-

-

Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Page 1 0of4 /Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Opoxyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485147

Batch Quantity / O6bem cepuu:

5841packs / ynakosox

e

AR No / Anamurnuecknii otauer Ne : ARF/224/2025

Date of Analysis / [laTa ananusza: 22.10.2025

Date of Mfg / laTa npoussoacrsa:

10/2025

Date of Expiry / I'ogen jo:

09/2028

Analysis performed according ND / Anaan3s nposeaén no HJ: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

|

Result / PezyasTaTsl

Specification / Hopma

MeTtunmnaparuapokcudbensoar
(B2XX)

Ne
Test / llokasaTens
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. / [Tnockue kpyrasie TabneTku co
CKOLIEHHBIMHU KPasiMH OT KOPHUHEBOI'O 10 TeMHO-
KOPWYHEBOI0 LBETa C BKparieHuaMu. Ha onHoil
cTopote TabieTku BeigaeneHo cnoso «CIPLA», Ha
NpYroii - INHHA pa3noma.
2 | Identification / ITopnuxHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorseTcTBYET OkpalunBaHie aMMHMAa4HOrO PacTBOPa B KpacHsiii
AHTpaXxHHOHOBbIE TITHKO3M/IbI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsetcrayer chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepKHBAHUA OCHOBHOTO MHKA HA XpOMaTOrpaMme
HMCIBITYEMOTO pacTBOpa J0JKHO COOTBETCTBOBAThL
BPEMEHH Y/IepKUBAaHH OCHOBHOTO NMKa Ha
XpOMaTorpaMMe CTaHIAPTHOIO PacTBOpa
MeTHAnaparuapokcnbensoata (pasaen
«MetunnaparuapokcubeHzoar).

L2

Average weight / Cpeansin
macca

186.65mg / 186,65mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTBYET TpeboBaHuamM HJ

Conclusion : APPROVED /
3aknoyenune: OQOEPEHO

Checked by QC In-Charge / ;Q
p_,,J

Approved by QA In-Charge / _g yeod

[lokymeHT nposepeH OKK: § [okymeHT ogobper OOK: e
Date / —_ Date /
JJ.:TZ: 21-10:3-023 .uaTZ: Q210 ekl
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Product: SENADE TABLETS 13,5 mg Mpoxykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485147 Batch Quantity / Qobem cepun:  5841packs / ynakoBok

AR No / AnanuTaueckuii oruer Ne : ARF/224/2025 | Date of Analysis / lata ananusza: 22.10.2025

Date of Mfg / lata npon3soacrea:  10/2025 Date

of Expiry / T'ojen no: 09/2028

Analysis performed according ND / Ananus npoBeaén no

HJI: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / IT1 N013745/01-180522, u3zm. Ne 1 or 09.07.2024

Result / PeaynbTaThi Specification / Hopma
= Test / [lokaszarens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne 6onee + 7.5
O1HOPOAHOCTD MO Macce %

2/20 tablets NMT +15% / 2/20 ne 6omee * 15%

5 | Loss on drying / [ToTeps B 1.7% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYITMBAHHU

6 Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) ceHro3umoB yepes 120 MuH

7 | Uniformity of Dosage units / AV =53 The acceptability index forn=10 AV <LI.
ONHOPOIHOCTh NO3UPOBAHHS In the case where the value of AV exceeds L1, a

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

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

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

L1=15.0;1L2 =25.0.

[Nokasarens npuemnemMoctd g n=10 AV <L]I.

B cnyuae, ecinu 3nauenune AV npesbitaer L1,
[POBOMAT HCIBITAHWE Ha cedyromux 20 obpa3suax.
Jina n=30 AV <L1. Bce 3na4eHns Xi TODKHBI
YIOBJETBOPATE HEPABEHCTBY:

[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 OnpeeneHHe 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13.92Mr/126 CEeHHO3WIOB B NepecueTe Ha CeHHO3MI B B 01HO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTBYET TPeGoBaHUAM HL

Conclusion : APPROVED /
3akntoyeHue: OQOEPEHO

Checked by QC In-Charge / P £ 9

Approved by QA In-Charge /

Soro?

