CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Cipla

Page10f6 / Ctp. 11436

'Product: SENADE TABLETS 13.5 mg

Npogyxr: CEHADE®, TAGNETKWU, 13,5 mr

npou3soacTea:

Batch No /Cepna Ne 486034 Batch Quantity /O6nem 5844 packs /ynakoBok
: cepuu:

AR No / AHanutu4ecknir otyer ARF/053/2026 Date of Analysis / laTa 19.02.2026

Ne : aHanuisa:

Date of Mfg / flaTa 02/2026 Date of Expiry / Fones no: 01/2029

Artworks of primary package approved: / MakeTki

PL approved: / NNB yreepxaeH: 29.07.2025

Analysis performed according ND: / Ananus npoeegéx no HA: NN-Ne(011138)-(PF-RU)-290725

NepBUYHON YNAKOBKM yTBEepXaeHbl: 29.07.2025

Artworks of secondary package approved: / MakeTs BTOPUYHOMK YITAKOBKM YTEREPXAEHDbI: 29.07.2025 |

Ne Test / Mokasarens Result / PeaynbraTte) Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTeercrayer dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
(ine on the other side. / Mnockve kpyrnsie
TaDNETKN €O  CKOWEHHbIMM  KpasMW  oT
| HREAMNGDOro 49 TOMNU-RUNITTHEDBU U LBe1a o
BKpanneHusMu. Ha opgHoi ctopoHe TabneTku
sbigasnedo cnoeo  «CIPLA», Ha Apyrod
; CTOPOHE - NIMHNS DA3NoMa.
2 | |dentification / UaeHTudbukauns
Anthraquinone glycosides / | Complies / . Formation of red color in ammonia layer, /
' CooTseTCTBYET | OkpawnBaHne aMMUaYHOro CNos B KPaCHLIN
AHTPAXWHOHOBLIE TIUKD3NAb! | user.
Qualitative reaction / .
KayecmaeHHas peaxuus ‘

Remarks | The Product conforms to ND/
NpuMmeyvanKne: NPOLYKT COOTBETCTBYET TpeboBannAM

Conclusion : APPROVED /
3axkniouyeHue: ONOBPEHO

Checked by QC In-Charge /
DNokymenT npoeepeH OKK:

HA
o

Approved by QA In-Charge /
NokymeHrT oactper OOK: .._,-»\'\‘c'-if"

Date / 200420246

Date /

fara: G0+ 026

fara:

FMQC003-15-15

Cipla Ltd ,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pﬂ%%ﬂgﬂb&i - 400013, India.
At Simci'lmem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa




Cipla

CERTIFICATE OF ANALYSIS
CEPTUODUKAT AHANU3A

L

Page2ofé / Ctp. 2ua6
Product: SENADE TABLETS 13.5m n OAYKT: CEHAﬂE@,_TAEJ'IETKM, 13,5 mr ’
lBatch No /Cepua Ne 486034 Batch Quantity /O6Lem 5844 packs /ynakobBoxk |

: cepnm:

IlAR No / Avanutuyeckum oTuer ARF/053/2026 [Date of Analysis / lata 19.02.2026
'Ne ; ‘ |aHanmaa:

Date of Mfg / ata 02/2026 |Date of Expiry / FopeH po: 01/2029

npouisBoacTea:

Analysis performed accordin
Artworks of primary package

PL approved: / B BepxaeH: 29.07.2025

g ND:/ Avanua npoBenéH no H
_ approved: /| MakeTws nepBUYH
Artworks of secondary package approved: / Makets! BT

OW YNakoBKM yTRepPKASHL!: 29.07.2025
OPUYHOHW YNakoBKuW YTREDKOEHE!: 29.07.2025 |

- ]

A: NM-Ne(011138)-(Pr-RU)-290725 I

Ne

Test/ Noxasartens [

Result / PesyabTaTh

I Specification / Hopma

[
Methy! Parahydroxybenzoate | The retention time of the mai
/ peak in the chromatogram of
the test sojution corresponds |
to the retention time of thel

