CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIU3A

Cipla

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHANE®, TABNETKM, 13,5 Mr

Batch No /Cepuna Ne 486009 Batch Quantity /O6nem 5846 packs /ynakoBok
: cepuu:

AR No / AvanuTtnuyecknin otyet ARF/017/2026 Date of Analysis / llata 23.01.2026

Ne : aHanuaa:

Date of Mfg / flata 01/2026 Date of Expiry / ToaeH ao: 12/2028
NpoM3BOACTRA:

PL approved: / IIB yreepxaeHn: 29.07.2025

Analysis performed according ND: / Avann3 npoeeaés no HA: JIN-N2{011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHOK YNaKOBKK yTBEPXKAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBKMW yTBepXaeHbI: 29.07.2025

L L

Ne Test / Nokasatens g Result / PeaynbTaTbl Specification / Hopma
1 | Appearance / Onucarwve : Complies / Flat, round, beveled-edge tabiets, brown to
i CooTseTcTayer dark brown, with speckles. The tablet has
i "CIPLA" embossed on one side, and a score
line on the other side. / Mnockue kpyrnbie
TAabneTkM CO  CKOWEHHEIMW  KpasMK  OT
KOPWMHEBOTD A0 TEMHO-KOPWYHEBOre UseTa C
BKpanneHuAMW. Ba oaHoW CTopoHe Tabnetkm
‘soigasneno  cnoeo  «CIPLA», wa  apyro#
CTOPOHE - NUHKUA pa3noMa.
2 | |dentification / UneHTudbukauus
I Anthraquinone glycosides / Complies / i Formation of red coloer in ammonia layer. /
AHTDAXUHOHOBbIE [INKOIALb! CooTtaseTcTayeT S;gfwuaawe aMMWaYHOro Cnos B KpacHbli
Qualitative reaction / ‘
Kavecmsennan peakyus | )
L |

Remarks : The Product conforms to ND/
Npumevanue: MNpenykr COOTBETCTBYET TpeboBaHUSM

Conclusion : APPROVED |
3aknovyeHue: OIOEPEHO

Checked by QC In-Charge /
HokymeHT nposepen OKK:

HA
=f b

Approved by QA In-Charge /
AokymenT ogobpen QOK:

=

o

el

Date /

flata, A5 ©t2e2<

Date /
. Bara:

2504 202 6

Cipla _Ltd..Cipfa House, Peninsula Business Park, Gan
At : Simchem Pyt Ltd., Plot No. 60-65, Tuem Industria

| Estate, Tuem, Pernem Goa -403512

FMQCQ003-15-15

patrao Kadam Marg, Lower Parel Mumbai - 400013, India.



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIA3A

Page20f6 / Cvp. 2u36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHANE®, TABNETKU, 13,5 mr

Batch No /Cepuna Ne 486009 Batch Quantity /O61em 5846 packs /ynakoBok
: lcepun:

AR No / Ananutuveckuii otuet ARF/017/2026!Date of Analysis / llata 23.01.2026

‘Ne : (aHanwn3a:

Date of Mfg / AaTa 01/2026 Date of Expiry / ToaeH po: 12/2028
Npou3BOACTBA:

Analysis performed according ND: / Ananna npoae.qel-l no HA: NMN-Ne{011138)-(Pr-RU}-290725
Artworks of primary package approved: / MakeTh! NepBMYHOW YNaKOBKM yTBepXAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPUYHOMK YNAKOBKM YTBEpXASHLI: 29.07.2025
PL approved: / 1B yTeepxaen: 29.07.2025

Ne Test / Mokasarens

Result / PeaynbTarsl

Specification / Hopma

Methyl Parahydroxybenzoate
!
MeTtunnaparuapokcubensoaTt
HPLC /B3XX

The retention time of the main

peak in the chromatogram of ;

the test solution cofresponds

to the retention time of the
peak of methy}-
parahydroxybenzoate in the
chromatogram of standard
solution. / Bpema
YOSPXUBAHUA OCHOBHOrG NWKa
Ha XpomaTorpamme
UCNbITYEMOrO pacTteopa
COOTBETCTRYEeT BpPEMEHU |
yoepXusaHua NTHKa

mMeTvnnaparngpokcubensoaTa

Ha XpOMaTorpaMme
CTaHRAPTHOrO PACTBOPA.

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
yaepKNBAHUR GCHOBHOMC nuKa Ha
XPOMETOrpaMMe  MCNLITYEMOre  pacreopa
LOnXHo COOTBETCTBOBATH BpPEMEHU
yLEPKUBEHKA nuka
mMeTunnaparwppokcubenzoaTta Ha

XpOMaTOorpaMMe CTaHAapTHOrO pacTaopa.

