CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Cipla

Page1of6 / Ctp. 1n36

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

Batch No /Cepua Ne 486020 Batch Quantity /O6vem 5847 packs /ynakoeok
: ) cepvn;

AR No / AHannTtuueckni oTuer ARF/034/2026 Date of Analysis / Qata 04.02.2026

Ne : aHanwnia:

Date of Mfg / [laTta 01/2026 Date of Expiry / TogeH pgo: 12/2028
npou3BoAacTBa:

PL approved: / NB yTeepxaeH: 29.07.2025

Analysis performed according ND: / AHanu3 npoBeaéd no HA: NM-Ne(011138)-(Plr-RU)-290725
Artworks of primary package approved: / MakeTbl NREPBMYHON YNAKOBKK yTBEpPKAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUYHON YNaKoBKU yTBepXAeHb!: 29.07.2025

Ne Test / MokazaTene Result / PeaynbTaTtb) | Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tabiets, brown to
CooteeTcrayer dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Tnockwe Kpyrabie
TabnetTkn CO  CKOWEHHBIMW  Kpasmn  oT
KOPYYHEBOrS A TEMHO-KOPWMHEBOTO LBETa C
BKpanneHusiMu. Ha ogHol cTopore TabneTku
eoigaenede cnosc  «CIPLA», Ha gpyro#
CTOPOHE - NUHWA Pa3NoMa.
2 | Identification / MaenTudukaums
Anthraquinone glycosides / Complies / | Formation of red celor in ammonia layer. /
i CooTBETCTBYET | OKpaLWWBAHWE aMMWAYHOTO CNOA B KPACHLN
AHTPaXMHOHOBEIE MIMKO3UIbI ‘ LBeT.
Qualitative reaction / |
KavecmeeHnas peaxkyus ‘

Remarks . The Product conforms to ND/
MpumevaHue: [MpoayKr COOTBETCTRYET TpeboBaHUaM

Conclusion : APPROVED /
3akmwveHune: ONOBPEHD

HA
Checked by QC In-Charge / %E 0

[oxymenT npobepeH OKK:

Approved by QA In-Charge /
OokymenT oactper QOK: gg/)l‘ﬁi

Date / DS 0201

Date /

fata: 25 0420206

Hara:

Cipla Ltd. Cipla House, Penin

FMQC003-15-15

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

At : Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHANUIA

Cipla

Page2of6 / Ctp. 2u36

Product: SENADE TABLETS 13.5mg

Npoaykr: CEHA}J,EE, TABJNNETKW, 13,5 mr

Batch No /Cepun Ne 486020 'Batch Quantity /O6uem 5847 packs /ynakoBox
: cepum:

AR No / AHanutuyeckun otuetr ARF/034/2026 Date of Analysis / faTa 04.02.2026

Ne : aHanmn3a:

Date of Mfg / flaTa 01/2026 Date of Expiry / FToaen no: 12/2028
NpoM3BOACTRA:

Analysis performed according ND: / Avanus nposenéH no HA: JIN-Ne(011138)-(Pr-RU)-290725
IArtworks of primary package approved: / MakeTbl NEPBMYHON YNaKOBKY yTEREpX¥aeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOpU4HON YNaKoBKMU YTBepXAeHb: 29.07.2025
PL approved: / NB yreepiaeH: 29.07.2025

No Test / Nokazatens

Result / PeaynuTaThl

Specification / Hopma

Methyl Parahydroxybenzoate
/

MeTtunnaparmgpokcubensoar
HELC /7 B3XX

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

parahydroxybenzoate in the
chromatogram of  standard
solution. / Bpems
YAEPXNBAHMA OCHOBHOTO NiKa
Ha XPOMaTorpamme
UCNBITYEMOro pacTeopa
COOTBETCTBYET BpeMenn
yaepXUuBaHKA nukKa

MeTUaNapariapa kcnbBeHsoara

Ha XPOMATOrpamMme |

CTaHAApTHOrC PacTBopa.

