Cipla

CERTIFICATE OF ANALYSIS
CEPTU®MKAT AHANN3A

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

NponykT: CEHANE®, TABNETKW, 13,5 mr

Batch No /Cepua Ne 486005 Batch Quantity /O6keM 5847 packs /ynakoBOK
: cepuu:

AR No / AManuTnuecknin otTuer ARF/013/2026 Date of Analysis / Rata 20.01.2026

Ne : aHanwsa:

Date of Mfg / [laTta 01/2026 Date of Expiry / [ogeH ao: 12/2028
NpPon3BOACTBRA:

Analysis performed according ND: / Ananua nboae,qéu no HAO: NM-Ne(011138)-(Pr-RU)-280725
Artworks of primary package approved: / MakeTbl NepBHYHOW YNakoBKWU yTBepxAaAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBK# yTBepKAeHLI: 29.07.2025

PL approved: / NB yreepxaen: 29.07.2025

]

Ne Test/ NoxazaTtene Result / Peaynbrartbl } Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tabiets, brown to
CooTeeTCTRYET dark brown, with speckies. The tabiet has
; "CIPLA" embossed on one side, and a score
’; line on the other side. / lNnockue Kpyrnbie
TaBneTkn CO  CKOLWBKHBIMW  KpasMu  oT
KOPMYHEBOrQ A0 TEMHC-KOPUYHEBOTD LBETa C
|BkpanneHusMn. Ha ogrolh cTopore Tabnetkw
iBblaasnedo  cnoeo  «CIPLA», Ha Apyroi
:CTOPOHE - NTUHUA Pa3Noma.
2 | ldentification / MpeHTudbukauus
Anthraquinone glycosides / Complies / \Formation of red color in ammonia layer. /
AHTPAXUHOHOBIS FUKOINGbI CooTteeTCcTBYET S:gfl.unsawe AMMWUAYHOTO CroA B KPaCHLIW
Qualitative reaction /
KavecmeaenHas peakyus l

Remarks : The Product conforms to ND/
[IiEuMeanue: MpogykT cooTBETCTBYET TpeboBaHuaM

Conclusion : APPROVED /
3aknwueHwe: OJOBPEHO

Checked by QC (n-Charge /

Approved by QA In-Charge /

+-F
owywent tposepen OKK. 2~ [lokymenT 0aoBpen OOK: %)‘-}‘"ﬁ—
Hara: A5 ot Data’ 25-04 2026

FMQCO03-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Mar i i
la | . . g, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 80-685, Tuem Industria! Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANTAZA

Cipla

Page2of6 / CTp. 2u36

Product: SENADE TABLETS 13.5 mg

Npoayxt: CEHALE®, TABNETKMU, 13,5 mr

Batch No /Cepwnr Ne 486005 Batch Quantity /O61em 5847 packs /ynakoBox

. cepuu: —
AR No / AnannTuuyeckum otuer ARF/013/2026 Date of Analysis / [laTa 20.01.2026

No : aHanusa:

Date of Mfg / QaTa 01/2026 Date of Expiry / TogeH go: 1212028

Npon3BOACTBA:

Analysis performed according ND: / AWanu3 npoBeaén no HJ: Nn-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTsi NepBUYHOM YNAaKOBKM yTBepXAeHbI: 28.07.2025
Artworks of secondary package approved: / MakeTul BTOPHUHON YNAKOBKY yTBERXK/AEHDI: 29.07.2025

PL approved: / B yreepxaen: 29.07.2025

J

Ne Test ! NokasaTtenb

Result ! PeayneTtathl

I Specification / Hopma

Methy! Parahydroxybenzoate
/

Metunnaparuapokcuberaoar
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. / Bpewms
yaepXneaHHA OCHOBHOTD NWKa
Ha XpoMarorpamme
WCNbITYEMOrQ pacTeopa
CooTBRETCTEYST BpeMEHW
yOepxuBaHua nuKa
MeTunnaparujipokcubexaoara
Ha XpoMmaTorpaMme
CTar4apTHOIO pacTaopa.

of methyl parahydroxybenzoate in  the
. chromatogram of standard seclution. / Bpems
yREPHUBAHWA QCHOBHOTO nvka Ha
XpOMaTOrpaMMe  WCMbITYEMOro  pacteopa
DONXHO COOTBETCTBOBATH BpeMeHn
yASPXKNBaHKA nuKa
MeTunnaparnapokcubersoaTa Ha

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

XpoMaTorpammMe CTaHaapTHOro pacisopa.

