Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAITU3A

Page1ofé / Crp. 1136

Product: SENADE TABLETS 13.5 mg

MpogyxT: CEHALE®, TABJIETKI, 13,5 mr

Batch No /Cepusn Ne 486002 Batch Quantity /06bem 5848 packs /ynakoBok
: cepum:

AR No / Avanntuueckunit otuet ARF/010/2026|Date of Analysis / Oava 15.01.2026

Ne : aHanuaa:

Date of Mfg / flaTa 01/2026 Date of Expiry / Togen go: 12/2028
NPOU3BOACTBA:

PL approved: / 1B yTeepxaeHx: 29.07.2025

Analysis performed according ND: / Ananus npoBeaéd no HL: NTN-N2(011138)-(PF-RU)}-290725
Artworks of primary package approved: / MakeThi NepBHYHON YNAKOBKM yTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPHYHO YTAKOBKM yTBEpPXAEHbI: 29.07.2025

Specification / Hopma

Ne Test / Nokasatene Result / PesaynkTaTbl
1 | Appearance / Onucanmne Complies / Flat, round, beveled-edge tablets, brown to
CootBercTBYET dark brown, with speckles. The tablet has
“"CIPLA" embossed on one side, and a score
line on the other side. / INnockwe kpyrneie
TaBneTkm CO  CKOLWEHHBIMW  KPasiMM  OT
KOPWYHEBOro A0 TEMHO-KOPHWYHEBOrC LIBETa .
BKpannenwwamn. Ha ogHoW cTopoHe Tabnetku
BblgaeneHc cnoeo «CIPLA», Ha Apyroi
CTOPCHE - NURKUA pa3noma.
2 | |dentification / MaerTudukaums
Anthraquingne glyCosidesi Compiies / Formatiocn of red coler in ammcnia fayer. /
AHTDAXMHOHOBbIE FINKO3NS! CooTteeTcTBYRT Lot;gfn.unsaﬂme AMMKUaYHOrQ CNOA B KPACHBIi
Qualitative reaction / 5'
KavecmeeHHnas peaxuus ‘

Remarks . The Product conforms to ND/
Mpumeyanue: MNpoaykT COOTBETCTBYET TpebonaHnamM

Conclusion : APPROVED /
3aknovenune: QQOEBEPEHO

HA

Checked by QC In-Charge / - Approved by QA In-Charge / oD
DokyMenT npoeepen OKK: % OokymeHT oaobpen OOK: %‘7"
,EDi:‘{rZi; 2504203 € Egiea; 25 04« 2026

FMQCO003-15-15

Cipla Lta..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parei, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Cipla

Page2of6 / Ctp. 2136

Product: SENADE TABLETS 13.5 mg

[NpoaykT: CEHALE®, TABNETKU, 13,5 mr

Batch No /Cepun Ne 486002 gBatch Quantity /06bem 5848 packs lynakoBox
: CEPUM!

AR No / Ananutnueckuia oTyer ARF/010/2026 Date of Analysis / [laTa 15.01.2026

Ne : aHanwuaa:

Date of Mfg / flaTa 01/2026 Date of Expiry / FoaeH ao: 12/2028

npon3BOOCTBA:

Analysis performed according ND: / AHanuz npoeeaéx no HI: NMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBMYHON YNAKOBKKU YTBEpXAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNaKOBKK yTRepKAeHbI: 29.07.2025
PL approved: / JIB yTeepxaen: 29.07.2025

No Test / MNokazaTtenb Result / Pe3ynbTaTh) Specification / Hopma
Methyl Parahydroxybenzoate | The retention time of the main | The retention time of the main peak in the
/ peak in the chromategram of | chromatogram of the test solution should
MeTuwnnaparuapokcuensoar | 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. / Bpema
parahydroxybenzoate in the | yaepwupanua OCHOBHOro nwKa Ha
chromatogram of standard | xpomaTorpamMme  WcnbITyeMmore  pacTeopa
; sofution. ! Bpewms | gonxKo COOTBETCTBOBATHL BpEMEHN
| YAEDKWBAKUS OCHOBHOTO TIMKA | YAEPXKMBAHWA nuKa
Ha XpOMaTOrpaMMe | METURNaparnapokcnbenaoaTa Ha
WCTBITYEMOro pacTsopa | XpPOMAaTOrpaMMe CTAHOapTHOro pacTeopa.
COOTBETCTBYET BpEMEHM |
YOEPKMBAHUA nuKka |
MeTunnaparugpoxcuberHioaTa
Ha XpOMaTOrpaMme |
CTAHAAPTHOrO pacTeopa.
3 | Average weight and 180.20 mg /190,20 wr Average weight 189.99 mg +7.5 % / Cpeghsn
uniformity of mass/ Cpegnas macca 189,99 mr £7 5%
Macca W ORHOPOAHOCTE 18/20 not more than + 7.5 %; /
Maccs Complies / COOTBETCTBYET  118/20 He Bonee + 7.5 %:
2/20 not more than t 15%;/
2/20 He bonee + 15 %
4 | Dissolution / 83-98% /83-98 % Not less than 70 % (Q) of the labeied amount
PacraopeHue of sennosides after 120 min. / He MeHee 70 %
(Q) oT 3anBNEHHOrC CoaBPKaHNS CeHHOIUAOR

