Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNU3A

Page1of6 / Ctp. 1436

MpoAaykT: CEHAﬂEg, TABNETKMW, 13,5 mr

'Product: SENADE TABLETS 13.5mg

Batch No /Cepus Ne 486048 Batch Quantity /O6bem 5843 packs /ynakoBok
B cepuum: —
AR No / Ananutnueckuin otuet ARF/074/2026 Date of Analysis / faTa 13.03.2026

Ne : aHanusa:

Date of Mfg / lata 02/2026 Date of Expiry / FogeH ao: 01/2029

I'IpOHSBOﬂCTBa:

Analysis performed according ND: / AHa
Artworks of primary package approved:
Artworks of secondary package approve
PL approved: / J1B yTBepXaeH: 29.07.2025

nu3 nposeaéH no HA: Nn-Ne(0111 38)-(Pr-RU)-290725
| MakeThl NEPBUYHOM YNaKOBKK YTBEPXACHbI: 29.07.2025
d: / MakeThbl BTOPUYHO# YNaKOBKU yTBEPXKAEHbIL: 29.07.2025

Ne Test / NokasaTtenb Result /| PesynbraTthbl i Specification / Hopma
1 | Appearance / Onucarue Complies / Flat, round, beveled-edge tablets, brown to
CooTBeTCcTBYET dark brown, with speckles. The tablet has
"'CIPLA" embossed on one side, and a score
line on the other side. / Tnockue Kpyrnsie
TabneTkn CO  CKOLUEHHbIMM  Kpasmu  OT
KOPWHHEBOrO AO TE@MHO-KOPUYHEBOTO useta c
Bkpannexusmu. Ha pAHOW cTOpoHe Tabnetku
BblA2BMNeHO CnoBso «CIPLA», Ha apyro#
‘ |CTOpOHE - NNHUS pasnoma.
rz |dentification / aeHTUdMKaLms
Anthraquinone glycosides / Complies / Formation of red color in ammonia layer. /
AHTPAXVHOHOBbIE FMKOSMAB CooTBeTcTayeT S:gfmuaame ammuayHoro crnosi B KpacHbiu
Qualitative reaction /
KavecmeeHHasa peakyusa

Remarks : The Product conforms to ND/

HA

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT cooTeeTcTBYET TpeGoBaHUAM 3akniouenue: ONOBPEHO

Checked by QC In-Charge / ji',{__p
NokymeHT nposepeH OKK: '

Approved by QA In-Charge / ‘g\)\w

[lokymenT onobper OOK:  A2_—

Pl R € olaere

Date /
Oata: 2—6'04—'202-—6

FMQCO003-156-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan i
A ) A patrao Kadam Marg, Lower Parel, Mumbai - i
At - Simchem Pt Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Parnem Goa 403512 fl-Se e




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A

Page20f6 / CTp. 2136

[Product: SENADE TABLETS 13.5 mg MpoAyKT: CEHANE®, TABJIETKW, 13,5 mr

iBatch No /Cepusi Ne 486048 'Batch Quantity /O6tem 5843 packs /ynakoBox
: cepuum:

AR No / AHanuTU4ecKun oTueT ARF/074/2026 |Date of Analysis / flaTa 13.03.2026

Ne : aHanusa.

Date of Mfg / flaTta 02/2026 Date of Expiry / FogeH po: 01/2029
NPoM3BOACTBA:

Analysis performed according ND:
Artworks of primary package appro
Artworks of secondary package approve

PL approved: / JIB yTBepXaeH: 29.07.2025

| Ananu3 nposeaéx no HA:
ved: / MakeTbl NepBUYHOWN YNaKOBKH yTBEPXAEHbI: 29.07.2025
d: / MakeTbl BTOPUYHON yNaKOBKH

NN-N2(011138)-(Pr-RU)-290725

yTBEpPXAEHbI: 29.07.202!1

Ne Test / MokazaTenb

Result / PeaynbTaThl

\ Specification / Hopma

/
MeTunnaparuapokcuoeHsoat
HPLC / B3XX

Methy! Parahydroxybenzoate 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
yAEPKVNBaHWA OCHOBHOTO nuka
Ha xpomaTorpamme
WCNbITYEMOro pacTsopa
COOTBETCTBYET BpEMEHW
yaepHueaHus nuKa
meTunnaparugpokcubeHsoara
Ha xpomartorpamme
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. / Bpems
yAEpK1BaHUS OCHOBHOIO nwvka Ha
xpomartorpamme  UCTbITYeMOro pacTteopa
LAOSMKHO COOTBETCTBOBATb BpEMEHN
yAEepXHUBaHWUA nuka
meTunnaparnapokcubersoara Ha

xpomartorpamme CTaHAapTHOoro pacTeopa.

