Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTIU3A
Pageiof6 / Ctp. 1nab

Product: SENADE TABLETS 13.5 mg MpoaykT: CEHAJE®, TABJIETKW, 13,5 mr
Batch No /Cepuna Ne 486018 Batch Quantity /O6hem 5850 packs /ynakoBok |
K cepuu: _
[AR No { AHANMTU4ECKNA OTYeT ARF/030/2026 | Date of Analysis / NaTa 31.01.2026 ‘
!Nse : aHanu3a.
Date of Mfg / faTa 01/2026 Date of Expiry { Tonex no: 12/2028
nNponu3BOACTBA:

Analysis performed accor
Artworks of primary package approve

|PL approved: / JIB yreepXxaeH: 29.07.2025

ding ND: / AHanu3 npoBeReH no HAO: J1I'1-N9(011138)-(PF-RU)-290725
d: / MakeTbl NEPBUYHON YNAKOBKM YTBEDXKAEHDI. 29.07.2025

Artworks of secondary package approved: / MaKeTbl BTOPHYHON Y1

aKoBKM yTBEepXAeHbt: 29.07.2025

Specification / Hopma

N2 Test / NokasaTtenb Result / PesynbTaTthl
1 | Appearance / Onvucarwve Complies / Fiat, round, beveled-edge tablets, brown to
CooteeTCcTBYET dark brown, with speckies. The tablet has
"CIPLA" embossed on ane side, and a score
line on the other side. / flnockue xpyrnoie
TabneTkn CO  CKOWEHHBIMA  KPpaAaMKu  OT
KOPUMHEBOrD [10 TeMHO-KOPUYHEBOrO LiBETa C
BkpanneHuamy. Ha ofHoi cTopoHe TabneTku
sbipaeneHo  crnoso  «CIPLA», Ha  Apyrod
_ CTOPGHE - NUHWS Pa3Noma.
2 | Identification / MaeHTuukauus
| Anthraguinone giycosides / Complies / | Formation of red color in ammonia layer. /
AHTPAXMHOHOBLIE FAUKOINGE! | CooteercTayeT Oxpatumeasme aMMUaYHOre CROA 8 KPECHBIW
o , LBeT.
Qualitative reaction /
KavecmeenrHasn peakuyus ‘

Remarks : The Product conforms to ND/

['lﬂumaqauue: MponyKT cooTaeTCTBYET TPEBOBaKMAM

Conclusion : APPROVED |
Jaknwuenne: OQOBPEHO

Checked by QC In-Charge /

_ o Approved by QA In-Charge / e
[tokymeHT npoeepen OKK: C;,.»Cw JokymerT oaobpern OOK: /@Q\ :
Date / kel
,U,aTa. Lf 2 é ﬂa‘ra: Q—§‘04" 2026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business P
la tid., . ark, Ganpatrao Kadam Marg, |.ower Pare!, Mumbai - i
At : Simchem Pvt, Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pegmem Gea -40:'5512 - 490013, India



CERTIFICATE OF ANALYSIS
CEPTU®NKAT AHANN3A

Page2of6 / CTp. 2u36

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

Batch No /Cepuna Ne 486018 Batch Quantity /O6bem 5850 packs /ynakoBok
: cepuu:

AR No / AHanutndeckuin otuet ARF/030/2026 |Date of Analysis / laTa 31.01.2026

Ne : aHanuaa:

Date of Mfg / laTa 01/2026 iDate of Expiry / Mogen go: 1212028
NpoX3BOACTBA: |

Analysis performed according ND: / Ananu3 nposegéu no HA: INM-Ne(011138)-{Pr-RU)-290725
Artworks of primary package approved: / MakeTe! nepBMYHOW YNaKkoBKK yTaepxaeHbi: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOP®YHON YNaKkoBKW YTBEPXKACHb): 29.07.2025
PL approved: / 1B ytBepxgeH: 29.07.2025

