Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Page1of6 / Ctp. 1n36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHALE®, TABIETKW, 13,5 mr

Batch No /Cepna Ne 486001 Batch Quantity /Obwem 5842 packs /ynakorok
' cepuu:

AR No !/ Avanurnueckun oTyer ARF/009/2026|Date of Analysis / flaTa 15.01.2026

Ne : ananwu3a:

Date of Mfg / OaTa 01/2026 Date of Expiry / FToaex no: 12/2028
Npou3BOACTBaA:

PL approved: / 1B yTreepxaen: 29.07.2025

Analysis performed according ND: / Avanu3 npoeenéd no HA: J1MN-N2(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMUHON YyNakoBKKW yTBep#AeHb!: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPUYHONR yNaKOBKM yTeepxaeHbl: 29.07.2025

N2 Test / Noka3saTens l Result / PeaynbTaTht Specification / Hopma
1 | Appearance / OnvcaHue Complies / Flat, round. beveled-edge tablets, brown to
CooTtBetciByer dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / lMNnockue Kpyrnbie
TabneTk CO  CKOWEHHBIMWA  KpasMv  OT
KOPUMHEBOIO 40 TEMHO-KOPWYHEBCTO LBETA C
BrpannexusMu. Ha oaHol ctopore TadneTku
Boigasnedo cneso  «CiPLA», Ha apyroi
CTOPCHE - MWHWA pasnoma.
{2 | ldentification / MaeHTutukaums
Anthraquinone glycosides / Compiies / Formaticn of red color in ammonia fayer. /
AHTPAXAHOHOBLIE FINKO3ASI CooTBeTCTBYET Salv:gfu.msawe aMMWaYHOrQ CNoa B KPaCHbLINA
Qualitative reaction /
KavecmeerHan peakyus

Remarks : The Product conforms to ND/
MpumeyaHme: FIpoayKT COOTBETCTBYET TPEBOBAHUAM

/1!

Conclusion : APPROVED /
3aknouenue: QQOBPEHQ

Checked by QC in-Charge / O
HokymenT npoeepeH OKK: WL"‘O

Approved by QA In-Charge /
JokymenT opobpeH OOK: %ﬁﬁﬁ

Date /
DaTa:

2 G OL2e) L

Date /

FMQCO003-15-15

Cipla Ltd. Cipia House, Peninsuia Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India,
At Simchem Pyt Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa 403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page2ofé / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHADE®, TABNETKW, 13,5 mr

Batch No /Cepusa Ne 486001

Batch Quantity /06wem

5842 packs /ynakoBok

npon3BoacTea:

: , CepPUM:
AR No / AHanuTtuueckmii oTyer ARF/009/2026 Date of Analysis / lata 15.01.2026
Ne : aHanusa:

Date of Mfg / flaTa 01/2026 :Date of Expiry / TogeH po: 12/2028

Analysis performed according ND: / AHanus n

poBenéH no HA: NM-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi NepBUYHON YNAKOBKM yTBepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeThbl BTOPUYHO#R yNnakoBKW yrBep¥aeHbi: 29.07,2025
PL approved: / 1B yreepxaeH: 29.07.2025

Ne

Test / Noka3zaTtens

Resuit / PeaynbTaTh!

Specification / Hopma

Methy! Parahydroxybenzoate
/

MeTunnaparugpokcuBensoar
HPLC 7 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. / Bpema
YOSDHWBAHWSA OCHOBHOMO nuvka
Ha XpoMaTorpamme
WCNbLITyemore pacTeopa
COCTBETCTBYET BEDEMEHN
YOAEPHUBAHUSA nuKa
MeTunnaparugpokcuberaoaTta

Ha Xpomartorpamme
CTaHAapTHOro pacraopa.

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

yOepXUBaHKA OCHOBHOTO nuKa Ha
. XpOMaTOrpaMMe  MCNLITYEMOrQ  pacTBopa
AOMKHO CCOTBETCTBORATH BpEMEHW
yaepxueaHua nNuKa
MeTunnaparngpokcubeHzoaTa Ha

XpomaTorpaMme cTaHAapTHOro pacTaopa.

