Cipla

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHATNWU3A

Pagetof6 / Ctp. 1n36

Product: SENADE TABLETS 13.5 mg

Npoaykt: CEHAQE®, TABNETKH, 13,5 mr

Batch No /Cepuna Ne 486023 Batch Quantity /O6bem 5845 packs lynakoBox
: cepuu: N

AR No / AnannTudeckui otuet ARF/039/2026 Date of Analysis / [lata 09.02.2026

Ne : laHanws3a: _

Date of Mfg / flaTa 01/2026 [Date of Expiry / FogeH go: 12/2028
npPoOU3IBOACTBA: '

Analysis performed according ND: / AHanu3 n

|
poseaéH no HA: JIM-Ne{011138)-(PI-RU}-290725

Artworks of primary package approved: / MakeTbi NnepBMYHON YNaKoBKK yTBepKaeHbl: 29.07.2025 _
Artworks of secondary package approved: / MakeTsl BTOPUYHOWM YNaKoBKK yTBepKAEHbI: 29.07.2025

PL approved: / 1B yrsepxaeu: 29.07.2025

| Specification / Hopma

Ne Test/ Moxaszarens f Resuit / PesynbTathl
|
1 | Appearance / OnucaHune Complies / Flat, round, beveled-edge tablets, brown to
CooTeeTcTBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
fine on the other side. / lNnockue Kpyrnele
TabneTk CO  CKOLWEHHBIMKW  KpasMwm  OT
KODUYHEBOMO 40 TeMHO-KOpWYHEBOrS LUBETa C
Bkpannenusmu. Ha opHol ctopoHe TaBnetku
sbigasnede  cnoso  «CIPLA», Ha gpyrod
CTOPOHE - MTUHWS pasnoma.
2 tdentification / MaenTudhmukauna
Anthraquinone giycosides / Complies / " Formation of red color in ammonia layer /
AHTDAXMHOHOBLIE MMUKOUAE! CooTteeTcTBYET E):g:wusarme AMMMUAYHOrO CNOA B KPACHbIA
Qualitative reaction /
Kayecmeennas peakuus |

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT ceoTeeTeTEYET TREboBaHWAM

Ba

| Conclusion : APPROVED /
3aknwveHue: ONOBPEHO

Checked by QC In-Charge /

A -
HokymenT npoeeper OKK: pproved by QA In-Charge /

OokymenT ogobpen QOK:

foreot

2—-6' ‘b‘i——- 9__92_‘@

Date /
Hara:

Date /
{ Bara:

R o781 L
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Page20f6 / Ctp. 2u36
Mpoaykr: CEHAAE®, TABNETKW, 13,5 mr

Product: SENADE TABLETS 13.5 mg

|Batch No /Cepua Ne 486023 Batch Quantity /O6bem 5845 packs /ynakeBoK
[ cepum:

AR No / AnannTudecknit ot4eT ARF/039/2026 Date of Analysis / laTa 09.02.2026

Ne : aKanusa:

Date of Mfg / [laTa 01/2026 |Date of Expiry / FToaeH go: 12/2028
NpoOU3BOACTBA!

Analysis performed according ND: / AHanus nposeaén no HAO: 1NN-Ne{011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbl nepBUYHON YNAKOBKHM YTBEPXKAEHbL 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPM YWHOW YNAKOBKW YTBEPXAEHb!: 29.07.2025
PL approved: / 1B yTBepxXaeH: 29.07.2025 |

Ne

Test / Noka3zaTtenk Result / PeaynbTath! | Specification / Hopma

Methy! Parahydroxybenzoate
/
MeTunnaparnapokcubersoar
| HPLC 7 BaXX

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

to the retention time of the

peak of

parahydroxybenzoate
chromatogram of standard
solution. / Bpemsa
YAEPKUBAHUA OCHOBHOrQ NUKA
Ha xpomarorpamme
UCMLITYEMOTO
COOTBETCTRYET BpEMENY
yOEPHUBEHWNA nwxa
meTunnaparnapoxcnbersoaTa
Ha XpOMaTGrpamMe
CTaHOQapTHOro pacTaopa.