Ne Test / NokazaTens

l

Result / PesynboraTol

Specification / Hopma

Methyl Parahydroxybenzoate
f

MeTtunnaparugpokcuberaoar
HPLC 7 B3XX

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

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

peak of methyl | chromatogram of standard solution. / Bpems
parahydroxybenzoate in the | yaepwxuBaHuna OCHOBHOTO nuKa Ha
chromatogram of standard | xpomaTorpamme  ucnbITyemoro  pacTeopa
solution. / Bpems | gomkHo CCOTBETCTBOBATL BpEMEHHM
YASPKUBAHUA OCHOBHOIO NWKE | yAEPKMBIHWA M1Ka
Ka XpomaTorpaMme | MeTknnaparngpokcubeHaoata Ha
KCMNBITYEMOrO pacTeopa | XpOMaTorpaMmMe CTaHLapTHORO pacTeopa.
COOTBETCTBYET BPEMEHU
YAEPHKUBAHMSA naKa
mMeTunnaparnapokcubenacara
Ha XPOMETorpamme
cTaHaapTHOro pacTeopa,
3 | Average weight and 191.80 mg /191,80 mr Average weight 189.99 mg +7.5 % / CpeaHsin
uniformity of mass/ CpegHas | Macca 189,99 mr £7 5%
Macca ¥ 0AHCPOAHOCTL 18/20 not more than + 7.5 %, /
: MEcch! Complies / COOTBETCTBYET  [18/20 we Gonee £ 7,5 %:
2/20 not more than + 15%:/
2/20 e Bonee £ 15 %
4 | Dissoluticn / | 79-88% /79-89 % Not less than 70 % (Q) of the labeled amount
PacTeoperue of sennosides after 120 min. / He meHee 70 %

{Q) oT 3@ABNEHHOING COAEPXaHWA CeHHO3NACE
]uepea 120 MUH.

Remarks : The Product conforms t¢ ND/
Npumevanme: MpogykT cOCTERETCTBYET TpeboBaHUAM

Conclusion : APPROVED {
3axmouenne: OQOBPEHO

RO

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

RokymeHT nposepeH OKK: :zﬁ/w Ookyment onobperH OOK: W
E:f: L2, TR Wy WA S:;zf 25 -0 4-2026¢

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 80-685, Tuem Industrial Estate, Tuem, Pernem Gosa -403512




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Cipla

Pagelof6 / Crp. 3u3b

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAAE®, TABNETKW, 13,5 mr

Batch No /Cepua Ne 486018 !Batch Quantity /O61em 5850 packs /ynakoBok
: cepvm;

AR No / Ananutuyeckni otuer ARF/030/2026 Date of Analysis / Jata 31.01.2026

Ne ; aHanusa:

Date of Mfg / [laTa 01/2026 Date of Expiry / ToneH no: 12/2028 )
NPOU3IBOACTBA:

Analysis performed according ND: / Awanu3s npoeegéH no HA: JIN-N2(011138)-(PI-RU)-290725
|Artworks of primary package approved: / MakeTil nepBHMYHOR YNaKoBKH yreepxgeHol: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPMYHOW yNakoBKM yTBep¥aeHbt: 29.07.2025

PL approved: / JIB yTBepxaen: 29.07.2025

Ne Test / NokaszaTtens

Result / PeaynbTaTh)

Specification / Hopma

5 | Lossondrying/MoTeps e
Macce Npu BeICYWMBAHWA

2.1% /2,1%

Not more than 6.0 % / He 6onee 8,0 %

6 | Methy! parahydroxybenzoate
!

MeTunnaparngpokcuGeHsoar

0.042 mg/tab / 0,042 mriTab.

