CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITU3A

Cipla

Page1of / CTp. 1136

Product: SENADE TABLETS 13.5mg _

Npoaykr: CEHALE®, TABJIETKW, 13,5 mr

NpoM3BOACTBA:

Batch No /Cepusa Ne 486044 Batch Quantity /O6bem 5841 packs /ynakoBok

. cepum: .
AR No / Ananutuueckun otuetr ARF/067/2026 Date of Analysis / laTa 05.03.2026

|Ne : aHanu3aa:

Date of Mfg / faTa 02/2026 Date of Expiry / FfoaeH go: 01/2029

Analysis performed according ND: / AHanu3 nposeaéx no HA: JM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBU4YHON YNaKOBKM yTBEPKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTsi BTOPUYHON YNaKOBKY yTBEPXAEHbI: 29.07.2025
PL approved: / JIB yrBepxaeH: 29.07.2025

Ne Test / MokasarTenks Result / Pesynbtathbl Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTBeTcTBYET dark brown, with speckles. The tablet has
“CIPLA" embossed on one side, and a score
line on the other side. / lnockue Kpyrnble
TabneTkn CO  CKOWEHHbIMW  Kpasmiu  OT
KOPWU4HEBOro A0 TEMHO-KOPUYHEBOro LBeTa C
BKpanneHusMu. Ha ofHOi CTOpOHe TabneTku
sbigasneHo cnoso «CIPLA», Ha Aapyro#
CTOPOHE - NIMHUSA pasnoma.
2 | Identification / UpeHTUdmKaLMA
Anthraquinone glycosides / Complies / | Formation of red color in ammonia layer. /
AHTPAXMHOHOBbIE FMUKO3MABI CooTBeTcTBYET S:gfwuaawe aMMKUayHoro Cnost B KpacHbin
Qualitative reaction /
KayecmeeHHas peakyus

Remarks - The Product conforms to ND/
Mpumeuanue: MPoAYKT COOTBETCTBYET TpeboBaHuaAM

Conclusion : APPROVED /
3aknouenue: OOOBPEHO

Checked by QC In-Charge /

HO
[lokymeHT nposepeH OKK: 79'0,_\:(-1—9

Approved by QA In-Charge /
[lokymMeHT oaobpex OOK: | #/}’,___c-""

Date /

Date /
Oarta:

26-04-2026

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A

Page20of6 / CTp. 2u36

Product: SENADE TABLETS 13.5 mg

Mpoaykt: CEHAOE", TABNETKW, 13,5 mr

Batch No /Cepusa Ne

486044

Batch Quantity /O6bem

5841 packs /ynakoBok

- cCepuu:

AR No / AHanutuueckun otuet ARF/067/2026|Date of Analysis / [laTa 05.03.2026
Ne : aHanusa:

Date of Mfg / faTta 02/2026 Date of Expiry / logeH po: 01/2029
npou3BoAcTBa:

Analysis performed according ND: / Avanu3 npoeen
Artworks of primary package approved: / MakeTbl NnepBMYHON YNaKOBKM yTBEPXKAEHbI: 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKM YTBEPXAEHBI 29.07.2025
PL approved: / JIB yTBepxaeH: 29.07.2025

&x no HO: NN-N2(011138)-(Pr-RU)-290725

Ne Test / NMokazaTenb

Result / PeaynbTaTthbl

Specification / Hopma

Methyl Parahydroxybenzoate
/
MeTunnaparuapokcubeHsoar
HPLC / B3XX

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
YAEPXWBAHUA OCHOBHOMO nika
Ha Xpomarorpamme
UCNBITYEMOro pacTtBopa
COOTBETCTBYET BpEMEHY
yOEPKMBAHWA nuKa
meTunnaparuapokcubeHaoara
Ha XpoMarorpaMmme
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. / Bpems

yOEPXKUBAHUS OCHOBHOTO nuka Ha
XpomaTtorpamme  UCMbITyeMoro  pacreopa
[OMKHO COOTBETCTBOBaTHL BpEMEHMN
yOAEpXKWBaHNA nuka
meTunnaparnapokcuGersoara Ha

XpoMaTorpamMme CTaHAapTHOro pacteopa.