methyl
in the

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. / Bpems
yOoemKnsasna OCHOBHOIO nUKa Ha
XpomaTorpamMme  WCreiTyeMoro  pacteopa
AONXHO CcOQTESTCTBOBATD BpeMeHN '
y,qep»:naaHnﬂ NUKa
meTunnaparuapokcnberzoara Ha
XpOMaTOrpaMMe CTaHJapTHOro pacTeopa.

3 | Average weight and 189.48 mg /189,48 mr Average weight 189.99 mg +7.5 % / Cpeanan
uniformity of mass/ CpefHss macca 189,89 Mmr £7,5%
Macca n OAHOPGAHOCTS | 18/20 not more than £ 7.5 %, /
Maceo Complies / CooTBETCTBYET | 18/20 He Bonee £ 7.5 %;
2/20 not more than £ 15%:/
2/20 He Bonee £ 16 %
4 | Dissolution / 79-87% /79-87 % Not less than 70 % (Q) of the labeled amount
PacTBOpEeHue of sennosides after 120 min. / He meHee 70 %
{Q) OT 3a9BNEHHOMO COAEDXKAHNA CEHHO3UAOR
L | |I-iepe3 120 MWH.

HA

Remarks : The Product conforms to N/
Mpumeyanue: NpoayKT COOTBETCTBYET TpebopaHnaM

Conclusion : APPROVED /
3aknouenune: OQAOBPEHO

Checked by QC In-Charge /
DokymerT npoeeper OKK:

=fols

Approved by QA In-Charge /
Jokyment oaobperd OOK

Date /
7 ac otr2022

Date /
Rarta:

| fara:

Cipla Ltd.,Cipla House, Peninsula Bu
At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate,

Tuem,

26- 04 o2 Q

FMQC003-158-15
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATNTASA

Page3of6 / Ctp. 3u3b

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAQE®, TABNETKY, 13,5 mr

Batch No /Cepua Ne 486023 Batch Quantity /O6bem 5845 packs /ynakosok
: cepum:

AR No ! Ananutuyeckun otyetr ARF/039/2026!Date of Analysis / lata 09.02.2026

Ne : aHanuaa:

Date of Mfg / OaTa 01/2026
NPOM3BOACTBA: *

Date of Expiry /{ FogeH go: 12/2028

|PL approved: / 1B yreepxaen: 29.07.2025

Analysis performed according ND: / Asanu3a nboaenéu no HA: NNN-Ne{011138)-(PT-RU})-290725
Artworks of primary package approved: / MakeTb! NepBUYHON YNAKOBKK YTBepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTel BTOPMYHON YNaKOBKW yTRepXAeHu!l: 29.07.2025

Ne Test / NMoxazarenn Result / PesynuraThl Specification / Hopma

Macce nNpKW BbICYWLWBAHKK

5 | Loss on drying / MNoTteps B 1.8%/1,8% Not more than 6.0 % / He 6onee 6,0 %

/
MeTunnaparuapokcubeHacar

6 | Methyl parahydroxybenzoate 0.046 mg/tab / 0,046 mriTab. | 0.028 to 0.056 mg/tab. / Ot 0,028 oo 0,056

mriTab.

