Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Pageiofé / CTp. 1136

Mponyxt: CEHAAE", TABNETKM, 13,5 M

Product: SENADE TABLETS 13.5 mg
Batch No /Cepua Ne 485202

'Batch Quantity /06bem
lcepuu:

5842 packs fynakoBOK

\ﬁ No 7 AnannTwueckuin otuet ARF/304/2025|Date of Analysis / flata 05.01.2026 \
Ne ; aHanus3a:
Date of Mfg / [laTa 12/2025 1Date of Expiry / Toaen po: 11/2028

npon3BoaAcTBa:

Analysis performed according ND: /

PL approved: / JIB yTBepXAeH: 29.07.2025

|
Ananua npoeeaéH no HA: n

iArtworks of primary package approved: / MakeTb! nepeuYHON YN .
Artworks of secondary package approved: / MakeTbi BTOPUYHOW YNAKOBKM YTBEPKAEHbI: 29.07.2023

N-Ne(0111 38)-(PM-RU)-290725
aKOBKK YTBEPXOEeHbL: 29.07.2025

—

Specification / Hopma

Ne Test / Moka3arens | Result / Peaynnyathl
|
1 | Appearance / Onvcanue l Complies / Flat, round, beveled-edge tablets, brown to
l CooTBETCTBYET dark brown, with speckles. The tablet has
"'CIPLA” embossed on one side, and a score
ine on the other side. / TInockue Kpyrnbl€
lraBneTkn CO  CKOLUEHHBIMW  Kpasmn - OT
| ‘_KDpW-IHEBOI‘O 40 TEMHO-KOPUMHEBOTO LBETa C
|BKpanneruAMM. Ha ogwow cTopoHe Tabnevkm
| ‘ ipoinaenedo  cnoso  «CIPLA»  Ha Lpyron
| ] |cTopone - nuBNA pasnoma.
f 2 |identification / aenTutprkaLmna
Anthraquinone giycosides / '| Complies / Formation of red color in ammania layer. /
AHTPEXUHOHOBBIE FIMKOIMAL! COOTBETCTBYET ‘ S:E;a:.uuaanme AMMWAYHCrO CNOA B KPACHbIN
Qualitative reaction /
KayecmeeHHan peaKkyun ‘ ‘ J

Remarks ' The Product conforms to ND/
Mpumeuanue: MNPOAYKT COOTBETCTBYET TpebopaHvam

Conclusion : APPROVED /
3akniouenne: ONOBPEHO

Checked by QC in-Charge /

HA
TlokymeHT nposepe OKK: -?E._/

Approved by QA In-Charge /
OokymeHT ofoBpen OOK:

W_

Date / .
[ata: 2€ ot e €

|
I Date /

e

Cipla Ltd.,Cipla Hou
At - Simchem Pvt. Ltd., Piot No. 60-65, Tuem Industrial

FMQCO003-15-15

se. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel, Mumbai - 400013, India.
Estate, Tuem, Pemem Goa 403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANIN3A

_ Page20f6 / CTp. 2u36
MpoayxT: CEHALE®, TABJNETKW, 13,5 mr
Batch Quantity /O6bem 5842 packs [ynakoBok

Product: SENADE TABLETS 13.5mg _
Batch No iCepuna Ne 485202

: o _ CEepUn. -
AR No/ AHANUTUUEGCKUA OTHET ARF/304/2025|Date of Analysis / lata 05.01.2026
Ne : aHanu3a:

Date of Mfg / flaTa 11/2028
npown3soacTea: |

Analysis performed according ND: / AHanu3a npoeeaén no HA: nn-N9(011138)-(PF-RU)-290725
Artworks of primary package approved: / MaxkeTb! nepBMYHON YNAKOBKN yTBepKAeHbI: 29.07.2025
Artworks of secondary package approved: / MaxeThl BTOPUYHON YNAKOBKN yTBEPKACHbL! 29.07.2025

|PL aggroved: { 1B yTBepKAGH: 29.07.2025

-

—T/”/_
Ne | Test ! MokazaTenb Result / PeayneTaTbl " Specification / Hopma
Methyl P

