Cipla

CERTIFICATE OF ANALYSIS

s CEPTHDOUKAT AHAJIM3A

Page 1 0of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne : 484080 Batch Quantity / O6nenm cepun:  5849packs / ynakosok
AR No / Anaantuuecknii otuer Ne : ARF/164/2024|Date of Analysis / laTa ananuza:  12.09.2024
Date of Mfg / Xara npouspogersa:  08/2024 Date of Expiry / T'ogen go: 07/2027

Analysis performed according ND / Auanns nposeaén mo HJ: II NG13745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTaThbl

Test / Ioxkazarein

Specification / Hopma

I | 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. / [Tnockue kpyrisie TabIETKH €O
CKOUIEHHBIMH KpasMH OT KOpH‘{HeBOTO 10 TEMHO-~ i
KOPMYHEBOrO 1BeTa ¢ Bkpamenuamu. Ha oquoi
cTopoHe TabneTKH BhIAABIEHO ¢10BO «CIPLAY, Ha
JPYTOH - THHUSA pa3oMa.

2 Identification / TToaHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET OkpainBaHie aMMMAYHOrO PacTBOpa B KPacHBIN
AHTPaxHHOHOBbBIE [NIMKO3HIbI -
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTunnaparnpokcudeH3oaT corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
yAEPKHBAHNA OCHOBHOTO I1MKAa Ha XPOMATOTpaMMe
HCIBITYEMOT0 PacTBOpa JOKHO COOTBETCTBOBAT
BPEMEHH Y/epiKHBAHHA OCHOBHOIO IIHKA Ha
XpOMaTorpaMMe CTaHIapTHOrO pacTBopa
MeTHInaparnapokcubenzoara (pasziesn
«MeTnnmaparuapoxkcubeHs3oar).

(V5]

Averagé weight / Cpennss
macca

189.05mg / 189,65Mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpofaykT cooTBeTCTBYET TpebosaHuam HJ

Conciusion : APPROVED /
3aknwuenune: OO0OBPEHO

Checked by QC In-Charge / ; e_b_p

[okymeHT nposepeH OKK:

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

B

Date /

darta: {5 wl‘“f

Date /

Tara: 13-09.2024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJTH3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 wmr

Batch No / Cepun Ne: 484080 Batch Quantity / Oonem cepun:  5849packs / ynakosok
‘|AR No / Anaanruuaeckuii oruer Ne ;. ARF/164/2024 | Date of Analysis / lata anaansza: 12.09.2024
Date of Mfeg / Tara npoussoscra:  08/2024 Date of Expiry / I'ogen jo: 07/2027

Analysis performed according ND / Ananu3 npopeaén mo HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PeaynbTaTsl Specification / Hopma
Test / ToxasaTenb

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne bonee + 7,5
OIHOPOAHOCTE 1O Macce %

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

5 | Loss on drying / TToteps B 2.5% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BLICYIIHBAHUK

6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cennosuaos vepes 120 mun

7 .| Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV <LI.
QIHOPOAHOCT NO3UPOBAHUA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n =30 i

AV <L1. All values of xi must satisfy the
inequality:

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

Li= 15.0; L2=25.0.

[Noxa3atens mpuemaemoctd and n=10 AV <LI.

B cnyuae, ecimu 3Hagenne AV npessimaet L1,
MPOBOAAT UCTIBITAHNE Ha cremxyomux 20 obpasuax.
Inan=30 AV <LI1. Bce 3HaueHUs Xi J0DKHBI
YIOBJIETBOPATD HEPABEHCTBY:

[M-xi] < 0,01 x L2 x M.

L1=150; L2=250.

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KornuuecTseHHOE ONpeeeHne 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTprst) Ot 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)

14,09mr/126 CEHHO3HIOB B IepecyeTe Ha CeHHO3HI B B onHOM

Tabrerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknoyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

9361;—?

