CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIN3A

Cipla

Page10of6 / CTp. 1136

[Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHALE®, TABJIETKM, 13,6 Mr

Etch No /Cepun Ne 486047 Batch Quantity /O6bem 5848 packs /ynakoBOK
5 cepuu.

AR No | AnanuTuueckuin otyeT ARF/073/2026 Date of Analysis / Oata 11.03.2026

Ne : aHanuaa:

Date of Mfg / faTa 02/2026 Date of Expiry / FogeH ao: 01/2029
NpoOwn3BOACTBA:

Analysis performed according ND: | Ananu3 npoBeaéH no HA: NN-Ne(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTb! MEPBUYHON YNAKOBKU yTBepXAeHbl: 29.07.2025
Artworks of secondary package approved: | MakeTb! BTOPUYHOM YNaKOBKM yTBEPXKAEHbI: 29.07.2025

l&approved: | NB yreepxaeH: 29.07.2025

pn Test / NokasaTenb Result / PeaynbTaThl Specification / Hopma
1 | Appearance / Onucaxue Complies / Flat, round, beveled-edge tablets, brown to
CooTeeTcTBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Mnockue Kpyrnbie
TabneTk¥ CO  CKOLUEHHbIMM  Kpasmi  OT
KOPWYHEBOrO AO TEMHO-KOpPW4HEBOro UBeTa c
skpannexusmu. Ha oaHoi CTOpoHe TabneTkn
BblO@eneHo Cnoeo «CIPLA», Ha Aapyro#
|CTOpOHE - NIUHUA Pa3noMa.
2 | |dentification / MaeHTUDUKELUMA
Anthraquinone glycosides / Complies / Formation of red color in ammonia layer. /
CoorBeTcTBYET OkpalunBaHne aMM1ayHoro cnos 8 KpacHblit
AHTPax1MHOHOBbIE MMUKO3NARI LBET.
Qualitative reaction /
KayecmeeHHas peakuyus

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cooTseTCTBYET TPeGOBaHUAM

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

HO
Checked by QC In-Charge / A

pproved by QA In-Charge / -
[okymeHT nposepeH OKK: % [lokymeHT 0);105DEH OOKEJ %’S/t"ap'
Date / 324 Date /
fata: ‘2‘C'_ v fara: 3Lt 0e 2028
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Cipla

Page20f6 / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHALE®, TABNETKM, 13,5 mr

Batch No /Cepusa Ne 486047 Batch Quantity /O6bem 5848 packs /ynakoBoOK
: cepuu:

AR No / Ananutunyecknin otyet ARF/073/2026 Date of Analysis / [lata 11.03.2026

Ne : aHanusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / TogeH oo: 01/2029
npou3BoAcCTBa:

Artworks of primary package approve

Analysis performed according ND: / Ananu3 npoeeaéH no HA: NN-Ne(011138)-(Pr-RU)-290725

d: / MakeTbl NEPBUYHON YNAKOBKM yTBEPXKACHbLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOM YNAaKOBKMU yTBEPXKAEHbI: 29.07.2025
PL approved: / 1B ytBepxaeH: 29.07.2025

Ne Test / Moka3sarenk

Result / PeaynbTathl

Specification / Hopma

Methyl Parahydroxybenzoate
/
MeTunnaparvapokcubexsoar
HPLC / B3XKX

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methyl
parahydroxybenzoate in the
chromatogram of standard
solution. / Bpems
YAEPAKNBAHUA OCHOBHOrO Muka
Ha xpomarorpamme
UCMbITYeMOro pacTeopa
cooTBeTCTBYEeT spemeHn
YOAEPKNBAHUSA rnuka
meTunnaparuapokcubersoata
Ha Xpomarorpamme
cTaHaapTHOro pacteopa.

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. / Bpemst
yaepXuBaHma OCHOBHOTO nuka Ha
XpoMaTorpamMme  WCnbiTyemoro — pacteopa
[OOMMKHO COOTBETCTBOBATL BpEMEHU
yAepXuBaHua nuKka
mMeTunnaparuapokcubeHsoarta Ha

XpOMaTorpamMe CTaHAapTHOro pacTeopa.

