Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Pagel of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne :

485120

Batch Quantity / O6nem cepuu:

5845packs / ynakopok

AR No / Anaauruuecknii oruer Ne ; ARF/191/2025

Date of Analysis / JaTa ananuia:

22.09.2025

Date of Mfg / lara npoussoacrsa:

09/2025

Date of Expiry / Touaen ao;

08/2028

Analysis performed according ND / Anaans nposeaén no H: TT N0O13745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PeayabTaThi

Specification / Hopma

Ne
Test / INokazateas
1 Description / Onucanue Complies / CooTsercryeT 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. / [nockue kpyrisie TabaeTku co
CKOLUICHHBIMH KpasiMH OT KOPUYHEBOTO A0 TEMRO-
KOPWYHEROTQ LUBETA ¢ BKparneHuaMu. Ha onHo#
CTOpOHE TadneTKH BbiAaBNeHo cnoBo «CIPLA», Ha
APYroH - THHKE paznoma.
2 | Identification / TlopnuuHocTh
2a) | Anthraquinone glycosides / Complies / Ammontacal solution turns a reddish colour /
CooTBeTcTEYeT OxpaluvsaHne aMMHUAYHOTO PacTBOPa B KPacHbii
AHTPaxMHOHOBBIE MTHKORNIbI
LIBeT.
2b) | Methyt Parahydroxybenzoate Compties / Retention time of the principle peak in the
(HPLCY CootBeTcTByeT chromatogram of the sample solution should

Meruanaparuapokcubensoar
{B2XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YIEPHHBAHHA OCHOBHOTO TIMKA HA XPOMATOrpaMme
HCMBITYEMOTO pacTBOPpa N0NKHO COOTBETCTBOBATH
BPEMEHH YISPKHBAHHA OCHOBHOIO NMHKA Ha
XpOoMaTorpamme CTaHAapTHOTO pacTBoOpa
MeTHNNaparnaporcuben3oara (pazaen
«MeTtunnaparsaporcndeH30at).

(8]

Average weight / Cpeanas
Macca

187.97mg / 187,97mr

189.99 mg +7.5% / 189,99 mr £7.5%

Remarks : The Product conforms to ND/
MNpumeyanme: MNpoayKT cooTBeTCTBYET TPeboBaHuam HI

Conclusion : APPROQVED /
3axknwyenme: OQOBPEHO

Checked by QC in-Charge / q‘j‘ £.o
HokymeHT nposepen OKK: T

Approved by QA In-Charge /
AokymeHT 0gobpen QOK:

A=

-~

Date /

ﬂ,aTa: 21-99-101(

Date /

faTa: 23002005

FMQCO00G3-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®UKAT AHAJIU3A

Page2of4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485120

Batch Quantity / O6nem cepHn:

5845packs / ynakopok

[AR No / Anagarnueckuii oruer Ne : ARF/191/2025

Date of Analysis / lara anannza:  22.09.2025

Date of Mfg / Jlata npon3soactpa:  09/2025

Date of Expiry / F'oaen go:

08/2028

Analysis performed according ND / Ananu3 npopenén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Nt 1 ot 09.07.2024

Test/ NMoka3aTenn

Result / PesyabTars

Specification / Hopma

4 | Uniformity of weight /
OnHOPOJIHOCTDb N0 MACCE

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT =15% / 2/20 ve Boaee £ 15%

OHOPOAHOCTE 103HPOBAHMA

5 | Loss on drying / [ToTepa B 2.0% NMT 6.0 % / He tonee 6.0 %
Macce Mpu BLICY W MBARUH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cennozunor uepes 120 MuH
7 | Uniformity of Dosage units / AV =55 The acceptability index forn= 10 AV <L1.

In the case where the value of AV exceeds L, 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;L2=25.0.

[TokazaTens npuemnemoctn anga n=10 AV < L1.

B cnyuae, ec1i 3HaueHue AV npessiaet LI,
NPOBOIAT HCHBLITAHME HA cAeAyroKMX 20 obpasuax.
Jina n=30 AV < L1, Bee 3Hauenus Xi 10J&HBI
YAOBNETROPATL HEPABEHCTBY:

M-xit 0,01 x L2 x M.

Lt=150:L2=250.

8 | Assay {Spectrophotometry)
KonuuectBeHHOE OonpeagiIceHHe
{CnekrpodoTomMeTpus)

13.95Mr/Tab

13.95mg/tab /

From 12.15 to 15,53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12.15 20 15,33 mr (o1 90,0 a0 115,0 %0)
CEHHO3HMIOB B NIEPECUeTe Ha CeHHO3HA B B 0aHO#M
Tabi1eTKe.