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 |

yAepKMBaHWS DCHOBHOTO nuka Ha
XpoMaTorpamme  MCNBITYEMOrO  pacTacpa
AOMKHO COOTBETCTBOBATH BDEMEHW
YAEDHUBAH WS nuKa
MeTunnaparnaporerBensoaTa Ha

XpomaTorpamme CTaHaapTHOro pacteopa.

3 | Average weight and
unifarmity of mass/ CpeaHas
| Macca 1 0AHOPOAHOCTE

| Macchbl

190.40 mg /190,40 wr

Complies / CooTReTCTRBYQT

Average weight 182.98 mg 7.5 % / Cpepuas
macca 189,99 mr £7,5%

18/20 not mare than + 7.5 %; /
18/20 He Bonee £ 7,5 %,;

2120 not more than + 15%;/
2/20 He Bonee £ 15 %

4 | Dissolution /
| PacTeopeHne

78-90% /78-90 %

Not less than 70 % (Q) of the labeled amount

of sennosides after 120 min. / He mevee 70 %
(Q) OT 32RBNEHHOTC COAEPKaHUsA CEHHOINAOB
yepes 120 MuH.

Conciugion : APPROVED /

Remarks - The Product conforms to ND/
Mpumeuanne: [POAYKT COCTBETCTBYET TpeboBaHUAM

HA

3aknovenme: OQOBPEHO

! Appraved by QA In-Charge /

Checked by QC In-Charge / = . go)w

OokymenT nposeper OKK: r{-*-*p OokymeHT ogobpeH QOK ; N
Date / <. Py

E::-: RGO L2026 | Jata: 2504

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pa;ef:)légﬂ1u2mbai - 400013, India.
At - Simehem Pyt Ltd., Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page3dof6 / Ctp. 3u36
Npoaykr: CEHAQE®, TABNETKW, 13,5 mr

Product: SENADE TABLETS 13.5 mg

‘Batch No /Cepun Ne 486020

Batch Quantity /06bem
cepuu;

5847 packs /ynakosoxk

AR No / AHanuTtuyeckuin otyer ARF/034/2026

Date of Analysis / flata 04.02.2026
No : aHanuaa:
Date of Mfg / Jara 01/2026 :Date of Expiry / ToneH go:  12/2028 N
NPOM3BOACTRA: i

Analysis performed according ND: / Ananuz npoeeegéx no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepEMYHON ynakoBkwu yTBepxAeHbI: 29.07.2025

PL approved: / NB yreepxaeH: 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPUYHOM YRakoBKM yTBepXAeHk!: 29.07.2025

Ne

Test / NokaszaTtens

Result / PeayneTtaTths

Specification / Hopma

5

Loss on drying / MoTeps B

Macce Npu BeICYLIWBAHWUM

2.5% 12,5%

Not more than 6.0 % / He Gonee 8,0 %

6 | Methy! parahydroxybenzoate
,J f

Metunnaparnapokcubensoar |

0.047 mg/tab / 0,047 mriTaB.

0.028 to 0.056 mg/tab. / Ot 0,028 a0 0.056
mr/Tab.

7 | Microbial purity test/ MukpoBuonorwieckas ncrora

Total Aerobic microbial count
/
OBwee “Ueno aspobHbix
MWUKPOORMaHN3MOB

40 cfu/g /40 KOE/r

Not more than 10° cfu/g/ He Gonee 10* KOE/

Total combined yeast and
mauld count / OBiee yucno
NNECHEBLIX U JDONCKEBbIX
rpubos

<10 efu/g / <10 KQE/r

Not more than 107 cfu/g /He Gonee 102 KOE/r

Enterobacteria resistant to
bile / InTepobakTepuu,
YCTOAYMBLIE K XKENHU

Absent cfu/g /
OrcyrerayloTr KOE/T

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

Escherichia coli

Absent fOTcyTCTBbe

Absentin 19/ OtcytciBue s 1r

Salmonella spp.

