CERTIFICATE OF ANALYSIS
§ CEPTHOUKAT AHAJIM3A

Page 1l of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepus Ne: 484126

Batch Quantity / O0nem cepumn:

5845packs / ymakosok

" |AR No / Amanmurmyeckwuii ot3et No : ARF/215/2024|Date of Analysis / [ara anannza: 13.11.2024

Date of Mfg / Jara nponssoncrea:  10/2024

Date of Expiry / I'ogen mo:

09/2027

Analysis performed according ND / Ananns nposenén no HJE: T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, sm3m. Ne 1 o1 09.07.2024

Test / Ilokazarenn

Ne Result / PesysibTaTnt

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByer

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. / TInockue kpyrisie Tabnerku co
CKOIUEHHBIMH KPasiMH OT KOPHYHEBOI'O [0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BKpamneHusmu. Ha ognoi
cropone TabneTku BeigasiieHo cnoso «CIPLA», na
JIPYroOi - THHUA pa3ioMa,

2 Identification / [TogauHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OxpanuBaHHe aMMHA4HOTO PAacTBOPA B KPaCHbIi
AHTPaXHHOHOBBIE [JIMKO3HIbI iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrayer chromatogram of the sample solution should
MerunnaparugpokcubeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKHBAHHA OCHOBHOIO MHKA HA XPOMaTOrpaMMe
HCIBITYEMOTO PACTBOPA MOMKHO COOTBETCTBOBATH
BPEMEHHU yep)KMBAHUA OCHOBHOIO ITHKA HA
XpOMaTorpaMMe CTaHAapPTHOIO PacTBOpa
Metunnaparuzpokcudensoara (pasmen
«MeTuanaparuapoxcubeH3oar).

3 | Average weight / Cpenass
Macca

188.79mg / 188,79mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTRYET TpebosaHmuamM H

Conclusion : APPROVED /
3awnrouenune: OOBPEHO

Checked by QC In-Charge / -
HokymenT npoeepeH OKK: éﬁf}

Approved by QA In-Charge /
[okymeHT 0g06peH OOK:

B

Date /

[arta: 18- Lia®Y

Date /

1311202y
[ara:

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
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CEPTUDHKAT AHAJIN3ZA
Page2 of4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi No 1 484126

Batch Quantity / OGbem cepun:  5849packs / ynaxosox

AR No / Ananntaaecknii orser Ne : ARF/215/2024|Date of Analysis / lata anammza:  13.11.2024

Date of Mfe / ilata npoussoacrsa:  10/2024 Date of Expiry / lojen no: 09/2027

Analysis performed according ND / Ananus nposesén mo H/{: II N013745/01-180522, amend No. 1 dated
09.67.2024 / T1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne

Test / Iloxka3zarens

Result / PesynsTarst Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTH MO Macce

Complies / CootsercTyer 18/20 tablets NMT + 7.5 % / 18/20 ne bonee +7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee % 15%

PacTtBopenue

5 | Loss on drying / IToreps B 2.4% NMT 6.0 % / He bonee 6,0 %
Macce ﬂplf[ BBICYmHBaHHH
6 | Dissolution / 81-97% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cenno3uznor uepes 120 mun

7 | Uniformity of Dosage units /
OJIHOpO,[IHOCTb AO03HPOBAHHA

AV=56 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 <LI1. All values of xi must satisfy the
inequality:”

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

L1=15.0;1L2=25.0.

IMToxazarens npuemnemoctu st n=10 AV < L1,

B cnyuae, ecnn 3nagenne AV npesbimaer L1,
MPOBOJAT HCIBLITAHHE Ha crenytourux 20 obpasuax.
Jlns n=30 AV <L1. Bee 3Hauenus Xi JODKHEI
YIOBIETBOPATL HEPABEHCTBY.

IM-xi| 0,01 xL2 x M.

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuuecTseHHOE ONpejeneHue
(Crexrpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 o 15,53 mr (o1 90,0 no 115,0 %)

14,1 1mr/786 CEHHO3MMIOB B NEPECYETE HAa CEHHO3HA B B onHOM
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanume: MNpoaykr cooteetcTayeT TpebosaHusam H | 3akmouenue: OQOBPEHO

Checked by QC In-Charge / %_D/D,o Approved by QA In-Charge / 7
[okymenT nposepeH OKK: : HokymeHT ofobpeH O0OK: %ﬁ

H:i‘;’ 4 Weroly

Date /
A\
Nare: \2 W20y
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Gipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

-~

Page3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / laTa npomssoncra:

Batch No / Cepng Ne: 484126 Batch Quantity / O6nem cepan:  © 5849packs / ynakosok
. |AR No / Anannriaeckuii otger Noe : ARF/215/2024|Date of Analysis / lata anamusa: 13.11.2024
10/2024 Date of Expiry / I'omen no: 09/2027

Analysis performed according ND / Ananms nposesén mo HJI: I N013745/01-180522, amend No. 1 dated
02.07.2024 / IT NC13745/01-180522, u3m. Ne 1 or $9.07.2024

Test / loxazaTennb

Ne Result / PesyabtaTs

Specification / Hopma

9 | Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
MEeTHIINAaparuApoOKCHOEH30aTa 0,044mr/Ta6
(BIXX)

0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rab.

10 | MICROBIAL LIMIT TEST/ Mukpofuonorudeckas 4ucToTa

10a) | Total Aerobic microbial count /
Obuiee uncno a3podHbIX 50

MHKPOOPraHH3MOB

Not more than 10* cfi/ g / He Gonee 10 /r

| 10b) | Total combined yeast and mould
count / O0inee uncno
TIIECHEBBIX U OPOMIKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He Gosnee 107 /&

~
~

%

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiunesie k
JEHCTBHIO KeTun

rpaMOTpHIATENbHbIE OaKTepHH

Absent /OtcyTcTByroT

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

10d) | Staphylococcus aureus

Absent /Otcyreryror

Absent in 1 g/ Orcyrcreue B 1 1

10¢) | Escherichia coli

Absent /OrcyrerBytor

Absent in 1 g/ OrcyrctBue 8 11

10f) | Salmonella

Absent / OtcyTeTBYIOT

Absent in 10 g / Orcyrereue 5 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpofykr cooteercTByeT TpeboBaHwam HI

Conclusion : APPROVED /
3awnroueHue: OOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: p‘ﬁ/t.—-ﬁ

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

BT

Date /

o 1% - Loy

Date /

\ §
[ara: i i)

FMQCO003-15-09
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A
i Paged of 4 /Crp. 4 u3 4
Preduct: SENADE TABLETS 13,5 mg MpoxyeT: CEHA,IIE®, TABJETKH 13,5 mr
. |Batch No / Cepua Ne: 484126 Batch Quantity / O6bem cepun:  5849packs / ynaxoBok
AR No / Ananurnuecknii orger Ne : ARF/215/2024|Date of Analysis / lara anammsza: 13.11.2024
10/2024 Date of Expiry / I'ogen go: 09/2027

Date of Mfg / /lata mpon3BoacTBa:

Anaiysis performed according ND / Anamis nposexén mo HJT: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Ne Result / PesysnsTatsi Specification / Hopma

Test / Iloka3zaTenn

11 | Package / Ynakopxa Package / Vna - 20 tablet . .

8 ina; E?l?seter r:a;::;.a . Package / Ynakoska - 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 ina
25 patient inff;rmation leaflets in |S2rtON- 20 tablets in a blister made of PVC
. czfrton / Tlo 20 TaBaeTox B /PE/PVDC film and aluminum foil, 25 blisters with
6mcTe ) - 25 patient information leaflets in a carton. / Io 20
nonunupuumo —— TabneTok B 6MCTep U3 TUIGHKH TPEXCAOIHOM
(nonm‘runeﬂongﬁl (IIBX/TIO/MIBIX) u antomuruesoii gonbru. Ilo 2
O wn 3 OnmHcTepa BMeCTe ¢ HHCTPYKLIHE 110
amoMuHMEBOi ONBIH, 110 25 NPHMEHEHHIO B KapToHHyi0 nauky. ITo 20 Tabnerok
P I— KapTDHHy,l-O — B ONTHCTED M3 TUIEHKH MOJTHBHHHIIXJIOPU/THOM
¢ noxernem 25 uECTpyKiIii (monuaTHIEHOBOI / NONMBUHHIEHXJIOPHAHOMN) U
A amoMUHHEBOIH (onbry, no 25 GnucTepos B

P ' KapTOHHYIO TIauKy C BIOKEHHEM 25 MHCTPYKLMII 10
MPHMEHEHHUIO.
12 | Labeling / MapkupoBka According to ND /
B coorsercreuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHUs Bbime 25 °C.
14 | Shelflife / Cpox rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
MNpumeuanue: MNMpoaykT cooTseTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknrwouenue: OQOBPEHO

Checked by QC In-Charge / M

[okymeHT nposepeH OKK:

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

Fre

Date /
Hara:

Date /
Hara:

V3 Aoy
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