Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOHUKAT AHAJIU3A

Page10of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / [laTa npou3BoJAcTBA:

Batch No / Cepun Ne: 485056 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Ananurnqecknii orger Ne : ARF/081/2025|Date of Analysis / Jata apanunza: 19.03.2025
03/2025 Date of Expiry / I'ogen go: 02/2028

Analysis performed according ND / Ananu3s nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / TTokazaTesnn

Result / PesynbTaThi

Specification / Hopma

1 | Description / Onucanune

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. / ITnockue kpyrnbie TabneTky co
CKOIIEHHBIMU KPasiMH OT KOPHYHEROTO /10 TEMHO-
KOPHYHEBOTO L[BETa ¢ BKparuiennamMu. Ha onnoi
cTOpoHE TabneTky BbaapseHo cioBo «CIPLAY, Ha
JPYro# - TUHHA pa3noMma.

2 | Identification / TToUTMHHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteetcTByeT OkpauuBaHue aMMUAYHOrO PacTBOpa B KPaCHbIH
AHTanP[HOHOBBIe TIIHKO3HUIbI LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTCTBYET chromatogram of the sample solution should
MeruiinaparupoxcHoeH30aT corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yAEp/HBAHNA OCHOBHOTO ITHKA HAa XpOMaTOrpamMme
MCMBITYEMOTO PacTBOPaA J0HKHO COOTBETCTBOBATE
BpPEMEHHU YICPKUBAHUA OCHOBHOI'O TTHKa Ha
XpOMaTorpaMMe CTAHIapTHOTO pacTBOpa
MeTunmaparuapokcubensoara (pasaen
«MeTtunnaparaapokciudeH3oar).

3 | Average weight / Cpennss
Mmacca

191.37mg / 191,37mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue; MpoaykT cooTBeTCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknmovenue: OQOEPEHO

Checked by QC In-Charge / % +./

Approved by QA In-Charge /

P

LokymeHT nposepeH OKK: JokymeHT ofobper OOK:
Bg.tr? (A0 102 ¢ EZ};Z’ 00D 2025

FMQC003-15-10

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




bl

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Page2 of 4/ Crp.2 u3z 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485056

Batch Quantity / O6bem cepun:

5846packs / ynakoBok

AR No / Anasutnuecknii oruer Ne : ARF/081/2025|Date of Analysis / laTa ananu3za:

19.03.2025

Date of Expiry / I'ogen no:

02/2028

Date of Mfg / iata npoussoacrsa: = 03/2025

Analysis performed according ND / Ananus nposeaén nmo H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesynbTaTsi Specification / Hopma
i Test / lokazaTennb

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
OnHOPOIHOCTH MO Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee = 15%

5 | Loss on drying / IToreps B 2.7% NMT 6.0 % / He 6onee 6,0 %
macce TpH BBICYIIUBAHHH

6 | Dissolution / 87-100% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units / AV =57 The acceptability index forn=10 AV <L1.
OnHOpPOIHOCTE 03UPOBAHHS 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=xif 0,01 x L2 x M.

L1=15.0;L2=25.0.

[Toxasarens npuemmemoctu ansn=10 AV <LI.

B cnyuae, ecnu 3sHayenue AV npeebimaer LI,
NPOBOJAT UCMBITAHKE Ha crnenyroiux 20 obpasuax.
Jna n=30 AV <LI. Bee 31Ha4eHus Xi N0O/DKHBL
YI0BJIETBOPATE HEPABEHCTRY:

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

L1 =15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectBeHHOE onpenesieHye 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpHs) Or 12,15 no 15,53 mr (o1 90,0 10 115,0 %)

14,04mr/Tab CEHHO3HM0B B NepecyeTe Ha ceHHo3u,1 B B oaHoi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumevanue: Npogykr coorseTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwoyeHue: O0OBPEHO

Checked by QC In-Charge / _?:ew

Approved by QA In-Charge /

B

OokymeHT npoeepeH OKK: HokymeHT ogobper OOK:
Date / ; e a5 Date / .
Hara: 19-0% 202-¢ [arta: R GRS
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485056