|vepe3 120 mun.

RO

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooTeetcTByET TPEBOBAHUSM

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge /
DokyMeHT nposeper QKK:

=

Approved by QA In-Charge /
HokyMeHT ogoGpen OOK:

s

Date /
ara:

olY - ke, LE2 £

Date /
ata:

2€- 042024

FMQC003-15-15

Cipla _Ltd,,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
At: Simchem Pvt. Ltd , Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page3of6 / Ctp. 3u3b

Product: SENADE TABLETS 13.5 mg

Npoayxr: CEHALET, TABNETKW, 13,5 Mr

NMPOU3IBROACTBA:

.Batch No /Cepua Ne 486002 Batch Quantity /O6bvem 5848 packs fynakoBox
: cepuum:

AR No / AHanutuyeckuit oTuer ARF/010/2026 Date of Analysis / flata 15.01.2026

Ne : aHanu3za:

Date of Mfg / laTa 01/2026 Date of Expiry / FlogeH po: 12/2028

Analysis performed according ND: / Avanus npoeeaénr no HA: NMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBKUYHOMK YNAKOBKK YTBEepXaeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOM YNaKOBKM yTEepHKAcHI: 29.07.2025
PL approved: / B yreepxaen: 29.07.2025

Ne

Test / Moxasatens ‘

Result / PeaynbTaTel

Specification / Hopma

5

Loss on drying / NoTeps 8
Macce Npu BoICYLIMBAHWNHK

2.1% 12,1%

Not meore than 6.0 % / He Bonee 6,0 %

6 | Methyl parahydroxybenzoate 0.041 mgttab / 0,041 mr/Ta6.  0.028 to 0.056 mgitab. / OT 0,028 o 0,056
/ Mr/Tab. '
MeTunnaparugpoxkcuberaoar

7 | Microbial purity test/ MukpoBuonoruueckas yucToTa
Total Aerobic microbial count |
f ' 4 4
OBLLee YNCN0 a3poBHBIX 50 efu/g /50 KOEMF Not more than 10" cfu/g/ He Bonee 10" KOE/r
MUAXPCOPTaHWIMOB
Total combined yeast and i
mould count / OBuee yncho i 2 2
NECHEBbIX U APOYOKEBLIX <10 cfufg / <10 KOE/r Not more than 10° cfu/g /He Sonee 10° KQE/T
rpuBos
Enterobacteria resistant to Absent cfulg / Not more than 102 cfuig/ He Bonee 10% KOE/r
bile / SuTepobaxkTepun, sen 9 ore ciurgr e bon
YCTOWUMBEIE K Kenuu Oteyreteyor KOE/T
‘Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTcTBUE B 1T
Salmonella spp. Absent /OTcyTCTRYIOT Absentin 10 g / OTtcytcTBHE R 10T

| Staphylococcus aureus Absent / OteyTcTBytoT Absentin 1 g/ OTcyTcTBue 8 11
8 | Uniformity of dosage units / 59/59 According to the reguirements. / B

OAHCPOAHOCTE

A03IrPOBAHHBIX eAWHNY

COOTBETCTBUN G TpeboBaHKAMN.

I _

Remarks : The Product conforms to NDf
Fipumeyanue: MNpoayKT coOTBETCTBYET TPeBOBAHUAM

HA

Conclusion : APPROVED !/
3aknodenue: QO0OEPEHO

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

RokywenT nposepex OKK.  ~=—C-~* PlokymenT onoBpen OOK: ﬁ,ﬁfﬁ&
Date/ 5 eoly, Date /

fava. = ° Hroze Nara: 2.58-04-2026

FMQCO003-15-15

Cipta 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 AHANU3A

Cipla

Pagedof / Ctp. 4n3b

Product: SENADE TABLETS 13.5 mg

Npoayxr: CEHALE®, TABJIETKM, 13,5 mr

Batch No /Cepun Ne 486002 Batch Quantity /061Lem 5848 packs /ynakoBox
: cepUn:

AR No / AHanutnueckui oTueT ARF/010/2026 Date of Analysis / fata 15.01.2026

Ne : aHanuaa:

Date of Mfg / flata 01/2026 Date of Expiry / Fogen po: 12/2028

NPOU3BOACTHA:

Analysis performed according ND: / AHanu3 npoeeaén no HA: J1M-Ne2(011138)-(Pr-RU}-290725
Artworks of primary package approved: / MakeTbi nepBUYHOM YyNakoBKMU yTBep¥AeHL!: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPHUHOM YNakoBKKW yTBepXAeHbI: 29.07.2025
PL approved: / JIB yTeepxaen: 29.07.2025

Ne Test/ Nokazatene Result/ PesyneTathl I Specification / Hopma
9 | Assay / KonvdecteeHHoe 1413 mg / 14,13mr 1215 - 1583mg (800 - 115.0%)
onpegeneHve (104.7 % / 1047 %) Sennosides equivalent to senncside B in one
tablet. / O7 12,15 o 15,53 mr (90,0 - 115,0 %)
CeHHO3WA0B B Nepec4eTe Ha CeHHoswh B B
opHon Tabnetke.
10 | Package appearance / Primary packaging: 20 tablets |Primary packaging: 20 tabiets in a Dbiister

OnuncaHune ynakoeku

/in a blister made of three-tayer
polyviny!

chloride/polyethylene/polyvinyli
dene chicride (PVC/PE/PVDC)

film and

aluminum foil.

Secondary  packaging: 25
blisters with 25 package leaflets
lin a carton. /

Depev4Has ynakoska: Mo 20
TabneTok B BMcrep U3 NneHku
TPEXCNOAHON
NONWBUHWAXNOPU/NONUATUNEH
/nonuBAHUNMaEHXNOPUA
(NBX/N3MBAX) u
anioMnHreBoi donbri.
BropwyHas ynakoska: Mo 25
BNUCTEPCE B KAGPTOHHYIC Nadky
C BrnoxeHnem 25 nNucTKoOB-
BKNa4biLIeH.

made of three-layer polyvinyl
ichloride/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. /

MNepewydas ynakoeka: Mo 20 TabneTok B
énuctep U3 NNEHKK TpexcnoRHOW

NONUBUHUNXNORUA/NGAKITUNER/NONMBUHWANA
eHxnopua (MBX/M3MBAX) v anioMUHUeBON
doneru.

BropwuHan ynakoska: Mo 2, 3 Onuctepa
BMECTE ¢ NUCTKOM-BKNALBILIEM B KADPTOHHYIO
naqky.

Mo 25 GNuCTepoB B KAPTOHHYKY Nauxy cC
BNOWEHWEM 25 NWCTKOB-BKNagbILIEA.

Remarks : The Product conforms to ND/
Mpumeyvanme: MpoaykT COOTBETCTBYET TpEbOBAHUAM

HQ

Canclusion : APPROVED /
3axnwyenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

= - ; Lol
AokymenT npoeeper OKK: aﬁ"c,-o OokymerT 0gobpen OOK: @/"
Date/ — S Date /

Nara: 25 oH [farta: 2S04 2026

FMQCQ03-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrac 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
CEPTUDUKAT AHANIN3A

PageSofé / Ctp. 5usb

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAOE®, TABNETKM, 13,5 mr

Batch No /Cepnna Ne 486002

Batch Quantity /O6wem

5848 packs /ynakosox

AR No / AHanuTvueckuit otuer ARF/010/2026
NQ "

Date of Analysis / flata
aHanuaa:

15.01.2026

Date of Mfg / QaTa 01/2026
NpoM3BOACTBA:

Date of Expiry f Foaen go: 12/2028

Analysis performed according ND: / Aranu3 npogeaén no HI: INN-Ne{011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTkbl NepBUYHON YNAKOBKM YTREPXAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPMYHOW YNAaKOBKM yTBepxAeHbl: 29.07.2025

PL approved: / 1B yTeepxaeH: 29.07.2025

Neo Test / MokasaTteno

Result / PeaynuTatil

Specification / Hopma

11 |Labeling / Mapkupceka

Complies / CooTeeTcTRYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B8 COOTBETCTBMA C
pasgenom 1.3.2 mogyna 1 pervcTpauncoHHOrS
aocke. i

12 Storage conditions / Yenoeua |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecte npwn

XpaHeHna

iTemneparype He Bbile 25 °C.