Date of Expiry / [oaeH RO:

arahydroxybenzoate 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
MeTrnnapariapokcnoen3oat the test solution corresponds | correspond o the retention time of the peak
HPLC / B3XX \to the retention time of the of methyl parahydroxybenzoate in the
| peak of methyl | chromatogram of standard solution. / Bpema
] parahydroxybenzoate in the | yoepxueaHva OCHOBHOTO NUKa Ha
chromatogram  of standard | XpOMaTorpaMMe MChBITYEMoro  pacTecpa

solution. / Bpems | AONKHO COOTBETCTBOBATH BpEMEHW
| ynepxupaHus OCHOBHOIO MUKa | yaepxusaHus nvia

Ha xpomaTtorpaMme meTunnaparuapokcubensoaTa Ha

WCNBITYEMOro pacTecpa \ Xpomarorpamme ¢cTaHgapTHOro pacTsopa.

| CcOOTRBETCTBYET BPEMEHK I
| YAEDKUBAHUA nvKa

|_ MeTunnaparnapoxcubeHacata

| Ha XPOMATOrpamme
| crangapTHOro pacTeopa.

187 38 mg /187,38 mr

3 | Average weight and

| uniformity of mass/ CpepHnrf

| macca v oaHOpOAHACTE
Macch)

|Average weight 189.99 mg +7.5 % / CpepHan
Imacca 189,99 mr x7,5%

\18!20 not more than £ 7.5 %: f
18/20 ve Gonee + 7,5 %;

2/20 not more than £ 15%;/ ]
2/20 He Gonee 1 15 %

Not less than 70 % {Q) of the labeled amount
of sennosides after 120 min. / He menee 70 %
(Q) 0T 3aRANeHHoro COLepXaHua CeHHO3WAOB

]qepes 120 MUH.

Complies / CooTBETCTBYET

Dissolution / ! 87-100% /87-100 %
PacTBOpeHVe ‘

Remarks : The Product conforms 10 ND/ Conclusion : APPROVED /
ﬂﬁnmeqanue: MpoOLYKT COOTBETCTBYET Tpeboparuam 3akniouenwe: OOBPEHO
Checked by QC In-Charge / %/u Appraved by QA In-Charge / <P
OoKyMEHT NPOBEDPEH OKK: [okymeHT oacbpeH QOK: g}/‘
Ty |
ate < Date /

2N o .

fare: o 2o2C | Dara: g s oA 20E

FMQCO003-15-15

Cipla _Ltd.,CipIa House, Peninsula Business Park, Ganpatrao Kadam Maryg, 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 AHAITA3A

Page3of6 / CTp. 3n3b

[Product: SENADE TABLETS 13.5 mg

[NMpoaykT: CEHADE®, TABNETKHW, 13,5 mr

Fatch No ICepua Ne 485202 [Batch Quantity /O6bem 5842 packs /ynakoeox

: \cepuu: ]
AR No 7 Ananutuueckwit otuer ARF/304/2025(Date of Analysis { Oata 05.01.2026

Ne : aHanu3a:

Date of Mfg / [laTta 1212025 *‘Date of Expiry / Topen no: 1172028

NpPOU3IBOACTBA!

Analysis performed according ND:/
Artworks of primary package approved:

ﬂ approved: / JIB yTBepxAeH: 29.07.2025

Ananus nposeaén no HA: I'Il'I-N9(011138)—(PI'-RU)-290725
| MakeTbl NepBMYHOW YNAKOBKK yTBEPXAEHbL. 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPWUYHOW YNAKOBKH YTREPXKAEHDL: 29.07.2025