3 | Average weight and
uniformity of mass/ CpeaHas
Macca U 0HOPOAHOCTD
Macchl

191.42 mg /191,42 mr

Complies / CooteeTcTRYET

12/20 not more than = 15%:/

Average weight 189.99 mg 7.5 % / Cpeghas
macca 189,99 mr £7.5%

18/20 not more than £ 7.5 %; /
18/20 He Bonee £ 7,5 %,

2/20He bonee £ 15 %

4 | Dissolution /
PacTeoperune

86-94% /86-94 %

yepes 120 Mun.

Not less than 70 % (Q) of the labeled amount :
of sennosides after 120 min. / He menee 70 %
(Q) OT 3aRBNEHHOro CoOAEPKaHUs CeHHO3UA0B

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT COOTBETCTBYET TpeBoBAHIUAM

Conclusion : APPROVED |
3aknouenue: OQOBPEHO

Checked by QC In-Charge /
lokymeHT npoeepen OKK:

HO
?_f/e,n

Approved by QA In-Charge /
HokymeHT cgobpen OQK:

Sover

Date /

Nata: A5 -©L.2e2¢

Date /

ﬂaTa: 2..§'O‘!-'2-B'2-G

FMQCO03-15-15

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



CERTIFICATE OF

Cipla

ANALYSIS

CEPTUOUKAT AHATIM3A

Page3of6 / Ctp. 3n36

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAQE®, TABNETKU, 13,5 mr

Batch No {Cepua Na 488005 Batch Quantity /O6vem 5847 packs /ynakosok
: cepuu:

AR No / AvanuTmueckw# otuet ARF/013/2026 Date of Analysis / flata 20.01.2026

Ne : ;aHanuaa:

Date of Mfg / DaTa 01/2026 ‘Date of Expiry / FoaeH ao: 12/2028
nNpon3soAcTBa:

PL approved: / NB yreepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 nposeaéH no HA: NMN-N2{011138){PF-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHOM YNAKOBKM yTBEpXKAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPM4HO# YNAaKOBKM yTBEpXASHbI: 29.07.2025 |

Ne Test / NokasaTens Result ! PesayneTtatbl { Specification / Hopma

§ | Lossondrying/MoTeps e 2.0% 12,0% ' Not more than 8.0 % / He Gonee 6,0 %
MaCcce Mnpi BbiCYLLNBAHWUNA

6 : Methy! parahydroxybenzoate 0.041 mg/tab / 0,041 mr/rab. | 0.028 to 0.056 mg/tab. / Ot 0,028 go 0,056
/ MmriTab.
MeTunnaparugpoxcubeHsoaT

7 | Microbial purity test/ MukpoBuonorudeckas YucToTa
Total Aerobic microbial count
/ 60 cfu/g /60 KOE/r Not more than 10* cfu/g/ He Sonee 10* KOEIr
Ofwee Yncno aspobHbix
MVKPOOPraHnaMos
Total combined yeast and
mould count / OBwiee unucno 2 2
ANECHEBbIX 1 APONKEBBIX <10 cfu/g / <10 KOE/r Not more than 10° cfufg /He Gonee 10° KOE/T
rpuGoe [.
Enterobacteria resistant to Absent cfuig / | Not more than 10? cfu/g/ He Bonee 10° KOE/r
bile / SuTepobakrepun,
YCTONUNBLIE K XEN4U OtcyreTsyioT KOE/T

. Escherichia coli Absent /OTcyTCTBYIOT Absentin 1g/Otcytcteue 8 11

Salmonella spp. Absent /OtcyTeTayioT Absentin 10 g /Otcyteteue 8 10T
Staphylococcus aureus Absent / OTcyTeTBYIOT Absentin 1g/OtcyTcTene s 1r

8 | Unifarmity of dosage units / 5.6/56 According to the requirements. [/ B
OgHOpogHOCTE COOTBETCTBUN ¢ TReBOBAHUAMMN,
A03NPOBAHHBIX eguHULY

Remarks : The Product conforms to ND/

Npumeuanue: MpoayKT COOTBETCTBYET TpeGOBaHASM
HA

Conclusion : APPROVED /
3aknuenne: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

+.7 Ce P
LokyMeHT nposepeH OKK: @?—/ / AokymenT oaoBper OOK: %9;/
Date / Date /
Dara: oS ole2e2< [lara: 25-04- 2024

FMQC003-15-15

Cipla _Ltd.,CipIa Hoiise, 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
CEPTUOUKAT AHANIU3A

Pagedof6 / Ctp. 4136

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHALE®, TABNETKW, 13,5 Mr

Batch No /Cepusa Ne 486005 Batch Quantity /06beM 5847 packs /ynakoBok
: cepum:

AR No / AHanuTtuueckui oTyer ARF/013/2026 Date of Analysis / flara 20.01.2026

Ne : aHanuaa:

Date of Mfg / OaTa 01/2026 Date of Expiry { FToaex ae: 12/2028
npoM3BoaCcTBa:

Analysis performed according ND: / AHanuz nporenén no Hfl: NIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBHUUHOW YNAKOBKKM YTEBEPXKAEHbLI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOpUYHO# YNAaKOBKM yTBepXaeHbi: 29.07.2025
PL. approved: / B yreepxaen: 29.07.2025

Onncarne ynaxkoekm

in a blister made of three-layer
polyvinyl
chioride/polyethylene/polyvinyli
dene chioride (PVC/PE/PVDC)
film and

aluminum foit.

