CERTIFICATE oOF ANALYSIS
CEPTUDUKAT AHATN3A
LETS 13.54 Bnégoss [Mpoayxr: CEHALE®, TABRETKY, 13,5 mr
|Batch Quantity /06vem 5845 packs /ynakosox

Cepun:

21.02.2026
npou3soacTea: 0272028 Date of Expiry I Tonen go: -
Analysis performeq according ND

) g . T TITE v
’ Artworks of primary g AHann3 nposegén no HA: NIN-Ne(011138)(pr -RU)-290725

Package approved: / Maxet v
Artwon, ; b NePBUYHON ynakopku Be :
| s of secondary package approved: / Makery, BTOpPUYHOK ynauoaﬂ yr‘;’:::c::L;:ggg.lgg.zzsuzs r

PL approved: / NB yTBepxaeH: 29.07.2025

; _ _
Result / PesynbraThl Specification ; Hopwm

1 H_____-_‘—_________—-_-___'_ | - 7 . - — T
AppearancefOnmcaHme Complies / Flat, round, beveled-edge tablets, brown to

Cootsetcrayer "dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
‘Iine on the other side. / Mnockpe KpYyFisle
(TABMETKM  CO  CKOLEHHLIMY Kpasmuw ot
KOpuYHeBoro fo TeMHO-KopudiHeBOro LBeTa o
BKpannexuamu. Ha ogron CTOpCHe TaBneTki
|BBIOABNEHO  croBo «CIPLA», Ha APYrof
‘CTODOHE - MHWA pa3noma.

Test/ Nokasateny

—_— i
2 | |dentification / WaenTudukauns

Anthragquinone glycosides / f Complies / 1' Formation of red color in ammonia layer. /
Coorveercrayer | OKpalveanue ammravHoro cnos & KDACH il

AHTPaXWHOHOBLIE FOMKO3KG L LBeT,

Quaiitative reaction /
Kauecmeennas peakyus ‘

Conclusion : APPRQVED /

Remarks : The Product conforms to ND/ 3axnovenue; ONOBPEHO

Mpumeyanue: MNMpoaykT coOTBETCTBYET TpeBOBAHUAM

H ; .
Lo Approved by QA In-Charge : \Cal
Checked by QC In-Charge / .
HokymeHT npoeepeH QKK: 7‘56& DokymenT oacBpen QOK: -
Date / .
Hgf; ’ o2¢ 0. 202€ Mara 26 o4 zo2c

FMQCO03-15-15

' i i i Kadam Marg, Lower Parel, Mumbai - 400013, India.
Ltd. Cipla House, Peninsula Business Park, Ga_npatrao
Et{elgirrg?:herlﬁ Pvt. Ltd., Plot No. 60-65, Tuemn Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A
Page2of6é / Ctp. 2usé
Product: SENADE TABLETS 13.5mg Npogykt: CEHALE®, TABJIETKM, 13,5 mr
Batch No /Cepua Ne 486036 Batch Quantity /O6tem 5845 packs /ynaxoBoK
: cepuu:
AR No / AsannTnuecknin otyetr ARF/055/2026 Date of Analysis / faTa 21.02.2026
N2 : aHanu3a:
Date of Mfy / faTa 02/2026 |Date of Expiry / lopeH ao: 01/2029

NpoU3BOACTBA: j
Analysis performed according ND: / Ananus nposeaéH no HIL: JIN-Ng{011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeThl NnepBuYHOi YNakoBKM yTBEpPXKOeHbI: 29.07.2025
|Artworks of secondary package approved: / MaxeTbl BTOPUHYHOW YNAKOBKM yTBepXaeHbi: 29.07.2025
PL approved: / 1B yrBepxaen: 29.07.2025