Absent /OTCYTCTBYIOT

Absentin 10 g / Otcytcteue B 101

Staphylococcus aureus

Absent / OTCyTCTRYIOT

Absentin 1g/OTcytctBne B 1r

8 | Uniformity of dosage units /
QaHOPOAHOCTD

5.4/54

A03MpOBaHHbIX EAMHNL

According 1t the requirements. / B

COOTBETCTBHW C TpeﬁoaaH HAMH,

Conclusion : APPROVED /

. The Product conforms to ND/
Romarke y 3awnwuenme: OQOBPEHO

Mpumesanme: NMpoayKT cooTeeTCTBYET TREOOBAHMAM
HA

A In-Charge /
Checked by QC In-Charge / O Approved by Q . | z (&P
Jokyment nposeper OKK: ,-»-i’—" NokymeHT ogabper OOK: I
Date / . -
Date / .o 2020
nsz; A5 0A- 102 fdata: 25

FMQCD03-18-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At ® Simchem Pvt, Ltd., Plot No. 80-65, Tuem industrial Estate, Tuem, Pernem Goa -403812




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATNTN3A

Page4of6 / Crp. 4u3b

Product: SENADE TABLETS 13.5 mg

Npoayxkr: CEH

ALE® TABNETK#M, 13,5 mr

Batch No /Cepua Ne 486020 'Batch Quantity /O61em 5847 packs lynakoBok
: CEPUM:

AR No / Ananutnyecknin otyer ARF/034/2026|Date of Analysis / laTta 04.02.2026

Ne : aHanwvaa:

Date of Mfg / flaTa 01/2026 Date of Expiry / FT'ogen go: 1212028
Npou3BOACTBA:

Analysis performed according ND: / Ananu3 nposeaén no HIl: NMN-Ne{011138)-(PT-RU}-290725

Artworks of primary package approved: / MakeTol NepBMYHON YNAKCBKK YTBepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOM YNAKOBKW YTBEpPXAEHb!: 29.07.2025 |
PL approved: / 1B yreepxaen: 29.07.2025

Ne

Test/ MokazaTens

Result / Pe3ayneraTil

Specification / Hopma

9

Assay / KonwyectseHHoe
onpeaeneHne

14 05 mg / 14,05mr
(104.1 % / 104,1 %)

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent to senngside B in one
tablet. / OT 12,15 go 15,563 mr (90,0 - 115,0 %)
CEHHO3WAOB B nepecyeTe Ha cexHnoava B b,
ofHol TabneTke. f

10

Package appearance /
OnncaHwe ynakoBKu

|

Primary packaging: 20 tablets

tD0lyvinyi
{chioride/polyethytene/polyvinyli

[NORVBMAMNMAEHXNOPUA

iBTopuuHas  ynakceka:. Mo 25

in a blister made of three-layer

dene chioride (PVC/PE/PVDC)
film and

aluminum foil. |
Secondary  packaging: 25
blisters with 25 package leaflets
in a carion. /

MNepBu4Hasa _ ynakoeka: Mo 20
Tabnetok 8 ORUCTED M3 NNEHKKW
TPEXCNoAHOM

NONVBYHUMXNORPUA/NONUITUNEH

(NBX/N3MBLX) n
anmMUHEBOH oMbV,

BnucTepos B KAPTOHHYIO Navky
¢ BROXEHMeM 25 nNWUCTKOB-
BRNagblWeh.

Primary packaging: 20 tablets in a blister
made of three-layer polyviny!
chloridefpoiyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foit.
Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carten.

25 biisters with 25 package leaflets in a
carton. /

MNepavymas  ynakceka, o 20 Tabnetok B
Gnucrep u3 NAEHKK TPEXCNoRHON
NCAKBUHUNXNODWA/NONUATUNEH/NONMBUHUNUA
enxnopua (NMBX/MN3/MBAX) v anomaHKesoR
thonbry.

