Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A
Page10f6 / Ctp. 1136
Product: SENADE TABLETS 13.5 mg Npoaykr: CEHALE®, TABNETKW, 13,5 mr
Batch No /Cepun Ne 486030 Batch Quantity /O6tem 5847 packs /ynakosox
: cepum:
/AR No / Ananutuuyeckun oruer ARF/048/2026 Date of Analysis / JaTa 16.02.2026
Ne : ananusa:
Date of Mfg / [lara 0212026 Date of Expiry / TogeH po: 01/2029
Npou3BOACTRA:

Analysis performed according ND: / AHanu3 npoBegéx no HA: JIN-Ne(011138)-(PT'-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBHYHOW YNakoBKK yTREPXKAEHDbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOMR YaKOBKM yTBepXAeHbl: 29.07.2025
PL approved: / NB yreepxaeH: 29.07.2025

Ne Test / flokazaTensb Result / Peaynsrarsl Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTBeTCTRYET idark brown, with speckles. The tablet has

"CIPLA" embossed on one side, and a score
line on the other side. / Mnockne xpyrneie
TAabneTkw €O  CKOWEHHL!IMM  KpasMw  OT
KOPWYHEBOIO A0 TEMHO-KOPWYHEBOTO LBeta ©
BrRpanneHnaMu. Ha ogHodl cTOpCHe TabneTku
BbigasneHo cnosoc «CIPLA», Ha ZJpyro#
CTOPOHE - MMHWA PasNoma.

2 | Identification / MgeHTubukaLms

Anthraquinone glycosides / | Complies / | Formation of red celor in ammonia layer. /
AHTanHHOHOBbIE FIUKO3M ! COOTBETCTByET i SBI{SELUMBaHHe dMMUaYHOrS CNos B8 KPACHbLIKA .
Qualitative reaction /
KavecmasenHas peaxyus
Remarks : The Product conforms to ND/ Con
clusion : APPROVED /
Eﬂumeqauue: Npoayxr COOTBETCTBYET TpeboBaHUAM 3aknwy4eHue: OJOBPEHO
Checked by QC In-Charge / | A
o pproved by QA In-Charge /
AokyMeHT nposeper OKK: ﬁ..—%"“p | Oo ‘
; KyMeHT ogoGpen OOK: %_X\(—"'P
Date / ‘ —
ate
_ Date /
Dara: % 0\o) e | fara: 26042202 ¢

FMQC003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Gan i
la | , , patrao Kadam Marg, Lower Parel, Mumbai - 400 Indi
At: Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 13- fndia