Ne Test / NokasaTens Result / Pesynnrarbl Specification / Hopma
Methyl Parahydroxybenzoate | The retention time of the main | The retention time of the main peak in the
/ peak in the chromatogram of | chromatogram of the test solution should
MeTtnanaparuapoxcubensoar | the test solution corresponds | correspond to the retention time of the peak
HPLC 7 B3XX to the retention time of the of methyl parahydroxybenzoate in the
peak of methyl | chromatogram of standard solution. / Bpems

parahydroxybenzoate in the | yaepxueaHua QCHOBHOTO nuKa Ha
chromatogram  of  standard | xpomatorpamme  WCMbITYEMOrO  pacTBopa
solution. / Bpemsa | AonxHO COCTBETCTBOBATH BpEMEHM |
YASDWUBAHUS OCHOBHOMD MUKA | yARDWUBAHUA nuKa
Ha xpomaTorpamme | MeTrnnaparnapokcubersoara Ha
MCMLITYEMOro pacTBOpa | XPOMAaTOrpaMMe CTaHAapTHOrO pacTBopa.
COOTBETCTBYET BPEMEHU
YAEPHABAMNA nuKa
mMeTtunnaparuapokcwbensoara
Ha XpoMaTorpamMme
| CTAHAAPTHOrO pactacpa.

|
3 | Average weight and “ 189.88 mg /189,88 mr Average weight 189.99 mg +7.5 % / Cpeanss
|

uniformity of mass/ CpeaHsas Macca 189,99 mr +7,5%

M
Mzgg: M 04HOPOAHOCTL ‘ 118/20 not more than + 7.5 %: /
Complies / CocTseTcTeyeT i18;20 He Bonee + 7.5 %: ’

‘ 2/20 not more than + 15%:/
! 2/20 ne GBonee t 15 %

2 . n
E;scic:ggg:;e [ 80-92% /80-92 % [Not less than 70 % (Q) of the labeled amount |
‘ of sennosides after 120 min. / He mesee 70 %
|

_.(Q) OT 3aABNEHHOTO COREPKEHNA CEHHO3MI0R
|Hepes 120 MuH.

]

Remarks : The Product conforms to ND/ i

_ Conciusion : APPROVED /
Npume :
HE YaHue: NpoaykT cooTBETCTRYET TpebosaHMsM 3aknouenue: OJOEPEHO
Checked by QC In-Charge / >

_ Vo . Approved by QA In-Charge /
AokymeHT nposepen OKK: = ‘ AokymeHT ogoSpen OOK%l ‘Q‘_’L P
Date / i.
e 2 C ol 2ede Date /
. | Oara: 2.@*(‘_')&—"20'2.@

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business P
la Ltd., ‘ ark, Ganpatrac Kadam Marg, Lower P ' “
At: Simchem Put. Ltd., Piot No. 60-65, Tuem industrial Estate, Tuem, Pemnern Gou. soamia o~ 200013, India




Cipla

CERTIFICATE OF ANALYSIS
CEPTUWOUKAT AHANTU3A

Page3of6 / Ctp. 3n36

Product: SENADE TABLETS 13.5 mg

Mpoayxr: CEHARE®, TABNIETKW, 13,5 mr

Batch No /Cepua Ne 486036 Batch Quantity /O61em 5845 packs /ynakoBoK
: cepum:

AR No / Ananutnyeckunin otvuetr ARF/055/2026|Date of Analysis / Oata 21.02,2026

Neg . laHanwuaa:

Date of Mfg / [laTa 02/2026 ;'Date of Expiry / ToneH go: 01/2029
NPOM3BOACTRA: ]

PL approved: / JIB yreepxaeH: 29.07.2025

Analysis performed according ND: / Ananu3s nposegéd no HAL: NN-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTbi nepBUYHOMA yNakoBKM yTeepKAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMUHO#A YNAKOBKY yTBEepXKaeHb!: 29.07.2025

N2 Test / MokazaTens

Result / PezynbTaThl

Specification / Hopma

5 | Loss ondrying / NoTepa B
Macce NPy BbICYLLMBAHWW

2.1% 2,1%

Not more than 6.0 % / He Gonee 6,0 %

!
1

6 | Methyl parahydroxybenzoate
/ a
MeTwunnaparnapokcnbenaoar |

0.038 mg/tab / 0,038 mriTab.