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

I

Date /
[ara:

|2 09 1oy

Date /

farta: Lk @ 9- 202y

FMQCO003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJTM3A

-

Page3o0f4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484080 | Bateh Quantity / O6nem cepun:  5849packs / ynakoBok
AR No / Ananurugcckuii oraer Ne : ARF/164/2024 Date of Analysis / Iara ananuza: 12.09.2024

Date of Mfg / Jlata npounsgoncrea:  08/2024 Date of Expiry / T'onen go: 07/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N#13745/01-1806522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsl

Test / [lokazaTesb

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Coznepkanue
MeTHWInaparuIpokcuben3oara
(BRXX)

0.042mg/tab

0,042mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo6#onoruaeckas 9ucToTa

10a) | Total Aerobic microbial count /
OG1mee 4o a3poGHBIX 20

MHKPGOPraHA3MOB

Not more than 10* c¢fu/ g / He Gomee 10* /r

10b) | Total combined yeast and mould
count / OQ1uee 4uCIIO
IJIECHEBLIX ¥ IPOMIKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToluuBEIE K
JIEWCTBHIO KETYH

rpamMoTpHUATEeNbHbIE OaKkTepHH

Absent /OTCcyTCTBYEOT

Not more than 107/ g / He 6onee 10” /r

104d) | Staphylococcus aureus

Absent /OTcyTCeTBYIOT

Absent in 1 g/ Otcyreteues 1 1

10e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absent in 1 g/ OtcytctBue B L ¢

100 | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g /OteytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTreTcTRYET TpeboBaHuam HO

Conclusion : APPROVED /
3axknwyvenue: OQOBPEHO

Checked by QC In-Charge / T
HokymeHT npoeeper OKK: {

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

e

Date /

gara, (22 Sy

Date/

[fara: 5 - 0% Baiiy

FMOC003-15-09

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

- CEPTUOUKAT AHAJI3A
: Page40f4/Crp.4 3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr :
(Batch No / Cepus Ne : 484080 Batch Quantity / O0sem cepun:  5849packs / ynaxosox
AR No / Ananurruueckuii oraer Ne : ARF/164/2024 | Date of Analysis / lata ananunza: 12.09.2024
Date of Mfe / lata npoussoacrea:  08/2024 Date of Expiry / T'ogen go: 07/2027

Analysis performed according ND / Ananu3s nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTst Specification / Hopma

Test / TlokazaTennb

ge/V 3 - . .
Sl s i‘azk;%;érygzggi? e Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and 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 withr
25 patient information leaflets in a carton. / Ilo 20
TabneToK B GiMcTED U3 NIEHKM TpeXcnoiinoii
(MIBX/TIS/TIBJIX) u amoMuHueB0#H (onsru. [1o 2
Wi 3 6nucrepa BMeCTe ¢ HHCTPYKIHEH 110
NPUMEHEHHIO B KApTOHHYIO 11adky. [To 20 rabnerok
B GuimcTep U3 IUICHKH NOJMBUHUIXJIOPHAHOM
(TTOMMATHNEHOBOH / TTOMMBUHHIIACHXIOPHIHON) U
amoMuHueBolt $onnry, mo 25 OIucTepos B
KapTOHHYIO TIAYKY C BAOKEHHEM 25 HHCTPYKUMii Mo

aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 tabrnetok B
OJIMCTED U3 MIEHKK
[OMBUHHIIXJIOPAIHOH

(roMMI THIIEHOBOMH/
MOJMBUHWIIEHXTOPHIHOH) 1
ATIOMUHHEBOIT (oMb, mo 25
GAHCTEPOB B KAPTOHHYIO MavyKy
C BJIOKEHUEM 25 HHCTPYKLHH
110 MPUMEHEHHUIO.

TIpHMEHEeHHIO.
12 Labeling / Mapkuposka According to ND /
B coorsercTeum ¢ HJT
13 Storage conditions / ¥YcnoBus In a dry place, at temperature below 25 °C. / B cyxom MecTe np# TeMIiepaType He
XpaHeHHs Bole 25 °C.
14 Shelf life / Cpok rogHoc s 3 years / 3 roaa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cootsetcTayeT Tpetosanuam HI | 3aknwyeHue: ONOEPEHO
Checked by QC In-Charge / - Approved by QA In-Charge / |
HokymeHT nposeper OKK: ﬁ [okymeHT opobper OOK: %/g&/
Date / & Date/ 12 .9049.2024
fara: ‘b oL 2erd Hata:

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



