Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNIU3A
Page1of6 / Ctp. 1136
[Product: SENADE TABLETS 13.5 mg Npoaykr: CEHALE®, TABNETKW, 13,5 mr o ]
Batch No /Cepus Ne 486012 |(Batch Quantity /06nem 5843 packs /ynakosok
: - cepuu: _
AR No ! Ananutnuecknin otuetr ARF/022/2026 Date of Analysis / faTa 27.01.2026
Ne : aHanusa:
Date of Mfg / [laTa 01/2026 |Date of Expiry / FoaeH no: 12/2028
NPOU3BOACTBA:
Analysis performed according ND: / Ananus npoeené+ no HA: NN-N2(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTbl nepBUYHOR YNAKOBKN yTBRERMAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBKM YTBEPKAEHLI: 29.07.2025

PL approved: / 11B yrBepxgeH: 29.07.2025

Test / NoxalaTens

Result / PeaynuTars ] Specification / Hopma

Appearance / Onucanue _ Complies / IFlat, round, beveled-edge tablets, brown to
} CooTsetcTByeT |dark brown, with speckles. The tablet has
|"CIPLA" embossed on one side, and a score
|" line on the other side. / TInockue Kpyrnee
TabNeTkn CcO  CKOWEHHbIMW  Kpasmv  oT
| KOPWMHEBOMO A0 TEMHO-KOPWYHEBOro LUBeTa C
‘ BKpanneHuamMn. Ha ocpHoh cTopoHe TabneTku
f iBbligaBnero  cnoso  «CiPLA», wma  apyroi
CTOROHE - NUHKA pasnoma.
2 { Identification / YpenTudpurauua
|
| Anthraquinone glycosides / I Complies { 7 Formation of red color in ammonia layer. /
ARTPAXAHOHOBLIE FMKOINLI \ CooTteetcTeyeT S:gfmuaanme aMMWUa4HOro cNon B Kpachsli
Qualitative reaction / '

KavacmeeHrnan peakyus

-

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

ngumewaﬂue: NpoaykT cooTBETCTRYET TPeBoBAKMAM 3aKnoyenve: OHOEPEHC;
Checked by QC In-Charge / = A

‘ pproved by QA In-Charge /
AoxymeHT npoBepen OKK: o ok )g- \ e

YMEHT onobpeH OOK: /__L/

Date / A5 obastle i Date /
DNara: aar 26-04-.2024

FMQC003-15-15

Cipla Ltd,Cipla House, Peninsula Business Park Gan
ia Ltd, : , patrao Kadam Marg, Lower Parel, Mumbai - 400013 i
At Simchem Pvt. Ltd., Piot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -4035172 India



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Product: SENADE TABLETS 13.5 mg
Batch No /Cepua Ne 436012

Page2of6 / Ctp. 2136
Npoaykt: CEHALE®, TABNETKW, 13,5 mr
[Batch.Quantity /OGnem 5843 packs /ynakosok
cepuu: _
No / Ananutnueckuin otuet ARF/022/2026|Date of Analysis / aTa
Ng .

: L ananu3ia: _
Date of Mfg / filaTa 01/2026 'Date of Expiry / FTopex ao:

NPOU3BOACTBA: (
Analysis performed according ND: / AHanwna npoeefiéH no HA: NN-Ne(011138)-(PM-RU}-290725
Artworks of primary package approved: / MakeTbl NepBruYHOK YNaKOBKW YTBEpXKAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPMYHON YNAKOBKKW yTBepXAeHb: 29.07.2025

]n
AR 27.01.2026

12/2028

PL approved: / B yreepxneH: 29.07.2025

Test / MoKasatens ] Result / Pe

Ne !
L

/ peak in the ch
MeTunnaparngpokcndensoar
HPLC /B3XXX

| peak of
| parahydroxyben
‘ chromatogram

‘ solution.