Mr/Tab.

| 0.028 to 0.056 mgftab. / OT 0,028 go 0,056

7 | Microbial purity test/ MukpoSuonoruyeckas ywetoTa

Total Aerobic microbia! count

ObLee 4icno aapoBHBIX
MHUKPOORraHW3MOB

/ 40 ciulg /40 KOE/r

Not more than 10° ofu/g/ He Gonee 10% KOE/r

Total combined yeast and
mould count / OBwee uucno

bite / JHTepobakrepuu,
YCTORYMBBIE K XKenYK

QOteyreteyoT KOE/M

Escherichia coii

Absent /OtcyTeTeytoT

Absentin 1g/OTcyTcTBne 8 11

3 2
MNECHEBbIX M APOACKEBbIX <10 cfufg / <10 KOE/r Not more than 10° cfu/g /He Bonee 10°KOQE/r
rpuboe
Enterobacteria resistant to Absent cfufg / ! Not more than 10? cfuig/ He Bonee 10° KOE/r

OaHopoaHocTs
i AC3INPCBAHHBIX BAUHMUL

L

COCTBETCTEBUW G TRESOBSHNAMM.

Salmonella spp. Absent /OTcyTeTBYIOT Absentin 10 g / Otcytctene B 10 -
Staphyloceccus aureus Absent / OtcyTcTBYIOT Absentin 1 g/ OTcytcTBre B 1T
8 | Uniformity of dosage units / B8.2/62 According to the requirements. / B

Remarks : The Product conforms ta ND/

Mpumeuanue: MpogykT cooTBETCTBYET TPEGOBAHNSM

Conclusion : APPROVED !/
3axnrovenme: OJOBPEHO

HA
Checked by QC In-Charge / A
pproved by QA In-Charge /
AokymenT nposepen OKK: AZEC‘-*'” OoxymenT afoSped QOK: —@w
Date /
. Date /
lata: ©26-0l.202¢ fara:  26:04.202¢

Cipfa Ltd. Cipla House, Peninsula Business Park, Gan

FMQCO003-15-15

At Simchem Pvt. Ltd., Plot No. 80-85. Tuem Industrial Estate, Tuem, Pernem Goa -403512

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDKUKAT AHANN3A
Page4of6 / Ctp. 4136
[Product: SENADE TABLETS 13.5 mg RI‘IQO;WKT: CEHAAE®, TABNETKU, 13,5 mr ]
'Batch No /Cepusi Ne 486036 |Batch Quantity /O6vem 5845 packs /ynaxosok |
: cepuu:
AR No / AHanuTnueckui oTuet ARF/055/2026 |Date of Analysis / JaTa 21.02.2026
Ne : aHanwsa;
Date of Mfg / flata 02/2026 Date of Expiry / FogeH o: 01/2029
NPOU3BOACTRA: _
Analysis performed according ND: / AHanua npoBeaén no HA: NN-Ne(011138)-(Pr-RU)}-290725

Artworks of primary package approved: / MakeTs! NepBUYHONR YNAKOBKKM YTBepXAeHbi: 29.07.2025
Artworks of secondary package approved: / MakeéThl BTOPMYHOH YNakoBKKN YTBEpxAeHbI: 29.07.2025 |
PL approved: / B yreepxaen: 29.07.2025

Test / NokaszaTens _! Result / PeayneTathl | Specification / Hopma
S B
Assay / KonuyecTBerHoe 14.07 mg / 14,07mr 1215 - 15583mg (900 - 115.0%)
onpegeneHwe (104.2 % /1 104,2 %) Senncsides equivalent to sennoside B in one

tablet. 7 OT 12,15 g0 15,53 mr (90,0 - 115,0 %)
CeHHO3WAOB B NEepecdeTe Ha cexqHosn] B B
o4HORA TabneTke.

10 | Package appearance / Primary packaging: 2C tablets |Primary packaging: 20 tablets in a blister
OnucaHKue ynakoeku in a blister made of three-layer |made of three-layer polyvinyl

polyvinyl ‘chIoride!poryethylenelpolyvinyiidene chloride
chloride/polyethylene/polyvinyli [{PVC/PE/PVDC) film and aiuminum foil
dene chloride (PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together

|film and with a package leaflet in a carton.