PacTesopeHue

L

3 | Average weight and 190.21 mg /190,21 mr Average weight 189.99 mg +7.5 % | CpeaHsas
uniformity of mass/ CpeaHas macca 189,99 mr £7,5%
macca 1 OAHOPOAHOCTL 18/20 not more than + 7.5 %; /
Macchl Complies / CootseTcTByeT  |18/20 He Bonee + 7.5 %;
2/20 not more than + 15%;/
2/20 ve Bonee £ 15 %
4 | Dissolution/ 78-98 % / 78-98 % Not less than 70 % (Q) of the labeled amount

of sennosides after 120 min. / He meHee 70 %

(Q) oT 3aABNEHHOTO COAEePXaHUs CEeHHO3WAOB
yepes 120 muH.

Remarks : The Product conforms to ND/
MNpumeyanne: MNpogyKT COOTBETCTBYET TpeboBaHuaM

HA

Conclusion : APPROVED /
3akniouenue: OAOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / p
[okymeHT npoeepeH OKK: ﬁu [loxymenT ogobpeH OOK: g&’/\,’-‘
Date / : Date /

Dara: AC oL 2024 Nata 26-04-202C

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

At : Simchem Puvt. Ltd., Plot No. 80-65,

Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Page3of6 / Ctp. 3u3b
MpoaykT: CEHAQDE®, TABNIETKW, 13,5 mr
Batch Quantity /O6beM 5843 packs /ynakoBoK '
: cepun:

AR No / AHanUTH4ecKuit oTHeT ARF/074/2026 Date of Analysis / faTa
Ne : aHanu3sa:

Date of Mfg / [laTa 02/2026 Date of Expiry / F'oaeH AO: 01/2029
npou3BoAcTBa:

Analysis performed according ND: / AHanu3 nposeaéH no HO: nn-Ne(O'l1138)—(PI‘-RU)-290725
Artworks of primary package approved: / MakeTb! nepeUYHON yNakoBKH yTBEpXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOW YNaKOBKH yTBEPXKACHbI: 29.07.2025
BepPXAEeH: 29.07.2025

Product: SENADE TABLETS 13.5 mg
Batch No /Cepus Ne 486048

13.03.2026

Test / NokasaTenb Result / PesynbTath! Specification / Hopma
Loss on drying / MNoTepA 8 2.2% 12,2% Not more than 6.0 % / He 6onee 6,0 %
macce npu BbiCyLLMBaHuu

Methy! parahydroxybenzoate
/
MeTunnaparnapokcnbersoat

7 | Microbial purity test/ MukpoBuonorn4eckas yucToTa

0.044 mg/tab / 0,044 wr/ta6. | 0.028 to 0.056 mgltab. / Ot 0,028 Ao 0,056

mr/Tab.

Total Aerobic microbial count
/

ObLyee 4Yncno aspobHbiX
MMUKPOOPraH1M3mos

20 cfulg /20 KOE/r Not more than 10° cfu/g/ He bonee 10* KOE/r

Total combined yeast and
mould count / OBuee 41eno
NNEecHeBbiX U APOXOKEBbBIX
rpuboB

<10 cfulg / <10 KOE/T Not more than 107 cfu/g /He Gonee 10% KOE/r

Enterobacteria resistant to 2 2

: 1 OE/
bile | IHTEpOGAKTEPHM, Absent cfu/g / Not more than 10° cfu/g/ He 6onee 10°KOE/r
yCTOMYMBbIE KKENHM OtcyterayioT KOE/T

Escherichia coli Absent /OTCyTCTBYIOT Absentin 1g/Otcyrcrene 817 a

Salmonella spp. Absent /OTCyTCTBYOT Absent in 10 g / OTcyTCTBNE B 10r

Staphylococcus aureus Absent / OTCyTCTBYIOT Absent in 1 g/ OTCyTCTBWE B ir

I

8 | Uniformity of dosage units / 58/58 According to the requirements. / B
OpHOPOAHOCTE cooTseTcTBMM C TPeBOBAHNAMN.
! [03VpOBaHHbIX EAVHUL
Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Mpumeuanue: MNpoayKr cooTseTcTeyeT TpeboBaHuAM 3aknroueHue: OLOBPEHO

HA
Checked by QC In-Charge /
NokymenT nposepeH OKK: =fZ(»

Date /
[ara:

Approved by QA In-Charge / oP
[lokymeHT ogoBpen QOK: %w\/

| Date /
| Nata:

DG 012006 2£-04--2026

FMQC003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATN3A

CeEr VA

edof6 / Ctp. 4u36

Pag

Product: SENADE TABLETS 13.5 mg
Batch Quantity /O6bem 5843 packs /ynakoBoK

: cepuu:

AR No /| AHanuTU4ecKun oTueT ARF/074/2026
|LN9 : aHanusa:

Date of Mfg / faTa 02/2026 Date of Expiry / FoaeH no: 01/2029
npou3BoAcTBa:

Analysis performed according ND: / Ananu3 nposeaéH no HAO: ﬂﬂ-N9(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTb! nepeBUYHON YNAKOBKH yTBEpPXKAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHON YNaKOBKM yTBepXAeHb!: 29.07.2025
PL approved: / NIB yTBepxAeH: 29.07.2025

Result / PesynbTatbl Specification / Hopma

14.02 mg / 14,02 mr 1215 - 15.53mg (@00 - 1150 %)
(103.9 %/ 103.9 %) Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 Ao 15,53 mr (90,0 - 115,0 %)
CEHHO3WO0B B MNEpecyeTe Ha ceHHoaua B B|
opHown TabneTke.
Primary_packaging. 20 tablets |Primary packaging: 20 tablets in a blister
in a blister made of three-layer made of three-layer polyvinyl
polyvinyl chIoridefpolyethyienefpoiyvinytidene chloride
chloride!polyethylenefpo!yvinyli (PVC/PE/PVDC) film and aluminum foil.

dene chloride (PVC/PE/PVDC) Secondary packaging: 2 or 3 blisters together

Test / Moka3aTenb

Assay / KonuyecTeeHHoe
onpegeneHue

10 | Package appearance /
OnucaHune ynakoeku

film and with a package leaflet in a carton.
aluminum foil. 25 blisters with 25 package leaflets in @
Secondary __packaging: 25 |carton. /

blisters with 25 package leaflets

MepeuyHas ynakoBka: Mo 20 TabneTok B
enuctep n3 nneHKn TPEeXCnoitHON
MepBu4Has ynakoska. Mo 20 no.!'lI»‘IBMHMJ'IXJ'IOQH,[!JHOJ'IHSTMI‘IQHJ’I‘IOHHBMHMI‘IMA
T26neTOK B ONUCTEP W3 NNEHKU | eHXNopUA (NBX/N3/NBAX) ¢ anioMUHUeBon

in a carton. /

TPEXCNONHOM donbru.
NONVBNUHUNXIOPUA/NONUITUNEH BropuyHas ynakoska: [10 2. 3 GnucTepa
/nonuBMHUIMAEHXNOPUA BMECTE C NUCTKOM-BKNagbiem 8 KapPTOHHYK
(MBX/NI/MBAX) 1 nauyky.
anioMuHreBoin onbru. Mo 25 6rnucTepoB B KAPTOHHYK nadvky C
BropuuHas ynakoska: [10 25 |snoxeHnem 25 AUCTKOB-BKNaAbILLIER.
BNUCTEPOB B KApTOHHYIO navdky
C BNOXeHWeM 25 NWCTKOB-
‘ BKNaablwen.
]
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
EIEHMEHGHHS: MpoayKT cooTseTCTBYET TPEOOBAHNAM 3akntouenune: OQOBPEHO
Checked by QC In-Charge / A
roved by QA In-
DokymeHT nposeper OKK: =40 nggymem 03;gé’;j{l3r; %hoarr(g:;e i @‘““’P-
Date /
s OF = the- Lot E:&: 26-04- 2026

FMQC003-15-15

Cipla Ltd.,Cipla House Peninsula Business Park, Gan i
i i : patrao Kadam Marg, Lower Parel, Mumbai - 40001 i
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 | Y



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOWKAT AHATNW3A

Page50f6 / CTp. 5136

Product: SENADE TABLETS 13.5 mg MpoAaykT: CEHALE®, TABNETKW, 13,5 mr ]
Batch No /Cepuna Ne 486048 Batch Quantity /O6kem 5843 packs /ynakoBok

: cepun:

'AR No | Ananutuueckuin otuet ARF/074/2026 Date of Analysis / [laTa 13.03.2026

Ne : aHanusa:

Date of Mfg / [lata 02/2026 Date of Expiry / FlogeH go: 01/2029

npou3BoAcTBa:

Analysis performed according ND: / AHanu3 nposegéx no H: J1['I-NQ(011138)-(PI‘-RU)-290725
Artworks of primary package approved: / MakeTb! nNepBMUYHON YNAaKOBKM YTBEPXAEHbL: 29.07.2025

Artworks of secondary package approved:
PL approved: / J1B yTBepXaeH: 29.07.2025

| MakeTh!i BTOPUYHON YNAaKOBKU yTBEPXKAEHbI.