‘ Ha X
UCTIBITYEMOrO
COOTBETCTRYET

YAEPHVBAHKA

Ha

Methyl Parahydroxybenzoate | The retention time of the main

the test solution corresponds
1o the retention time of the

YAEDMWBAHWE OCHOBHOrO NWKa

3YHALTATHI Specification f Hopma

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
YAEDMUBAHUS OCHOBHOTO nvKa Ha
XDOMaTOrpaMme  UCNbITYyemoro  pacteopa
ACIHHO COOTBETCTBORATL BEpPEMEHV
YAEDHWBAHUA nuKa
meTunnapariapokcuberaoata Ha
XPOMATOIPaAMME CTAHLADTHOIS pacTeOpa.

romatogram of

methyl

zoate In the
of standard

/ Bpems

pomatorpaMmme
pacTecpa

BPEMEHU &

nuka ‘

meTtunnaparuapokcnbersoara
XpoMarorpamMwme |
CTaHAAPTHOro pacTeopa. j

l
+

|

Average weightand
uniformity of mass/ CpegHsa
Macca 1 0AHOPOAHOCT L
MaCcChl

120.16 mg

—

’ Complies / CootBeTCTBYET

|Average weight 189.99 mg 7.5 % / Cpeavss
mMacca 189,99 mr £7 5%

18120 notmore than £ 7.5 %; /

18/20 He Bonee £ 7.5 %

12/20 not more than + 15%:/

2/20 He Bonee + 15 %

160,16 wmr

Dissclution /
PacTBopedue

|

of sennosides after 120 min. / He menee 70 %
i{Q) OT 33ABNEHHOMD COLEPXKAKUA CEHHOINAOE
‘qepes 120 MuK.

] 85-87% /85-87 % ;Not less than 70 % {Q) of the labeled amount

Remarks : The Product conforms to ND/
Mpumeyanne: MpoayKT coaTBETCTRYET TPEGOBAHMAM

HA,

Conclusion : APPROVED ¢/
Jaknwuerue: OOOBPEHQ

Checked by QC In-Charge /

Approved by QA tn-Charge /

LokymeHt nposeper OKK: ",_-,_.\_,!(?-'9 i HokymenT opobpen OOK: @/ e
|
Date /
ara: Iég Ole. 202 e Eg‘lt'ea’ ?,g‘OA’. '2_02...-6

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOWNKAT AHATIN3A

Batch No /Cepua Ne

Ne :
Date of Mfg / faTa
npoussoacrea:

Product: SENADE TABLETS 13.5m
486012

01/2026

Page3of6 / CTp. 3n36
Npoaykr: CEHALE®, TABNETKW, 13,5 mr ]

AR No / AHanuTtuueckwii otuer ARF/022/2026 Date of Analysis / lata

[Batch Quantity /OGbem 5843 packs /ynakoBok )
[cepun:;

27.01.2026
aHanusa:

122028

{Date of Expiry / Tonex Ao:

Analysis performed according ND: / AHanuz nbose,qéu no HA: NM-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTui NepBUUYHONA YNAKoBKU YTBEPXKIEHDL!: 29.07.2025

iArtworks of secondary package approved: / Makértbl BTOPUUHOW yNakoBKu yTBepxAeHbt: 29.07.2025 ]

PL approved: / JIB yreepxaen: 29.07.2025

Ne Test ! MokasaTenb

Result / PeaynbTtaTel

5 ' Loss on drying / McTepsa

2.0% /2,0%

~ I"Not more than 6.0 % / He 6onee 6.0 %

|
Macce NPU BhICYWWBaHNN |
I
|

MertunnaparnapokcnbeH3oar L

[76 | Methy! parahydroxybenzoate | 0.038 mgAab / 0 038 mr/1ab.
{

Total Aerobic microbia! count
!

Obulee yucno aspobHeix
MUKPOOPTraHW3MOB

Total combined yeast and
mould count / O6wee uncno
NNECHEBRIX K APONOKEBLIX
roubos i

Enterohacteria resistant to
bile / OHTepobakrepun,
YCTORUMBBIE K Kenyu

Escherichia coli

Salmonella spp.