Memnnaparu,qpoxcnﬁerraoar
HPLC 7 B3XX

n | 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 yaepxueaHun QCHOBHOTG NvKa Ha
chromatogram of standard XpoMatorpamMme  menbiTyemoro pacTeopa
soiution. / Bpems | acmxHo COOTBETCTBOBATL BpEMEHU
YASPHUBAHWA OCHOBHOIY NWKa YAEPHUBAHUR nuKa
Ha XpoMartorpamme | MeTUNnaparnapokcuBersoaTa Ha
; VCMbITYEMOrD PacTeOpa | XpoMaTorpaMmMe CTasaapTHoro pacTaopa.
! CCOTBETCTBYET BpEMEHY |
yoepxueanua MuKa
MeTUrnaparngpokeubenaoaTta
Ha XPOMarorpamme |
CTAHOAPTHOrO pacTBopa.
3 | Average weight and 187.00 mg /187,00 mr _iAverage weight 1?79590? mg 7.5 % / Cpeanss
uniformity of mass/ CpeaHss Macca 189,98 mr +7.5% o
Macca ¥ O4HOPOIHOCTE 18/2C not mare than ia?:ﬁ Yo, §
. Macchi Compiies / CooTBeTCTBYET  118/20 He Gonee + 7,5 %; _
2/20 not more than * 15%:/
-l 2120 He Bonee £ 15 %
0 0 % (Q) of the labeled amount
4 | Dissolution / T785% I77-85 % gfo;;ﬁfz;ihdaens -;ﬂer ‘523) min. / He meree 70 %
Pacteopenne (Q) OT 3anBNEHHOTO COAEPKaHUA CEHHO3NA0B
Jepes 120 MuH.

Conclusion : APPROVED /

Remarks : The Product conforms to ND/ 3aknioveHue: OIOBPEHO

Npumeyvanue: {TpofyKT cooTBeTCTBYET TPEBCBAHUAM

HA
=foAo.

Checked by QC In-Charge /
b 01024

Approved by QA [n-Charge /
RBokymerT oaofped OQOK:

/@\sﬁ

2604 2026

HokymeHT nposeped OKK:

Date /
faTa:

Date /
Jara:

FMQCD003-15-15

i~ 013, India.
Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lowgr Pa;%égluzmba| 400
AtP SimcHem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Gosa -



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTU3A

[Product: SENADE TABLETS 13.5 mg

Pagedofé / Crp. 3n3b
Npoaykr: CEHAJE", TABNIETKHU, 13,5 mr

Batch No /Cepus Ne 486034 'Batch Quantity /O6bem 5844 packs lynakoBok
: cepum:

AR No / Ananutnueckuit otuer ARF/053/2026 Date of Analysis / lata 19.02.2026

{Ne : aHannsa:

Date of Mfg / faTa 02/2026 Date of Expiry / FoneH po: 01/2029
NPou3BOACTRA:

PL approved: / B yreepxaeH: 29.07.2025

Analysis performed according ND: / AHanu3 npoBeaéH no HZ1: NM-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeThl NEpBUYHON YNaKOBKY yTBEpXAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeThi BTOPUYHON YNAKOBKM yTBepXASHEI: 29.07.2025

Ne Test / Nokasartensb Result / PesynbTaTh! Specification / Hopma

5 | Loss ondrying /NoTeps B i 20% /2,0% Not more than 6.0 % / He 6onee 6,0 %
MaGCGCe NpW BbICYLLUBAHKA

6 | Methyl parahydroxybenzoate 0.040 mg/tab / 0,040 mrira6. | 0.028 to 0.056 mg/tab. / Ot 0,028 ac 0,056
i mr/Tab.
MeTunnaparugpokcnbensoat