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

ﬂrsatirasrtv;::m% package leaflets [ependras  ynakoska: Mo 20 TabneTok B
_ Gnucrtep “3 AneHKn TPEXCNOWHON
(epeudHas ynakoeka. (o 20 |RCAVBAHWMNXNOPWE/NONUITUNEHMOTMBURUNNA
iTabnetox & 6nucTep n3 nnedky jenxnopug (MBX/MN2/MBOX) v aniOMUHWEBOR
TPExcnoHok cbonbru.

NOSMBAHKAXNORUA/NONNITHNEH | BropwuHas vnakoska:. o 2, 3 Gnwcrepa
l/nonuBuHRNMAEHXTOPUS :BMECTE C NWCTKOM-BKNAQbLILLEM B KAPTOHRYIO |
‘(FIBX!I'IGII'IB,DX) n nayky.

L ANOMUHNEBON dhonbry.
Bropuunas ynakoeka: Mo 25
6NCTEepOB B KaPTOHHYIO Nayky

C BNOXeHweM 25 nucTkos- | ‘

BKNagbilen. ‘

Mo 25 OnNMCTEPOB B KAPTOHHYH Radvky ¢
BACHEHWEM 25 NUCTKOB-BKNAALIWEN.

Remarks : The Praduct conforms te ND/ Conciusion : APPROVED /

MNpumevanue: NMpoaykr cooTeeTcTeyeT TpeboBaHMAM 3aknwvenue: OQOBPEHO

HA

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

Qoxyment nposepen OKK; ;’;f,o_,-u [ JokymeHT ogoBper OOK: %X/\f/@/p,

Date / "Date /

fara: 2 C-ole. L02L - | fara: ?—6'_047’ 20246 B

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page50f6 / Ctp. S5u3b
Product: SENADE TABLETS 13.5 mg NpoaykT: CEHALE®, TABNETKHK, 13,5 mr
Batch No /Cepua Ne 486036 Batch Quantity /O6bem 5845 packs /ynakoBoK
: COpPUM:
AR No / AnanuTtnyeckuid otyer ARF/055/2026|Date of Analysis / NaTa 21.02.2026
Date of Mfg / OaTa 02/2026 |Date of Expiry / Fl'ogen go: 01/2029
NpoM3BoACTRA: i
Analysis performed according ND: / Ananms nposegéd no HA: JIN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTb) NepBUYHON YNAKOBKW yTBEpXKAEHbI: 29.07.2025

Artworks of secondary package approved: / MakeTel BTOPUYHOW YNakoBKM yTBepxAeHbl: 29.07.2025
PL approved: / J1B yTeepxaeH: 29.07.2025 |

Ne Test / NokasaTens Result / PesynbTaThl ] Specification / Hopma

1t |Labeling / Mapkupoeka |Complies / CooTBeTCTBYET HIn accordance with Section 1.3.2 of Module 1
i of the registration dossier / B cooteeTcTBUM ¢
pasgenom 1.3.2 mogyna 1 perucTpauuonHoro
|,qocae.

12 |Storage conditions / Yenoeust |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
XpaHerus TeMmnepaType He Besiwe 25 °C.

13 {Shelf iife {expiration date) / 3vyears. /3 ropa

CpOK rogHOCTH (CPROK

ixpaHEHHH}
APl name / HammeroBaHne ADC: Sennosides A & B / Cenroanast A 1 B
INN / MHH: __Sennosides A & B/ CeHHosnanl Au B

APl manufacturer batch number/

Homep cepun npouzBoguTena A®C: CS0125184
FP Manufacturer APi Batch number/ :
Homep cepuu cyOGCcTaHLUMM NPOM3BOAMTENA 0001823968
rMeo: :

} Kothari Phytochemicals International,
APl Manufactured by, address & country / Nagari, Thanichchiyam Post - 625221, Madurai District, India /
MNpouzeoauTen: A®C.aapec U cTpaUa: Kotapu ®utokemukans UHTepHeLLHan,

Harapw, TaHu4ymam lMoct - 625221, okpyr Maaypan, Msauns

Remarks : The Product conforms to NO/ Conclusion : APPROVED /
Mpumeuaxmne: MpoaykT cooTseTCTBYET TPECOBaAHUAM 3axmoyenue: OJOBGPEHO
HO
Checked by QC In-Charge / Approved by QA In-Charge /
DokyMeHT nporepaH OKK: ﬂw HoxymenT ogobpen OOK: %)\’(}G‘%
Date / \ Date /
fata;  C O ren s farta: 26-04- 902G