[ Ne Test | NokazaTenb Result / PeaynbTaTb! | Specification / Hopma
|
’» 5 | Loss on drying/ [MoTeps B 1.9% /1,8% [ Not more than 6.0 % / He Gonee 6,0 %
L Macce Npw BbiCyLUMBaHNK l
| 6 Methyl parahydroxybenzoate 0.043 mgftab / 0,043 mr/Tad. 1 0.028 to 0.056 mg/tab. / Ot 0,028 a0 0,056
{ ‘ mriTab.
Memnnaparu,quKcmGeHaoaT | 1 J
7 | Microbial purity test/ MukpoBuonorudeckas YacToTa J
Total Aerobic microbial count
{ 4 4
O6LLee YMCTO aPOBHBIX 20 cfufg /20 KOE/T Not more than 10 cfu/g/ He Gones 10 KOE/r
MUKPOOPraHU3MOB
Total combined yeast and " B T
mould count / OSulee weno 2 2
ANECHEBbIX 11 APONOKEBBIX <10 cfu/g / <10 KOE/T | Not more than 107 cfulg He Gonee 10 KOE/r
rpwbos l
Enterobacteria resistantto | 2 2
‘_ bile / BHTEPOGAKTEPUH, ‘ Absent cfu/g/ I Not more than 10 ¢fu/g/ He 6onee 10 KOE/r
‘| YCTONUMBLIE K KENYK ' OTtcytcreylT KOET ll
| Escherichiacoli Absent /OTCYTCTRYKT Absentin 1g/OtcyTcteue B 11 -
__ y | g
Salmonella spp. ] Absent /OTcyTCTBYIOT l Absentin 10g / Otcytcteue 8 10¢ |
Staphylococcus aureus Absent / OTCyTCTBYIOT '| Absent in 1 g/ Orcytereue B 11
8 | Uniformity of dosage units / 56/56 According to the requirements. { B
QaHOPOAHOCTD COQTRETCTBUU C TPEOOBAHVAMN.
L JO3UPOBAHHBIX eAuHvL L B

Remarks - The Product conforms to ND/
Mpumeuanue: NPoAYKT COOTBETCTBYET TPeDOBaHUAM

Conclusion : APPRCVED /
3akniouenne: OJOBPEHO

R4

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

LoxymeHT npoeepeH OKK: c,,_,tf'o DokymenT opobpeH OOK: ﬂo) i
|

Date / | Date /

FMQC003-15-15

Cipla Ltd ,Cip'a House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAMU3A

Cipla

Pagedof6 / CTp. 4n36

Product: SENADE TABLETS 13.5mg_

MpoAyKY: CEHADE®, TABNIETKW, 13,5 mr

Batch No /Cepun Ne 485202 Batch Quantity /06bemM 5842 packs /ynakoBok

: 'cepuu;

AR NO / AHanuTU4eCKni oTuHeT ARF/304/2026 |Date of Analysis / [laTa 05.01.2026

Ne : aHanusa: ]
Date of Mfg / JaTa 412/2025 Date of Expiry / loneH no: 11/2028

npouaBoacTea:

Analysis performed according ND:/ Ana
Artworks of primary package approved:
Artworks of secondary package approve
PL approved: / [IB yTeepXaeH: 29.07.2025

]
nu3 nposenés no H: NN-Ne(011138)-(PT-RU)-290725
{ MakeTLl NepBHUYHON YNAKOBKK YTBEPKACHBI: 29.07.2025
d: | MakeTbl BTOPWYHON YNAKOBKU YTBEPHAEHDbL. 29.07.2025

Ne Test / MokazaTenb

|

Result / Pe3synbTarh!

Specification / Hopma

9 | Assay/ KonuyecTBeHHoe
onpegeneHve

13.86 mg / 13,86Mr
(102.7 % / 102,7 %)

1215 - 1553mg (900 - 1150%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 go 15,53 mr (30,0 - 115,0 %)
CeHHO3WAOB B NepecueTe Ha CeHHO3WA B e
QAHCI TabneTke.

10 | Package appearance /
OnucaHWe YyNakoBKi

|

L

Primary_packaging. 20 tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/polyvinyli
dene chloride {PVC/PE/PVDC)
film and

aluminum foil.
Secondary packaging: 25

blisters with 25 package leaflets
in a carton. /

Mepswunas  ynakoska: o 20
TabneToK B BnucTep U3 NNeHKKn
TpEXCNohiHO#
fIONMBHHNNIXNOpUA/NONNMITINEH
nonrBMHUNKWASHXNOPUA
(NBX/NS/MBAX) v
anoMusreBon onery.
BropudHag ynakoska: Mo 25
HNMCTEPOB B KAPTOHRYH NMaqky
c wnowxeHnvem 25 nNUCTKOB-
BKNAAbLILLEA.