3 | Average weight and
uniformity of mass/ CpeaHas
Macca U OQHOPOAHOCTb
Macchl

190.51 mg /190,51 mr

Complies / CooTBeTCTBYET

Average weight 189.99 mg £7.5 % / CpepHas
macca 189,99 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 /
PacTteopeHue

80-96 % / 80-96 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %
(Q) oT sameneHHoro coaepkalia ceHHoINACB
yepes 120 muH.

Remarks : The Product conforms to ND/
Mpumeyanme: MpoayKT cooTseTcTBYET TPEGOBAHNAM

Conclusion : APPROVED /
3akntwoueHnue: OJOBEPEHO

HO

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

[okymeHT nposeper OKK: % [oxymenT opobper OOK: S~ ——
/

.gs'tr:l: edG-0'e. 2626 E:&:.} 26-04-2026

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 AHATIU3A
Page3of6 / Ctp. 3n36
Product: SENADE TABLETS 13.5 mg MpoaykT: CEHALE®, TABNETKW, 13,5 mr
Batch No /Cepus Ne 486044 Batch Quantity /O6Lem 5841 packs /ynakoBoK
: Cepuu.
AR No | Ananutuueckuin otyetr ARF/067/2026 Date of Analysis / flaTa 05.03.2026
Ne : aHanu3aa:
Date of Mfg / flaTa 02/2026 Date of Expiry / F'ogeH no: 01/2029
Npown3BOACTBa:

Analysis performed according ND: / Asanus npoeeaéx no HA: NnN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl NnepBUYHOMN YNaKOBKW YTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTe! BTOPMYHOM YNaKOBKMU yTBEPXAEHbI: 29.07.2025
PL approved: / 1B yrBepxaeH: 29.07.2025

Ne Test / MNokasaTens Result / PeaynbTaTthl Specification / Hopma
5 | Loss on drying / MoTeps B 1.8% /1,8% Not more than 6.0 % / He 6onee 6,0 %
macce npw BbiCyLUMBaHUN
6 | Methyl parahydroxybenzoate 0.041 mg/tab / 0,041 mr/Tab. 0.028 to 0.056 mg/tab. / Ot 0,028 po 0,056
/ mr/Tab.
MeTtunnaparuapokcubeHsoar
7 | Microbial purity test/ MukpoGuonornyeckas 41ucroTa
Total Aerobic microbial count
/ 4 4
OBLLee 4G aSPOBHbIX 70 cfu/g /70 KOE/r Not more than 10° cfu/g/ He Gonee 10" KOE/r
MWUKPOOPraHn3MoB
Total combined yeast and
mould count / OBLee 4ucno 2 2
ANECHEBbIX 1 APONOKEBbIX <10 cfulg / <10 KOE/r Not more than 10° cfu/g /He Gonee 10° KOE/r
rpubos
Enterobacteria resistant to Absent cfu/g / Not more than 102 cfulg/ He Gonee 10> KOE/r
bile / QHTepobakTepuy, S S
YCTORYMUBLIE K XKENYM OrcyTcrayioT KOE/T
Escheriehia coli Absent /OTCYTCTBYIOT Absentin 1g/ OrcyTctene 8 11 o
Salmonella spp. '| Absent /OTCYTCTBYHOT Absentin 10 g / OtcytcteneB 10T ]
Staphylococcus aureus ‘ Absent / OTcyTCTBYROT Absentin 1g/OtcytctBeB 1r1
8 | Uniformity of dosage units / 5.8/5,8 According to the requirements. / B
O[HOPOAHOCTb COOTBETCTBUW C TpeGoBaHUAMMN.
A03WPOBaHHbIX EANHNL B
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MPoayKT COOTBETCTBYET TpeboBaHuaM 3aknwoueHne: ONQOBPEHO
HO
Checked by QC In-Charge / Approved by QA In-Charge / wal
[okymeHT nposeper OKK: &w [okymeHT ogobpeH OOK: ¢ 3 :
Date / Date /
fara: 2¢-04.202C | Dara: 28-04--2026

FMQC003-15-15

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



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Page4of6 / Ctp. 4u36

Product: SENADE TABLETS 13.5 mg

[Mpoaykr: CEHALE®, TABNIETKW, 13,5 mr

Batch No /Cepun Ne 486044

Batch Quantity /O6bem
cepum:

5841 packs /ynakoBok

AR No / Ananutuuyeckunn otyetr ARF/067/2026 | Date of Analysis / [laTa 05.03.2026
Ne : aHanuaa:
Date of Mfg / laTa 02/2026 Date of Expiry / logeH go: 01/2029

npoussoacTea.