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANIU3A

Page20f6 / Ctp. 2nab

Product: SENADE TABLETS 13.5mg Mpoayxr: CEHAOE®, TABAETKW, 13,5 mr
Batch No /Cepus Ne 486030 Batch Quantity /O6twem 5847 packs /ynaxoBox
! ' CepHM:
AR No / AHanurnueckuin otuer ARF/048/2026 Date of Analysis / DaTa 16.02.2026
Ne: __|aHanwn3aa:
Date of Mfg / faTa 02/2026 Date of Expiry / FTogeH po: 01/2029
Npon3BoacTRA:
Analysis performed according ND: / AHanu3 nposegéH no HA: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / Make Tl nepBUYHOW YNakoBKWU yTBepXOeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUMYHOW YNaKOBKM yTBepXAeHbI: 29.07.2025
PL approved: / 1B yTBepxaeH: 29.07.2025
Ne Test / Noxasavens Result/ PeaynbTaTh! Specification / Hopma
Methyl Parahydroxybenzoate | The retention time of the main | The retention time of the main peak in the
/ peak in the chromatogram of | chromatogram of the test solution should
MetunnaparuppokcuBensoar | the test solution corresponds correspond to the retention time of the peak
HPLC / BIXX to the retention time of the of methyl parahydroxybenzoate in  the
peak of methyl | chromatogram of standard solution. / Bpems
parahydroxybenzoate in the | yaepxusanus OCHOBHOIO nNuKa Ha
chromatogram of standard | xpomatorpamme  UCNLITYEMOrO pacTeopa
solution. / Bpems | JOMKHO COOTBETCTBOBATL BPEMEHM
YAEPHMBAHAA OGHOBHOMO NUKa | yemKMBaHWUs nuka
Ha XpomaTorpaMmme | meTunnaparngpoxcubersoarta Ha
! MCNBITYEMOTO pacTBopa | XpOMaTorpaMme CTaHdapTHOro pacTBopa.
COOTEETCTRYET BREMEHN
YAEPKUBAHWUA nuKa
meTunnaparugpokcuenaoara
Ha XpOMaTorpamme ‘
CTaHgapTHOrG pacTBopa. |
3 | Average weight and ! 189.96 mg /189,96 mr |Average weight 189.99 mg £7.5 % / Cpeanss
uniformity of mass/ Cpeansan ’ “Macca 189,99 Mr +7.5%
Macca U 04HOPOAHOCT b [18/20 not m . 0.
l MaCCh! ; Compilies / CooteeTcTayeT j18f20 He 6013;?237?5_‘;;5 ! |‘
! |2/20 not more than + 15%/
_ | |2/20 e bortee + 15 % ||
( 4 | Dissolution / .I 78-86% /78-86 % |'Not less than 70 % (Q) of the labeled amount |

Pacteopexue ‘

|

of sennosides after 120 min. / He Menee 70 %
‘(O) OT 3aABNEHHOIC COASPXaHNs CEHHO3WAoB
|4epes 120 mun,

— |

Mpumeyanme: N

Remarks : The Product conforms to ND/
POAYKT CooTBETCTBYET TpeGosaHUAM

Conclusion ;: APPROVED /
3akntovenue: OJOBPEHO

HA
Checked by QC In-Charge /
Approved b N
oot s Ok 2 B o 650 fveas
Date / | | —
e
D 2L .ol el e Date /
ara, Nata; 26- 04 -2072¢C

Cipla Ltd.,Cipla House, Penin
At : Simchem Pvt. Ltd., Piot N

sula Business Park, Ganpatrao Kadam Marg,
0. 80-65, Tuem Industria Estate, Tuem, Pernem Goa -403512

FMQC003-15-15

Lower Parel. Mumbaj - 400013, India.



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A

Page3of6 / Ctp. 3ua6

Product: SENADE TABLETS 13.5 mg MpoAaykT: CEHAJE", TABNETKMU, 13,5 mr
Batch No /Cepna Ne 486030 Batch Quantity /O6nem 5847 packs /ynakoBok
: CepUM:
AR No/ AnanuTuueckuin otuer ARF/048/2026!Date of Analysis / Oara 16.02.2026
Ne : aHanwia:
Date of Mfg / laTta 02/2026 :Date of Expiry / TogeH go: 01/2029
NPOM3BOACTRA:
Analysis performed according ND: / AHanu3 npoeegéH no HJL: IIMN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTsl NePBAYHON YNAKOBKM yTBepX)AaeHbl: 29.07.2025
|Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKHM YTBEpKAeHbl: 29.07.2025
PL approved: / I1B yrBepxaeH: 29.07.2025
Ne Test/ NokazaTens Result / Pesynsrarh Specification / Hopma
§ | Lossondrying/MoTepss 20%/20% Not more than 6.0 % / He 6onee 6.0 %
Macce Npy BbICYLLWBaAHWK
6 | Methyl parahydroxybenzoate 0.039 mgftab / 0,039 mriTa. | 0.028 to 0.056 mg/tab. / Ot 0,028 po 0,056
i/ MriTab.
MeTtunnaparngpokcubersoar
7 | Microbial purity test/ MukpoBuonorudeckas sncTota
Total Agrobic microbial count
/ 4 4
OBLIEE HUENO A3POBHbIX 50 cfulg /50 KOE/F Not more than 10" cfu/g/ He Gonee 10" KOE/r
MUKDPOORTaHN3MOB
Totai combined yeast and |L
mould count f O6uwlee wucro
MnecHeBbLIX 1 APOTOKQBHX <10 CfU;g <10 KQE/T Not more than 102 Cfu’g {He Bonee 102 KOE/r
rpudon
Enterobacteria resistant to 2 2
bile / AHTepoGakTepun, Absent cfufg / . Not more than 10° cfu/g/ He Bonee 10°KOE/r
YCTORUMBLIE K JKEN4K OtcyrerayioT KOE/T
| Escherichia coli Absent fOtcyTeTayloT l! Absentin 1 g/ OTcyTcTene 8 1 1 —
Salmonella spp. Absent /CteyTetayoT \ Absentin 10 g / OtcyreTene B 10 1
. Staphylococcus aureus Absent/ OTcyTcTBysoT | Absentin 1g/ Oteyrcrane 511 —
I UnHformity of d i ,
O.QHOpO.q);ochosage units / 5.7/57 According to the requirements. [/ B
ROBUPOBAHHBIX £4MHU COOTBETCTBUA C TPEBOBAHUSMA.