7 | Microbia!l purity test/ Mukpobuonoruyeckan wnctoTa

40 cfufg /140 KOE/r

<10 cfulg 7 <10 KOE/r

Absent cfu/g /
OTcyTeTeyoT KOET

| Specification / Hopma

0.028 to 0.056 mgitab. / OT 0,028 ac 0,056 |
1 mMriTab.

Not more than 10* cfu/gf He Gonee 10* KOEir

Not more than 102 cfu/g /He Bonee 10° KOE/T

| Not more than 107 cfu/g/ He Gonee 10 KQE/r

~ Absent /OTcyTCTBYIOT

Absent /OTcyTeTRYIOT

Staphylococcus aureus

Absent / OTcyTCTRYIOT

8 | Uniformity of dosage units /
OpHopoAHOCTS
AO3NPOBAHHLIX BQNHIL,

£5/65

Absentin 1 g/ OtcytcTene B 11

Absentin 10g /OrcyTctBue B 10T

Absentin 1g/OTcyTcteve B 1 r

|According  to  the regquirements.

! B

emwns |

rCOOTBeTCTBMH ¢ TpeboBaHUsIMU.

Remarks : The Product conforms to ND/

HA

Npumeyanue: MpoaykT cocTBeTCTBYET TPeGoBanvam

Conclusion : APPROVED /
3axnwverwe: OQOBPEHO
I

Checked by QC In-Charge /

= R

! Approved by QA In-Charge /

[okymerT nposepen OKK: OokymenT opobpen OOK: (Yt
Date / Date /
Oara: 250200 ¢ Data; 25-04 2026

FMQCO03-15-15

Cipla ILtd,,CipIa 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
CEPTU®UKAT AHATIU3A

Pagedof6 / Ctp. 4136
[Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHARE®, TABMETKW, 13,5 Mr
Batch No /{Cepua Ne 486012 Batch Quantity /O00bem 5843 packs J'ynam:osouJ
: L cepvu:
AR No !/ AnanuTnuecknin otuetr ARF/022/2026Date of Analysis / [laTta 27.014.2026 ,
Ne . . aHanwaa.
Date of Mfg / DaTa 01/2026 Date of Expiry / TopeH go: 12/2028
NPOM3BOACTRA: !

Analysis performed according ND: | AHanu3 nposegén no HA: NN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTol NnepBUUHOM YNAKOBKK yTBEepXaeHb:: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOpUYHOW YNAKOBKW yTBEepRAcHL!: 29.07.2025 I
PL approved: { 1B yreepxpnex: 29.07.2025

j Ne | Test / Nokasatens | Result/Pesynwtatest | Specification / Hopma
9 | Assay / KonwuecteeHHoe 14 03 mg/ 14,03mr 1215 - 15563mg (900 - 115.0%)
onpeaenenne (103.9 % / 103,98 %) |-Sennosides equivalent to sennoside B in one

|tab|et. { 0T 12,15 Ao 15,583 mr (90,0 - 1150 %)
}CEHHOSH.U.OB 8 nepecyeTe Wa ceHHo3ng B B
oproi TabneTtxe,

10 | Package appearance / Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister
OnncaHue ynakosku in a blister made of three-iayer |made of three-layer polyvinyl

polyvinyl \chioride/palyethylene/polyvinylidene chloride
chioride/polyethylene/polyvinyll |(PVCG/PE/PVDC) film and aluminum foil.
dene chioride {PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together

' film and lwi'ch a package leaflet in a carton.

aluminum foil. ‘25 blisters with 25 package leaflets in a

Secondary _ packaging: 25 [carton.,’

‘ﬁ:‘gti;sdg:h ;25 package leaflets [l‘legsquaﬁ ynakopka: Mo 20 Tabnetok B
' Bnwcrep 13 MIEeHKK TPExXcnoWHoNn

MNepeunyHas ynakoBka: o 20 |nonverHiNXNOPWANCNKSTUNEH NONUBUHUAKYA

Tabnetok B 6avcTep Wa nneHky ‘eHxnopug (NBX/MI/NBAX) v ankKMUHWEBOR

TPEXCNOWHO donerd.