Batch Quantity / O6bem cepun:  5846packs / ynakoBok

AR No / AnaaaTagecknii oraer Ne : ARF/081/2025

Date of Analysis / Jara anann3za:  19.03.2025

Date of Mfg / lata npoussoacra: _ 03/2025

Date of Expiry / 'ogen 10: 02/2028

Analysis performed according ND / Anann3 nposenén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTarsl Specification / Hopma
.N‘e Test / TlokazaTens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/ral.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuapokcubeHsoara 0,042mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas HuCToTa

Obuiee YHCIO a3POOHBIX
MHWKpPOOPIraHM3MOB

104) | Total Aerobic microbial count/ 20

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

10b) | Total combined yeast and mould

TUIECHEBbLIX W JPOMMKEBBIX
rpubos

unt / 06 Hi
co 1ee YHCIo <10

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

bacteria/ YcToiiuuBbie K
JICHCTBHUIO WKEI4YH
rpamoTpULIaTe/IbHbie OaKTEpHUH

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 10° /r

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ OtcytctBue 8 I 1
10°¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/OtcyrctBue B I r
10) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrcTere B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue; Mpoaykt cooteeTcTByeT TpebosanuaM HA | 3akntoueHue: OJOBPEHO

Checked by QC In-Charge / g:f/b_)’

[okymeHT npoeepeH OKK:

Approved by QA In-Charge / =
[HokymeHT opobper OOK: %;-

Date /
[ara:

19.02.203L

Date /

[ara: D 0% POLS

FMQC003-15-10
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CEPTH®UKAT AHAJTH3A
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Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485056 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
AR No / Ananurnyecknii oruer Ne : ARF/081/2025|Date of Analysis / lata ananuza: 19.03.2025
Date of Mfg / lata nponssoactea:  03/2025 Date of Expiry / T'ogen go: 02/2028

Analysis performed according ND / Ananus nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

" Test / [Toka3zaTenn

Result / PesyabTaTht

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

OnucTep U3 MIEHKH
MOJIMBHHKIXJIOPHIHO I
(NonUM3ITHIEHOBOH/

MO IPUMEHEHHIO.

Package / ¥nakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 Tabnetok B

MOJTHBHHHIHACHXIOPHIHOMH) H
amoMHHHEBO#H (oabru,
OJIUCTEPOB B KAPTOHHYIO MauKy
C BIOKEHHEM 25 WHCTPYKLUI

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. / ITo 20
TabneTok B BIUCTEP U3 MIIGHKH TPEXCNOHHOH
(IMBX/MIS/MBJAX) v amomutuesoit donsra. [To 2
win 3 GrucTepa BMECTE ¢ MHCTPYKUMEH 1o
NpUMEHEHHIO B KapToHHY0 navyky. [To 20 tabnetok
B 61IMCTEp W3 MUIEHKH MOJTHBHHWIXIOPHAHOH
(MOMMATUIICHOBOH / MOTHBHHHAUAEHXJIOPUIHOI) H
AMIOMUHKHEBOM (onbri, no 25 GIHCTEPOB B
KapTOHHYIO [1a4KY C BJIOKEHUEM 25 UHCTPYKLMH no
NpUMEHEHHIO.

no 25

Labeling / MapkupoBka According to ND /

B cootsetrctBuu ¢ HJI

13 Storage conditions / Yciosus

XpaHeHus BbluIe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoMm mecTe npH TeMepatype He

3 years /3 roga

14 Shelf life / Cpok rogHocTi

Remarks : The Product conforms to ND/
Mpumeyanwe: NpoaykT coorseTcTeyeT TpeGosaHuam HO

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge / _ Approved by QA In-Charge /

OokymeHT nposepeH OKK: W OokymeHT ogobpeH OOK: (@/ﬁ
Date / Date /

11:7?3: (428 fuoi [Jara: 20.0% 2025
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