7 | Microbial purity test/ MukpoBuonoruyeckas vneToTa

Total Aercbic microbial count

/ 4 4
OBLLEE YMENO 23POBHBIX 40 cfufg /40 XOE/r Not more than 10° cfu/g/ He Gonee 10 KOE/r
MUKPOODIaHnaMoB
Total combined yeast and
mould count / O6Lee 4ucno : 2 2
MNECHEBAIX 1 APOXOKEBbIX <10 cfufg / <10 KOE/r . Not mare than 10° cfu/g /He Bonee 10°KCOE/r
rpuGos
Enterobacteria resistant to 2 2
bile / DHTEpOBAKTEpWM, Absent cfu/g / Not more than 10° cfu/g/ He Gonee 10° KOE/r
YCTCHRYUBBIE K XEN4K OTeyteTByoT KOE/T
Escherichia coli Absent /OTcyTcTBylor | Absentin 1g/ OrcyTeTeme s 1r
Salmenella spp. _ Absent /OTcyTCcTRYIOT Absentin 10 g / Orcytcreme 8 10T
Staphylococcus aureus Absent / OtcyTcTayioT Absentin 1 g/ CreytetBre B 11 |
8 | Uniformity of dosage units / B7/87 Accerding to  the requirements. [/ B
;- OpHopoAHOCTS COCTBETCTBUM C TpeboBaHnAMA.
L ACINPOBAHHBIX 8AMHMY

Remarks : The Product conforms to ND/
Mpumesanne: MpogykT cooTBETCTBYET TpeBOBaHMAM

HO

Conclusion : APPROVED /
3aknkuenuwe: OJOBPEHO

Checked by QC In-Charge /
dokymeHT npoeepeH OKK: ib‘)

Approved by QA In-Charge /
HokymeHT opofpeH OCK; @E‘i

Date /

Date /
| data: 26 04 2026

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSI3
CEPTUDUKAT AHANWU3A
Page4of6 / Ctp. 4u36
'Product: SENADE TABLETS 13.5mg Npoaykt: CEHAOE", TABNETKW, 13,5 mr

Batch No /Cepun Ne 486023 Batch Quantity /O6bem 5845 packs /ynakoBok
: cepmn:

AR No / AnanuTtuueckun oryet ARF/039/2026 Date of Analysis / llata 09.02.2026

Ng : _ aHanusa:

Date of Mfg / flaTa 01/2026 Date of Expiry / foaeH go: 12/2028
Npou3BOACTEA.

Analysis performed according ND: / Ananus npoeeaé
|Artworks of primary package approved: / MakeTsl NePBUYHOMN YNaKOBKK yTEBEPXAEGHDL 29.07.2025
Artworks of secondary package approved: / MaxeTkl BTOPMMHOMU YNAKOBKN yTBEPKAEHbI: 29.07.2025

H no HA: JTN-Ne(011138)~(PI-RU)-290725

onpegeneHue

PL approved: / [IB yreepxaeH: 29.07.2025 ]
Ne Test / MokalaTenb Result/ PeaynbTaThl Specification / Hopma
9 | Assay / KonvsecTeeHHoe 14.02 mg/ 14,02Mr [12.45 - 1553mg (900 - 115.0%)

(103.9 % / 103.,9 %)

Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 p¢ 15,53 Mr (90,0 - 115.0 %)
CEHMHO3WAOB B NepecHeTe Ha ceHHoang B B
OAHCK TabneTke.

10 | Package appearance /

Onucanue ynakoBku

Primary packaqing: 20 tablets
in a blister made of three-layer
I palyvinyl
chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
‘ﬂlm and

atuminum foil.

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

MepsuuHan  ynakosxa: Mo 20
TabneTok B BiMcTEp W3 NNEHKU
TpexcrnoiHow
MONUBUHUNXNOPKUA/MOMUITHNEH
/NONUBHMHWUANAEHXNOPUS
(MBX/N3MBOX)
ANKMUHWEBOR PONBIA.
BropudHas  ynakcska: flo 25
GNUCTEPOB B K2PTOHHYID Nayky
C BROKEHMEM 25 INCTKEB-
BKnaabIWen.

125 blisters with 25 package leaflets in a

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

carton. /

MepsudHas  ynakoska: Mo 20 Tabnetok B
Bnuctep k] TINEHKM TPEXCNOWHOR
NOAUBUHUNXNOPUA/NONWATUIER/NONMBAHKNWA
enxnopua (NBX/MI/MNBAX) 1 anmoMUHKEeBOA
dronsru.

