Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Page1oft / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHALOE®, TABNIETKW, 13,5 Mr

Batch No /Cepus Ne 486049 Batch Quantity /O6wem 5850 packs /ynakoBok
s cepuu:

AR No / Avanutuuyeckmn otyer ARF/077/2026 Date of Analysis / [laTa 14.03.2026

Ne : aHanwusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / logeH go: 01/2029
npou3BoAcTBa:

PL approved: / 1B yrBepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 nposeaéx no HI: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHON yNakoBku yTeepxaeHbi: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPU4YHOM YyNakoBKM yTBepxaeHbl: 29.07.2025

Ne Test / Moka3satens [ Result / PeaynbraTthbl Specification / Hopma
1 | Appearance / Onucanue Complies / Flat, round, beveled-edge tablets, brown to
CooTtsetcTeyeT dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Tnockue Kpyrneie
TabneTkn CO CKOLWEHHbIMW  Kpasmu  OT
KOPU4YHEBOro A0 TEMHO-KOPWYHEBOrO UBETa C
BKpanneuuami. Ha opgHoi ctopoHe TabneTku
golgasnedo cnoso «CIPLA», Ha apyro#
! CTOPOHE - NUHWA pasnoma.
2 | Identification / UaeHTuvkauus
Anthraquinone glycosides / | Complies / Formation of red color in ammonia layer. /
& CootseTcTayeT OkpalumBaHue aMMUaYHoro Cros B KPacHbii
HTPaxXWHOHOBLIE MMUKO3WUAbI LgeT.
Qualitative reaction /
KavecmeeHHan peakyus

Remarks : The Product conforms to ND/

HA

Npumevanue: MpoaykT cooTeeTcTByeT TpeboBaHUAM

Conclusion : APPROVED /
3akntoyenne: OJOEPEHO

Checked by QC In-Charge /
OokymeHT npoeper OKK:

Approved by QA In-Charge /
NokymeHT oaoBpeH OOK: /@y@_

Date /
Nata:

=2 -0oU.202¢

Date /

fava: 26:04-.9 426

FMQCO003-15-15

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




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANWU3A

Cipla

Page2of6 / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg MNpoaykr: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepusa Ne 486049 Batch Quantity /O6wem 5850 packs /ynakoBokK

. cepuu: _ |
AR No / AHanuTtuyeckuin otyet ARF/077/2026 Date of Analysis / [laTta 14.03.2026

Ne : aHanusa:

Date of Mfg / daTa 02/2026 Date of Expiry / FloaeH po: 01/2029

npousBoacTBa:

Analysis performed according ND: / AHanu3 npoBeAéH no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHON yNaKOBKU yTBEPKACHbLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPU4HOW YNaKOBKU yTBEPXAEHbI: 29.07.2025
PL approved: / 1B yTBepxaeH: 29.07.2025

Ne Test / MokazaTenb

Result / PeaynbTaThbl

Specification / Hopma

Methyl| Parahydroxybenzoate
/
MeTunnaparnapokcubersoat
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
YAEPXKUBAHWS OCHOBHOMO Muka
Ha Xpomarorpamme
UCMLITyemMoro pacrsopa
cooTBeTCTBYET BpeMeHu
yOEPXKUBEHWA nvka
meTunnaparngpokcnbensoara
Ha XpomaTorpamme
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. / Bpemsa

yﬂep)KHBaHHFI OCHOBHOIO nvKa Ha
xpoma'rcrpamme uen bITYEMOFO pacteopa
AOMKHO COOTBETCTBORATH BpEeMeHU
yAEPXKNBAHNA nuka
meTunnaparuapokcubensoara Ha

XpomaTorpamme CTasaapTHOro pacreopa.

