Cripla

CERTIFICATE OF ANALYSIS
M CEPTHOUKAT AHAJIM3A

Page1of4 /Crp.1nu34

'Product: SENADE TABLETS 13.5 mg

Mpoavir: CEHAJE®, TABJIETKHM 13,5 mr

Batch No / Cepan Ne: 485153

Batch Quantity / O0rem cepuu:

S846packs / ynakoBor

‘AR No / Anaawrauecknii oruer Ne : ARF/232/2025|Date of Analysis / lata anaanza: 29.10.2025

Date of Mfg / lara npou3Boacrea:  10/2025

Date of Expiry / I'onen ji0:

09/2028

Analysis performed according ND / Ananiaz nposenén no HJ/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / Nokaszaresns

Result / Peayasrarn

Specification / Hopma

1 Description / Onucanue

Complies / CoorsercTyer

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. / [lnockue kpyribie TabreTkH co
CKOLIEHHBIMH KPasiMi OT KOPHYHEBOI™O 10 TEMHO-
KOPHYHEBOTO 11BETa C BKparuieHusaiMn. Ha ogHo#
cTopoHe Tabnerku BbiaaeieHo ciioso «CIPLA», Ha
Ipyroii - THAKS paznoma,

2 | Identification / [TonnuHHOCTH

Tl

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OkpamsaHpe aMMHAYHOTO PAcTBOPa B KPaCHbIi
AHTPAXMHOHOEBIE TJIMKO3HbI inier
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY Cootsercrayer chromatogram of the sample solution should
Metwianaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahvdroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YAEPHKHBAHAA OCHOBHOTO MMKA HA XpoMaTorpaMme
HCOLITYEMOI'O pacTBopa ACMIKHC COOTBETCTBOBATH
BpPEMEHH YIEPKHBAHHA OCHOBHOI'O ITHKa Ha
XpOMElT(H‘pﬂMMC CT&HH&IPTHO[‘ 0 pacnopa
MeTnnnaparunpokcibensoara (padaen
«Merunnaparnapokcubensoar).

3 | Average weight / Cpenusis
macca

188.05mg / 188,05mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTayeT TpeboBaHusm Hll

Conclusion : APPROVED /
3aknwyeHue: O0OBPEHO

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

[okymenT npoeeper OKK: QGE:LAJ’ [lokymeHT onoGpen QOOK: w
Date /

E::;’ 2.0 Lo q:Tz: Q410202

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

[Mpoaykr: CEHA,II,ES, TABJETKH 13.5 mr

Batch No / Cepust Ne: 485153

Batch Quantity / O6bem cepum:

5846packs / ynakorok

AR No / Apasmamuuecknii oruer Ne 1 ARF/232/2025

Date of Analysis / Jara anaiun3a:

29.10.2025

Date of Mfg / Tava nponzsoacrsa:  10/2025

Date of Expirv / 'ojen jo:

09/2028

Analysis performed according ND / Anasans nposenén mo H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NO13745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne
S Test / [lokazatens

Result / PesyanTars:

Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTE N0 MACCE

Complies / CoorsercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne donee + 7,5

%

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

5 | Loss on drying / [Totepa B 1.8%

MACCE MPH BbICYLIHBAHWH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 77-85%

Pacrroperue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units / AV =6.1

OQHOPOIFOCTh NO3HPOBARHSA |

The acceptability index for n=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=30

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

[M-xi| €0.01 x L2 x M.

L1=15.0;12=25.0.

[Mokasatens npuemaemocty ang n=10 AV <LI.

B cnyuae, eciu 3Hauerne AV npesbimaer L1,
NPOBOAAT HenbITaHHe Ha chenyiomux 20 obpasuax.
Jina n=30 AV < L1. Bce 3Ha4eHHA Xi NOJUKHBI
YDORJICTBOPATH HEPABEHCTEY: '

[M-xif 0,01 x L2 » M.

LYi=(15.0; L2 =250,

& | Assay (Spectrophotometry)
KonuuecrBeHHoe onpeenenue

(Cnexrpodoromerpus)

14.04mg/tab /

14,04mr/1ab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (o1 90,0 70 115,0 %)
CEHHO3MOOE B MEpecyeTe Ha ceHHO3uMA B B 0aHOI
Tabsierke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootBeTcTBYET TPeboBaHMAM H

Conclusion : APPROVED /
3aknwoyerue: OAQOEPEHO

flara: 24102101

Checked by QC In-Charge / ] Approved by QA In-Charge /
[oxymeHT nposeper OKK: :;f:)rt»—p HokymeHT onobper OOK: @f}/p—
Date / Date /

[ara: 2910 202 8

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
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Cipla

Page3 of 4 /Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepan Ne : 485155

Batch Quantity / Odrem cepuu:

5846packs / ymakoBok

‘AR No / AnaaaTuvueckuii oruer Ne : ARF/232/2025

Date of Analysis / Jara apannza: 29.10.2025

Date of Mfg / lara nponszsoacrea:  10/2025

Date of Expiry / I'onen no:

09/2028

Analysis performed according ND / Ananns nposesén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Test / MloxkaszaTents

Result / Pesynbrarsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTWInaparnipokcHiensoara
(BDXX)

0.040mg/tab

0,040Mmr/Tad

0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6noaoruyeckas YucTora

10a) | Total Aerobic microbial count /
O6mee yueno aspobubix 30

MHKPOOpraHu3mMos

Not more than 10° ¢fu/ g / He Gosee 10" /r

10b) | Total combined yeast and mould
count / O61iuee uucno <10
IJIECHEBBIX H JIPOIIKEBLIX

rpudos

Not more than 10° cfu/ g /He 6onee 107 /it

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiunnsle k
ACHCTBHIO HKEIIH

rpamoTpuuarenbHbie OaKTeprn

Absent /OrcyTeTBytoT

Not more than 107 / g / He 6oaee 107 /r

10d) | Staphylococcus aureus

Absent /OTeyTCTByIOT

Absentin 1 g/ OrcyrctBue s 1 ¢

10¢) | Escherichia coli

Absent /OTcyTeTsyioT

Absent in 1 g/ OrcyrctBues 1 r

100 | Salmonella

Absent / OrcyTCTBYIOT

Absent in 10 g / Otcyrereie B 10 g

Remarks : The Product conforms to ND/
Mpumeuanwue: MNpogykr cooTeeTcrayer Tpebosanmam HO

Conclusion : APPROVED /
3akntrouvenune: OO0OBPEHO

Checked by QC In-Charge / /o,
HokymeHT npoeepeH OKK: y«»{?&

Approved by QA In-Charge / 4«7 ap
[okymeHT opobper OOK: %ﬁ,’ﬂf

Date / R sl

Jara:

Date /

[lara: 29\ \0 202 Y

FMQCO003-15-10

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

MNpoxykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne :

485153

Batch Quantity / O6bem cepuu:

5846packs / ynakosox

AR No / AsaanTudeckni oruer Ne : ARF/232/2025

Date of Analysis / Jara asannza: 29.10.2025

Date of Mfg / laTa npoussoacrsa:

10/2025

Date of Expiry / I'onen fo:

09/2028

Analysis performed according ND / Anamu3 nposenén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NO13745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [MokazaTeas

Result / Pesyabtarsi

Specification / Hopmia

Package / VnakoBka

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with

| 25 patient information leaflets in

a carton. / [To 20 TabneTox B
6rmucTep u3 nNeHKH
MOMABHHHIXAOPUIHO i
(MOMMYTHACHOBOMH/
MOTMBHHUIRIEHXIOPHIHOM) 1
aniOMUHKEBON QONbrH, 0 25
OJIMCTEPOB B KAPTOHHYK) MAYKy
C BJIOWEHHEM 25 MHCTPYKUMI
10 NPHMEHEHIK).

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. / TTo 20
TabneTok B GnucTep U3 NIEHKH TPEXCIOHHOI
(TMBX/MI2MIBIX) n amomurneBoii goasru. [To 2
1 3 6aMcTepa BMECTe ¢ HHCTPYKUMEH 1o
NPHMEHEHHIO B KapTOHHYIO navky. ['To 20 tabaerok
B OJTHCTEP U3 IVIEHKH MONHBHHEHIXIOPHIHO#MA
(MONMATHAGHOBOH / MOJUBHHUNMAEH XJIOPHAHOIT) U
anoMHHMEBO# (onbru, no 25 GnuCTEpOE B
KapTOHHYIO MavKy ¢ BIOKEHHEM 25 MHCTpYKLUNiT no
NpHMEHEHHIO.

Labeling / Mapkupobka

According to ND /

B coorsercrsun ¢ HII

13

Storage conditions / Ycnoensa
XpaHeHus!

In a dry place, at temperature below 25 °C. / B cyxom mecTe 11py TemIieparype He

Beiine 25 °C.

14

Shelf life / Cpok roxHocty

3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumevanwue: MNpoaykT cocTeeTcTByeT TpeboBanuam HI

Conclusion : APPROVED /
3akntoyenue: OJOEPEHO

Checked by QC In-Charge / f;j‘_t’ |la

Approved by QA In-Charge / ﬂ NS
7 -’//

HokymeHT npoeepeH OKK: HokymeHT ofioBpeH OOK:
Date / J0 Date / )
ﬂ:ﬁ: 27 (o 0K ,[laTZ: 29-10-2lon ¢

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
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