Cipla

CERTIFICATE OF ANALYSIS

CEPT

WDUKAT AHANW3A

Page1of6 / CTp. 1136

[Product: SENADE TABLETS 13.5 mg

Npoaykt: CEHADE®, TABNETKW, 13,5 mr

|Batch No /Cepua N 486033 Batch Quantity /06teMm 5846 packs /ynakoBoOK
H ' cCepMn.

D\R No / AHanuThueckui otuer ARF/052/2026 Date of Analysis / faTa 19.02.2026

Ne: aHanu3aa:

Date of Mfg / aTta 02/2026 Date of Expiry / FTopeH ao: 0172029
NPou3BoACTRA:

Analysis performed according ND: | Ana
Artworks of primary package approved:
Artworks of secondary package approve
PL approved: / JIB yTBepXAeH: 29.07.202

nws nposeaéd no HA: NN-Ne(011138)-(PT-RU)-280725
{ MaxeTbl NePBUYHOR YNAKOBKN

yTBepXAeHb!: 29.07.2025

d: | MaKkeTbi BTOPMUYHOW YNAKOBKHW YTBEPKAECHBLI: 29.07.2025

5

—

|

Ne Test / MoxkasaTens ! Result / Peaynurathl Specification / Hopma
1 | Appearance / Onucanne Complies / Flat round, beveled-edge tablets, brown to
CooTBETCTBYET dark brown, with speckies, The tablet has
"CIPLA" embossed on one side, and a score
ine on the other side. / lnockue Kpyrnsie
TaBneTkn €O CKOWEHHbIMW  KpaAaMmn - oT
KOPUHHEBOro A0 TEMHO-KOPWHHEBQrO UBETa C
BKpanneHnsimv. Ha opfHo#A CTOpOHE TabneTxu
smpaenedo cnoeo  «CIPLA»,  Ha Apyroi
| CTOPOHE - NMHKA PAZNOMA.
2 | Identification / UpeHTudhnkauns
| “Anthraquinene glycosides / Complies / ['Formation of red coler in ammonia layer. /
AHTPAXMHOHOBbIE FANKO3NAS! CooTBeTCTBYET { S:gfmnsawe AMMWEYHOrQ Cnos B KpacHeln
Qualitative reaction / :
KayecmaeeHHas peakyus ‘ |

Remarks @ The Product conforms to ND/

HO

MpumeyaHne: MNpogyKT cOOTRETCTBYET TpeGoBaKNAM

Conclusion : APPROVED /
3awnwyvyenne: OOOEBPEHO

Checked by QC In-Charge /
DoxymeHT nposepeH OKK:

=

Approved by QA In-Charge /
DoxkymenT ogobpen OOK:

J AL

Date /

flara: o2k ol g

Date /

fata: 26-04- 20248

Cipla Ltd. Cipla House, Peninsula Business Pa

FMQCO003-15-18

rk, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

At © Simchem Pvt. Ltd.. Plot No. 60-65, Tuem industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIN3A

Cipla

Page2of6 / CTp. 2u36

Product: SENADE TABLETS 13.5 mg

Mpoayxr: CEHALE®, TABNETKMW, 13,5 mr

Batch No /Cepua Ne 486033 Batch Quantity /O6bem 5846 packs /ynakoBokK
: cepuu:

AR No / AnanuTnueckmnin otyer ARF/052/2026 Date of Analysis / laTa 19.02.2026

Ne : aHanusa;

Date of Mfg / BaTa 02/2026 Date of Expiry / FloaeH fo: 01/2029
npou3BoaCTEA:

Analysis performed according ND: / AHanu3 nposeAé&H no HA: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl NepPBUYHON YNAKOBKH yTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPMYHOH YNAKOBKM YyTBEPKAEHDI: 29.07.2025
PL approved: / JIB yrBepxaeH: 29.07.2025

I Ne Test / MokazaTene

Result / PeaynbTaTthl

Specification / Hopma

Methyl Parahydroxybenzoate
!
MetunnaparrkapokcuberaoaT
HPLC 7 B3XX

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methy!