7 | Microbial purity test/ MukpoBuonorsyeckan 4ucToTa
Total Aerobic microbial count |
/ 4 4
OBLIEe YMENO 33POBHBIX 30 cfufg /30 KOE/r Not more than 10" cfu/g/ He 6onee 10" KOE/r
MWKPQORF2HWIMOB

| Total combined yeast and

mould count / Cowee yucno 2 2
NNEGHEBLIX # [PONOKEBHIX <10 cfulg / <10 KOE/Tr Not mere than 10° ¢fu/g /e Gonee 10° KOE/
rpubos
Enterobacteria resistant to Absent cfuig / Not more than 102 cfulg/ He Gonee 10? KOE/r
bile / Antepobarxrepuu, g g
YCTOWYMBLIE K Kenqu OvcyteraywoT KOE/r
Escherichia coli Absent /OTcyTcTBYIOT i Absentin 1g/ OtcyTcTBre 8 1+
Saimonella spp. Absent /OTeyTCTRYIOT Absent in 10 g / OTcyTcTBME B 10T
Staphylococcus aureus Absent / OTCyTCTBYIOT Absentin1g/OtcyTcTBe B 11

8 | Uniformity of dosage units / 55/85 According to the requirements. {/ B
QRHODOLHOCTE GOCTBETCTEMK C TpeboBaHNAMU.
LO3NPOBaHHLIX e4uHnL

Remarks : The Product conforms to NDY
Mpumeuanue: NpoaykT cooTeeTcTayeT TpeboBaHuaM

Conclusion : APPROVED {
Saxnavenue: OQOBPEHO

M

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

DokymenT npoeepeH OKK: wb“o : Ookyment ogobper OOK: @Lﬁ
Date / 20. Date/ 0604 -20

data: oL 1o2€ Data: 26

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Paref, Mumbai - 400013, india.
At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANWU3A

Pagedof6 / Ctp. 4nab

NpoaykT: CEHARE®, TABNETKWY, 13,6 mr

Product: SENADE TABLETS 13.5 mg

Batch No /Cepua Ne 486034 Batch Quantity /O6wem 5844 packs /ynakoBRok |
: . cepun:
AR No / AHanuTnveckni oTyeT ARF/053/2026 Date of Analysis / flata 19.02.2026

Ne : aHanuaa:

Date of Mfg / flata 02/2026 TDate of Expiry / TogeH no: 0172029

npousBoacTEa:

Analysis performed according ND: / Ananua nposeaés no HA: NIMN-Ne(011138)-(Pr-RU)-280725
Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKW yTBEpXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOpMYHON yNakoBKu yTBepxaeHbl: 29.07.2025

PL approved: / 1B yreepxaen: 29.07.2025 -

Ne Test / MNoka3zaTens

Result / Pe3ynbTarthi

Specification / Hopma

9 | Assay/KonudecTBenHoe
onpefenexne

13.90 mg/ 13,90mr
(103.0 %/ 103,0 %)

1245 - 1853mg (800 - 115.0%)
Sennosides equivalent to sennoside B in one
tabtet. / OT 12,15 a0 15,53 mr (90,0 - 115,0 %)
CeHHO3WA0R B NepecdeTe Ha CeHHO3WA B B,
0dHOl TabneTxe.

10 | Package appearance /

Primary packaging: 20 tablets

OnucaHre ynakosKku
polyvinyl

film and
fatuminum foil.

in a blister made of three-layer \made of

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

Primary_packaging: 20 tablets in a blister
three-layer polyvinyl
i chioride/polyethylene/polyvinylidene chloride
{{PVC/PEIPVDC) 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

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

MNepenwyHas ynakoceka: flo 20
TabneTok B GnUcTep U3 rNeHKu
TpexcnoiHow
NONUMBUHUAXNOPUA/NONUATUNEH
fnonuBKHUNIMOEHXNIOPUG
(NBX/N3/NBRX) v
ankMURUeBOR honbru.
Bropuunas ynakoeka: o 25
6NUCTEPOB B KapPTOHHYIO Nadky