BropwyHas ynakoska: Mo 2, 3 Gnucrepa
BMECTE C NWCTKOM-BKNZAbILWEM B KSPTOHHYHO .
nauky.

Mo 25 GnucTepoB B KApTOHHYIC nadky ¢
BROMEHNEM 25 NMCTKOB-BKNagbILeH.

HA

Remarks : The Product conforms to NDY
Npumedanue: MpoayKT COOTBETCTBYET TpeBoBaHUAM

Conclusion : APPROVED /
3aknwovenne: OQQOBPERC

Checked by QC In-Charge /

= t.»

Approved by QA In-Charge /

LlokyMeHT NpoaepeH OKK: NoxymeHT ofo6pen OOK: &/}}"‘;@
Date / _ ' Date /
fara  “*0r2elt | Bara. 26042026

FMQCO003-15-15

Cipla Lid. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 80-85, Tuem industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTU3A

Page50f6 / Ctp. 5n3b

Mpoaywr: CEHALE®, TABNETKM, 13,5 mr

Lﬂoduct: SENADE TABLETS 13.56 mg
B

atch No /Cepna Ne 486023 Batch Quantity /O6tem 5845 packs /ynakoBoX
: cepun:
AR No | Ananntnieckunm otuet ARF/039/2026|Date of Analysis / flaTa 09.02.2026
Ne |aHanw3a.
Date of Mfg / flaTa 01/2026 'Date of Expiry / Foaer ao: 12/2028
nNpow3BoACTBa:

Analysis performed according ND: / Aranu3 npoBeaéH no

Artworks of primary package approved: / MakeTtl nepBUYH

HAO: NTN-Ne{011138)-(Pr-RU)-290725
O# YTNIAKOBKM YTBERXKAECHbI: 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBK® YyTBEPKAEHDI: 29.07.2025
PL approved: / N1B yTBepxaeH: 29.07.2025 :
Ne Test / NokaaaTtenb Result / PesynsTartsl Specification / Hopma
11 |Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTaeTcTaum ©
pasgenoM 1.3.2 mogyna 1 perucTpauuonHoro
inocr;e.
12 [Storage conditions / Ycnoswa |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe fipu
XpAHEHUA TemnepaType He eoilue 25 °C.
13 |Shelf life {expiration date} / 3years. / 3ropa
CpoK rogHoCTH (CpoK
|_ XpaHeHrs) i

APl name / HanmernoBaHne ADC:

Sennosides A & B/ Cennoanasl A v B

INN / MHH:

Sennosides A & B/ Cenrno3uael Av B

APl manufacturer batch number/
Homep cepru nponssoantens ADC:

£50125174 & C80125175

FP Manufacturer AP| Batch number /
Homep cepum cyGeralLum Npou3BoauTena
rNa:

0001818448 & 0001818449

APl Manufactured by, address & country /
MNpouzeoauTens AGC,anpec W CTpaxa:

Kothari Phytochemicals [nternational,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTapy @uTokemMukans IKTepHeLnHan,
~ Harapu, Tanuyumnam Noct - 625221, oxpyr Magypai, Muaua

Remarks : The Product conforms to ND/

Npumeyanue: MpogyKT COOTBETCTBYET TPeSraaHWAM

Hi

Conciusion : APPROVED !/
3awmouenne: OQOBPEHO

Checked by QC In-Charge / -t A
pproved by QA In-Charge /
RoxymenT npoeepeH CKK: o £ AokymenTt of:n,oﬁpeH OOK?J M
Date /
Date /
geTa_I__‘_’:QO'"‘ 1024 .u:Tz: 26-04. 2026

FMQCO003-15-15

Cipla Lta.,Cipla House, Peninsula Business Park, Gan i
la Ld,, , . patrao Kadam Marg, Lower Parel, Mumbai - 400013, India
At: Simchem Pwt, Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512 e




Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHANU3A

Page6of6 / Ctp. 6136
NpoaykT: CEHAJE®, TABNIETKW, 13,5 mr
‘Batch Quantity /O6twem 5845 packs /ynakoBox

Product: SENADE TABLETS 13.5 mg
Batch No fCepua Ne 486023

: cepuu:
AR No / AHanuTtnyeckui otyetr ARF/039/2026 Date of Analysis / laTa 09.02.2026
Ne: aHanwu3a:

Date of Mfg / flara 01/2026 Date of Expiry / foaeH po: 12/2028
NPOU3BOACTBA:

Analysis performed according ND: / AHanu3 npoBeaéd no HA: NM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb) nepBu4HOR yNakoBKM yTBepXAeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHO#W YNAKOBKM yTBEpXAeHbI: 29.07.2025
PL approved: / B yrBepxaeH: 29.07.2025

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
Estate, Tuem, Pernem Goa-403512, india (License No 576/L) /
Uunna Nita., Cumeem Mer. JTh., Y4acTok Ne 60-65,
MpombiwnesHan 3oHa Tyem, Tyem, MMeprem, [ca — 403512, UHawna
{(Nuuerana Ne 576/M)

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

HawmeroBaHnwe, agpec U HOMEP NHLEHIUK
NACIIAAKH, OCYLECTBIAA LS
NPOM3ROACTEO/KOHTPONL Ka4yecTBa/BbINYCK
mao

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/iabeling 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 imperting country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aKnoyeHne o0 COOTBETCTBMM: «HACTOALMM 5 NOATBEPXAAID, MTO MPUBEAEHHENA BhILUE WHDOPMALWA SBNAETCH
AOCCTOBEPHOW 1 TOMHOW. 3Ta cepna NPOAYKLIAW NPOU3BELEHA (BKMIUASA YNAKOBKY (MApDKUPOBKY) W KOHTPOMNb KayecTea)
Ha BbllueyKa3aHHOW NPOMIBOACTBEHHON MNolaake {MNowWaakax) B NONHOM COOTEBETCTEUM ¢ TpeGosanuamu Tpaeun
Hagnexalle# NPOM3BOACTBEHHON NpakTUku EBpasUIACKOrO aKOHOMUMEcKkero cotwsa (Ne GMP/EAEU/RU/01091-2024 oT
14 pekabps 2023 r.) u TpeGoBaHMAMM KOHTPONSA KEYECTBE NEKAPCTBEHHbIX CpeficTe. @ Taioke B COOTBETCTBUM CO
CReundukaumaMy, CoOaepXallliMUCH B PEruCTPaLMOHHOM 40Che CTPaHbLI-MMNOpTERa. 3aNMCKW No Npou3BOACTBY,
ynaKoske U aHanusy npOBEPeHb, U YCTAHOBNEHO WX COOTBETCTBME TpeBoBaHUsM MpaBun Hagnexauen
NPOU3BOACTBEHHON NPaxTUkY EBPA3MIACKOro 3KCHOMUYECKOrS COK3as.

Remarks : The Product conforms to NDJ
Mpumeyanue: Mpoaykr COOTBETCTBYST TpabosaHuAM

Conclusion : APPROVED /
3aknwyenve: OJOBPEHO

Checked by QC In-Charge /
HokymeHT npoeeper OKK:

HA
ol to

‘ Approved by QA In-Charge /
NokymeHT onobpen OOK:

Date ¢
| Bata;

RE-0 102t

Date /

i ﬂaTa: 2,6'04"' 2.@?_-6

Cipla _Ltd..CipIa House, Peninsula Busi
At: Simchem Pvt. Ltd., Plot No. 60-65,

FMQC003-15-15

ness Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 4 '
: X ' 1 = 00013| '
Tuem Industrial Estate, Tuem, Pernem Goa -403512 india