29.07.2025J

Ne Test / MokaszaTenb Result

| Pe3ynbTaTthl ‘ Specification / Hopma

11 |Labeling / MapkupoBka

Complies / CooTBeTCTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B COOTBETCTBUN C
pasgenom 1.3.2 mogyns 1 perucTpaunoHHoro
'],QDCbE_

12 |Storage conditions / Ycnoeua

XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
TemnepaTtype He Bbile 25 °C.

13 |[Shelf life (expiration date) /
Cpok rogHoCTw (CpoK

XpaHeHus)

3years. /3T

L

opa.

APl name / HaumernoBaHue ADC:

Sennosides A & B/ CenHo3uasl An B

INN / MHH:

Sennosides A & B / Centoauasl Au B

APl manufacturer batch number /

mMmo:

Homep cepvMy NPOWU3BOAUTENA A®C: CS0125189 1l
FP Manufacturer APl Batch number /
Homep cepuu cyBcTaHUMM NPOU3BOAUTENA 0001823975

API Manufactured by, address & country /
NpounssoanTtens A®C,agpec u cTpaHa:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTtapw duTokemnkana NHTepHewwmnHan,
Harapw, TaHuyuusam Noct - 625221, oKpyr Magypain, Hans

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanme: MpoAYKT COOTBETCTBYET TpebosaHUAM 3aknioyenue: ONOEPEHO

HO

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

[okymeHT nposepeH OKK: ﬁ Lo [okymeHT oaobpes OOK: /@,3// P
Date / Date /

fatas 2¢ el 22 6 [lata: 26 OA - 202-6

Cipla Ltd.,Cipla House,

At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Indu

FMQC003-15-15

Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

strial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Page6of6 / Ctp. 6u36
Product: SENADE TABLETS 13.5 > mg Mpoaykr: CEHNJ,E@, TABJIETKW, 13,5 mr
Batch No /Cepus Ne 486048 Batch Quantity /O6bem 5843 packs /ynakoBok
] cepum:
AR No / AHanutuyeckun otyetr ARF/074/2026 Date of Analysis / flaTa 13.03.2026
Ne : aHanusa:
Date of Mfg / Oara 02/2026 Date of Expiry / TogeH go: 01/2029
NPOM3BOACTBA:

Analysis performed according ND: / AHanu3 npoBegéH no HJ: IMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTil nepBMYHOI yNaKoOBKM yTeepxaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPU4HO#M ynakoBKu yTBepxaeHbl: 29.07.2025
PL approved: / JIB yTBepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Piot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site / Uunna Jitg., Cumkem MeT. JiTa., Yyactok Ne 60-65,
HaumeHoBanue, agpec u HOMeEp NULEH3UK lNpombilwneHHas 3oHa Tyem, Tyem, MepHem, MNoa — 403512, UHaus
nnowaaku, OcyWecTBNAOWEeNn (NMuueHaua Ne 576/)
NPOU3BOACTBO/KOHTPONL KayecTBa/BbinycK “

mo

Declaration of certification: «I 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». /

3aknoyeHue O COOTBeTCTBMM: «HacToswum s noaTeep#aato, YTO NpuBedeHHas Bbille uMHOpMaLus SBNSETCH
AOCTOBEPHOW 1 TOYHOW. JTa cepusi NPOAYKLMM NPOU3BEeAEHa (BKNHOYAA yNakoBKy (MapKkupoBKy) U KOHTPONb KayecTea)
Ha BbilLEyKa3aHHON NPON3BOACTBEHHOI Niowaake (Nnowaakax) B NONHOM COOTBETCTBUM C TPeBOoBaHUAMMU Mpasun
Haanexallei NpousBOACTBEHHON NpakTUk EBpasniickoro skoHomuyeckoro cowaa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpsa 2023 r.) n TpeboBaHUAMN KOHTPONSA KavecTsa NEeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBMU CO
CneUNdUKaLMAMA, COAEPXKALUMMNCS B PEruCTPaLMOHHOM AOCbE CTpaHbl-MMnopTepa. 3anuci no Npov3BOACTBY,
YNaKoBKE W aHanu3y npoBepeHbl, U YCTAaHOBNEHO WX cooTseTcreue Tpebosavuam [lpasun Hagnexalyei
NMPOU3BOACTBEHHOW NPaKTUKW EBPa3uitCKOro 3KOHOMWYECKOro CoK3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: MpoAaykT cooTBeTCTBYET TpeBoBaHWUSM 3aknwvyenune: OQOBPEHO

HO

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

LokymeHT nposepeH OKK: “T':/C:L»-J’ HokymeHT ogoGpex OOK: /\cg-_,?
Date / Date /

ﬂaTa: &L - Le_ rLOZL Q, . ﬂaTa: Q._Ga O&-- 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