Remarks : The Product conforms to NDY
Mpumeyaume: Mpoaykr cooteeTCTRYET TpeboBanusm

Conclusion : APPROVED /
3aknouenne: OOBPEHO

HA

Checked by QC In-Charge / (P
. Approved by QA In-Ch /

DokymenT nposepen OKK: %\M OokymeHT 0),;05PEH ngzge )@:\,\//

Date / 2c. 0 f Date /

Jata: 2020 | fata: 26-04-- 2026

Cipla Ltd.,Cipla House, Peninsula Busines
la Ld., . s Park, Gan
At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industria

FMQC003-15-15

patrao Kadam Marg, Lower Parel, Mumbai - 400013, indi
| Estate, Tuem, Pernem Goa -403512 fnda




CERTIFICATE OF ANALYSI

Cipla

8

CEPTUOUKAT AHANTU3A

Page4of6 / Ctp. 4136

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEH

AJE®, TABJNIETKW, 13,5 mr

Batch No /Cepun Ne

486030

Batch Quantity /06wem

5847 packs /ynakoBok

: cepuu:

AR No/ AHanutuveckui oTyeT ARF/048/2026 Date of Analysis / fata 16.02.2026
Ne : aHanu3sa:

Date of Mfg / laTta 02/2026 Date of Expiry / Flopen ao: 01/2029
|INPOM3BOACTBA:

Analysis performed according ND: / Ananua npoBeaés no H: JN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBHYHOM YNaKOBKW yTBepXaeHn!; 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOMN YNAKOBKM YTBEPXKAEHbI: 29.07.2025
PL approved: / 1B yrBepxgaeH: 29.07.2025

Ne

Test / Nokazarens

Result / PesynuTtath)

Specification / Hopma )

Assay / KonnuectaenHoe
onpejeneHve

14.03 mg/ 14, 03mr
{103.9 %/ 103,9 %)

CEHHO3MAOB B NEpecHYeTe Ha ceHHoawg B B

1215 - 1583mg {800 - 1150%)
Sennosides equivalent tc sennoside B in one
tablet. / OT 12,15 go 15,53 mr (90,0 - 115,0 %)

cAHoW TabneTke.

10

Package appearance /
Onucanve ynakosku

in a carton. /

nonAnBrHUNIMABHXNOPUA

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

aluminum foil.

Secondary _ packaging. 25
blisters with 25 package leaflets

MNepewsHan voakoeka: Mo 20

Tabnerox B BNUCTEP U3 NNEHKM
TREXCNORHOW
NONMBRHUAXNOPKA/NONMATUNEH

(ABX/N3MBAX) u
arnoMuHueBsoi donbr.
BTopuyHas vnakoeka: Mo 25
ONUCTEpPOB B KAPTOHHYKY nauxy
C BnoxeHwem 25 nwuctkoe-
BKNagbiWen.