inonuBMHKUNXNOpUA/nonuaTuned |Bropwynas ynakoeka: Mo 2, 3 BnucTepa J

1/NORVBUHUINAEHXNOPUA BMECTE C NUCTKOM-BKNEALILEM B KAPTOHHYKO |

(NBX/M3MBLAX) n radxy.

anMUHKEBOR donbra. Mo 25 GnwucTepoB B KapTOHHYID Mauky ¢

‘Bropuinaa ynakoeka: Mo 25 |enoxennem 25 ANCTKOB-BKNAOGILWEN,

; BnucTepos B kapToHHY0 nasky
] ’ C  BnoMeHWeMm 25 nucTxOR-

L BKNadbIWend.
Remarks : The Product conforms to ND/ c i
onclusion : APPROVED /
I:Laumeqauue: MpoaykT cooTseTcTByeT TpEGoBaHMAM 3akniouenme: OQAOBPEHO
Checked by QC In-Charge / A NP
roved by QA In-Charge /
HokyMeHT nposeper OKK: ag.ﬂ,,bﬂ ﬂgﬁymem o),;.oﬁpeH OOK? g)f—-—-ﬂ’
Date / |
aTa: AS o4aezre ES:Z; 250420256

FMQC003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Gan
PlaLia,, , , patrao Kadam Marg, Lower Parel, Mumbai - 400013 i
At: Simehem Pyt Ltd., Plot No. 60-85, Tuem industrial Estate, Tuem. Perem Goa 403512 o1 India



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANIN3A

PageSof6 / CTp. 5u3b
Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAﬂE‘D, TABNETKW, 13,5 mr 1

'Batch No /Cepus Ne 486012 'Batch Quantity /O6wem 5843 packs /ynakorok i
: cepun:
AR No / Ananutuveckui otver ARF/022/2026|Date of Analysis / flaTa 27.01.2026

Ne : _ aHanuaa: .
Date of Mfg / flaTa 01/2026 fDate of Expiry / FTogex po: 1212028
NpoU3BOACTBA: | .

Analysis performed according ND: / Adanu3 npoeeaéd no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBuvHOW YNAKOBKHK YTBepXAeHbI: 29.07.2025
IArtworks of secondary package approved: / MakeTbi BTOPUUHOW YNAKOBKW yTBEpXaeHbl: 29.07.2025 |

|PL approved: / 1B yreepxaen: 29.07.2025

’ Ne Test / Nokaszavenn ' Result / PesyncTatel }Specificatioanopma

11 |Labeling / Mapkupoeka |Complies { CooTReTCTRYET lin accordance with Section 1.3.2 of Module 1
| | of the registration dossier / B cooTBeTcTBUK €
| l ]paa.uenom 1.3.2 mogyns 1 perucTpaumorHoro

loocee.
12 |Storage conditions / YenoBus ]'.n a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npv
XpaHeHws Temnepatype He suiwe 25 °C.
13 Shelf life {expiration date} / |3 years. / 3 rona.

CpoK rogHoCTH {CpoK
]KpaHEHUIFI) [

[ APl name / HaumeHoBatine ADC: | Sennosides A & B / Cernoanapt A n B

| INN / MHH: ’ Sennosides A & B / CenHoanabl An B
AP manufacturer batch number {

Homep cepum npouasoanTens AQC: (50125158 & CS0125159
FP Manufacturer API Batch number /

Homep cepuu cybcTaHuum npowasogutens }
Mo: l
i
|

: i
i

|

0001807605 & 0001807606

Kothari Phytochemicais International, |
Nagari, Thanichchiyam Post - 625221, Madurai District, India/ |
Kotapu ®utokemukana WuTeprewvHan, [

Harapw, Tanuduusm Noct - 625221, OKpyr Magypai, WHaws /

API Manufactured by, address & country /
Mpounapoawrens ADC,aapec n cTpaHa;

Checked by QC In-Charge /

L
: -t ! Approved by QA In-Charge / Xop
HokyMeHT nposepen OKK: AR, J BAokyMenT ogobpen QOK: }igi;\f-'-(