3 | Average weight and

mMacca v 0qHOPOAHOCT
Maccbl

uniformity of mass/ CpegHasa |

791.58 g /191,58 mr

Complies / CooTeeTCTBYRT

Average weight 189.99 mg +7.5 % / CpeaHss
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%;/
2/20He Bonee £ 15 %

4 | Dissclution/
PacTBopeHue

87-100% /87-100 %

Not iess than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He Meree 70 %
(Q) oT 3aABNEHHOrO COZEPMaHNA CeHHO3NAOB

|uepe3 120 mun.

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooteeTcTeyer TpeboBannam

Conclusion : APPROVED /
Jaxnwouendne: OQOBPEHO

HO
Checked by QC In-Charge / (o Approved by QA In-Charge /

OKYMEHT NposepeH OKK: 1@ Me & : ol
Doky posep LokymeHT ogobpen OOK @fﬂ_ﬂ
Date / Date / _ _

FMQCO003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Page3oft / Ctp. 3nu36

|Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TAGNETKW, 13,5 Mr

Batch No {Cepua Ne 486009 Batch Quantity /O6nem 5846 packs fynakosox

: cepuu:

AR No / AHanuTuveckum otueT ARF/017/2026 Date of Analysis / lata 23.01.2026

Ne : aHanu3a: o
Date of Mfg / [laTa 01/2026 Date of Expiry / FToaeH go: 12/2028

NPOX3BOACTRA:

(PL approved: / J1B yTeepwaeH: 29.07.2025

Analysis performed according ND: / AHanuz npoeeaén no H: IM-Ne{011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTol nepBnyHOi YNakoBKK YTBepXaeHbl: 29.07.2025
|Artworks of secondary package approved: / MakeThl BTOPHYHOW YNAakoBKK yTBepxaeHsl: 29.07.2025

Ne Test / NokazaTenb ,| Resuit / Pesynbrath Specification / Hopma
5 ; Loss on drying / MNoTeps B 1.8% /1,8% Not more than 8.0 % / He 6onee 6,0 %

| MaCCe NPW BbICYLUMBAHUM !

6 ., Methyl parahydroxybenzoate | 0035 mg/tab/ 0,035 mr/7a6. | 0.028 to 0.056 mgitab. / OT 0,028 a0 0,056
/ o MriTad.
MeTtunnaparuapokcudeHIoaT

7 | Microbial purity test/ Mukpobuonoruyeckas yvcToTa
Total Aerobic microbial count B
f 4 4
OBLLee YNENO A3POBHBIX 40 cfu/g /40 KOE/r Not more than 10° cfu/g/ He Gonee 10” KOE/r
MUKDOCPraHU3MOB
Total combined yeast and
mould count / OBwee yicno 2 2
MNECHEBbIX 1 APOYOKEBBIX <10 cfulg / <10 KOE/r Not mere than 10° cfu/g /He Gonee 10° KOE/r
rpmbos
Enterobacteria resistant to ' 2 2
bile / SHTepoBakTepuu. Absent cfu/g / Not more than 10° cfu/g/ He Honee 10°KOE/r
YCTORUUBBIE K XEeNYM l OTcytetayloT KOE/

' Escherichia coli Absent /OTcyTcTayioT Absent in 1g/OreyTcTene s 11 |'
Salmonella spp. Absent /OTcyTcTRYIOT Absentin 10 g / OtcytcTerer 101 !
Staphylococcus aureus Absent / OTtcyTeTyIOT Absentin 1g/Otcytctaue s 1r

8 | Uniformity of dosage units / 6.0/ 6,0 According to the requirements. / B
OaHopogrocTe {COOTBETCTBUM ¢ TpeboBaHUAMMY,
AO3UPOBAKHBIX EAUHUL

L o b _
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ﬂguueqauue: MNpoaykT cooTeeTCTBYET TpeBoBaHMAM 3aknwvernue; OQ0OBPEHO

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

. -Charge /

HAoxymeHT npoeepen OKK: Q,P R HokymeHT ogobpeH OOK: /‘i\f@

Date / Date /

Oara: A5 0p 2 0n 6 Nata: 25.04 . 2026

Cipla Ltd..Cipla House, Peninsula Business Park, Gan
At : Simchem Pvt. Ltd., Plot No. 60-65. Tuem Industria

FMQCO003-15-15

patrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
| Estate, Tuem, Pernem Goa 403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTN3A

Pagedof6 / Ctp. 4n36

[Product: SENADE TABLETS 13.5mg

Mpoayxr: CEHALE®, TABNETKU, 13,6 mr

|Batch No /Cepusn Ne 486009 Batch Quantity /06bem 5846 packs /ynakoBok
E copuu:

AR No / Ananutnyeckum otuer ARF/017/2026 Date of Analysis / QarTa 23.01.2026

Ne : aHanw3ia:

Date of Mfg / [lata 01/2026 Date of Expiry / TogeH go: 12/2028
NpoOu3BOACTBA:

Analysis performed according ND: / AHann3 nposeaéx no HI: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBHYHON yNakoBku yTeepxaedsr: 29.07.2025
Artworks of secondary package approved: / MakeThbl BTOPMYHOR YNAKOBKMU yTBepXKAeHb!: 29.07.2025
PL approved: / 1B yreepxaen: 29.07.2025

T
H

|

OnwncaHne ynakosku

Ne Test/ Nokalatenb Result / Peaynbrarhi Specification / Hopma
9 | Assay/ KonvdecTaeHHoe 14.07 mg/ 14,07mr 1215 - 1553mg (90.0 - 1160%)
onpegenexune {(104.2 % / 104,2 %) Sennosides equivalent to sennoside B in cne
tablet. f OT 12,15 po 15,53 mr (90,0 - 1150 %)
CEeHHO3W0B B NepecueTe Ha cexHoawa B B
OAHOM TaBneTxe.
10 | Package appearance / Primary_packaging. 20 tablets |Primary packaging: 20 tablets in a biister

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

aluminum foil,

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

MepewdrHan ynakoeka o 20
Tabnetok B BnucTep Ua nNeHKu
TpexcnoiHon

|

NONUBUHUNXNOPUA/NONNATUNEH
/nonuBMBKNMAEHXNOpUA
(NBX/NM2/MBAX) n
annmMvHueeon oner.
Bropuukas ynakoska: Mo 25

BrucTepos B kapToHHYIo navky
C  BIoxeHwem 25 nwctkoms-
BKNagbiLUei.

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

25 blisters with 25 package ieaflets in a
carton. /

flepawyHan _ynaxoeka: Mo 20 Tabpetok B
6nuctep w3 NNeHKN TDEXCNORHON
NOAMBMHUNXNOPUA/MONNSTUAEH/NONUBUHUNNA
eHxnopug (NBX/N3MBOX) w1 anoMUHUERORA
thonsru.

BropnyHaa ynakoska: Mo 2, 3 6nucrepa
BMECTe C NUCTKOM-BKNAJbILIEM B KAPTORHYK ;
inauKy.

Mo 25 BnucTepos B KapTOHHYW nauky ¢
BNOXEHNEM 25 NUCTKOB-BKNAAbILIEN.

HA

Remarks : The Product conforms to ND/
Mpumevanmne: Npoaykr cootseTcTayeT TpeSopaHuam

Conclusion : APPROVED /
3annoverne: OQOBPEHO

Checked by QC In-Charge /

Approved

by QA In-Charge /

foxkymeHT nposeper OKK: e HdokymeHT ogo6pen OOK: /@_/)Ei&
Date / _ Date /
Rara: AS-O4.102€ ,QaTz: 25 - 0 2020

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg,

FMQC003-15-15

Lower Parel, Mumbai - 460013, India.

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®DUKAT AHANU3A

Page50f6 / Crp. 5uab

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAOE®, TABJIETKM, 13,5 mr

Batch No /Cepun Ne 486009 Batch Quantity {O6bem 5846 packs fynakosok
: copuu:

AR No / AranuTuueckun otuetr ARF/017/2026 Date of Analysis / laTa 23.01.2026

Ne : aHanwsa.

Date of Mfg / laTa 0172026 Date of Expiry / Toaex po: 12/2028
NPOu3BOACTBa:

PL approved: / 1B yreepwaen: 29.07.2025

Analysis performed according ND: / AHanuz nposeféd no HA: JilM-Ne{(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl NePBUYHOW YNAKOBKM YTBEPKAEHb!: 29.07.2025
|Artworks of secondary package approved: / MakeTel BTOPHMUYHOR YNIAKOBKM YTBEpXKOeHs!: 29.07.2025

I Ne Test/ MNokasaTenb

Result / PesynbTathbl

Specification / Hopma

11 |Labeling / Mapkupoeka

Complies / CooTseTcTRYyET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B COOTBETCTBUK C
pasfenom 1.3.2 mMoayna 1 pervcTpauuoHHoro
;Aocke.

12 |Storage conditions / Yenoeus
XpaHeHWs

In a dry place at a temperature not exceeding 25 °C. / B cyxoM MecTe npu
TEMNepaType He Buiwwe 25 °C.

13 |Shelf life (expiration date} /
CpoK rogHocTy (cpox
XpaHeHua)

3 years. / 3 ropa.