Primary packaging: 20 tablets in a blister
made of three-layer polyviny!
chioride/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 plisters with 25 package leaflets in a
carton. /

MepevdHan ynakoska: Mo 20 TabneTok B
&nuctep u3 NNEHKK TpexcnchHon
NOAWBIRHUIXIOPUA/NONUITUNEH/TONUBUHUNNA
enxnopua (MBX/MNS/NBAX) w anioMUHUEeB0N
donbry.

BropnuHan ynakoska: [0 2, 3 oHnuctepa
gMerTe ¢ AWCTKOM-BKNEAbILIEM B KEpPTOHHYHO
nauky.

Mo 25 BNMCTEPOB B KaPTOHHYIC nayky C
BROXEHMEM 25 NUCTKOB-BKN2AbILLEH.

HO

Remarks - The Product conforms to ND/
NpumeuaHue: [pogyKT COOTBETCTBYET TpeGoBaruaM

Conclusion : APPROVED/
Janwyenne: CAOBPEHO

Checked by QC in-Charge / £ e s Approved by QA in-Charge / Cop

[lokymeHT npoeepeH OKK: Lo HoxkymenT opobper OOK: g"'}/’
|

Date / | Date /

fava: LS 241022 | Bara: 25 04 2036

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHATIU3A

Page5of6 / Cp. 5136
[Mpoaykr: CEHADQE®, TABNETKW, 13,5 Mr

Product: SENADE TABLETS 13.5 mg

Batch No /Cepwun Ne 485202 |Batch Quantity /O6nem 5842 packs /ynakoBoK
: cepum: _

‘AR No / AHanuTHueckui oTuet ARF/304/2025 Date of Analysis / flata 05.01.2026

Ne¢ : aHanuaa:

Date of Mfg / laTa 12/2025 Date of Expiry / FoaeH ao: 11/2028
NPOU3BOACTBA:

Analysis performed according ND: / Ananua npoeenéH no Hi: NA-Ne{011138)-(PT-RU)-290725

Artworks of primary package approved: / MakeTbt nepBUYHON YNAKOBKK YTBEPXAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOMN YNAKOBKK YTBEPKASHbL: 29.07.2025 |
PL approved: / NB yTBepxAaeH: 29.07.2025

Ne Test / NokalaTenb Resuit / PesynbTaTthbl { Specification / Hopma

|
In accordance with Section 1.3.2 of Module 1
‘of the registration dossier / B cOOTBETCTBAW C
paznenom 1.3.2 Moayns 1 pervcTpauvonHoro
\ LOChE.

11 |Labeling / MapkupoBka Complies / CooTBeTCTBYET

12 |Storage conditions / ¥Ycnosus
xpaHenus

13 [Shelf life (expiration date) /
Cpok rogHOGCTH {CPOK
XpaHeHys)

In a dry place at a temperature not exceeding 25 °C. / B cyxom mecie npv
Temneparype He Bolwe 25 °C.

3 years. / 3 ropa.

“APl name / HaumenoBauue ADC:
INN { MHH:

Sennosides A & B/ Cenroanabl AU B
Sennosides A & B/ CenHoangbl An B

AP] manufacturer batch number /

Homep cepuu npoussoautens A®C: CS0125141
FP Manufacturer API Batch number /
Homep cepum cyGCTAHLWM NPON3BOANTERA 0001767873

TNo:

Kothari Phytochemicals International,

MponasoauTent ADC,aapec U CTpaHa:

AP| Manufactured by, address & country / \

Nagari, Thanichchiyam Post - 625221, Madurai District, india /
KoTapn ®uTokemukana VinTepHelLrHan,
Harapu, TaHuuuusam NocT - 625221, oKkpyr Maaypai, MHaus