1ama.ub|u.|eﬁ,

C BNOMeHWem 25 NWUCTKOB- |

carton. /

Mepeu4Haa _ynakoexka. Mo 20 Tabnetox B
nucrep n3 NNEHKK TPEXCNONHOM
NORVBUEUNXNOPUA/NCINATUNEH/MONUBUHUNKA,
euxnopug (NBX/N3MBAOX) n anioMuHWEBOR
onbr,

Bropwuras ynakoBka: Mo 2, 3 Bnucrepa
BMECTE C NMCTKOM-8KNaAbILUEM B KAPTOHHYIO
nauky.

Mo 25 BnwucTepoB B KAPTOHHY!O Nayvky C

'BNONEHNEM 25 NUCTKOB-BKNAABILIER.
!

Remarks : The Product conforms to ND/f
Mpumesanme: NpogykT cooTeeTCTBYST TPeboBaHnAM

Conclusion : APPROVED !/
Sanrovenne: OQOBPEHO

HO

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

OokymeHT npoeeper OKK: S;'B*b—-p HoxymenT ogebpen OQK: /@_/-\B
Date / Date /

Qata:  ©20 ol 2024 fara. 2600442026

FMQCO03-15-15

Cipla Lid.,Cipla House, Peninsuia Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Piot No. B0-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

_Cipld

Page50f6 / Ctp. 5u36

Product: SENADE TABLETS 13.5mg Npoayxr: CEHADE®, TABNETKMW, 13,5 mr

Batch No /Cepus Ne 486034 Batch Quantity /O6beMm 5844 packs /ynakoBokK
. cepun: _

AR No / AHanntrnuyecknin otuet ARF/053/2026 Date of Analysis / faTa 19.02.2026

Ne : aHanwuza:

Date of Mfg / laTa 02/2026 Date of Expiry / logeH go: 01/2029
NpOM3BOACTBA: \

Analysis performed according ND: / AHann3a nposeaén no HA: NM-Ne(011138)-(Pr-RU}-290725
Artworks of primary package approved: / MakeTbl NepBUYHON yNakoBKkn yTBepAEHbL: 29.07.2025

iPL approved: / 1B yTBepxaeH: 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPHYHOW YNAKOBKW yTBEPKAEHBI: 29.07.2025

1
|

Ne Test / NMoxa3zaTenk

Result / PesynbTaTbl

Specification / Hopma

14 |Labeling / MapkvpoBka

Complies / CooTBETCTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeeTcTeum C
pazaenom 1.3.2 moayng 1 pervcTpauyroHHoro
CAOCKLE,

|

12 [Storage conditions / Ycnosus
XpaHeHus

In a dry place at a temperature not exceeding 235 °C. / B cyxom mecte npu
TemnepaType He Bhiwe 25 °C.

! 13 |Shelf life (expiration date) /
Cpok rogHOCTH {CPOK
XpaHeHus)

3 years. / 3 ropa.

AP| name / HaumenoBaHwe AQC:

Sennosides A & B / Cendoanget Av B

INN / MHH:

Sennosides A & B/ CeHrganabl An B

APl manufacturer batch number /

mao:

Homep cepuy nponisoantens A®C: 50125181
FP Manufacturer API Batch number /
Homep cepum cyBCTaHLnN NPOU3IBOANTENA 0001818455

APl Manufactured by, address & country/
MpoussoguTtenb A®C,aapec u cTpaHa:

Kothari Phytochemicals International,

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

KoTapw ®utokemunkan3 HTepHewmHan,

Harapu, Tannuumusim Noct - 625221, okpyr Maaypai, MHava

Remarks : The Product conforms to ND/
MNpumeyanne: NpoayKT cooTseTcTByeT TpeboBaHUAM
HO