Date / '
Nara 2S-04202¢ 1

Date /
D‘aTa: 2_5-04—- 7o2é

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park. G
12 . . Ganpatrao Kadam Marg, Lower Pare! Mumbai - i
At: Simchem Pwt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem Pegrnem Goa 403512 Pl - 4000173, India



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATNTN3A

Page6of6 / Ctp. 6nak

Product: SENADE TABLETS 13.5 mg MpoaykT: CEHANE®, TABNETKMW, 13,5 mr

Batch No /Cepua Ne 486012 Batch Quantity /O6nem 5843 packs lynakopox
: COpPUM:

AR No / Ananutuyeckumn otuetr ARF/022/2026 | Date of Analysis / JaTa 27.01.2026

No : aHanu3sa:

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

Analysis performed according ND: / Avanuz nposegéHd no HAA: NM-Ne{011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl nepBUNHON YNaKOBKM yTBepXaeHb: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHON YNAKOBKN yTBEPXKAEHbI: 29.07.2025
PL approved: / 1B yTBepxaeH: 29.07.2025

Cipla Ltd., Simchem Pvt. Ltd., Plot N¢.60-85, Tuem Industrial
Estate, Tuem, Pernem Goa-403512, India (License No 576/L)/
Uwnna Nta., Cumkem fleT. N1a., YuacTtok Ne 60-65,
MpomelwneHHan aoka Tyem, Tyem, MNeprem, Moa — 403512, MHaua
(NTnuenraus Ne 576/]1)

Name, address, authorization No for FP
manufacturing site / Contro! site / Release
site /

HaumeHoBaHMe, agpec 1 HOMEP NULEH3INK

| NAOWAAKK, OCYLLECTBNAOULEHA
NPOM3BOACTBO/KOHTPONDb Ka4eCTBa/BbINyCK
rno

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
compiiance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/1091-2024 dt
December 14, 2023) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dessier 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». f

JaknwyeHne 0 COOTBETCTBHUM: «HaCTORUWIMM A NOATBEPKAA, 4TO NPWMBEAEHHas Bbille WHOPMEUMR ABNASTCA
AOCTOBEPHON W TOHMHOW. 3Ta cepus NPOAYKUWM NpouasedeHa (BKNHan ynakosky {MapkMpoBKY) M KOHTPOb KA4eCcTBa)
Ha BbilleyKka3iaHHOW NPOW3BOACTBEHHOW NNolagke (nnotagkax) B NONHOM COOTBETCTBUM ¢ TpebosaHwsmu Tpasun
Hagnexalwlel NpeusBodcTBEHHON NpaKkTUKk EBpasuiickoro akoHoMuYeckoro cotosa (Ne GMP/EAEU/RUA1081-2024 ot
14 nexabps 2023 r) » TpeGOBaHUAMW KOHTPONS KAUECTBa NEKapCTBEHHLIX CPEACTB, a TakKe B COOTBETCTBUM CO
CNeUMVKALMAMY, COOEPHELWMMUCA B PETMCTPAUMOHHOM A0CLE CTPAHbLI-MMMNOPTEepa. 3anucn no NpPOM3BOACTBY,
YNAKOBKE ¥ aHanu3y npoBEpPeHbl, W yCTaHoBAeHo Wx cooTeeTcTBue Tpeboeanvsm [pasun  Hagnexawen
NPOW3B0ACTBEHHO| NPaKTUKK EBPAa3niiCKOro IKOHOMUYECKOrO COAax.

Remarks . The Product conforms to ND/
Npumevanne: MNpogyxr cooTaeTcTByeT TpeboBaruam

Conciusion : APPROVED /
3aknwouenune: OQCEPEHO

Checked by QC In-Charge /
JokymeHT nposepen OKKC

HO
sfoLs

Aokyment opobpen OQOK

/

Approved by QA in-Charge /
pp ¥ g )%,\W

Date /
Jata:

2GS -OCLe 102

. fara:

FMQCO003-15-15

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