3 | Average weight and 189.27 mg /189,27 mr Average weight 189.99 mg £7.5 % / CpeaHss
uniformity of mass/ Cpeaas macca 189,99 mr +7 5%
Macca W 04HOPOAHOCTL 18/20 not more than + 7.5 % /
| Macen Complies / CooTBeTCTBYET  [18/20 He Bonee + 7.5%:
2/20 not more than = 15%:/
2120 He Bonee £ 15 %
4 | Dissolution / 78-100% /78-100 % Not less than 70 % (Q) of the Iabeled amount
PacTeopeHue of sennosides after 120 min. / He menee 70 %
{Q) oT 3amBNEHHGrO cogepXaHun CeHMDIWA0B
L vepea 120 MuH.

Remarks : The Product conforms to ND/
Npumeuanue: Mpogyxr COOTBETCTAYeT TPeGoBaHUAM

Conclusion : APPROVED /
3akniovenue: OJICBEPEHO

HO
Checked by QC In-Charge / £ Approved by QA In-Charge /
AokymenT nposepen OKK: 5£ ; HokymenT ogobper QOK: @%«\}&ﬁ
Date / 26 .04 2004 Date /
ara: [Jata: 2504 202¢

Cipla Ltd.,Cipla House, Peninsula Business Park,
At: Simchem Pvt. Ltd., Plot No. 60-85. Tuem Indu

FMQCO003-15-15

Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
strial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNTU3A
Page3of6 / Ctp. 3u3b

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHALE®, TABNETKMW, 13,5 mMr
Batch No /Cepna Ne 486001 Batch Quantity /O6nem 5842 packs /ynakoBox |
! COpUM:
AR No / AHanutuueckuit otvet ARF/009/2026:!Date of Analysis / [lata 15.01.2026
Ne : aHanuasa:
Date of Mfg / flaTa 01/2026 'Date of Expiry / FToneH no: 12/2028
npoU3BOACTEA: |
Analysis performed according ND: / AHanus nposenéx no HL: JIN-Ne(011138)-(Plr-RU}-290725
Artworks of primary package approved: / MakeTbl nepEBMYHOW YNaKOBKW yTBepPXKAeHbI: 29.07.2025

|Artworks of secondary package approved: / MakeTbl BTOPMYHON ynakoBKK yTeepAeHbI: 29.07.2025
\PL approved: / 1B yrepxaen: 29.07.2025

Ne Test / NokasaTenu Result / PeayneTaThl l Specification / Hopma
§ |Lossondrying/Notepae 24% 12 4% . Not more than 6.0 % / He 6onee 6,0 %
MECCE NPH BEICYLMBAHWN
6 | Methyl parahydroxybenzoate | 0.044 mgftab /0,044 mr/Taf. | 0.028 to 0.056 mgitab. / Ot 0,028 po 0,086 |
|/ : mriTab. '
MeTtunnaparugpokcubenscar
7 | Microbial purity test/ Mukpobuonorndeckan wacTora
Total Aerobic microbial count
! 4 4
OBLUee YMCTIO a3POBHSIX 30 ofufg /30 KOES Not more than 10" cfu/g/ He Gonee 10" KOE/r
MUKPOOPraHUZMOB
Total combined yeast and
mould count / OB jee Yynucho 2 2
NNECHEBbIX 1 APOIKEBLIX <10 ¢fufg / <10 KOE/r Not more than 10° cfu/g /He Gonee 10° KOE/r
rpubos
Enterobacteria resistant to Absent cfu/g / Not more than 107 cfufg/ He 6onee 10° KOE/r
bile / SHTepobakTepuy, et g
YCTORUIBDIE K HENUM OteyterayioT KOE/r
Escherichia coli Absent /OTcyTeTRyICT Absentin 1g/OTcytcTerue B 11
Salmonella spp. Absent /OTcyTCTBYIOT Absentin 10 g / Otcyrcrewes 10+
Stapbylococcus aureus Absent/ OTcyTcTBYIOT Absentin1g/Otcytcteme B 11
8 | Unifarmity of dosage units / 6.1/ 6,1 According to the requirements. / B
OgHopoaHOCTL COOTBETCTBMM ¢ TpeBoBaHAMU.
A03MPOBAHHEIX eauHuL
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevauue: NMpogykT cooTeeTCTBYET TpeBOBaHWAM 3awnouernue: ONOBPEHO
1}
Checked by QC In-Charge / i Approved by QA in-Charge /
[lokymeHT nposepeH OKK: éiﬁj"j ; [lokymeHT oaobped QOK: )ﬁﬁ—
Date 7 | [ Date/
fara; 2C o 1o | Bara: 2504 2026