3 | Average weight and
uniformity of mass/ CpegHss
macca U 04HOPOAHOCTb
macchl

189.69 mg /189,69 mr

Complies / CooTseTcTByEeT

Average weight 189.99 mg 7.5 % / CpepHsan
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 /
PacteopeHue

78-97 % / 78-97 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %
(Q) oT 3aABNEeHHOro coaepXaHna CEHHO3MA0B
yepes 120 MuH.

HO

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET TPeOOBAHUAM

Conclusion : APPROVED /
3axnwyenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: ’gi:— ' DNokymeHT ogobpex OOK: Cap
y A00p ==

Date / Date /

Nara: 2 . oclhrode Nara: 2604 2020

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

Page3of6 / Ctp. 3u36

Product: SENADE TABLETS 13.5 mg NpoaykT: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepus Ne 486049 Batch Quantity /O6bem 5850 packs /ynakoBok
: cepum:

AR No / AHanuTuyeckuin otuet ARF/077/2026|Date of Analysis / laTta 14.03.2026

Ne : aHanusa:

Date of Mfg / laTa 02/2026 Date of Expiry / logeH po: 01/2029
NPOM3BOACTEA:

PL approved: / J1B yreepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 nposeaéHx no HI: JM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi NnepBUYHON YNaKOBKK yTBEpPXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOW YyNaKoBKM yTBEpXAeHb!: 29.07.2025

Ne Test / MokasaTenb

Result / PeaynbTarhl

Specification / Hopma

5 | Lossondrying/Moteps B
Macce npu BbiCYLIMBaHWUK

1.9% /1,9%

Not more than 6.0 % / He Gonee 6,0 %

6 | Methyl parahydroxybenzoate
/

MeTtunnaparnapokcubeHsoar

0.038 mg/tab / 0,038 mr/Tab.

0.028 to 0.056 mg/tab. / Ot 0,028 go 0,056
mriTab.

7 | Microbial purity test/ MukpoBbuonoruyeckas YicToTa

Total Aerobic microbial count
/

OBuwee yucno aspobHbiX
MWKPOOPraHu3MoB

60 cfulg /60 KOE/r

Not more than 10° cfu/g/ He 6onee 10° KOE/r

Total combined yeast and
mould count / OBuwee 4yucno
NMNeCHEBbLIX U SPONCKEBLIX

<10 cfu/g / <10 KOE/r

Not more than 107 cfu/g /He Gonee 10? KOE/r

OaHopogHOCTL
[03MPOBaHHbIX e4UHWL

rpubos
Entorabactoriy (eslstant o Absent cfu/g / Not more than 10? cfu/g/ He 6onee 10 KOE/r
bile / AuTepobakrepu, u'e 9
YCTONUMBLIE K XKEN4u OtcytereytoT KOE/T
Escherichia cali Absent /OTcyTCTBYIOT Absentin1g/OrtcytctBnes 1r
Salmonelia spp. Absent /OTCYTCTBYIOT Absentin 10 g / OtcytctBre B 10T
Staphylococcus aureus Absent / OTCcyTCTBYIOT Absentin 1g/OTtcytcTBMEB 1T
8 | Uniformity of dosage units / 57157 According to the requirements. / B

COOTBETCTBWW C TDBGOB&H NAMMK.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTCTBYET TPEOOBAHUAM

HO

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT npoeepeH OKK: “ff—f el [okymeHT ogobpex OCK: @/
Date / Date /
[ara: 2C oW rlo2e fara. 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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Cipla

Page4of6 / Ctp. 4n36

Product: SENADE TABLETS 13.5 mg

Npoaykt: CEHALOE®, TABNETKW, 13,5 mr

Batch No /Cepus Ne 486049 Batch Quantity /O6bem 5850 packs /ynakoBok
: cepuu:

AR No / AnanuTnyecknin otyet ARF/077/2026 Date of Analysis / JaTa 14.03.2026

Ne : aHanusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / FTogeH po: 01/2029

NpoOM3BOACTBA:

Analysis performed according ND: / AHanu3 nposegéx no H: JM-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBu4HO#M yNnakoBKu yTBepxaeHs!: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOW YNakoBKU yTBepXaeHbl: 29.07.2025
PL approved: / JIB yrBepxaeH: 29.07.2025

Test / Nokasatens

Result / Pesynbrathl

Specification / Hopma

9

Assay / KonuyecTteeHHoe
onpegenexHune

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

1215 - 1553mg (90.0 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 go 15,53 mr (90,0 - 115,0 %)
CEHHO31/0B B MEpecyeTe Ha CeHHo3ug B B
0AHOW TabneTke.