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac 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
CEPTUDPUKAT AHANK3A

Page6of6 / Crp. 6u36

Product: SENADE TABLETS 13.5 mg

NMpogykT: CEHAOE®, TABNIETKW, 13,5 mr

Batch No /{Cepwna Ne 486036 Batch Quantity /O6bem 5845 packs fynakoBox
: CepuUu:

AR No [/ Avanutnuecknit otuet ARF/055/2026 Date of Analysis / flara 21.02.2026

Ne ; aHanwuaa:

Date of Mfg / Bara 0212026 Date of Expiry / Flogen no: 01/2029

NPOU3BOACTBA:
Analysis performed according ND: / AHanus npoeenéw no HA: INM-Ne(011138)-(Pr-RU}-290725
Artworks of primary package approved: / MakeTb! NepBUUHON YNAKOBKW yTBEpXaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPWYHOM YyNakoBKM yTEepXAeHbt: 29.07.2025
PL approved: / J1B yTeepxaen: 29.07.2025

Cipla Ltd., Simchem Pvi. Ltd., Plot No.60-65, Tuem Industriai

Estate, Tuem, Pernem G0a-403512, India (License No 576/L) /
Uwnna Nta., Cumeem MNet. 1T4., YuacTok Ne 60-65,

. Npombiwnedran sona Tyem, Tyem, MNepHem, [Moa ~ 403512, Mnauvs

{(NuyeHsurs Ne 576/1H

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

HanmeHoBaHme, agpec # HOMEpP NULIEH3INH
MNOIWAAKH, OCYWECTBNAIOLLSH
NPOU3BOACTBO/KOHTPOMNL KayecTBa/BLINYCK
mnmo

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 £conomic Union (No. GMP/EAEU/RU/01081-2024 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». /

3aknoyenne 0 COOTBETCTBUM: «HacTOAWNMM A NOATEEPXAAID, YT NPUBEASHHAs Bbile MMOPMAaLVs SBRAETCR
AOCTOBEPHOW 1 TOYHOR. 3Ta cepus NPoayKUMK NpouaBedeHa (BRIKYAs YNakoBKy (MapkUpOBKY) W KOHTPONE KauecTea)
Ha BbILLEYKA3aHHOW NPOMABOACTBEHHOR NNOWaake (NnoLaaKax) B NONHOM COCTBETCTBUW ¢ TpeSoBaHuaMMU MMpasun
Haanexawiei NpovMaBoACTBERHOA npakTUkn EBpasuitckoro akoHoMuueckoro cotcaa (Ne GMP/EAEU/RU/01091-2024 ot
14 pexabpa 2023 r.) n TpeboBaHMAMM KOHTPONS Ka4ecTBa NEKapCTBEHHbIX CPEACTB, @ TAKKE B COOTBETCTBWMU CO
cneLndnkauvaMK, COASPXALLMMUCA B PErVCTPaLMOHHOM AOChe CTpaHsbl-uMnopTepa. 3anucy No NPOU3BOACTBY,
YNAKOBKE W 3Hanuay NpoBEpEHbl, U YCTRHOBNSHO WX COOTBETCTBME TpeboBaHvsM [1pasun  Haanexawed
NPOV3BOACTBEHHOR NPaKTUKK EBPa3MACKOrO SKOHOMUYECKOro CO3ay.

Remarks : The Product conforms to ND/
Npumevanne: Npogyxt COOTBETCTBYET TpeboraHuam

Conclusion ;: APPROVED /
3akniouenue: ONOBPEHO

Checked by QC In-Charge /
HokymenT npoeepen OKK:

HAO
= &0

Approved by QA In-Charge / \
[okymenT opobpen QOK: ﬂax} cof
/

Date /

Nata: =2C -0lLirode

Date /
Hara:

2.6 0902 ¢

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

FMQCQ003-15-15

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

Parel. Mumbai - 400013, India.