3 | Average weight and
uniformity of mass/ CpegHsa
macca 1 0HOPOAHOCTb
macchl

189.92 mg /189,92 mr

Complies / CooTseTcTBYET

Average weight 189.99 mg +7.5 % / CpegHsis
macca 189,99 mr £7 5%

18/20 not more than + 7.5 %; /

18/20 He Gonee + 7,5 %:

2/20 not more than + 15%:/

2/20 He Bonee + 15 %

4 | Dissolution /
PacteopeHue

82-100 % / 82-100 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He meHee 70 %
(Q) oT sasBneHHOro cogepXxaHus CeHHO3U40B

yepes 120 muH.

Remarks : The Product conforms to ND/
MNpumevanue: MpoaykT cooTeeTcTBYET TPEBOBAHUAM

Conclusion : APPROVED /
3aknwvyenue: ONOBPEHO

HA
Checked by QC In-Charge /
N Approved b -
HAokymeHT nposepex OKK: 'ﬁw .ﬂggymem o).;c?ﬁﬁ;;tla: %rg?e ! W/
Date /
! ‘ I Date /
ara: AL ob.202 & flara: 26- 04 2026
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIU3A

Page3of6 / Ctp. 3n36

Product: SENADE TABLETS 13.5mg Mpoaykt: CEHALE®, TABNETKM, 13,5 Mr

Batch No /Cepusn Ne 486047 Batch Quantity /06bem 5848 packs /ynakoBOK
; cepuu.

AR No /| AHanuTuyeckmun oT4eT ARF/073/2026 Date of Analysis / fata 11.03.2026

Ne : |aHanu3a.

Date of Mfg / OaTa 02/2026 Date of Expiry / FogeH po: 01/2029
I‘IPDH3BD.CICTBa!

Analysis performed according ND: / AHanu3 npoBeféH no HAO: J1|'l-N9(D11138)—(P|’-RU)-290725
Artworks of primary package approved: / MakeTb! nepBUYHON YNaKOBKK YTBEPKAEHDI: 29.07.2025

Artworks of secondary package approved: | MakeTb! BTOPUYHO YNaKOBKY YTBEPKAEHbI: 29.07.2025
PL approved: / JIB yTBepXAEH: 29.07.2025

FNQ Test / Moka3aTenb Result / PeaynbTaThl Specification / Hopma ]
5 | Loss ondrying/lMoTeps B 2.1% 12,1% Not more than 6.0 % / He 6onee 6,0 %
macce npu BbiCyLLMBaHWI
6 | Methyl parahydroxybenzoate 0.039 mg/tab / 0,039 wmr/Tab. 0.028 to 0.056 mg/tab. / Ot 0,028 fo 0,056
/ mr/Tab.
MeTunnaparuapokcubeHsoar |
7 | Microbial purity test/ MukpoBuonorn4eckas 4yucToTa
Total Aerobic microbial count
A 50 cfu/g /50 KOE/r Not more than 10 cfulg/ He Bonee 10° KOE/T
O6Lee uncno aspobHbIxX
MWKPOOPraHn3mMoB
Total combined yeast and
mould count / OBwee 4ucno 2 2
FAGOHSBEI I AONOKBREEK <10 cfu/g / <10 KOE/r Not more than 107 cfu/g /He Gonee 10° KOE/r
rpubos
nt i i
- eﬁ’gﬁ‘;fgg‘ﬁﬁ’:;fnr‘_‘ o Absent cfulg / Not more than 10% cfu/g/ He Gonee 10° KOE/r
YCTOM{MBLIE K XKEN4YM OtcytcraytoT KOE/T
| Escherichia coli Absent /OTcyTCTBYIOT Absentin 19/ OtcyTcTene B 11
Salmonella spp. Absent /OTCyTCTBYIOT Absent in 10 g / OtcytcTene s 10T
Staphylococcus aureus Absent / OTcyTCTBYIOT Absentin 1g/OtcytctBue B 1r1
8 | Uniformity of dosage units / 6.3/6,3 Accordin “
3/6, g to the requirements. / B
OpHOpogHOCTL COOTBETCTBWMW C TpebosaHnAMM.
JI03UPOBAHHBLIX EAUHUL
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
:ﬁuueqanue: MpoaykT cooTBeTCcTBYET TpEboBaHUAM 3aknwyenune: OQOBPEHO
Checked by QC In-Charge / Approved b
y QA In-Charge / ;
[okymeHT nposeper OKK: ‘i:’u—" [lokymeHT 0a06 : %)\U’Jr’
peH OOK: /
Date / Date /

FMQCO003-15-15
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Page4of6 / Ctp. 4u36

'Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepusa Ne

486047

Batch Quantity /O6nem

5848 packs /ynakoBok

: cepum:

AR No / Ananutnueckun otuer ARF/073/2026 Date of Analysis / laTa 11.03.2026

Ne : aHanuaa: 1
'Date of Mfg / Oara 02/2026 Date of Expiry / FoneH po: 01/2029

Nnpou3BoACTBa:

Artworks of secondary package approved: / M
PL approved: / B yTBepxaeH: 29.07.2025

Analysis performed according ND: / Ananu3 nposeaéH no HA: NM-N2(011138)~(PT-RU)-290725

Artworks of primary package approved: / MakeTbl NepBMYHON YyNakoBKW YTBEPXKAEHb!: 29.07.2025
aKeTbl BTOPMYHOW YNaKoOBKW yTBEPXKAEHbI: 29.07.2025

Ne Test / Noka3aTene

Result / PeaynbTaTthbl

Specification / Hopma

9 | Assay / KonuyecteeHHoe
onpeaenexHue

1412 mg /14,12 mr
(104.6 % / 104,86 %)

1215 - 1553mg (90.0 - 1150%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 ao 15,53 mr (90,0 - 115,0 %)
CeHHO3WAOB B Nepec4eTe Ha ceHHosna B B
oaHon TabneTke.

10 | Package appearance /
OnucaHme ynakoeKu

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

aluminum foil.

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

MepsuyHas ynakoska: Mo 20
TabneTok B GnuCTep U3 NNeHKH

TPEXCrnowHon
NONUBUHUNXNOPUA/NONU3TUNEH
/NonuUBUHUIIMAERXIOPAL
(MBX/N3/NBOX) n
anwomuHueson donbri.
BropuyHas ynakoska: [lo 25
BnucTepos B KapTOHHYK nadky

c BnoxeHuem 25 nucTkos-
BKNagbillien,

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl

chloride/polyethylene/polyvinylidene chioride
(PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 blisters together
with 2 package leaflet in a carton.

25 blisters with 25 package leaflets in a
carton. /

MepeuyHas ynakoska: Mo 20 Tabnetok B
bnucrep 3 MMEHKN TPEXCNOuHOM
NONMBUHUNXNOPKA/NONUSTUNEH/NONUBUHUNUA
enxnopug (MBX/N3/MBAX) 1 anoMUH1eBON
donbru.

BropuyHas ynakoska: Mo 2, 3 Gnwucrepa
BMECTe C fINCTKOM-BKNaAbILLUEM B KaPTOHHYHO
navky.

Mo 25 6nwucTepoB B KAPTOHHYKD nayvky C
BNOXeHWeM 25 NUCTKOB-BKNaabILLen.

HO

Remarks : The Product conforms to ND/
Mpumeyanne: MpogykT cooTBeTCTBYET TPEGOBaAHUAM

Conclusion : APPROVED /
3aknwyenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposeper OKK: %—{"—"’ LOOKYMEHT 0 : /g»
nobpeH OOK: \ok

Date / . Date /

nara: Lo (p.202 € [ara: D6-04- 2026

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatraoc Kadam Mar i i
la ; g, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATU3A

Page5of6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAQE®, TABJIETKW, 13,5 mr

npou3BoacTea:

Batch No /Cepusi Ne 486047 Batch Quantity /O6wem 5848 packs /ynakosok
: cepuu:

AR No / AHanuTuueckumn otuet ARF/073/2026 Date of Analysis / lata 11.03.2026

Ne : aHanu3sa:

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

PL approved: / B yreepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 npoeeaéH no HA: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb! NEepBUYHON YNaKkoBKKU yTBepXaeHbl: 29.07.2025

Artworks of secondary package approved: / MakeTb! BTOPUYHOW YyNaKoBKM yTBepXaeHbl: 29.07.2025

Ne Test / NMokazaTtens

Result / PesynbTaTthl

Specification / Hopma

11 |Labeling / Mapknposka

Complies / CooTsetcTayeT

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B coorBeTcTBUM C
pasaenom 1.3.2 Moayns 1 perucTpauuoHHOro
Aocee.

12 |Storage conditions / Ycnosus
XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B CYyXOM MecTe npu
TemnepaType He Beile 25 °C.

13 |Shelf life (expiration date) /
Cpok roaHocTy (Cpok
XpaHeHus)

3 years. / 3 roga.