Analysis performed according ND: / AHanu3 nposeaéH no HI: J1M-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHON ynakoBku yTBepxaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKK yTBepXaeHb!: 29.07.2025

PL approved: / 1B yreepxaex: 29.07.2025

Ne Test / MNokasaTenb

Result /| PesynbraTthbl

Specification / Hopma

9 | Assay/ KonuuyectseHHoe
onpeaeneHune

14.04 mg / 14,04 wr
(104.0 % / 104,0 %)

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 oo 15,53 mr (90,0 - 115,0 %)
CEHHO3WA0B B nepecyeTe Ha ceHHo3uwg B B
ofHoh TabneTke.

10 | Package appearance /

OnwncaHmne ynakosKn
polyvinyl

film and
aluminum foil.

chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together

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

three-layer polyvinyl
chloride/polyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil.

with a package leaflet in a carton.
25 blisters with 25 package leaflets in a

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

MepeuyHaa ynakoska: o 20
TabneTtok B BnucTep ua NNeHKu

TpexcnonHomn
NONUBUHUNXNOPWUA/NONUSTUNEH
[nonvBuHUNINZERXNOPUL
(NBX/N3/MBAOX) 1
antMUHUEBOR HOnNbIU.
BropuyHasa ynakoeka: [lo 25
GnUCTEepOB B KAPTOHHYIO nayky
C BroXeHuem 25 nNWCTKOB-
BKNagbien.

carton. /

MepsuuHas ynakoska: o 20 TabneTok B
Bnuctep n3 NNeHKK TPEXCNoNHOW
NOMUBUHUNXNOPWUA/NONUITUNEH/NONUBUHUINA
eHxnopua (NBX/M3/MBOX) 1 anioMWH1MEBON
donbru.

BropuyHas ynakoeka: [lo 2, 3 6Gnuctepa
BMECTE C NUCTKOM-BKNEAbILWEM B KAPTOHHYK
nadky.

Mo 25 BGnuCTepoB B KapTOHHYK na4ky cC
BIIOXEHUEM 25 NUCTKOB-BKNaAbILLENA.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: Mpogykr cooteeTcTByEeT TpeboBaHnAM 3aknwyenue: OOOBPEHO

HO

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

HokymeHT nposeper OKK: ﬁ G HokymeHT ogobper OOK: ﬂﬁ

Date / Date /

Nara: 0c¢- 9% 102 ¢ fara: 26-04--20206 |

FMQCO003-15-15

Cipla Ltd.,Cipla 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




CERTIFICAT

Cipla

E OF ANALYSIS

CEPTU®UKAT AHANU3A

Page5of6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHAOE®, TABNETKW, 13,5 mMr

Batch No /Cepus Ne 486044 Batch Quantity /O6Lem 5841 packs /ynakoBok
: cepum:

AR No / Ananutuveckuin otyer ARF/067/2026|Date of Analysis / flata 05.03.2026

No : aHanusa:

Date of Mfg / lata 02/2026 Date of Expiry / FToneH po: 01/2029
npoussoacTea:

Analysis performed according ND: / AHanu3 npoBegén no HA: M-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBU4YHON YyNakoBKu yTBepXaeHbi: 29.07.2025

Artworks of secondary package approved: / M
PL approved: / 1B yreBepxnaeH: 29.07.2025

aKkeTbl BTOPMYHOW YyNakoBKM yTBepxaeHbl: 29.07.2025

Ne Test / MNokazatens

Result / PesynbTarhl

Specification / Hopma

11 |[Labeling / Mapkupoeka

|

Complies / CooTeeTcTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTcTBUM C
'pazgenom 1.3.2 moayna 1 perucTpauvoHHoro
i.qocn:e,

12 |Storage conditions / Ycnosus

XpaHeHus

lln a dry place at a temperature not exceeding 25 °C. / B cyxom mecTte npw
|Temnepatype He Bbilue 25 °C.

13 |Shelf life (expiration date) /
Cpok rogHoCcTH (CpoK

XpaHeHus)

|3 years. / 3 ropa.