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the peak
of methyl parahydroxybenzoate in the
chromatogram of standard solution. / Bpema

uniformity of mass/ Cpeaxnn
Macca u O4HOpPOAHOCTD
Macehl

Complies / CootBeTcTRYET

parahydroxybenzoate in the | yaepxuBaHuA OCHOBHOIC nunKa Ha
chromatogram of standard | xpoMarorpaMme  VCReiTyeMoro  pacteopa
solution. / Bpema | pomxHO COOTBETCTBOBATD speMeHn
YAEPKWBaHUA OCHOBHOTO TIMKA | yASpRXMBaHWA AvKa
H& xpomaTorpamme | MeTunnaparngpokcubeHsoara Ha
UCTIBITYEMOrO pacTBGpa | XpOMETOrpaMMe CTaHAAPTHONO pacTeopa.
COOTBETCTBYET BpEMEHN |
yaepKUBAHKA nvKa
MeTunnaparngpokcubersoarta
Ha Xpomarorpamme
CTaHAapTHOro pacTBopa.

3 | Average weight and 190.44 mg /190,44 mr Average weight 189.99 mg £7.5 % / CpegHss

macca 188,99 mr +7 5%

18/20 not more than £ 7.5 %, /
18/20 He Bonee £+ 7,5 %;

2/20 not more than £ 15%;/
2/20 He Bonee + 15 %

4 | Dissolution /
PactaopeHue

78-86% /78-86 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He menee 70 %
(Q) OT 32RBNEHHOND COAEPXAHWSA CEHHO3WA0DB
vepes 120 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT COOTBETCTRYET TpeGosaHNAM

Conclusion : APPROVED /
3aknk4eHne: OQOBPEHO

Checked by QC In-Charge /
JlokymeHT npoeepenr OKK:

HA
=f c*

Approved by QA In-Charge /
JokymeHT apobper COK

pAE

Date /
Harta:

L. ol o2t

Date /

HaTta: 26 042020

FMQCO003-15-15

Cipla Ltd., Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At © Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page3of6 / C1p. Inab

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAQE®, TABINETKW, 13,5 mr

'Batch No /Cepua Ne 486033 'Batch Quantity /O6nem 5846 packs /ynakoBok
cepum:

{AR No / Ananntuyeckuit ot4er ARF/052/2026]Date of Analysis / [laTa 19.02.2026

Ne : aHanwuaa:

Date of Mfg / aTa 0212026 Date of Expiry / ToaeH po: 01/2029

Npon3BOACTBA:

Analysis performed according ND: / AHanu3 npoeegén no HI: NMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTLl NepBUYHON YNAaKOBKM yTBepKACHbI; 29.07.2025

Artworks of secondary package approved: / MakeTsl BTOPMUHONW YNaKoBKU yreepxaeHs: 29.07.2025
PL approved: / B yTBepxaen: 29.07.2025

Ne

Test / MokazaTens

Result ! PeaynbTaTthl Specification / Hopma

5

Loss on drying / NoTepsa B

Macce npk BbICYLUMBaAHWKU

1.8% /1,8%

Not more than 6.0 % / He Bonee 6,0 %

6 | Methyl parahydroxybenzoate 0.038 mg/tab / 0,038 mr/Tab. | 0.028 to 0.056 mg/tab. / OT 0,028 fo 0,056
f i Mritab.
MeTunnaparnapokcbeHsoaT 1