Remarks . The Product conforms to ND/
Mpumetanue: MpogykT cooTeeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3axmovenue: OQOBPEHO

Checked by QC In-Charge /
LlokyMeHT nposepeH OKK: Sj,f\ C.r

Approved by QA In-Charge /
[oxymeHT opobper OOK:

s

Date /

2 2 . © cfl,{)]/g"

fara:

Date /

FMQCO003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013. India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

LY

CEPTHOHKAT AHAJIU3IA

Cipla

Page 3 of 4/ C1p. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 485120

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Ananprnsecknii oruer Ne : ARF/191/2025

Date of Analysis / [lata anannza: 22.09.2025

Date of Mfy / lara nponssoacra:  09/2025 Date of Expiry / Fogen no: 08/2028

Analysis performed according ND / Auanus npopeaén no H/A: IT NO13745/01-180522, amend No. 1 dated

09.07.2024 / 1T N013745/01-180522, nam

. Ne 1 ot 09.07.2024

Test / MMoxkazarenn

Result / PesyasTaTh Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MmeTunnaparuapoxcubersoara
(BKX)

0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 x50 0.056 mr/Tab.

0.039mr/Tad

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruiecxkas 4uctoTa

104) | Total Aerobic microbial count /
Obutee 4neno azpodHbIX
MUKPOOPTraHH3MOB

t0

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

100} | Total combined yeast and mould
count / Obuiee 4yucno
UTECHERBIX ¥ APOMIKEBBIX
rpubos

<10

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

1¢¢) | Bile tolerant gram-negative
bacteria/ ¥ cToH4HBbIE K
NeMCTBURD JKENY K
rpamMoTpUUaTeNkHbIe DakTepHu

Absent /OTCyTeTBYIOT Not more than 10° / g / He Gonee 107 /r

1 d) | Staphylococcus aureus

Absent /OTCyTCTBYHOT Absentin 1 g/ OrcyTerue s 1 1

10 e} | Escherichia coli

Absent /OrcyrerByoT Absentin 1 g/ Otcyrcteues |

101y | Salmonella

Absent / OTCYTCTBYIOT Absentin 10 g /Oreyrerrue B 10

a
(=4

Remarks | The Product conforms to ND/

Conclusion : APPROVED /

Npumevanue: Mpoaykr cooTeercTByeT Tpebosadnam HI | 3akmouenune: OQOBPEHO

Checked by QC In-Charge / - Approved by QA In-Charge / p
DorymeHT nposepeH OKK: ﬁ s HokymeHT ogofiper OOK: %j/
Date / ¢ Date/

fara: 22 © 9. 1o Nata: 23 002025

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. Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJAE®, TABJETKH 13,5 mr

Baich No / Cepusa Ne: 485120

Batch Quantity / O0nem cepnn:

5845packs / ynakoBoK

AR No / Auanutauecknil oruer Ne : ARF/191/2025

Date of Analysis / Jata auaanza: 22.09.2025

Date of Mfg / Jlata nponssoactea: _ 09/2025

Date of Expiry / ['oaen go:

08/2028

Analysis performed according ND / Asanu3 nposeaén no HI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / MokazaTean

Result / PezyasTarel

Specification / Hopma

11 | Package / Ynaxkoska

in a blister made of

OHCTER W3 MNEHKH
HOMMBUHILIXNOPHAHOH
(NOAUITUAEHOBOH/

no APpUMEHEHHIO.

Package / ¥ nakogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 Tabnetox B

MOMMBHHMIUAC HXITOPHIHOHA) U
amoMHHUeBOH Goabrn,
HIUCTEPOR B KAPTOHHYIO NAYKY
¢ BIOMEHWEM 25 UHCTPYKLHi

Package / ¥Ynaxkoska - 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. / [1o 20
TabaeTok B OIMCTEP U3 TIIEHKYU TPEXCIIOHHOH
(IBX/IMIBAX) u amomunuesoil doabru. Mo 2
Mnn 3 OIHCTEPA BMECTE © MHCTPYKUKEH MO
PMMEHEHHIO B KapTOHHY1O nauky. I[To 20 tabrerok
B BAMCTEP U3 [UIEHKH IOTHBUHHIIXJIOPHAHO#H
(MONMAITHASHOBOH / NMOJMBUHUNHACHXTIOPHAHOH) H
aTIOMUHUEBOI HOAbIY, N0 25 G1HCTEPOB B
KAPTOHHYHO [AUKY € BIOKEHHEM 25 HHCTPYKUMHA 110
NPUMEHEHHIO.

no 25

12 Labeling / Mapxiposka According to ND/

B cootsetcTBun ¢ H/

Storage conditions / Yenosus

XpaHeHus Bbiwe 25 °C.

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

Shelf life / Cpok roaHocTH 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Npumeyanne: MNpogyxr cooTseTcTBYeT TpeboBatuam HI

Conclusion : APPROVED /
3aknovenve: OQOBPEHO

Checked by QC In-Charge / E
BokymeHT nposepeH OKK: D

Approved by QA In-Charge /
JokymenT opobpern OOK:

ot

D /
ate 2y -9 10

JaTa:

Date /

Nara. 03090008

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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