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

Mependnas ynaxkoska. (o 20
Tabnetok B 6AMCTEp U3 NNEHKK
TREXCNONHOMK
MONVBUHUNXNOPNA/ONNITUNEH
/nonuauHANWAEHXNOPKA
(MBX/M3NBAX) v
anoMUHKeBO# Ponkru.
BropuyHas ynakoska: Mo 25
GnUCTepOB B KApPTOHHYID NauKy
C  BRoxeHuwem 25 nucTkoa-
BKNaabllWen.

Ne Test/ Nokazatenb Result/ Peaynbratbl l Specification / Hopma
9 | Assay / KonuuectBeHHoe 14.04 mg / 14,04mr 1215 = 1553mg {(90.0 - 115.0%)
onpepeneHve (104.0 % /1 104,0 %) ‘Sennosudes equivalent to sennoside B in one
*tablet {07 12,15 go 15,53 mr (90,0 - 115,0 %)
CEHHO3WAOB 8 NepecveTe Ha ceHHosns B B
OOHON TabneTxe.
10 | Package appearance / Primary packaging: 20 tablets |Primary packaqing: 20 tablets in a blister

made of three-layer polyvinyl
chloride/paiyethylene/palyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carton.

25 biisters with 25 package leaflets in a
carten. /

MNepewdHag  ynakoska: o 20 TaGnerok B
Brnuctep ua MAEHKU TPEXCNOUHON!
NONVBUHWNXNOPWA/MONNITUNEH/NONWMBYHUNNG
edxnopus (NBX/M3/NBAX) v anoMyHKeson
dronbsry.

BropnyHas ynakoeka: Mo 2, 3 Onucrepa
BMECTE C JIMCTKOM-BKNAALILIEM B KAPTOHHYK
nadky.

Mo 25 6nucrepos B K2DTOHHYIC Naqky ¢
BNOXKEHWEM 25 NCTKOB-BKNaAbILLIeR.

HA

Remarks . The Product conforms ta ND/
MNpumeyanue: Npoayxr COOTBETCTBYET TPEGOBaAHUNM

Conclusion : APPROVED !
3akniovenue: OJOBPEHO

Checked by QC In-Charge /
HokymenT npoBepen OKK:

—n—pt,..-ﬂ
P L

Approved

HokymeHT oao6pen COK:

by QA In-Charge /

RANS=

ara.

Date /

LS ot La2t

Date /
Oata:

25 04-2026

Cipla Ltd.,Cipla House. Peninsula Business Park, G

At : Simchem Pvt. Ltd., Plot No. 60- 65, Tuem Industrial Estate, Tuem,

FMQC003-15-15

anpatrac Kadam Marg, Lower Parei, Mumbai - 400013, India.

Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHAJIN3A

Page50of6 / CTp. 5136

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAQE®, TABNETKU, 13,5 Mr

Batch No /Cepua Ne 486005 Batch Quantity {06bem 5847 packs fynakoBox
: CepuM:

AR No / AnanuTuyeckuid otyer ARF/013/2026 |Date of Analysis / laTa 20.01.2026

Ne : aHanwn3a:

Date of Mfg / [laTta 01/2026 Date of Expiry / Togen no: 12/2028
NpoM3BOACTBA:

PL approved: / 1B yrBepxaen: 29.07.2025
- 2p yT

Analysis performed according ND: / Ananua nposea&H no HA: JIM-Ne(01 1138)-(PT"-RU)-290725
Artworks of primary package approved: / MakeTst NepBUYMHONU YNAaKOBKK YTREPKAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNaKOBKK yTBepXAeHb!: 29.07.2025

Ne Test / Noka3zaTens [ Result / PeayneTaTshl Specification f Hopma
11 jLabeling / Mapkuposka Complies / CooTeeTcTBYRT In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTCTBUM C
‘pasgenom 1.3.2 moayna 1 perncTpaunoHHore
A0ChEe.
12 |Storage conditions / Yenceus |In a dry place at a temperature not exceeding 25 °C. / 8 cyxoM mecTe npu
XpaHeHus Temnepartype He Boie 25 °C.
13 |Shelf life (expiration date) / 3 years. / 3 roga.
CpoK rogHoCTH (CPOK |
XpaHeHus) ]

i APl name /| HanmeHoBaHke ADC:

Sennosides A & B/ Cennoanabl A ¥ B

INN / MHH:

Sennosides A & B/ Cennoangel An B

APl manufacturer batch number /
Homep cepuu nponaeoanTens AGC:

CS0125148 & CS0125155

FP Manufacturer APl Batch number /
Homep cepuu cyBcTaHUMmM NPOU3BOANTENR
MMo:

0001797882 & 000180 7602

APl Manufactured by, address & country /
NpoussoauTens APC,agpec W cTpaHa:

Kothari Phytochemicals international,

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

KoTapn dutokeMukana MHTepHewmHan,
Harapy, TaHuquuam Moct - 625221, okpyr Maaypan, MHavn

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTCTBYET TpefoBaHuAmM

Conclusion : APPROVED /
Sawnovenue: OOQOBPEHO

HO

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

fokymeHT npoeepeH OKK: = &0 NokyMeHT onoGpeH OOK: @F}ﬂ
Date / : Date /

fara: dS -0ly. 2020 Jara: 25 042026

FMQCG03-15-15

Cipla _Ltd.,CipIa House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At: Simchem Pvt. Lid., Plot No. 80-85, Tuem !ndustrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANN3A

Page6of6 / Ctp. 6136

Product: SENADE TABLETS 13.5mg NpoaykT: CEHAQNE®, TABNETKM, 13,5 mr

Batch No /[Cepuna Ne 486005 Batch Quantity /OGbem 5847 packs fynakoBok
: cepuu:

AR No / Avanutuyeckuit otuet ARF/013/2026 Date of Analysis / [laTa 20.01.2026

Ne : aHanuaa:

Date of Mfg / faTa 01/2026 Date of Expiry / ToaneH po: 12/2028
npowu3BoACTBa!

Analysis performed according ND: / AHanua npoBeaéy no HA: JIN-Ne(011138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTs! nepBUYHOK YNAKOBKM yTBepxXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPMYHO#M YNAKOBKK yTBepXKAeHbI: 29.07.2025
PL approved: / /1B yTBepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvi. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site / tunpa Mta., Cumkem MNeT. NTa., Yuactok Ne 60-65,
HaumeHoBaHKe, agpec U HOMED NULEH3IUKN MpombiLIneHHas 3oHa Tyem, Tyem, TlepHem, Toa — 403512, MHaus
NACWAaAKK, OCYWECTBNAKILEH (NMuuerana Ne 576/
NPON3BOACTBO/KOHTPONL KayecTBa/BbINYCK
mao

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».

3aknio4eHne O COOTBETCTBMM: «HacTCALMM A nogrsepxaalc, YTO ApUBEJEeHHas Bbile WHOpMaurs ABNSETCS
JOCTOBEPHOM W TOMHOW. JTa& CEpHA NPOAYKLUMM Npov3BeLeHa (BKITIoYan ynakoaky (MapkUpoBKy) U KOHTPOIb KayecTea)
Ha BbILIEYKA3AHHON NPOW3BOLCTBEHHOA Nnowagke (nnoujaakax) 8 nonHoM cooTaetcTaun ¢ TpeBosaHnamu lpaBun
HaAnexXalleh NPoM3BOACTBEHHOR NPaKTUkA EBPA3UiACKOro SKOHOMUYECKOrC coto3a (Ne GMP/EAEU/RU/01091-2024 oT
14 pekabpa 2023 r.) w TpeboBaHWAMM KOHTDOMNA KAYecTBa NekapcTeeHHbIX CPeACTE, a Takke B COOTBETCTBWMW CO
CNeUNMUKaLUMAMKU, COREPKALLMMUCA B PErMcTpauMOHHOM [OCbe CTpaHbi-uMmnopTepa. 3anucy no NPOWM3BOACTBY,
YNAKoBKE W AHanv3y npoBEPeHbl, W YCTAHOBNEHS ux cooTBeTcTBMe Tpebosanuam [pasun  Hagnexawen
MPOM3BCACTBEHHOU NPaKTKK EBPa3snAiCKOro SKOHOMUYECKOrO COK3an.

Remarks : The Product conforms to NDf
NMpumeyanue: Mposyxr cooTeeTCTRYET TpeBoBaHUAM

Conclusion : APPROVED !/
Saxnovenne: QROBEPEHO

Checked by QC In-Charge /
HokymeHT nporepen OKK:

Hl
s

Approved by QA In-Charge /
DokymenT opoSper DOK:

foyes

Date /

HaTa: RS- O Lot

Date /

Oata: 25042026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Mar i i
la | . , g, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 60-85, Tuem industrial Estate, Tuem. Pernem Goa -403512