BropuyHaa ynakoska: Mo 2, 3 BnucTtepa
BMECTe ¢ NCTKOM-BKNEAbILIEM B KSPTOHHYID |
nauky.

Mo 25 BnucTepoB B KAPTOHHYID f@4ky ©
BINOKEHNEM 25 NUCTKOB-BXNAALILLIENA.

Remarks : The Product conforms to ND/
MNpumeyanne: MpoaykT cooTBeTcTRyeT TPeOOBAHNAM

Conclusion : APPROVED /
3aknwouenne: OQOBPEHO

HAO

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

JokyMeHT npoeepeHd OKK: 'F‘:,EJ-A-a DokymerT opodpen OOK: ’ﬁ. g;)/‘@ﬁi
tef Date /

Nara: 28-0L20x( Mee | 2S04 2026

FMQCO003-15-13

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
CEPTU®UKAT AHATIU3A

Page5of6 / Cvp. 5uaé

[Product: SENADE TABLETS 13.5 mg

Npoayxr: CEHANE®, TABNETKW, 13,5 mr

INPOM3BOACTBA:

Batch No /Cepua Neo 486020 Batch Quantity /06mem 5847 packs /ynakoBoxk
: cepum:

AR No / Ananutuueckuit otuetr ARF/034/2026|Date of Analysis / flaTa 04.02.2026

No : aHanusa:

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

Artworks of primary package
Artworks of secondary package a

Analysis performed according ND: / Ananus nboae.néu no HA: 1TN-Ne(011138)-(Pr-RU)-290725

approved: / MakeTe! NnepBMYHOM yNakoBKu yrBepxaeHor: 29.07.2025

pproved: / MakeTk! BTOPHYHOM yNaKkoBKK YTBEpXKOeHb!: 29.07.2025 |
PL approved: / B yreepxaes: 29.07.2025

Ne |

Test / Nokazarens

Result / PesyneTatsl

Specification / Hopma

11 |Labeling / Mapxupoexa

Complies / CooTsercTayet

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeeTeTeMM ¢

i.paa,qenom 1.3.2 Moayns 1 pervcTpaunoHHoro
ocee.
|£l

12 |Storage conditions / Ycnosus
XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B cyxoM mecte npu
TeMNeparType He Bbile 25 °C.

13 (Shelf life (expiration date) /
: CpoK roaHocTy (Cpox
| |xpaHeHus)

3years. /3 roga.

AP| name / HaumeHoBaHue ADC:

Sennosides A & B / CeHnoaugpl A u B

INN / MHH:

Sennosides A & B/ CeHroaugel A u B

APl manufacturer batch number /
| HoMep cepuu npoxrssogurenn ADC:

C50126173

FP Manufacturer APl Batch number /

Homep cepumu cyGecTaHumu npowssoguTens
Mmao:

0001818447

i APl Manufactured by, address & country /
MponzeoauTens ADC,agpec v cTpaKa:

|

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTapn PUTOKEMWUKAN3 MuTepHewWHan,
Harapw, Tadwn44usam MocT - 625221, okpyr Magypan, Uraua

Remarks : The Product conforms to NO/

HA

MpumevaHne: TpofykT cooTeeTcTeYEeT TpeboBaHnsM

Conciusion : APPROVED /
3aknwyeHue: OJOBPEHO

Checked by QC In-Charge /
LoxymeHT npoeepeH OKK:

=

Approved by QA In-Charge /
fokymeHT ogoSped OOK: /@a)}(ﬁﬁ

Date / o)_dgou‘-}_o%
dara:

Date /
dara:

2¢-64.2020

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 66-65, Tuem Industrial Estate, Tuem, Pernem Goa -403912