7 | Microbial purity test/ MrkpoGroncraueckan yuctoTa

Total Aerobic microbial count
/
Oflwee Yyneno aspobHbIX
MUKPOODraHWaMos

40 cfufg /40 KOE/r

Not more than 10* cfu/g/ He Bonee 10" KOE/r

1

|

Tatal combined yeast and
mould count / O6wee ymecno
NNEecHeBbIX 1 SPOXHOKEBLIX

<10 cfu/g / <10 KOE/r

Not more than 102 cfu/g /He Gonee 10° KOE/r

rpubos
Enterobacteria resistant to Absent cfulg / Not more than 107 cfu/g/ He Gonee 10° KOE/r
bite / SuTepobakTepu,
‘ YCTORMMBLIE K KENYW OtcytcteytoT KOE/M | |
Escherichia coli | Absent /OTcyTCTRYIOT | Absentin i g/ OtcyrcTane B 1
Salmonella spp. ‘ Absent /OTeyTCTBYIOT ‘ Absent in 10 g / OTeytctBue B 10T
|.[ Staphylococcus aureus Absent / OTCyTCTBYIOT Absentin 1g/OtcyTcTeue B 171
FOnitermi i According to  the requirements. [ B
‘ 8 | Uniformity of dosage units / ‘ 5.3/53 lccome-rcmnu ST ot
OaHopoaHoCcTh ‘ ‘ J
‘\ LO3NpPOBaHHbIX egnHnY '.
L.

Remarks - The Product conforms to NO/

Npumeuanne: NPOAYKT COCTBETCTBYET TpebosaHKAM

Conclusion : APPROVED /
Jaxmouenne: GQOBPEHO

HO ;
Approved by QA In-Charge .

Checked by QC In-Charge / : |

LIOKYMEHT F};DOBEDEH OKK: %’ﬁhﬂ [lokymeHT 0a0Bpen OOK: /‘;
Date / 26:6A-2026

3::2:! AL ole. 202L | lata:

Cipla Ltd.,Cipla House,
At Simchem Pvt. Lid.,

FMQCO003-15-13

Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare!, Mumnbai - 400013, India.
Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUSPUKAT AHATU3A

Page4of6 / Ctp. 4u36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHALE®, TABMETKU, 13,5 mr

Batch No /Cepur Ne 486033 :Batch Quantity /O6bem 5846 packs /ynakoBok

: cepuu: |
AR No / AHanuTuveckwit ot4eT ARF/052/2026 Date of Analysis / laTa 19.02.2026

Ne : ananuaa:

Date of Mfg / [laTa 02/2026 Date of Expiry / FToneH go: 01/2029

NPOU3BOACTEA:

Analysis performed according ND: / Ananna npoBeAEH no HA: JIN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbl NepEM4YHOW YNAKOBKN YTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPMYHOM YNaKOBKM yTBEXAEHbI. 29.07.2025
PL approved: / NNB yTeepxaeH: 29.07.2025

Ne Test / MNokazaTenb

Result/ PeaynbTaTh!

Specification / Hopma

9 | Assay/ KonuwdectBenHoe
onpeaeneHue

14.10 mg/ 14,10mr
{104.4 % / 104,4 %)

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent 1o sennoside B in one
tablet / OT 12,15 A0 15,53 Mr (80,0 - 115,0 %)

[CEeHHO3WAOB B nepecyeTe Ha CeHHO3UA B s

ogHoW TabneTke.

10 | Package appearance /
Onucakve ynakoBkw

Primary packaging: 20 iablets
in a blister made of three-layer
polyvinyl
chioride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and

aluminum foil.

Secondary _ packaging: 25
blisters with 25 package leaflets
in a carton. /

MepeuyHas ynaxoska. [1o 20
Tabnetok B GRUCTep M3 NNEHKKM
TpexXCROWHOW
MONVBUHANXNQPUA/NGNNATHNEN
/nonnenRUAMAEHXNCPA
(NBX/NIMBOX) n
antoMUHUEBon onbru.
Bropwunas ynakoeka, Mo 25
(BRUCTEPOB B KAPTOHHYK NaYKy
¢ eBnoxeHuem 25

BKAEAkILUEHA,

nueTKoB-

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chioride/polyethylene/polyvinylidene chioride

({PVC/PE/PVDC) film and aiuminum foil.

Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carton.