10

Package appearance /
OnucaHune 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. /

MNepsu4Has ynakoeka: Mo 20
TabneTok B BrMcTep U3 NNeHKW

TPEXCNORHON
NONVWBMHUNXNOPWA/NONUITUNEH
|/nonusuHUNuaeHxnopug
(MBX/N3/MBOX) v
anKmMnH1eBo doneru.
BropuyHas ynakoska: Mo 25
6nncTepos B KapTOHHYKD Nauky
C BnoxeHuem 25 nucCTKoB-
BKNagblwen.

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

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

25 blisters with 25 package leaflets in a
carton. /

MepBuyHaa ynakoeka: Mo 20 TabneTok B
6nuctep u3 MNEHKN TpexcnonHown
NOMUBUHWNXNOPUA/NONUITUNER/NONUBUHUNKA
eHxnopug (MNBX/MN3/MBOX) 1 anoMUHMEBOi
donbru.

BropwyHas ynakoska: Mo 2, 3 OGnuctepa
BMECTE C NWCTKOM-BKMNaibilUeM B KapTOHHYH
nauky.

Mo 25 GnucTepoB B KapTOHHYK nNayky ¢
BNOXeHWeM 25 NUCTKOB-BKNAAbILLENA.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cOOTBETCTBYET TpeboBaHuaM

HO

Conclusion : APPROVED /
3akntoyenune: OJOBPEHO

Checked by QC In-Charge /
dokymeHT nposepeH OKK:

= &-»

Approved by QA In-Charge /
[okymeHT ogobpeH OOK: w

Date /
[Jara:

2 C o\ ey ¢

Date /
[ara:

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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipia

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page5of6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHA.QE@,_TAEHETKM, 13,5 Mr

Batch No /Cepus Ne 486049 Batch Quantity /06nem 5850 packs /ynakosok
: cepum:

AR No / Ananutuyeckui otuer ARF/077/2026 Date of Analysis / flaTa 14.03.2026

Ne : aHanusa:

Date of Mfg / aTa 02/2026 Date of Expiry / FopeH no: 01/2029
npou3BoacTBa:

PL approved: / NB yreepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 npoBegéH no HA: NIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi MepBUYHON YNaKOBKKU yTBEpPXAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON ynakoBKu yTBepxaeHb!: 29.07.2025

Ne Test / MNokasaTens Result / Peaynbrath! ( Specification / Hopma

11 |Labeling / Mapkuposka Complies / CootsetcTayeT In accordance with Section 1.3.2 of Module 1

of the registration dossier / B cootsercrauu c
pasgenom 1.3.2 mMoayns 1 perucTpauuMoHHOro
|.qocbe,

12 |Storage conditions / Ycnosus |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecte npw
XpaHeHxus TeMnNeparype He Bbile 25 °C.

Cpok rogrocTy (cpok
XpaHeHus)

13 [Shelf life (expiration date) / 3 years. / 3 roga.