Remarks . The Product conferms to ND/

HA

Npumeuanne: TpolyKT COOTBETCTBYET TpeboeaHnAM

Conclusion : APPROVED !/
3aknoyenve: OJOBPEHO

Checked by QC in-Charge /

Approved by QA In-Charge /

-9 .
DokymeHT nposeped OKK: ..’./’i [okymeHT opoBper OOK: /Qg}w;’i
Date / Date /
Qara: A5 04 LIt | DaTa; 25 0420226

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao 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
CEPTUOUKAT AHANU3A

Page6of6 / CTp. 6136
Mpoaykr: CEHAOE®, TABNETKM, 13,5 mr

Product: SENADE TABLETS 13.5mg

'Batch No /Cepwia Ne 485202 |_Batch Quantity /06bem 5842 packs /ynaxoBox !
: _ CEepUn:

AR No / AHanuTMuecKkui otyeT ARF/304/2025 Date of Analysis / flata 05.01.2026

Ne : aHanuaa:

Date of Mfg / Jata 12/2025 Date of Expiry / FT'ogex ao: 11/2028

npou3BOACTBRA.

Analysis performed according ND: / AHanus npoBenéd no HA: JIN-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NePBUYHON YNAKOBKM YTBEPXKAEHDI 29.07.2025
Artworks of secondary package approved: / MakeTbl STOPUYHON YNAKOBKK YTBEKAECHbI: 29.07.2025
PL approved: / JIB yTeepxaen: 29.07.2025

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

i site /

HaumeHoBaHue, aapec U HoMep NHLEH3IuN
NNoWanKHu, OCYILECTBAAOULEN .
NPOM3BOACTEO/KOHTPONE Ka¥ecTBA/BbINYCK
rno

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
Llwnna Nra.. Crmkem MNer. Jita., Yuactok Ne 80-65,
MpombiluneHHan 3oHa Tyem, Tyem, MepHem, [oa - 403512, Mnpun
(tmueH3us Ne 576/11)

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 quaiity 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». !

3aKNONEHHE O COOTRETCTBUM: «HaCTOAWMM fi NOATBEPXAAK, YTO NPUBEAEHHAA BbIlLE WH(OPMaLMA ABNAETCA
AOCTOBEPHON ¥ TOUHOM. 3Ta CEpus NPOAYKUMW MPOK3BEAEHA (BKNKOHAR YNAKOBKY (MapKMPOBKY) W KOHTPOINb Ka4ECTBa)
Ha BLILIEYKA3aHHON NPOU3BOACTBEHHOW Nnowjanke (nnowapkax) B NOMHOM COOTBETCTBUM C TpebosaHnamu Tpaeun
HaANEXALLe’ NPOV3BOACTBEHHON NPaKTUKM EBPA3NACKOrO SKOHOMUHECKOrC CoKo3a (Ne GMP/EAEU/RU/Q1091-2024 ot
14 pexabps 2023 r.) n tpebosBaHWAMKU KOHTPONS Ka4ecTed nNekapcTBeHHbIX CPEACTR, a8 TaKe B COOTBETCTBUM CO
CrBLUNGUKALMAMUY, COAEPXKALLMMACS B DETUCTPELMOHHOM AOCHE CTPaHbI-MMNOPTEepa. 3anucu No NpONsBOACTBY,
yNAKOBKE M @HanW3y TnpOBEpeHbl, U YCTAHOBNEHO WX COOTBETCTEME TpeGoBanuam [Mpasun Hagnexaulen
NPOM3BOACTBEHHOMN NPaKTVKM EBPA3MHCKOrO 3KOHOMU4ECKOTO COl03ax.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoayKT cOOTBETCTBYET TpeboBaHNAM
HA

Conclusion : APPROVED /
3aknoueHne: OOBEPEHO

Checked by QC In-Charge /
NoxymeHT npoeeped OKK:

=2

Approved by QA In-Charge / P
OokymeHT oa06peH OOK: )%}/

Date /

SOt el
Oara: SO A

Date /

o4 OV EG
Hara; _ 25 )

FMQC003-15-13

Cipla Lt¢.,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




