CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATN3A

Cipla

Page1of6 / Ctp. 1n3é

Product: SENADE TABLETS 13.56 mg

Mpoaykr: CEHANE®, TABNETKH, 13,5 mr

Batch No /Cepuna Ne 486014 Batch Quantity /O6bem 5842 packs /ynakoBox
: cepum:

AR No / AHanntuyecknin otyeT ARF/025/2026|Date of Analysis / llata 28.01.2026

Ne ; aHanu3a: ]

Date of Mfg / OaTa 01/2026 Date of Expiry / Toged po: 12/2028
NPOU3BOLACTBA:

Analysis performed according ND: / Ananu3 nposegén no HA: NN-Ne(011138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOM YNAKOBKM YTBePXAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPUYHOM YNAKOBKMU yTBEPKAEHbI: 29.07.2025
PL approved: / 1B yrgepxaeH: 29.07.2025

Ne Test / Noxasarenn Result / PesynbsTathl Specification / Hopma
1 Appearance / OnucaHue Complies / Fiat, round, beveled-edge tablets, brown to
CooTteeTcTBYET dark brown, with speckles. The tablet has
: "CIPLA" embossed on one side, and a score
: line on the other side. / MNnockne Kpyrnble
TaBneTkn €O  CKOWEHHBIMA  KpasiMm  OT
KOPWHHEBOMC A0 TEMHO-KOPUMHEBOrO LUBETa ¢
;BKpanneHuaMu. Ha oakoi# ctopoHe TaBneTtku
BolgaeneHc cnoso  «CIPLAs, Ha Rpyrod
CTOPOHE - NMHWA PasnomMa.
2 | ldentification / UaerTudpurkayms
Anthraquinone glycosides / Complies / |_ Formation of red cglor in ammonia fayer. /
AHTPAXUHOHOBLIE FMUKO3AAL! CooTeercrayer S:g:muaauue AMMUAYHOTO CNOA B KPaCHbIA
Qualitative reaction /
KavecmeeHHan peakuyus

Remarks : The Product conforms to ND/
Mpumeanue: NpogykT cooTeeTCTBYET TpeboBaHWAM

Conclusion : APPROVED {
3aknwyeHue: OJOEPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK:

HA
= 4o

Approved by QA In-Charge /
AdoxymenTt ogobped OOK;

et

Date /

ﬂaTa: o‘l g -Du.l.olg

Date /

Jata: 2%-04.20206

FMQC003-15-15

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




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Cipla

Page20f6 / Ctp. 2u3b

Product: SENADE TABLETS 13.5mg

MpoaykT: CEHALE®, TABNETKM, 13,5 Mr

Batch No /Cepua Ne 486014 Batch Quantity /O6bem 5842 packs /ynakoBox
: copuu:

AR No / AHanutuueckun otuetr ARF/025/2026|Date of Analysis / Jara 28.01.2026

Ne : aHanwuaa:

Date of Mfg / Qara 01/2026 Date of Expiry / TogeH no: 12/2028
npou3BoACTBa:

PL approved: / NB yTBepxaex: 29.07.2025

Analysis performed according ND: / Aanu3 nposegén no HO: NNN-Ne{011138)-(PT-RU}-290725
Artworks of primary package approved: / MakeTbl nepBHYHOM YNakoBKM yTBepKAeHLI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPUYHOHN YNAKOBKK YTBepXAeHbt: 29.07.2025

Ne Test / Nokaszatenb

Result / PeaynsTtath

Specification / Hopma

Methyl Parahydroxybenzoate
/
MeTynnaparugpokcubeHaoar

The retention time of the main
peak in the chromatogram of
the test soluticn corresponds

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the peak

Ha

HPLC /B3XKX to the retention time of the  of methyl parahydroxybenzoate in the
peak of methyl | chromatogram of standard solution. / Bpems
parahydroxybenzoate in the | ynepwwsaHus OCHOBHOIO nuka Ha
chromatogram of standard | xpomaTorpaMme  WUCMBITYEMOTD  pacTeopa
solution. / Bpema | gomkHo COOTBETCTEOBETH BPEMEHH
yOEPMWBAHUSR OCHOBHCrO MUKA | yASpHMBAHUA nuKa
Ha xpomarorpamme | MeTunnaparuapokcubenaoaTta Ha
KCNLITYEMOro pacTeopa | XxpoOMaTorpaMMme CTaHLapTHOro pacTeopa.

' COOTBETCTRYET BREMEHN
yAepHUBaHKA nuka

mMetunnaparngpokcudenaoaTa
XpOMaTOrpamMmmMe
CTaHAaAPTHOrO PacTBOpa.