FMQCQ03-15-15

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




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTU3A

Cipla

Page4of6 / C1p. 4u36

Product: SENADE TABLETS 13.5 mg

MNpoaykr: CEHAAE®, TABNETKMW, 13,5 mr

Batch No /Cepua Ne

486001

Batch Quantity /O6%em

5842 packs /ynakoBok

: cepuu:
AR No / AHanuTuueckui oTuet ARF/009/2026 Date of Analysis / flata 15.01.2026
Ne : aHanwu3aa:

Date of Mfg / NaTa 01/2026 Date of Expiry / FopeH po: 12/2028
npou3BoAcTBa:

Analysis performed according ND: / AHanu3 nposenén no H: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeThbl NepBUYHOR YNAKOBKM yTBEPXKAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOpUYHOW yNakoBKu yreepxaeHs): 29.07.2025
PL approved: / 1B yreepxaeH: 29.07.2025

Ne Test/ MNokazaTtens

Result/ PeayneTathl

Specification / Hopma

9 | Assay / KonuuecteerHoe
onpegeneHue

14.09 mg / 14,09mr
(104.4 % / 104 .4 %)

1215 - 15583mg (800 -~ 1150%)
Sennosides eguivalent to sennoside B in one
tabtet. / OT 12,15 g0 15,53 mr (90,0 - 1150 %)
CEHHO3WA0B B NepecveTe Ha CeHHoaud B B
0OHON TadneTtke.

10 | Package appearance /
OnucaHve ynakoexu

Primary packaging 20 tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and

aluminum foli.

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

MepBuyHas ynakoBka: Mo 20
TabneTtok 8 GNUCTER W3 NNeHku
TREXCNOAHOW
NONUBUHKAXNGPUA/NONMITANEH
{NONUBMHUNKAEHXNCPUA
{(MBX/N3MBAX) n
antoMuHreBoi donbri.
BropudHas ynakoska: Mo 25
BrucTepos B KApTOHHYIO RauKy
C BNOXEeHWeM 25 nucTKoB-
|BKNaAbILER.

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

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

25 blisters with 25 package leaflets in a
carton. /

NepeuqHas  ynakoska: flo 20 Tabnetok a
Gnvcrep 13 MreHKu TPEXCNORHON
NONABUHUNXNOPUA/NONUITUAEH/NONNBUHANIAG
elxnopua (NBX/N3MBEX) U anioMUHWEBROH
donery.

Bropudvan ynakoeka: o 2, 3 Gnwucrepa
BMECTE C MUCTKOM-BKNAALILIEM B KAPTOHHYIO
nauky.

Mo 25 BnucTepoB B KapTOHHYIO nauky c
BNOXEHUEM 25 NUCTKOB-BKNAAbLILLEA.

HA

Remarks : The Product conforms to NDf
Mpumevanne: MpoaykT cooTRETCTBYET TPEBOBAHUSM

Conclusion : APPROVED !/
Jaknwyenue: OOBPEHO

Checked by QC In-Charge /
NokymenT nposepex OKK:

=~

Approved by QA In-Charge /
BoxymenT ogobpet QOK: /@‘;\,’—« S

Date /
faTa:

RE-oqr 200 2

Date /
Aara:

25. 04 2020

FMQCO003-15-15

Cipia Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. §0-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANMU3A

Cipla

Page5of6 / Ctp. 5nab

Product: SENADE TABLETS 13.5mg

ApoaykT: CEHAAE®, TABNETKW, 13,5 Mr

Batch No /Cepun Ne 486001 Batch Quantity /{O6-em 5842 packs /ynaxoBox '
lcepuu-

AR No / AHanutuueckuin otuet ARF/009/2026 Date of Analysis / flaTa 15.01.2026

Ne: aHanu3ia:

Date of Mfg / QaTa 01/2026 Date of Expiry f F'oaeH po: 12/2028

NpoM3BOACTRA:

PL approved: / 1B yreepxaen: 29.07.2025

Analysis performed according ND: / Avanua nposeaén no HI1: MN-Ne{(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHOK YNIAKOBKM yTBEpXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPM4HOA YNAKOBKM yTBEpXAeHbl: 29.07.2025 l

| Ne Test / NokazaTens Result / PesynbTaThl Specification / Hopma

11 |Labeling / Mapkupoeka Complies / CootBeTCTBYET

Aocke.

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeeTcTBUM ©
pazgenom 1.3.2 mogyns 1 perucTpauvoHHOro

12 {Storage conditions / Yenoeua |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
XpaHeHus TemnepaType He ebiwe 25 °C.