13 |Shelf life {expiration date) /
Cpok rogHocTy (CpoK
XpaHeHrs)

'3 years. / 3 roga.

API name / HaumeHoBaHne ADC:

Sennosides A & B/ CenHosuabl A wn B

INN / MHH:

Sennosides A & B/ CerHoauabl A v B

APl manufacturer batch number/

Homep cepuu npouMisogurenn AGC: C80125145
FP Manufacturer APl Batch number/
Homep cepumn cyGeTaHuMKn Npon3BoauTEnsa 0001797879

Mmao:

i APl Manufactured by, address & country /
Npouwasoautens ADC aapec u cTpaHa;

Kethari Phytochemicals International,

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

Kotapu ®uTtokemukans UntepHewunnan,

Harapw, TaHwq4mam Moct - 625221, okpyr Magypait, UHaus

Remarks : The Product conforms to ND/
Npumevanne: MpogykT COOTBETCTBYET TpeBoBaHWAM

RO

Conciusion : APPROVED {/
3aknwuenme: OOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -
OokymeHT npoeepen OKK: 9;E/t"9 JokymeHT oaoBpex OOK: @"_}K’aﬁ
Date / h : Date /

fataa 25 0&%202¢ | fara: Q"g'f:’q' 202G

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTMOUKAT AHAIIN3A
Page60f6 / Ctp. 6136
Product: SENADE TABLETS 13.5 mg Npoayxr: CEHARE®, TABJIETKW, 13,5 mr
Batch No /Cepus Ne 486002 Batch Quantity /06kem 5848 packs /ynakosox
: cepuu:
AR No / AHanuTnuyeckui oTyer ARF/010/2026|Date of Analysis / faTa 15.01.2026
Ne : aHanwnaa:
Date of Mfg / AaTta 01/2028 Date of Expiry / Tonen pgo: 12/2028
npousBoacTea:

Analysis performed according ND: / Avanu3 nposeaén no HA: J111-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHON YNaKoBKM yTBEPXKAEHb: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKY YTBepPXKAeHbI: 29.07.2025
PL approved: / 1B yrBepxaen: 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 Goa-403512, india (License No 576/L) /
site / Uunna Nta., Cumkem NeT. NIT4., YuacTok Ne 60-65,
HaumeroBaHue, anpec U HOMEpP NMULUEH3UH MpomelneHHasn 3oHa TyeM, Tyem, MNepHem, Moca — 403512, MHaus
NNOWAaOKKH, OCYLECTENAIOWE H _ (tuueHzng Ne 576/
NPOUIBOACTBO/KOHTPONL KauecTBa/BbINYCK

Mme

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 established». /

3awioueHne O COOTBETCTBHM: «HacToAWMM R NOATBEPKAAK, YTO NPUBEAEHHAS BhilUe MHOPMaLMA SBNRETCS
AOCTOBEPHOW M TOMHOW. 3Ta Cepust NPOAYKUMKM Npovu3BeaeHa (BKIOHan YNaKkoBKy (MApKVPOBKY) N KOHTPONL Ka4yecTBa)
Ha BblLIEYKA3aKHOW NPOW3BOACTBEHHON NNowagke (Mnowagkax) B NonHOM CooTBeTCTBUM © Tpebosannamin Mpaswn
Hagnexaweil NPOU3BOACTBEHHOA NpakTvkk Eapaauiickoro akoHoMuueckoro coloaa (Ne GMP/EAEU/RU1091-2024 ot
14 pexabps 2023 r) v TpeGoBaHUsMK KOWTPONA KE4€CTEBA NEKAPCTBEHHLIX CPEACTB, @ TakKke B COOTBETCTBMU CO
CneundnkaunamMy, COASPKALLMMIACA B PeryCTPaLMOHHOM JOCbe CTPaHbl-AMnopTepa. 3anuch no npousBoaAcTBY,
YNaKkoBKE W aHanusy nposepeHbl, W YCTaHOBNEHO WX cooTBeTcTeve Tpebosanuam [lpaessn Hagnexawei
NPCU3BOACTBERHON NpaKTMKM EBPasniickoro aKOHOMUYECKOro cosay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: Npoaykr cooTseTcTRyeT TpeBoOBAHUAM Saknwuenne: QQOEPEHO

HO

Checked by QC In-Charge / %}j Approved by QA In-Charge / b
HoxymenT nposepeH QKK: JokymedT oacBpen OOK: /
Date / Date /

[ara: Q S . ole oL Nata: ] 2 € o4 2026

FMQCQ003-15-15

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