3 | Average weight and 189.19 mg /189,19 mr Average weight 189.98 mg £7.5 % / CpegHas
uniformity of mass/ CpeaHra iMacca 189,99 mr £7,5%
Macca 1 OAHOPOAHOCT _ 118/20 not more than + 7.5 % /
Macchb| i Complies / CoOTBETCTBYET  |18/20 He Gonee + 7,5 %:
; 2/20 not more than * 15%:;/
2/20 ve Gonee £ 15 %
4 | Dissolution / B7-99% /B87-98 % Not less than 70 % {Q) of the labeled amount
Pacteopetne ;of sennosides after 120 min. / He medee 70 %

E(Q) OT 38ABNEHHONS COAGPMKARAA CEHHO3WAOR
{qepes 120 MuH.

Remarks : The Product conforms to ND/
Mpumevanue: MNpoayKT cOOTBETCTBYET TPEGOBAHUAM

Conciusion : APPROVED /
3anwyeHune: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepen OKK:

HA
2 e

Approved by QA In-Charge /
HokymeHT 0actpen OOK:

=

Date /

fara; S2S.olezo2¢

Date /
Hara:

25-04- 2026

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare), Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®U

KAT AHATNTU3A

Page3of6 / C1p. 3u3b

Product: SENADE TABLETS 13.5 mg NpoaykT: CEHALE®, TABNETKMW, 13,5 Mr

Batch No /Cepus Ne 486014 Batch Quantity /06tem 5842 packs /ynakoBoK
: . CEPHN;

AR No / AranuTuueckui otyet ARF/025/2026 Date of Analysis / laTa 28.01.2026

|Ne : aHanu3sa.

Date of Mfg / flaTa 01/2026 Date of Expiry / loaex pgo: 12/2028
Npou3BoAcTRA:

PL approved: / N1B yvsepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 nboae.qéu no HA: NN-Ne{011138)-(P-RU)-290725%
Artworks of primary package approved: | MakeTbl NepBUYHON yNAKOBKY YTBEPXKACHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPM4HOMN yNAKOBKM YTBEPXACHbI: 29.07.2025 |

l

Ne¢ Test / MokazaTene Result/ P

e3yNbLTaThb | Specification / Hopma

5 | Loss ondrying / [otepn B 2.0%

Macce NpW BbICYLUWBAHKK

i2,0% Not more than 6.0 % / He bonee 6,0 %

-]

Methyl parahydroxybenzoate
i/
Metunnaparagpokcnbensoar ||

. mriTab.

0.042 mg/tab / 0,042 mrita6. | 0.028 to 0.056 mg/tab. / Ot 0,028 no 0,056

7 | Microbial purity test/ MukpoBuonoruueckas YweToTa

Totat Aerobic microbial count

|

anecCHEBbLIX W ,qu)K}KEBbIX
rpubos

{ : 4 4
OBLLee YNCNo A3pOBHLIX 49 cfulg 140 KOE/r Not more than 10" cfufg/ He Bonee 10° KOE/r
MUKPOOPraHuaMos
Total combined yeast and

!
mould count/ OBuiee 4ucno <10 cfufg / <10 KOE/r Not more than 107 cfu/g /He Bonee 10% KOE/r

Enterobacteria resistant to
bile / 3uTepobakTepni,
YCTORUUBLIE K MEMTIM

Absent cfu/g /
OTcyTeTeyoT KOE/T

Not more than 10° cfu/g/ He Gonee 10° KOE/T

Escherichia coli

Ahsent /OTCYTCTBYIOT

I Absentin 1 g/ OTtcytctBue B 1 r

Salmonelia spp.

Absent /OTCyTCTRYIOT

Absentin 10 g / Otcytetenes 10T

Staphylococcus aureus

Absent / OTcyTcTRYIOT

Absentin 1g/OtcyTcTBe B 1T

8 | Uniformity of dosage units /
QOoHOpOAHOCTR
AO3UDOBAHHBIX BAVHULL

L.

6.2/6,2

According tc the requirements.
COOTBETCTRUKM ¢ TpeboBaHUAMHK,

{

B

Remarks . The Product conforms to ND/f

HA

Mpumeuanue; MPOAYKT COOTBETCTEYLT TREHOBAHUAM

Conclusion : APPROVED /
3axnouenne: OQOQOBPEHO

Checked by QC in-Charge /
Dokyment nposeped OKK:

= €

Approved by QA In-Charge /
AokymeHT oaobper COK:

=t

Date /
Data: 01 5-ole2ole

Date /
| Bara:

5042026

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

FMQCO003-15-15

At - Simechem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTAGUKAT AHANW3A

Page4of6 / Ctp. 4u36

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TABJIETKW, 13,5 mr

Batch No /Cepnna Ne

486014

Batch Quantity /O6wem

5842 packs /ynaxosox

: cepum:

AR No / AnanuTuuecknin otier ARF/025/2026 Date of Analysis / [lata 28.01.2026
Ne : aHanuaa:

Date of Mfg / lara 01/2026 Date of Expiry / Foaen go: 12/2028
NPOK3BOACTBA:

Analysis performed according ND: { AHanu3 npoaeaéH no HA: 1IN-Ne({011138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTkl NnepBMMHON YNAaKOBKHU YTBEPKACHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKM yTREepXAEHbI: 29.07.2025
PL approved: / JIB yreepxaeH: 29.07.2025

[ Ne Test/ NokasaTtens

Result ! PesynbTaThbt

Specification ! Hopma

9 | Assay/ KonudecTaeHHOoe
onpegenexue

13.96 mg / 13,96mr
(103.4 %/ 103,4 %)

1215 - 1553mg (800 - 115.0%)
'Sennosides equivalent to sennoside B in one
tablet. f OT 12,15 no 15,53 mr (80,0 - 115,0 %)
[CEHHO3WACB B nepecyeTe Ha ceHHoaua B B
ogHoA TabneTke.

10 | Package appearance /
Onucanue ynakosku

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

‘aluminum foit,

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

MepewyHas ynakceka: (1o 20
TabneTok B BANCTEP M3 NNEHKK
| TpexcnoiHon
NONMBKHWAXNOPUA/MONKATANEH
/NONUBURUNUABHXTIOPKS,
(MBX/N3MBOX) w
laneMUHNEBok donbri.
iBTopwyHas_ynakoska [lo 25
]Gnucrepoa 8 KAPTOHHYK Nadky
¢ BRoMeHwem 25 nNUCTKOB-
BKN34bILLEH.

Primary packaging: 20 tabiets in a blister
made of three-layer polyviny!
chloride/polyethylene/polyvinylidene chloride
(PVC/PE/PYDC) fiim and aluminum foil.
Secondary packaging: 2 or 3 blisters together
|wtth a package leaflet in a carton.

125 blisters with 25 package leaflets in a
carton. /

Mepewydan ynakoBka:. o 20 7TabneTok B
BrnuvcTep 13 NNeHKKn TPEXCrNOWHOWA
NONWBAHMNXNCRUA/NCNUATUNEH/NONUBUHUNIKE
enxnopug (MBX/N3/MNBOX) v aniOMUHASBOR
honsru.

BropuuHaa ynakoeka: Mo 2, 3 Bnwuctepa
{BMecTe C AUCTKOM-BENEObILLEM B KAPTOHHYR
inauKy.

Mo 25 GAUCTEROB B KAPTOHHYIO NadYky ©
BNOKEHVEM 25 NUCTKOB-BRNAgbILLEd.

HA

Remarks : The Product conforms to ND/f
NMpumeuadue: MNpoaykT cooTeeTCTBYET TpeboBaHnsam

Conclusion : APPROVED /
3axknwuenve: OJOBEPEHO

Checked by QC In-Charge /
DoxymenT npoeeper OKK:

s

Approved by QA In-Charge / b
JokymeHT ogobpen COK: %}_ﬁ,—-

Date /
Dara:

28 . 00 2ere

i Date /
| Oata:

25042026

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A
Pagebof6 / Cyp. 5u3b

Product: SENADE TABLETS 13.5 mg MpoaykT: CEHARE®, TABJIETKU, 13,5 mr
'Batch No /Cepwna Ne 486014 Batch Quantity /O6nem 5842 packs /ynakosoxk |
: COPUM: 1
AR No / AHanuTuueckuin otyet ARF/025/2026 Date of Analysis / Oarta 28.01.2026
Ne : aHanuaa:
Date of Mfg / NlaTa 01/2026 Date of Expiry { loaex po: 12/2028
npou3BoACTRA:

Analysis performed according ND: / Ahanu3 npoBegén no HZ: J1MN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbi NepBMIHOW YNAKOBKMK yTBepXKAaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAaKOBKMY yTBepXaeHb:: 29.07.2025
PL approved: / JIB yrBepxaeH: 29.07.2025

Ne Test / NokazaTenb Result / PeaynbTaThbl | Specification / Hopma
|

11 |Labeling / MapkupoBeka Complies / CoorpeTcTBYET In accordance with Section 1.3.2 of Module 1
: of the registration dossier / B cooTeeTCTEMM C
paagenom 1.3.2 moayns 1 perncTpaunoHHOro
,AOCHE.

12 |Storage conditions / Yenosua |In a dry place at a temperaturé not exceeding 25 °C. / B cyxom MecTe MpU
XpaHeHUs iTeMnepaType He Bbiwe 25 °C.
13 |Sheif life (expiration date) / l3 years. / 3 ropa.