[okymeHT nposepeH OKK:  =—=— NokymeHT ogo6peH OOK:
Date / slotears Date /
[ata: 2.2 Oata: Q210 2025
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485147

Batch Quantity / O6nem cepun:

5841packs / ynakoBok

AR No / Ananuruuecknii oruer Ne: ARF/224/2025|Date of Analysis / Jata anajmusa: 22.10.2025

Date of Mfg / lara npon3soacrea:  10/2025

Date of Expiry / T'onen no:

09/2028

Analysis performed according ND / Ananns nposeaén mo H/I: TTI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / llokaszarens

Result / PesyabTaTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MEeTHNTaparupokcHbeH3oaTa
(B2XX)

0.043mg/tab

0,043mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6Guonoriieckas 44cToTa

10a) | Total Aerobic microbial count /
O6wee yncio aspobHbIX 20

MHKPOOpPraHuiMoB

Not more than 10° cfu/ g / He 6onee 10" /r

10b) | Total combined yeast and mould
count / O61uee uncio
INIECHEBLIX W NPOHIKEBLIX

rpuboB

<10

Not more than 107 cfu/ g /He 6onee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroifunsbie K
NEeHCTBHIO WKendu

rpamMoTpHUlIaTeNbHbIC GaKTepUH

Absent /OTcyTcTBYIOT

Not more than 10°/ g / He Gonee 10 /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin 1 g/ OrcytctBHe B I T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ Otcytcteue B [

100 | Salmonella

Absent / OTCYTCTBYIOT

Absentin 10 g / Otcytcrsue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTBeTCTBYET TpebosaHuam HA

Conclusion : APPROVED /
3aknwueHue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

B

HokymeHT nposeper OKK: ,_ew(,-_p HokymeHT ogo6per OOK:
Date / Date /
Qara:  22:\0 201 e d2\ 0 202€
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 4 of 4 / Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Bateh No / Cepun Ne: 485147

Batch Quantity / O6bem cepun:

5841packs / ynakoBok

AR No / Anaautnyecknii oruer Ne : ARF/224/2025|Date of Analysis / lara anaausa: 22.10.2025

10/2025

Date of Mfg / JlaTa npon3soacrsa:

Date of Expiry / I'onen no:

09/2028

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / [MokazaTennb

Result / PeayabTarsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6aucTep M3 IUIEHKH

(MOMHITHNEHOBOIA/

no NpUMEHEHHIO.

Package / Ynakoexka - 20 tablets

PVC/PE/PVDC film and

aluminum foil, 25 blisters with
25 patient information leaflets in [/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [To 20 TabneTok B

MOAHBHHHIXJIOPUAHO N

MOJUBHHITHICHXIOPUIHOMH) 1
anoMUHKUEROH GoIbri, 1o 25
6AMCTEPOB B KAPTOHHYIO MavuKy
C BNOXKEHHEM 25 HHCTPYKLAH

Package / Ynakogka - 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

25 patient information leaflets in a carton. / ITo 20
TabneTok B GaucTep U3 MIEHKM TPEXCIIOHHON
(MIBX/I2/MIBAX) u amoMuHueBoii Goneru. [Mo 2
Hiu 3 GaucTepa BMeCTe C MHCTPYKLIMETi 1o
NpUMEHEHHIO B KapTOHHYH0 nayky. [To 20 Tabnetok
B GMcTep U3 MIEHKH MONUBHHHIIXIOPUIHOH
(MOJMITHIIEHOBO / IOIWBHHUIMAEHXIIOPHHOH) 1
amoMuHreBoi Gonsru, no 25 61KCTEpOB B
KapTOHHYIO TauKy ¢ BIOKeHHeM 25 WHCTPYKUHHA Mo
MPUMEHEHHUIO.

12 | Labeling / Mapkuposka According to ND /

B cootsetcTBUH ¢ H]T

B Storage conditions / Ycnosus

XpaHEeHHs Bhime 25 °C.

In a dry place, at temperature below 25 °C./ B cyxom mecTe npu Temneparype He

14 | Shelflife / Cpok roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTBYET TpeboBanuam HI

Conclusion : APPROVED /
3akniouenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposepex OKK: ’i”w

Approved by QA In-Charge /

HokymeHT onobper OOK: W

Date/ 5 5 .\ o. Y

[ara:

Date /

[ara: R \Cr 2028
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At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




1Jo1

IAPNNXT uUBANSSY AJIfeng) - NI

%y a2t

O l \W e3] ,ﬂ.m/__

” S rm |

m Wank \

Yy

[EuouEwIuY 860ST10SD 80178L1000 e 1IqEL

HPEL | Srearmenpos kg Lemoyy L60STI0SD 90178L1000 e
BN 'ON yoreg J2ANJIRINURIA] )] JO WI)sAg LR

30 &gunoyy | PN DIRIBMUENIAV | o npsgpnuepy 1ay | dvs woay -oN yoreg 14v TNy i e

:MO[aq se
S1 yojeq aamoadsal Jo Fuumorjnuew ul pasn [Jy Juipiedal syreep oy pue PiT 1Ad WAYIUNS S/JA 1B parnjdejnuewl sem jonpoid mofeq 1y AJnied 03 Si ST,

. AT Q\VEC aeq

L¥1S8F "ON Yaieg
ALVOIILLYAD ASVATAY HOLVE

I INNANTAaV

TP P S