APl name / HaumeHoBaHue ADC:

Sennosides A & B / CernrHoauabl A 1 B

INN / MHH:

Sennosides A & B / CeHrosuabl A 1 B

APl manufacturer batch number /
Homep cepuu npoussoautens A®C:

CS0125188 & CS0125189

FP Manufacturer API Batch number /
Homep cepum cy6cTanumm npoussoauTens
Mmo:

0001823974 & 0001823975

API Manufactured by, address & country /
Mpoussoautens A®C,anpec u cTpaHa:

Kothari Phytochemicals International,

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

KoTtapu ®utokemukans UHTepHelwmnHan,

Harapw, Tanuuduam Mocr - 625221, okpyr Maaypait, Haus

Remarks : The Product conforms to ND/
Npumeuanue: Mpoaykr cooTseTcrayeT TpeGosaHusm

Conclusion : APPROVED /
3aknroyenune: ONOBPEHO

Checked by QC In-Charge /

HAO
HAokymeHT nposeper OKK: U S

Approved by QA In-Charge / Cep
HokymeHT ogobpeH OOK: gj}_"-—-—"

Date /

Jara, RC€OU2022

Date /

[ara: 26:04-2026

FMQCO003-15-15

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

CEPTUOUKAT AHANU3A
Page6of6 / Ctp. 6136
Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAOE®, TABNETKW, 13,5 mr
Batch No /Cepusi Ne 486047 Batch Quantity /O6bem 5848 packs /ynakoBok
- cepum:
AR No / AHanuTtuyeckumn otyet ARF/073/2026 Date of Analysis / laTa 11.03.2026
Ne : aHanuaa:
Date of Mfg / flaTa 02/2026 Date of Expiry / logeH go: 01/2029
npousBoacTea:

Analysis performed according ND: / AHanu3 nposenéx no HA: NMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi NepBUYHOMN yNakoBKMU yTRepxaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTsi BTOPMYHOW YNaKkoBKM yTBepXaeHbl: 29.07.2025
PL approved: / 1B yreepxaen: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L)/
site / Uwnna Jira., Cumkem Mer. Nita., Yyactok Ne 60-65,
HaumenoBawnue, agpec u Homep nuuUeH3NUK lMpombiwnerHas 3oHa Tyem, Tyem, MepHem, Moa — 403512, WHaus
NNowanku, ocywecTBNAOWENn (Jlnuexauns Ne 576/11)
MPOU3BOACTBO/KOHTPONL KayecTBa/Bbinyck

mao

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
compliance with Good Manufacturing Practice of the Eurasian Economic Union is establisheds. /

3aKnoyeHne O COOTBETCTBUM: «HAcTOSLIMM 5 NOATBEPKAAID, YTO npuBeneHHan Bbille WHMOPMaUWUa sBNSeTcH
AOCTOBEPHOM 1 TOYHOW. 3Ta cepusi NPoAYKLMM NPOu3BeaeHa (BKNioYas ynakosKy (MapKuUPOBKY) U KOHTPOMb KayecTsa)
Ha BblLUEYKasaHHOW NPOW3BOACTBEHHOM Nnowagke (NNOLaaKkax) B NONHOM COOTBETCTBUM G TpebosaHuamu Mpasun
Haanexalyei Npou3BOACTBEHHOM NPaKTUKN EBPa3niCKOrO 3KOHOMUYECKOTO CO03a (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabps 2023 r.) n TpeboBaHusMM KOHTPONA KayeCTBa NEeKapCTBEHHbLIX CPEACTB, a Talkke B COOTBETCTBUM CO
CNeunduKkaunsmn, COAEPXALUMMUCH B PErucTpauMoHHOM AOCHE CTpatbi-umnopTepa. 3anucn no npou3BOACTBY,
yNakoBKe U aHanusy npoBepeHbl, K yCTaHOBNEHO WX COOTBETCTBUE TPeGOBaHUSM Mpasun Hagnexatuei
NPOW3BOACTBEHHOM NPaKTUKK EBPa3niAcKOro 3KOHOMUYECKOro COK3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanne: MpoaykT cooTeeTCTBYET TPEBOBAHUAM 3akntoyenune: OOOBPEHO

HA

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

DokymenT nposepen OKK: =/ -L.» HokymeHT ogobpex OOK: %—-‘)“"”

Date / Date / Ty

fara:_=2C-Se202 & Dara: I |

FMQCO003-15-15
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