Cpox rogHocTH (CPOK ’

XpaHeHus) i
APl name { HanmeHoBanne ADC; Sennosides A & B/ CeHHo3vgbl A v B '
INN / MHH: Sennosides A & B/ CeHHoavgbl A W B

API manufacturer batch number /
Homep cepun nponzBoguTena A®C:
FP Manufacturer APl Batch number /

CS0125159 & CS0125160

Homep cepuu cyBeTaHLMKM npon3BoguTens 0001807606 & 0001807607
rna:
Kothari Phytochemicals International,
APl Manufactured by, address & country / Nagari, Thanichchiyam Past - 625221, Madurai District, India /
fMpovaeoavtens A®C,aapec u cTpaHa: Kotapw ®uTokemmkana NHTepHelwrHan,

Harapw, Takuauuam MocT - 625221, okpyr Maaypan, NHavs

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumesanue: MNpoaykT cooTeeTCTEBYET TpeboBaHKAM 3aknwvenne: OJOEPEHO

HO

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

LlokyMeHT npoepeH OKK: T tF lokymeHT onoBpen COK: M—
Date / . Date / .

farta: LS5 .ob.Lolt Data; 25- 042026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simechem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa 403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATU3A
Page6of6 / CTp. 6u36
Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAﬂEg, TABJTETKM, 13,5 mr
Batch No /Cepun Ne 486014 ;Batch Quantity /O6nem 5842 packs /ynakoBok
: cepum.
AR No / AHanuTuvyeckuin otyetr ARF/025/2026 Date of Analysis / [lata 28.01.2026
Ne : aHanusa;
Date of Mfg / flaTa 01/2026 Date of Expiry / FToneH go: 12/2028

npouieoncrea:

Analysis performed according ND: / Avanua nposegéHn no H: NN-N2{011138)-(Pr-RU)-290725
Artworks of primary package approved: / MaxeTbl NepBUYHOMN YTAKOBKMW yTBepXAeHbt: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPHUYHONW YNAKOBKM yTBepxXaeHbl: 29.07.2025
[PL approved: / N1B yTeepxaen: 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, Tuemn, Pernem Goa-403512, India (License No 576/L)/

site / Wwnnna N7g., Cumkem NeT. Jitg., YyacTok Ne 60-65,

HanmeHoBaHue, aapec n HOMEp NULIEH3UK Mpombliunernas soka Tyem, Tyem, MNepHem, Moa — 403512, Mnams
{ INOWAAKH, OCYUWECTBNAKILLEH (Auuenzus Ne 576/M1)

NPOU3BOACTBO/KOHTPONE Ka4ecTBa/BLINYCcK

rme

Declaration of certification: «I 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/O1091-2024 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 established». /

3akmoueHue 0 cOOTBeTCTBUK: «HacToAwmm s ROATEEPKAAID, YTO NPUBEAEHHEN BbilE WMHOPMAUUA RBnseTcs
AOCTOBEPHOW ¥ TOUHON. 3Ta Cepus NPOAYKUMN NPOUSBEAEHE (BKNIOUAS YNakosKy (MapkupoBKy) 1 KGHTPOSb KauecTea)
Ha BbilLRYKa3aHHOW NpOM3BOACTBEHHOA Nnowaake (nnowaakax) B NONHOM COOTBETCTBUM C Tpeboeanusime Tpaeun
Haanexalel NPor3BOACTBEHHON NPaKTMKM EBPasKiACKOro IKOHOMWMECKOTO CClo3a {Ne GMP/EAEU/RU/01091-2024 ot
14 pekabps 2023 r.) u TpeBOBAHUAMU KOHTPONS Ka4ecTBa NEKaPCTBEHHBIX CPEACTB, 8 TAKXKE B COOTRETCTBUM CO
CNELMPUKALMAMU, COAEPKAWMMACA B PErvCTPaLIMOHHOM AOCbEe CTpaHbi-MMnopTEpa. 3anuch NO NpoW3BOACTBY,
YNaKOBKE W aHanu3y npPOBEPEHbl, W YCTAHOBNEHO WX COGTBETCTBAE TPeBOBAHUAM MpaBun Hagnexawed
NPOU3BOACTBEHHOW NPaKTAKA EBPA3UIACKOro SKOHOMKUYECKOrs Co3as.

Remarks : The Product conforms to ND/ Conclusion : APPROVED
Mpurmevanune: NpoaykT cooTBeTCTRYET TPEGOBAHUAM 3aknwuenne: OQNOEPEHO
H,
Checked by QC In-Charge / N - Approved by QA In-Charge /
HJokymenT nposepen OKK: C:ELJ HokymeHT ogoBper QOK: ____\_Q...-‘O'E-
Date / .
. 1 .02t Date /
ata: AS 0010 _ ) Hata: 2.5-04--202(

FMQC003-15-15

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