Cpok rogHocTy (Cpok
XpaHeHws)

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

APl name / HaumeHonanvwe ADC:

Sennosides A & B / Cerro3nanl A u B

INN / MHH:

Sennosides A & B/ CeHroanast AW B

AP|] manufacturer batch number /
Homep cepumn npoussoauntTens ADC:

C30125144 & CS50125145

FP Manufacturer APl Batch number/

Homep cepum cyGecralumm npon3soguTens
rMNo:

0001797877 & 0001797879

APl Manufactured by, address & country /
fpouzsonnTens AQC,agpec W cTpana:

Kothari Phytoshemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTtap# OuTokeMukana MHTepHewuHan,
Harapu, Tarnuuduam focT - 625221, okpyr Magypan, Mngua

Remarks : The Product conforms to ND/

HA

Conclusion : APPROVED /

Mpumeuanme: MpooykT COOTBETCTBYET TpebobaHKaM 3aknwuenue: OQOBPEHO

Checked by QC In-Charge / %@-9

HokymenT npoeeper OKK:

HokymeHT oaoBpen COK:

Approved by QA In-Charge / oD
.—”"".H

Date /
Dara: 25 ©&Hr2>-6

Date /
DaTa: 2.5-04-202.6

FMQCQC03-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANN3A

Page6of6 / Ctp. 6ua6

Product: SENADE TABLETS 13.5 mg [Mpoaykr: CEHALE®, TABNETKHA, 13.5 mr

Batch No /Cepua Ne 486001 IBatch Quantity /O6newm 5842 packs /ynakorox |
: [cepum:

AR No / AHanuTuyeckni otver ARF/009/2026 Date of Analysis / Jara 15.01.2026 <l
Ne : L |ananuaa:

Date of Mfg / Nata 01/2026 Date of Expiry / Fogex go: 12/2028

npouasoacTea:

BepKAaeH: 29.07.2025

Name, address, authorization No for FP ( Cipla Ltd., Simchem Pvt. Ltd., Plot No.80-65, Tuem Industrial
| Manufacturing site / Control site / Release Estate, Tuem, Pernem (G0a-403512, India (License No 576/L) /
‘ site / Uunna Nva., Cumkem MeT. fta., Yuactok Ne 60-65,

HanmeHoBanue, AAPEec N HOMED JTHLEeH3UN ’
nnowanku, ocyuwecTansowe !
NPOW3BOACTBO/KOHTPONL KavecTea/sbinyck ‘

NpoMbiwnernan aoHa Tyem, Tyem, NepHem, Mog — 403512, Nngua
{(Nuuenans Ne 576/

product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
j i 1 (No. GMP/EAEU/RU/01091-2024 dt.
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». /
! «HacTtoawum s NOATBEMKIAK, YTO NPUBEASHHAS BbiLe WHbOpMaUWa ABnReTCH
ACCTOBEPHON U ToYHON, DTa CEPUA MDORYKLUN Npon3BeseHa (Bknovas YNaKoBKY (MapKUPOBKY) U KOHTPONL Ka4yecTsa)
Ha BblLieyKkaszaHHoR NpoW3BOACTBEHHOW Nnowagke (nnowaakax) B nonHom COOTBETCTBUM C TpeboBaHUAMY Mpapgun
Haanexawen NpoMaBoACTBEHHOM npakTuku Espaauiickoro SKOHOMU1ECKOro coraa (Na GMP/EAEU/RU/01081-2024 or
14 pekabps 2023 r)
Cneyutbnkaumuamm, COLEPKALLMMUCS
ynakoske W adanuay NpoBepeH.,

B PErucTpaLmMoHHOM focke CTpaHul-umnopTepa. 3anvucu no
W YCTaHOBNEHO WX cCooTBeTCTBME Tpeboaanuam Mpasun

NPOM3BOACTBEHHON NpakTukM EBpasuiickoro IKOHOMUYECKOTS COaay.

Remarks : The Product conforms to ND/
Mpumouanue: Mpogykr COOTBETCTBYET TReGoRaHMaM

Conclusion : APPROVED /
3awmnoueHue: OOBPEHO

Checked by QC In-Charge /

HA
AokymenT nposepen OKK: ":i,t:—p

Approved by QA In-Charge /
AckymeHT o0406peH QOK:

A

Date /

oLioa
ara: 450 <

Cate /

Jara: 2504 202 &

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

At: Simchem Pvt. Ltd.. Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512

FMQC003-15-15

Lower Paral, Mumbai - 400013, India.