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chioride/polyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carton.

25 blisters with 25 package leaflets in a
carton. /

OepbuyHas vnakoska: Mo 20 Tabnetok B
Gnucrep “3 NNeHKK TPEXCNoWHO R
NOMUBKAWNXNOPUA/NCAUITUNEH/NONMENHUNKUA
eqxnopng (NBX/MNI3/MBOX) v antomuHuesoir
Goneru.

BropuyHas ynakoska: [fo 2, 3 Bnuctepa
BMECTE C NWCTKOM-BKNAZbILLEM B KapTOHHYIO
nadky.

Mo 25 Bnucrepcs B KAPTOHHYIC NadYky ¢
BNOXEHWEM 25 NUCTKOB-BKNAALILLEN.

RO

Remarks : The Product conforms to ND/
MNpumeyaHme: Mpogykr cooTaeTcTayeT TpeBoBAHUAM

Conclusion : APPROVED /
3aknwyenune: QQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

AokymenT nposepeH OKK; ﬁu HAokymenT ogobpen QOK: )Qo_)ﬁ
Date / Date /
ﬂa-ra: %C'OLF-L?B)..C-_. ,ana Q‘GJ 94—‘2.62-6

FMQC003-15-15

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



CERTIFICATE OF ANALYSIS
CEPTU®WKAT AHATTU3A

Cipla

Pagebof6 / Ctp. 5u36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHAJIE®, TABNETKM, 13,5 mr

Batch No /Cepua Ne

486030

‘Batch Quantity /O6tem

5847 packs lynakoBok

: cepum:

AR No / AHanuTnuecknia oryer ARF/048/2026:Date of Analysis / laTa 16.02.2026

Ne : ‘aHanu3a: o o
Date of Mfg / fara 02/2026 Date of Expiry / ToaeH go: 01/2029
Npowu3BOACTBA:

PL approved: / 1B yrBepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 npoBeaén no HA: 1MN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NEPBHUYHOW YNAKOBKY YTBepPXAEHbI: 29.07.2025
|Artworks of secondary package approved: / MakeThl BTOPMUYHOW YNAKOBKHU YyTBEPXKOEHDbI: 29.07.2025

N2 Test / MNokazaTtenb

Result / PesynbraThbl

| Specification / Hopma

11 |Labeling / Mapkvupoeka

Complies / CooTeeTCTBYET

:In accordance with Section 1.3.2 of Module 1
Eof the registration dossier / B cooTtsetcTenm ¢
ipasgenom 1.3.2 mogyns 1 permcTRaUWOHHOFO
i,nocr:e. i

12 |Storage conditions / Ycnosus
XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B cyxoM mMecTe npu
TemnepaType He sbiwe 25 °C.

13 |Shelf life {expiration date)/
CpoK FoaqHOCTH {CPOK
XpaHeHws )

3 years. / 3 ropa.

APl name / Haumenosanue AQC:

“Sennosides A & B/ CenHosngbl A ur B

INN / MHH:

Sennosides A & B/ Cennozugel A u B

APl manufacturer batch number /
Homep cepuu npouzsoautens ADC:

CS80125178 & CS0125179

FP Manufacturer APl Batch number /
Homep cepumn cyGeranyuu nponssoguTens
mo:

0001818452 & 0001818453

APl Manufactured by, address & country /
Mpoussoautent AGC,agpec u cTpana:

Kothari Phytochemicals International,

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

Korapu dutokemukana UnTepHelumHan,

Harapu, Tanuyuuam Moct - 625221, okpyr Magypaw, WHgus |

Remarks : The Product conforms to NOv
MNMpumeouanue: poAykT cooTeeTCTYET TpeboBaHusm

Conclusion : APPROVED /
3aknwouenne: OJOBPEHO

Checked by QC In-Charge /

HA
HAokymeHT nposepen QKK: = "w

Approved by QA In-Charge /
HokymenT ogoBpen QOK: @L}E\-

=
Date / 2 8.0W e Date/
fara: _ 24 Nara: 26-04-20286

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, G
laLid., . » Ganpatrac Kadam Marg, Lower Parel. Mumbai - [
At Simchem Pwt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Peinern (o doagtg 00013, Indta.