25 plisters with 25 package leaflets in a
carton. /

MNepeuydas  ynakoska: (o 20 rtabretok B
tnuctep n3 NIeHKN TpEXCNOWHOR
NONVUBWHWIXNOPUA/NCINSTUNEH/NONUBUHUNNEG
gHxnopng (MBX/MSMBLX) ¥ anioMUKMEBONR
donery.

BropwuHas ynaxkoexa: Mo 2, 3 ©Gnucrepa
BMECTE C NUCTKOM-BKNASEIWEM B K3pPTOHHYH
nayky.

flo 25 OnnCTEpOB B8 KapTOHMHYKD Mavky C
BIOXEHMEM 25 NNCTKOB-BKNaAbIWER.

HA

Remarks : The Product conforms to ND/
Npumeuanne: NpoayKT cOOTBETCTBYET TpeGoBaHuam

Conclusion : APPROVED /
3awnwuenune: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK:

=t

! Approved by QA In-Charge / el
LokymeHlT ogobpes OOK: /9;_43,_,,,

Date /

,ﬂa'ra: o-’—G- 0l ')_b?/’ﬂ

| Date /
] Data:

1604202206

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At - Simehem Pvt. Ltd . Plot No. 60-85, Tuem industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATTU3A

Page5of6 / Ctp. 5u36

[Product: SENADE TABLETS 13.5 mg

NpoAaykT: CEHAZE®, TABNETKU, 13,5 mr

‘_Batch No /Cepina Ne 486033 Batch Quantity /O6bem 5846 packs /ynaxoBok
: cepum:

AR No / Ananutuuecknin otaetr ARF/052/2026|Date of Analysis / flaTa 19.02.2026

Ne : aHanwu3ia.

Date of Mfg / flaTa 02/2026 Date of Expiry / TogeH ao: 01/2029
npon3BoAacTBa:

PL approved: / JIB yrBepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 npogegés no HJ1: JIN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbt nepBU4HON YNakoBKM yTBepXAeHb!: 28.07.2026
Artworks of secondary package approved: / MakeTbl BTOpryHO# ynakosku yreepxaeHsl: 29.07.2025

Ne Test / MokazaTeno

Result / Peaynerarel

Specification / Hopma

11 iLabeling / Mapkuposka

Complies ! CooTaeTtcTayeT

In accordance with Section 1.3.2 of Module 1
of the registration daossier / B cooTeeTCTBUM C
pazaenom 1.3.2 mogyna 1 perucTpalnuoHHoro
iﬂOCbe

12 |Storage conditions / Ycnosus

XpaHeHwA

H
lIn & dry place at a temperature not exceeding 25 °C. / B cyxom mecre npu
iTeMnepaType He Bblile 25 °C.

13 |Shelf life (expiration date} /
Cpok rogHOCTH (CpOK

XPaHeHUa)

I3 years. / 3 ropa

APi name / HanmeHoBaHWe ADC:

Sennasides A & B / CeHnoanasl A v B

INN / MHH:

Sennosides A & B/ CedHosngbl A B

APl manufacturer batch number/
Homep cepumn npouisogutena AQC:

CS0125180 & C50125181

FP Manufacturer AP1 Batch number /

Homep cepuun cyGcTaHuuM nponssoguTens
rMmeo: '

0001818454 & 0001818455

APl Manufactured by, address & country /
MponssopnTens AQC,aapec n cTpana:

Kothari Phytochemicals International,

Nagari, Thanichchiyam Post - 625221, Madurai District, India /

KoTapu ®uTokeMukans MHTepHelmHan,

Harapw, Tanuvusmsm NocT - 625221, oxpyr Maaypan, WHaws

Remarks . The Product conforms to ND/
NpumeyaHue: PoSyKT COOTBETCTBYET TPeSOBaNUAM

Conclusion : APPROVED !/
3awmouenne: OJOBPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK

HA
=fe

Approved by QA In-Charge /

[loxyMmeHT oaobpeH OOK: \‘Lﬁ—f‘_

Date /
Jara:

AL ol Lol

Date /

| ﬂaTa: 2—6' 04—' Q_OZG

FMQC003-15-13

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrac 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
CEPTUGUKAT AHANW3A

Page6of6 / Cvp. 6uab

Product: SENADE TABLETS 13.5 mg Npoaykt: CEHALOE®, TABMIETKHM, 13,5 mr ]
Batch No /Cepust Ne 486033 Batch Quantity /O6bem 5846 packs /ynaxoBox |
: cepuu:

AR No / Ananutuyeckun otyer ARF/052/2026|Date of Analysis / laTta 19.02.2026

|Ne : aHanusa:

Date of Mfg / flara 02/2026 Date of Expiry / Fogen po: 01/2029

Npou3BoACTRaA:

Analysis performed according ND: / Ananu3 npoeeaéH no HA: NM-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTsl NepBUYHOH YNAKOBKMW YTEEPKACHBI: 29.07.2025
(Artworks of secondary package approved: / MakeTb! BTOpUYHOM YNakoBKK yTBEpPXAeHbLI: 29.07.2025
|PL approved: / NB yreepwaeH: 29.07.2025 |

Name, address, authorization No for FP
manufacturing site / Control site / Release

site /

HaumeHnosanue, agpec u HoMep nuUeHINKU

NNQWAAKH, OCYIeCTBNAIGLEH

NPOM3BOACTBO/KOHTPONL KaYeCTBA/BLINYCK
rMmo

Cipla Ltd., Simchem Put. Ltd., Plot No.60-65, Tuem Industrial
Estate, Tuem, Pernem Goa-403512, India {(License No 576/L)/
Uwnnna N7a., Cumkem MeT. Jrg., YuacTok Ne 60-65,
NpoMmeiwnennan sona Tyem, Tyem, NepHem, Moa — 403512, MHaus
(Nnuuenaua Ne 576/)

Declaration of certification. «| hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01091-2024 dt.
December 14, 2023) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compiliance with Good Manufacturing Practice of the Eurasian Economic Union is establishedy». /

3akmoyetne O COOTBETCTBMM: «HACTOAWMM R NOATBEPKAZO, YTO NPUBEAEHHAA BblWe WHOPMAaLUWS SBNSETCS
AOCTOBEPHOA U TOMHOR. 3Ta CEpUs NPOAYKLMN NPoV3BeAeHa (BKNIOUEA YNAKOBKY {MAPKUPOBKY) U KOKTRONG KadecTsa)
Ha BbllLEYKaIAHHOW NPOM3BOACTBEHHON NNOLAAKE (NNOWALKAX) B NOMHOM COOTBETCTBMM C TpeboeakuamMK Mpasun
Haanexalued NPOUIBOACTBEHHOM NpakTUKK EBpasnidickoro akoHOMUYECKOra coloaa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpr 2023 r.) u TpeGoBanuamu KOHTDONA KaYecTBa NeKapCTBEHHbIX CPEACTB, @ TAKKE B COOTBETCTBUM CO
CNELNMUKALMAMN, COAEPKALLMMUCA B PErUCTPALMCHHOM AOCkE CTpaHkl-uMnopTepa. 3ancn NG NPOU3BOACTBY,
yNaKoBkE W aHanusy npoBepeHbl, W YCTAHOBIEHO WX COOTBETCTEME TpebosanuAm fpasun Hagnexawei
NPOU3BOACTBEHHOM NPaKTUKW EBPA3MACKOTO 3KOHOMUUECKOrS COI03a s

Remarks : The Product conforms to ND/

Mpumestanue: MpoaykT cooTseTeTBYET TpeBoRaHNAM
HR

Conclusion : APPROVED /
3aknwyenue: OACEPEHO

Checked by QC In-Charge /

£ 9 Approved by QA In-Charge / oD
dokymeHT nposepeH OKK: f’ . i NokymeHT opobper OOK: /@3}.——«
Date / Date / . .
Oata: L. 00202 ¢ Data: 26042026

FMQC003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Pare), Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