0.028 to 0.056 mg/tab, / Ot 0,028 ao 0,056
MriTab,

7 | Microbial purity test/ MukpoBuonorudeckas unctota

Total Aerobic microbial count
/
Ofwee 4ncno aspobHbix
Mnxpooprauuamos

30 cfu/g /30 KOE/r

Not more than 10° cfulg/ He Gonee 10* KOE/r

Total combined yeast and
mould count f OBilee Yucno
MNECHEBLIX K SPONOKEBBIX
rpwbos

<10 cfufg / <10 KOE/r

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

Enterobacteria resistant to
bile / 3HTepobaxTepuw,
YCTOWYUBLIE K XKemnu

Absent cfu/g /
Ovcytereyior KOE/R

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

Escherichia coli

Absent /OTCYTCTBYICT

Absentin 19/ OTcyTCTBME B 1T

Salmonella spp.

Absent /OTcyTCcTBYIOT

Absentin 10 g / OTcytctene B 10T

Staphylococcus aureus

Absent / OTcyTCcTRYIOT

Absentin 1 g/ OrcytetBre B 11

8 | Uniformity of dosage units / 5.4/54
OAaHOPCAHOCTD

AC3VWPOBEHHBEIX €4NHWLL

According to the requirements. [/ B
COOTBETCTBUMW C TPEGOBAHUAMM.

i

Remarks : The Product conforms to ND/
Npumeyatime: MpoaykT cooTBeTcTBYET TPeOOBaHNAM

Conclusion : APPROVED /
3aknwyenne: OAQ0OBEPEHO

Checked by QC In-Charge /
DokymeHT npopepeH OKK:

HI
= AP

Approved by QA In-Charge /
DoxymeHT oaobpen OOK:

pyees

Date /

P2s - oleredrt
Harta:

Date /

Dara: 25-04_-'2.:3'2.—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. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYS

IS

CEPTUDUKAT AHATIU3A

Page4of6 / Ctp. 4nab

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAOE®, TABNETKH, 13,5 mr

Batch No /Cepusa Ne

486018

Batch Quantity /O61uem

5850 packs /ynakosok |

; cepuu:

AR No / Ananutuyeckuin oTueT ARF/030/2026 |Date of Analysis / llaTa 31.01.2026
Ne : aHanwuaa:

Date of Mfg / AaTa 01/2026 Date of Expiry / FoaeH po: 12/2028
NPOM3BOLCTBA:

Analysis performed according ND: / AHanus nposeaén no HA: J1MN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTb! NepPBUYHOKN yNakOBKM yTBep¥AeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTs!

PL approved: / NB yreepxaeH: 29.07.2025

BTOPUYHON YNakoBKM yTBEpXaeHb!: 29.07.2025

Ne Test / MokazaTens

Result/ PesynbraTh

Specification / Hopma ]

9 | Assay / KonnyectseHHoe
onpegenexue

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

1215 - 15653mg (90.0 - 1150%)
Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 ao 15,53 Mr (90,0 - 115,0 %)
CEHHO3WAOB B nepecqeTe Ha ceHHosug B B
oAHOW TabneTke.

10 | Package appearance /
Onucanue ynakosku

Primary packaging: 20 tablets

in a blister made of three-layer
poiyvinyl
chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and !
aluminum foil, !
Secondary  packaging: 25
blisters with 25 package leaflets
in a carton. /

MepeuyHan ynakoska: Mo 20
Tabnerok B GnucTep U3 nneHku
TPEXCNRNHOW
ROMUBUHUNXNOPUA/NONNSTHNEH
/nonueuHuAnaeHXNopWVL
(NBX/N3MNBOX) n
anoMuHMeBscH onbri.
BropuyHas ynakceka: Mo 25
GNUCTEPOB B KAPTOHHYIC NAUKY
C BhoweHwem 25 nucTroB-
BKNa4bILEA.