APl name / HaumeHosaHne A®C:

Sennosides A & B / CeHHo3uabl A u B

INN / MHH:

Sennosides A & B/ CeHHo3ugbl A u B

API manufacturer batch number /
Homep cepuu npouszsoautens ADC:

CS0125186 & CS0125187

FP Manufacturer APl Batch number/
Homep cepuu cy6eTaHummM npoM3BoauTens
rMmo:

0001823971 & 0001823972

APl Manufactured by, address & country /
Mpoussoautens ADC,aapec U cTpaHa:

Kothari Phytochemicals International,

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

KoTapu ®utokemukans UHTepHewuHan,
Harapu, Tanuyuuam Moct - 625221, okpyr Magypain, Mnavs

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTCTBYET TPEGOBaHMAM

HO

Conclusion : APPROVED /
3aknwyenue: OQ0OBPEHO

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

[okymeHT nposepeH OKK: :L—Q{*J“ OokymeHT ogobpeH OOK: %\ﬁ?&
Date / Date /

[ara: <2C S.ro2 6 | fara: 2604 2026

FMQC003-15-15

Cipla Ltd..Cipla 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 ANALYSIS

CEPTUDUKAT AHATIU3A
Page6of6 / Ctp. 6136
Product: SENADE TABLETS 13.5mg MpoAaykT: CEHA.QEE, TABNETKMW, 13,5 mr
Batch No /Cepua Ne 486044 Batch Quantity /O6em 5841 packs /ynakoBok
; cepum:
AR No / AHanuTuueckuit otyet ARF/067/2026 Date of Analysis / flaTa 05.03.2026
Ne : aHanuaa:
Date of Mfg / [laTta 02/2026 Date of Expiry / FT'oaeH ao: 01/2029
NPoOu3BOACTBA:

Analysis performed according ND: / AHanu3 npoBeaés no H: INnN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb! NnepBUYHON YNAKOBKKU YTBEPXAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeThbl BTOPUYHOI yNaKOBKM yTBepXaeHbl: 29.07.2025

PL approved: / 1B yreepxaeH: 29.07.2025 B
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 / Uunna Jita., Cumkewm Met. Niva., Yyactok Ne 60-65,
HaumeHOBaHue, aapec U HOMep NULEH3UK MpombiwnenHan soHa Tyem, Tyem, Meprem, MNoa — 403512, UHaus
NMowanKku, OCyWecTBNAKWEN (NTnuenana Ne 576/1)
NPOMW3BOACTBO/KOHTPONbL KayecTBa/BbINycK

mo

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 established». /

3aKknoyeHne 0 COOTBeTCTBUMU: «HacToswum A NOATBEPXKAAK, YTO MPUBEAEHHas BbilWe WHOpPMauus ABNAETCH
[OCTOBEPHOM U TOUHOM. OTa Cepus NPOAYKLMI NPOU3BEAEHA (BKNIOYAR yNaKoBKY (MAPKMPOBKY) 1 KOHTPONb Ka4ecTsa)
Ha BbILUEYKA3aHHO NPON3BOACTBEHHON NNowazake (nnowaakax) B NONHOM COOTBETCTBUM C TpeGoBaHMAMM MMpasun
Haanexallei Npou3BoACTBEHHON NPaKTUkN EBpa3niickoro akoHOMU4ECKoro cowaa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpsi 2023 r.) 1 TpebOBaHUAMN KOHTPOMA Ka4ecTBa NEKapCTBEHHbIX CPEACTB, a8 TailKe B COOTBETCTBMAM CO
CneuuduKkaLMsaMy, COAEPKALUMMICH B PEruCTPaLMOHHOM [OCbe CTpaHbi-umnopTepa. 3anucih no NPOM3BOACTBY,
yNakoBke W aHanuady npoBEpeHbl, ¥ YCTAHOBNEHO WX COOTBETCTBUME TpPeboBaHUAM Mpaeun Hagnexawen
NPOW3BOLCTBEHHON NPaKTUKKM EBPA3UACKOro 3KOHOMUYECKOro CO3ar.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NMpumeuanue: MpoayKT COOTBETCTBYET TPEOOBAHUAM 3aknwuenue: OJJOBPEHO

HA

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

[okymeHT npoeepeH OKK: ﬂb—-ﬂ OokymeHT ogobper OOK: ? \(“':’“P.
Date / B Date /

Dara: 2604 . 2o2C B Nara: 24042026

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