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANNIA
Page6of6 / Ctp. 6136
Product: SENADE TABLETS 13.5 mg ~ NpogykT: CEHA}IE@, TABJNETKW, 13,5 mr
Batch No {Cepus Ne 486030 Batch Quantity /O6tem 5847 packs /ynakoBoxk
: CepUH:
AR No/ Ananutnueckuin otuer ARF/048/2026 Date of Analysis / Qata 16.02.2026
No : aHanuaa:
Date of Mfg / flara 02/2026 Date of Expiry / loneH po: 01/2029
NPOU3BOACTBA: ;

Analysis performed according ND: / AHanuz nboa‘e,qéu no HA: NiM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl nepBUHHON YNAKOBKM yTBepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUYHOM YNAKOBKM YTBEpXaeHbl: 29.07.2025

PL approved: / JIB yTeepwaeH: 29.07.2025 L
Name, address, authorization No for FpP 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 Nita., Cumkem Net. Jita., YvacTtok Ne 60-85,
HaumeHnonanwe, agpec n Homep nuLEHINMK MpoMbilunenHas soHa Tyewm, Tyem, Meprem, Moa — 403512, Mupus
NOWAnKK, OCYLWECTBAAIOUIER - {Iuuenamn Ne 576/1)

E&usaoncmomomponb KayecTEa/BLINYCK
mn

Declaration of certification: «i hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeiing 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 Unicn is establisheds. /

3aKnio4eHUe O COOTRETCTBUM: «HACTOSWMM A NOLTBEpXAale, uTo NpWBEReHHas Bolille MHOPMaUNR NABNRETCH
AOCTOBEPHON 1 TOYHOW. 3Ta cepua NPOAYKLMM Npov3BeaeHa (BKMIOUESR YNaKOBKY (MApKUPOBKY) M KOHTPOMNE KauecTsa)
Ha Bbllieyka3aHHOW NPOMABOACTBEHHOW Mnolyagke (nnotwaaxax) B NONHOM COOTBETCTEWM G TpebSoparusmmn TNpasun
Hagnexaleh Npon3BOLCTBEHHON NPaKTUKY EBPAsUACKOrO 3KOHOMUYECKOTO CoK3a (Ne GMP/EAEU/RU/01091-2024 ot
14 pexabps 2023 r.) u TpeBoeaHnAMK KOHTDONS Ka4ecTBa NEKapCTBEHHBIX CPEACTB, A TAKXKEe B COOTBETCTBUW €O
CneLMOUKALIMAMU, COAEPKALMMUCS B PErucTpaUMOHHOM AOCbE CTPaHbI-MMNROPTEPa. 3aMCK NO NPOU3BOACTBY,
YaKOBKE U @kanusy nposepedtl, W YCTAHOBNEHO WX GOOTBETCTRVE TpebosaHuam [lpasun  Hagnexaljen
NPOUIBOACTBEHHOW NPAKTUKKM EBPa3nickora akoHOMUNECKOro col3an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ﬂpnueqauue: MPOAYKT cooTBETCTBYET TPEGOBaKUSM 3akniouenve: OOBPEHO

Checked by QC In-Charge / Approved b

y QA In-Charge /
NokymenT nposeper OKK: - 4P DokyMeHT 0406 : /QQA\CPP
ped OCK:
ate / Date /

| fara: DC . oteapnae | fara: 26-04.202¢

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Farel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Piot No. 80-65, Tuem industrial Estate, Tuem, Pernem Goa -403512



