

Approved by QA In-Charge /
LokymeHT ogo6peH OOK: %E:}ﬁ-\/c,

Date /

flara; 2@ T oo

Date /

[ara: 2907 2oty

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
N CEPTHOHKAT AHAJTH3A

Page 4 of 4/ Ctp. 403 4

Product: SENADE TABLETS 13,5 mg

Mponyxt: CEHAAE, TABJETKH 13,5 mr

Batch No/ Cepun Ne: 484049

Batch Quantity / O6sbem cepun:

5844packs / ynakosog

1AR No / AnanurHvyecknii oruer Ne : ARF/114/2024

Date of Analysis / Jata ananmia: 23.07.2024

Date of Mfg / 1ara npouszroacrea: 07/2024

Date of Expiry / I'oxen no:

06/2027

Analysis performed according ND / Ananus npoeeaén mo H/: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / Pesyabrarst Specification / Hopma
Test / [MokazaTen b

Il | Package / Ynakoska Package / Vnakoska - 20 tablets
. b]%ster made of Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient inforrmation leaflets in | carton: 20 tablets in a blister made of PVC
a ca[l)rton ' Tlo 20 TabreTok & /PE/PVDC film and aluminum foil, 25 blisters with
6 PICTep. '[43 I 25 patient information leaflets in a carton. / To 20
HOIMBHHHXAOPHAHOT TabneTox & HAMCTEP U3 NIEHKH TREXCAOHHOI
(HOHHBTIII;EHOBOHJ" (MBX/TI/MIBIAX) u antomuamesoit doasru. Mo 2
OAMBHHHILICHXIOPHAHOH) Hau 3 dnucTtepa BMecTe ¢ HHCTPYKLIKEN No
ATIOMHHHEBOH OALIH, 110 25 MPHMCHCHHIO B KAPTOHHYIO nauky. o 20 tabnerok
BAKCTepOS B KapTOHHy;O nauky |5 farcTep U3 NNEHKH NOJUBUHMIXIOPHAHOH
CJBWO)KEHHEM 25 wHCTpyKILM {NOMM3ITUIIEHOBOI / MONUBHHHIIIEHXIOPHAHOI) 1
I'IOJI'lpHMEHEHHIO P antoMUHUeBoi hoabru, no 25 6aMcTepos B

' KaPTOHHY NauKy ¢ BAOKEHHEM 25 HHCTPYKUME Mo
NPHMEHEHHIO.

12 Labeling / Mapkuposxa According to NI /
B coorsercTsun ¢ HJJ

13 Storage conditions / Ycnogus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He

XPaHeHHs Bbiwe 25 °C.
14 Shelf life / Cpok roasocTH 3 years / 3 ropa

Remarks : The Product conforms to ND/
MNpumevanue: Npodykr cooTeeTCTRYET TPeboanuam HI

Conclusion : APPROVED /
3aknwvenune: OQOBPEHO

Checked by QC In-Charge / £ o
NokymeHT nposepeH OKK: ==

Approved by QA In-Charge /
JokymeHT oaobpeH QOK:

s

Date / 2O ror gy

HaTta:

Date /

oL . L
Nata: 207 - Loz

FMQC003-15-09

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