APl name / Hanmenosanue ADC:

Sennosides A & B/ CeHHo3ugbl A 1 B

INN / MHH:

Sennosides A & B/ CeHHo3nael A W B

AP| manufacturer batch number /

e

Homep cepuin nporvasoauTena A®C: C50125157
FP Manufacturer APl Batch number /
Homep cepuu cyGCeTaHUWM NPOM2BOANTENA 0001807604

APl Manufactured by, address & country /
MNpouspoauTens ADC,aapec u cTpaHa:

Kothari Phytochemicals International,

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

Kotapwn ®uTokemukans MHTepHewwHan,

Harapw, Tannv4uam Moct - 625221, okpyr Magypaid, UHars

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT COOTBETCTBYET TPEBOBAHUAM

HO

Conciusion : APPROVED /
3awwouenue: OAQOBPEHO

Checked by QC In-Charge / =04 5

Approved by QA in-Charge /

HokymeHT npoeepen OKK: HAokyment onobpen OOK: ﬁ,\w

D /
ate / : Date /

HaTa: od g‘ Oz l DNara: 2¢.0 4200 6

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 [ndustrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTNOUKAT AHANIU3A

Page6of6 / Ctp. 6u3b6

Product: SENADE TABLETS 13.5mg NpoaykT: CEHALE®, TAGNETKW, 13,5 mr

Batch No /Cepun Ne 486009 Batch Quantity /O6bem 5846 packs /ynakoBok
X cepun:

AR No / AHanuTuyeckun otyet ARF/017/2026 Date of Analysis / faTa 23.01.2026

Ne : _ aHanwu3a;

Date of Mfg / flaTa 01/2026 Date of Expiry { FTogeH go: 12/2028
npousBoAcTBa:

Analysis performed according ND: / AHanua npoeeaés no HA: INMN-N2{011138)-(PlM-RU)-290725
Artworks of primary package approved: / MakeThi nepEMYHON YNaKOBKM yTREPXAEHDbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKK YTREpXAeHbi: 29.07.2025
\PL approved. / JIB yTeepxgen: 29.07.2025 |

Cipla Ltd., Simchem Pvt. Ltd., Plot No.80-65, Tuem Industrial
Estate, Tuem, Pernem Geoa-403512, India (License No 576/L) /
' site / Uurna fita., Cwmkem BT, JiTA., YyacTok Ne B0-65,

HauMmeHoBaH#He, agpec W HOMeP NMULEHIUK flpombiwnerHas 3oHa Tyem, Tyem, MNepHem, Noa — 4035612, Unaus
ANOWAAKH, OCYLUECTEBNAMLLEH (NiuueHauns Ne 576//M) ‘
APON3IBOACTEO/KOHTRONL KaYeCTBa/BbINYCK ’
rne

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

Declaration of certification: «I hereby cerlify that the above information is authentic and accurate. This bafch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP reguirements of the Eurasian Economic Union {No. GMP/EAEU/RU/A01091-2024 dt.
December 14, 2023) and requirements tc the medicinal quality and with the specifications in the Marketing
Authornization 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 estabiished». /

JaxnoyeHne 0 COOTBETCTBMM: «HacToawMM 8 NOATBEPXAale, YTO NPpUBEAEHHas Bbllle WHGOpMaurs sBNSETCS
AOCTOBEPHON M TOYHOH. 3Ta cepus NPOAYKUWMKW NPOK3BEdeHa (BKNYARA YNAKOBKY (MapkMPOBKY) W KOHTPOML Ka4ecTBa)
H3 BblLLEyKA3aHHON NPOV3BOACTBEHHON NNOLIaAKE (nnowaakax) B NOMHOM COOTRETCTBUM ¢ TpeboBaHmamMu lMpasun
Hagnexalwel NpoU3RCACTBEHHOW NPAaKTUKM EBPA3VACKOrO 3KOROMMYECKOTo coroaa (Ne GMP/EAEU/RU/Q1091-2024 ot
14 pexabps 2023 r.) n TpeboBaHMAMKW KOHTPONA Ka4eCTBA NekapCTBEHHbIX CPeNcTs, 8 TAlKe 8 COOTBETCTBMW CO
cneuuykalMAMK, CONEPHALUMMWUCH B pPEerMcTPauuoHHOM AOCBE CTPaHbl-MMMDPTEpa. 3anucy NC NPOW3BOACTBY,
ynakoBke W aHanisy nposepedbl, M YCTAHOBNEHD uX CoOTBeTCTaue TpebopanuamM [pasun  Hagnexalleit
NPOU3BOACTEEHHON NPaKTWKM EBPA3UIACKOro IKOHOMUYETKOTO CoKaan.

Remarks : The Product conforms to ND/
MNpumeyanue: MpoayKr cooTeeTCTBYET TpeboBaHMAM

HA

Conclusion : APPROVED !/
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA in-Charge /
HokymeHT npoeepeH OKK: ?;@E—P DokymeHT ogo6per OOK: )ﬁﬁ
Date / _ | Date /
Jara: AS .04 . 2026 ,qsi: 2 042026

FMQC003-15-15

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