.25 blisters with 25 package leaflets in a

Primary_packaging: 20 tablets in a blister
made of three-layer polyvinyi
chicride/polyethylene/polyvinylidene chioride
(PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 biisters together
with a package leaflet in a carton

carten. /

Nepeuynas ynakoska: o 20 TabneTok s
Bnuctep u3 NNEHKKU TPEXCNONHOW
NONMTABUHKNXNORUA/NONUATUNEH/NONNBUHUNNG
eHxnopua (NBX/MS/MBAX) v anoMuHUeBoH
thoneri,

BropuuHas ynakoska: Mo 2, 3 6Gnuctepa
BMECTE C NWCTKOM-BKNAALILEM B KAPTOHHYK
na-ky.

Mo 25 OnucTEpoBE B KAPTOHHYK Nadvky ©
BROXeAnem 25 nucTroa-sknanbIlLei.

Remarks : The Product conforms to ND/
Mpumevanue: MNpoayKT COOTBETCTBYET TpeboBaHuAM

Conclusion : APPROVED /
3aknwouenmne: QQOBPEHO

Checked by QC In-Charge /
DokymeHT npoeeper OKK:

HA
ﬁw

Approved by QA In-Charge /
AokymenT cgobpen QOK,

e

Date /
Hata:

A S 0l 2oLy

Date /
Hara:

2¥-04-2028

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
At : Simchem Pvt. Ltd., Plot No. 80-685, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICAT

Cipla

E OF ANALYSIS

CEPTUDWKAT AHANN3A

Page50f6 / Ctp. 5n3b

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAQE®, TABNMETKU, 13,5 mr

Batch No /Cepuna Ne 486018

"IBatch Quantity /O6bem 5850 packs /ynakosok

cepum:

AR No ! AHanuTnuyeckuin otuer ARF/030/2026
Ne :

Date of Analysis / flata 31.01.2026
aHanwaa:

Date of Mfg / OaTa 01/2026
NPOM3BOACTBA:

Date of Expiry / FlogeH po: 12/2028

Analysis performed according ND: / AHanu3s nposegén no HA: NN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl RepBMYHOM YNAKOBKK YTBEpXASHLI: 29.07.2025

Artworks of secondary package approved: / MakeTkl BTOPMYHON yNnakoBKM yTBRep¥AeHobt: 29.07.2025 |

PL approved: / B yTBepxaen: 29.07.2025

_I

Ne Test/ Noxazarens Result / Peaynbrarh: Specification / Hopma

11 |Labefing / Mapkuposka Complies / Coot

BETCTEYET In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeeTcTBMM C
pasfgencm 1.3.2 MoAYNS 1 perucTpaLMoHHOr
|AoChe. :

12 |Storage conditions / Yenoeus |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npwu

XpaseHus TeMnepaType He

Bhile 25 °C.

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

Cpok rogHocTu (Cpok
XpaHeHus)

| APl name / HanmeroBanue ADC;

Sennosides A & B / CenHosnanl A n B

INN / MHH:

Sennosides A & B/ CenHosnasl A 1 B

API manufacturer batch number/

Homep cepumn npouasoautena APC: CS0125172
FP Manufacturer APl Batch number /
Homep cepum cybecTaHunn nponssoantenn 0001818445

rmao:;

APl Manufactured by, address & country / .  Nagari, Thanichchiyam Post - 625221, Madurai District, India /

MpouzeoauTtens ADC,agpec v cTpaHa:

Harapu, Takmuysuam Noct - 625221, okpyr Maaypan, MHana

Kothari Phytochemicals International,

Kotapu ®uToKeMuKan3 IHTepHellvHan,

Remarks . The Product conforms 1o ND/
Mpumeyanne: MNPORYKT COOTBETCTBYET TREBOBAHUAM

HO

Conclusion : APPROVED {
3aknwyenue: QJOEPEHO

Checked by QC In-Charge / -

Appraved by QAIn-Charge;‘ 27 e

Oekywmenr nposeperd QKK PR I AokymenT cpotped COK: _S;,/
Date / Col.ro Date / PP S, I3 =)
Jara: & 5 __ < | Jara. 2(:__