Cipla

CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIN3A

Product: SENADE TABLETS 13.5 mg

Page6of6 / Ctp. 6u36

NpoayxT: CEHADE®, TABJIETKU, 13,5 mr
SBatch No /Cepus Ne 486020 Batch Quantity /06nem 5847 packs /ynakorok |
: cepuu:
AR No / AHanuTUYeckun oTyer ARF/034/2026|Date of Analysis / laTa 04.02.2026
Ne : aHanuaa:
Date of Mfg / Qata 01/2026 Date of Expiry / Fonen ao: 12/2028
fiponaroacTBa; ;
Analysis performed according ND: / AHanu3 npoBeaéH no HA: NN-Ne(01 1138)~(Pr-RU)}-280725
Artworks of primary package

approved: / MakeTbl nepBuuHOM YNaKoBKMW yTBepxaeHsl: 29.07.2025
Artworks of secondary package approved: / MakeTbl 810

PUYHOW YNAKDBKM yTBe eHbr: 29.07.2025
[PL approved: / NB yraepwaen: 29.07.2025 i

Name, addrgss, _authorization _No for FP Cipla Ltd., Simchem Pvt. Ltd. Plot No.60-65, Tuem Industrial
n]tan;Jfacturmg site / Control site / Release Estate, Tuem, Pernem Goa-403512, India {License No 576/L) /
site

Uunra N1a., Cumkem MNeT. Tta., Yyactok Ne 60-65,
HaumeHoBaHue, agpec u HOMEP NUUEH3nK ! MpomeiuneHHas 3oHa Tyem, Tyem, fleprem, Moa ~ 403512, Muawna
NAOWanKu, oCyllecTBNAOWeH '

1_ {NMuueHsus Ne 576/M)
NPOM3BOACTBO/KOHTPONL KavecTBa/BbINyCK |

mo

!

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/iabeling 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
comptiance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aknwueHwe o COOTBETCTBUM, ﬁHaCTOHLuHM A NOATBEpPHOatD, YTO npuBejeHAan Bbille HHCbOpMaLl,IﬁFl ABNAETCH
AOCCTOBEPHON W TOMHOW. 3Ta cepun NPCAYKUNAW NPOM3BEAEHa (BKIKOYAR YNaKoBKY (MapKupoBKy) v fI;OHTDOJ;I;‘ :aaigaanag
H2 BbLILLUEYK23aHHOA N OHSBO}JCTBEHHOF‘I anowaake (nnomankax) B NONHCOM COOTBETCTEMK C TpEeDOBaHK
Hap.nemaz.teﬁ npOH3BOF.jQCTBeHHOIFI npaKkTUKK Eppasuiickoro akoHomudeckore cotwaa (Ne GMP/EAEU/RU/01091-2024 ot
14 pexkabpsa 2023 r) » TpebOoBaAHUAMKM KOHTPONS KadyecTBa NEKapCTBEHHbIX CPEACTB, 8 TakKe B COCTRETCTBUM Bco
cneurndUKaLMaMKN, COLEPKALLMMUCA B PETUCTPELMOHHOM [OCLE CTpaHbl-uMrcpTepa. 3anucu no npomaso,qacr eg.:_;i
yNBKOBKE UM A&HANW3Y TNPOBEPEHb, U YCTAHOBNEHO Wx cooTteetcreve Tpebosanuam [lpaeun wHagnexal
NPOW3BOACTEEHHOR NpaKTUkU EBPA3MIACKOTO 3KOHOMUHECKOrO COK3a».

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

NMpumeuaune: NpoaykT cooteeTcTBYET TpehoBaNUAM

HA

3axmoyerue: OQOBPEHO

Checked by QC In-Charge /
DokymeHT npoeepeH OKK: 9&,(3\-9

| NokymenT oaobpeH QOK:

Approved by QA In-Charge / /@&M

—

Date/ 2% .0 1004
LQaTa:

ate /
EaTa: 25-04.. 2028

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 industrial Estate, Tuem, Pernem Goa -403512