API| name / HaumeHoBaHue ADC:

Sennosides A & B / CeHHoanabl A n B

INN / MHH:

Sennosides A & B / CeHHo3vabl A u B

APl manufacturer batch number /

Homep cepuu npoussoautens A®C: CE0126180
FP Manufacturer AP| Batch number /
Homep cepuu cyGeranumum nponssoaurens 0001823976

Mmao:

AP| Manufactured by, address & country /
Mpoussoautens A®C,aapec u cTpaHa:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTapu ®utokemukana MHTepHewuHan,
Harapu, Tanuyuuam Moct - 625221, okpyr Magypaii, UHaus

Remarks : The Product conforms to ND/

HA

Mpumeuanue: MpoAyKT COOTBETCTBYET TPEGOBAHUAM 3akntoyenue: OQOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / .
HokymeHT nposepeH OKK: WL—D

Approved by QA In-Charge /
LlokymeHT ofo6peH OOK: '/E"‘P,_—

Date /

. : 2 e
Oara: 2.Csel0e

Date /
Nara:

26 042026

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHATIU3A

Page6of6 / Ctp. 6u36
Mpoaykr: CEHALE®, TABNETKW, 13,5 mr

Product: SENADE TABLETS 13.5 mg

"
Batch No /Cepus Ne 486049 Batch Quantity /O6wem 5850 packs /ynakosok |
H cepuu:

AR No / AHanuTtuueckuin oruer ARF/077/2026 Date of Analysis / flaTa 14.03.2026

Ne : aHanuaa:

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

NPou3BoOACTBA:

Analysis performed according ND: / AHanu3 npoBegéH no HA: NN-Ne(011138)-(PI -RU)-290725

approved: / MakeTbl nepBuYyHOM YNakoBKKW yTBepxaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOpUYHOIA YNakoBKu yTBepXaeHbl: 29.07.2025
|PL approved: / IIB yreepxaen: 29.07.2025

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

Haumenosanwue, agpec n HOMEp NULIEH3UK
nnowanku, ocywecTeNAKOWENn
NPOU3BOACTBO/KOHTPONL KavyecTBa/Bbinyck
mo

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial —‘
Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
Uunna Jita., Cumkem Mer. Nita., Yuactok Ne 60-65,
MpombiwnerHas 3oHa Tyem, Tyewm, MepHem, Moa — 403512, UHgus
(Nuuexsus Ne 576/11)

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 establishedy. /

3akn4eHne 0 COOTBETCTBUM: «Hactosilmm 8 noaTeepxaalo, uyto npuBefeHHan Bbile WHMOPMAUUA SBNRETCH
AOCTOBEpPHOM 1 TOYHOW. ITa cepun NPOAYKUMW NpON3BEAEHa (BKITIOYaAs yrakoBKy (MapkupoBKy) W KOHTPONb Ka4vecTea)
Ha BbllLEyKa3aHHOW NPOU3BOACTBEHHOM NNoLaake (nnolwankax) B NONHOM COOTBETCTEWM C TpeboraHuamu Mpasun
Haanexallei Npou3BOACTBEHHON NPakTUkv EBPasMcKOro aKOHOMMYECKOro CoK3a (Ne GMP/EAEU/RU/01091-2024 oT
14 pekabps 2023 r.) u TpebosaHUAMU KOHTPONsA KavecTBa NEeKapCTBEeHHbIX CPEACTB, a TakkKe B COOTBETCTBUM CO
cneundmnkaumaMu, cogepxalumucs B PErMCTPaLUUOHHOM [OCLE CTPaHbl-MMNopTEpa. 3anucy no npowu3soacTay,
ynakoBk€ W aHanu3y npoBepeHsl, U YCTAHOBMNEHO WX COOTBETCTBUE Tpebosanuam [paBun Hagnexalwein
NPOW3BOACTBEHHOW NpaKTMK EBPa3niickoro a3KOHOMUYECKOro CoK3ay.

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

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

HO
o

[okymeHT nposepex OKK:

Approved by QA In-Charge /
OokymeHT ogoBper OOK:

foreer

Date /

Checked by QC In-Charge /
b \2/ L'ﬁ
[fata: 2 £~0te2e

Date /
[Hata:

26-04-2028C

FMQCO003-15-15

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