FMQCQ03-15-15

Cipla Ltd. Cipla House, Peninsula Business Park. Ganpatrac 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
CEPTUDUKAT AHANN3A

Page6of6 / Ctp. 6uab

[Product: SENADE TABLETS 13.5 mg

|Npoaykr: CEHARQE®, TABNETKM, 13,5 mr

Batch No /Cepus Ne 486018 |Batch Quantity /O6kem 5850 packs /ynakopok
: CEPUM:

AR No / AHanuTMueckuir oTueT ARF/030/2026 Date of Analysis / Dara 31.01.2026

[Ne : aHanusa:

Date of Mfg / QaTa 01/2026 Date of Expiry / FogeH go: 12/2028
npousBoacTsa:

Artworks of primary package
Artworks of secondary packa

Analysis performed according ND: / Ananua nposeaéH no HA: fiN-Ne(011138)-(Pr-RU)-290725

approved: / MakeTbl nepeMYHON ynakoBku yTBepKAeHbl: 29,.07.2025 !
ge approved: / MakeTb! BTOPpUYHO#M YAKOBKYK yTBepwaeHbl: 29.07.2025

[PL approved: / NB yreepxaen: 29.07.2025

‘ Name, address, authorization No for _ FP
| manufacturing site / Control site / Release
site /
HaumeHonanue, agpec u HOMER NUUEH3nK

‘ MpombiwnenHas 3oHa Tyem, Tyem, MNeprem, Moa — 403512, MHgus

Cipla Ltd., Simchem Pvt. Ltd., Plot No 6055 Tuer ndustrial |
Estate, Tuem, Pernem Goa-403512, India (License No 576/L) 1
Uwnnna Nr4., Camxem MeT. JiTg., YyacTok Ne 60-65,

NNOWAAKH, OCYILECTBNAKILEH

. {(NuueHauna Ne 576/M)
‘ NPOM3BOACTEO/KOHTPONbL KavecTBa/Bhinyck

rme

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 establisheds. /

3aknoyeHe 0 COOTBETCTBUM: «Hactoawmm s noaTeepxaalo, uto NPUBEAGHHAA Bbille WHOPMAUMRS Sensetes
ADCTOBEPHOU M TOMHOW. ITa cepus NPOLYKLUWK NpouaBenera {BKNKOYAR YNEKOBKY {MapKUpOBKY) U KOHTPOMb KauecTea)
Ha BbILLEYKA3aHHOR NPOU3BOACTBEHHOR NrolWaake (NNciuagkax) B NOMNHOM COOTBETCTBUU C TpebosanusmMu Mpasun
Hagnexauje# NpoM3BOACTEBEHHON NPaKTUKY EBPasMACKOro 3KCHOMUYECKOTo COKaa (Ne GMP/EAEU/RU/1081-2024 o
14 pexabps 2023 r) w TpeBoBannsmu KOHTPONS KauecTBa NEKapCTBEHHBLIX CPEACTR, 2 TaKKe B COOTBETCTBHW CO
CReunDUKaLMSMY, COASPXKALLNMUCA B PETUCTPEALMOHHOM AOCbE CTPaHbl-UMNepTepa. 3anued no MpPOM3BOACTAY,
yNEKOBKE 1 aHANU3y npOBEPeHL!l, W YCTAHOBMNEHO WX COOTBETCTEME TpebosaHusM [pasun Haanexawen
MPOU3BOACTEEHHOW NPaKTUKU EBPa3UMCKOrO 3KOHOMMUYECKOro COI0aay.

Remarks : The Product conforms to ND/

HA

Mpumeuanue: Mpoaykr cooTeeTcTBYET TPeBOBAHMAM

Conclusion : APPROVED /
3aknwyenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JokymenT nposepeH OKK: i«}-"; ¢ NoxkymeHT oaoBpen QOK: /@)}"E’
te /
E:};.’l RGOy 02l B:Tz: 2.5:04:209¢

FMQCQ003-15-15

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