Conciusion : APPROVED !/
3aknrouenue: OJOBPEHO

Checked by QC In-Charge /
HokymenT nposeped OKK: 7‘£~Q"D

Approved by QA In-Charge /
AokymeHT oaobpen OOK: ﬂoﬁ/

Date /
Aara:

A -wle. 2oL4

| Bara

Date /

2042024

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A
Page6of6 / Ctp. 61n36
‘Product: SENADE TABLETS 13.5 mg [Npoaykt: CEHARE®, TABNIETKW, 13,5 mr
‘Batch No /Cepun Ne 486034 iBatch Quantity /O6tem 5844 packs fynakosox
: cepuu:
AR No / AHanuTnueckni otyer ARF/053/2026 Date of Analysis / Nara 19.02.2026
Ne : aHanu3sa:
Date of Mfg / lata 02/2026 Date of Expiry / TogeH po: 01/2029
NPOW3BOACTRA:

‘Analysis performed according ND: / Ananu3 npoeeaén no H: JIN-N2(011138)-(Plr-RU)-280725

Artworks of primary package approved: / MakeTbi NepBU4HON YNakOBKM yTBepXAeHbi: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOW YNaKOBKK yTBEpKAEHbI: 29.07.2025 |
:PL approved: / 1B yTBepxgeu: 29.07.2025

['Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Lid., Plot No.60-65, Tuem industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, ndia (License Ng 576/L) /
site { Hunna Nta., Cumkem MNeT. N14., YuacTok Ne 60-65,
HawmenoBaHue, anpec U HOMEP NULEH3NK lNMpombiuneHHas 30Ha Tyem, Tyem, MNeprem, MNoa = 403512, Haur

. AAOWAAKH, OCYWECTBNAKILULEH (Nuuenana Ne 576/
NPOUIBOACTBO/KOHTPONL KayecTEA/BRINYCK
rmo

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
comptliance 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 Geod Manufacturing Practice of the Eurasian Economic Union is establisheds». /

3akmoueHne O COOTBETCTBUM: «HACTOSLWUM A NOATBEPXKAAK, YTO MPWBEAEHHAS BbiLe uHbOpMaUMa ABNAETCS
ACCTOBEPHOM M TCUHOW. JTa cepus NpoayKLvK NponsBeaeHa (BKNIOMAA yNakoBKy (MApKMPOBKY) M KOHTPONL KasecTea)
HE BbllUeyKasaHHOW NPOVW3BOACTREHHCH NNowaake (NnowWaakax) B NoNHOM COOTBETCTBUM ¢ TpeGosaHusimu Npasun
HaANexaLeh NPOM3BCACTBEHHOR NPAKTAKW EBPa3uiickoro skoHoMuueckora cowaa (Ne GMP/EAEU/RUQ1091-2024 ot
14 pekabps 2023 r.) n TpebOBAHUAMK KOHTPONA KA4YeCTBA NEKAPCTBEHHLIX CPEICTB, @ TakKe B COOTBETCTBUK €O
CReUMPHUKALMAMK, COASPKAWMMICA B PETMCTPEALMOHHOM AOCHE CTPaHbI-MMROpTepa. 3anMcH NO NPOWM3BOACTEY,
YNakoBKE W aHanu3dy nposepeHbl, W YCTaHOBNEHO ux cooTeetcTeMe TpefosaHuam [MpaBun Hagnexawen
NPoUIBOACTBEHHON NPaKTUKK EBPa3MACKOro SKOHOMUUECKOTD COaas.

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

Mpumeyanne: FpogykT cooTBETCTBYET TpeboBaHNAM 3aknwuenne: OQOBPEHO

HA

Checked by QC In-Charge / Approved by QA In-Charge/ _
OokymeHT nposepen OKK: ?.fﬁ-&,_o JokymeHT oacBpen OOK: ________YL__C_’_-__P
Date / Date / i )

fata: 24 0L 026 Data: 26-04 2‘-’?_‘6

FMQCO003-15-15

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




