Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANIN3A

Page10f6 / C1p. 1136

Product: SENADE TABLETS 13.5 mg_

MpoaykT: CEHALE®, TABNETKW, 13,5 MT

‘Batch No /Cepnna Ne 486007

wBatch Quantity /06beM

5845 packs /ynakoBOK

Artworks of primary package approved: / M
Artworks of secondary package approved:
PL approved: / 1B yTBepXaeH: 29.07.2025

: cepum;

AR No / AHanuTUuecKui oT4eT ARF/015/2026 /Date of Analysis / flaTa 22.01.2026

Ne : lananuaa:

Date of Mfg / JaTa 01/2026 |Date of Expiry / Fopen Ao: 12/2028
npon3soacTBa: |

Analysis performed according ND: / Ananu3 nposeagH no HA: nl'l-Ne(M1138)-(P|’-RU)-290725

aKkeTbl NEPBUYHOW YNAaKOBKK yTBepKAEHbI: 29.07.2025
{ MaKeTbl BTOPUYHOM YNAKOBKK yTBEPKACHDI: 29.07.2025

Ne Test / NokazaTenb \

Result / PesynbTaThl

5| Specification / Hopma

1 [ Appearance / Onucanue |

|
|

Complies / "
\ CogTBETCTRYET

Flat, round, beveled-edge tablets, brown to
dark brown, with speckles. The tahlet has
\"CIPLA" embossed on one side, and a score
“Iine on the other side. / [lnockwe Kpyrnbie
TaBrneTkm  CO  CKOLIEHHbiMW  Kpasmu  OT
!KODVNHeBOFO 00 TEMHO-KOPWUMHEBOTD LBeTa C
pkpannexvsimu. Ha ofHow cTopoHe TabneTku
BbljaBNeHo  CNeoBO «CIPLA», Ha Apyro
CTOPOHE - IMHWA pasnoma.

| |
"2 | Tdentification / NaexTvcbukauns

Anthraquinone glycosides / |

AHTPaxvnHOHOBbLIE rNuKO3KALI

: Qualitative reaction /
| KawecmeenHan peakuus

Complies /
CooTBeTCTBYET

Formation of red color in ammonia layer. {
OKpalwWBaHne aMMua“Horo cnos B KDACHbIW |

UBET.

1

Remarks : The Product conforms to NDY
Mpumevanue: MNpoaykT COOTBETCTRYET TpeboBaHUAM

HA

Conclusion : APPROVED ¢/
3aknwovenue: OJOBPEHO

Checked by QC In-Charge / C?,'E/tk)

OokymerT ApoeepeH OKK:

| [okymeHT opobper OOK:

Approved by QA In-Charge / EZ b

e

Date /

ﬂaTa: 92';‘ olepo2.C

Cate /

Oata: 25-04--202.6

FMQCOQ03-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, G
i . . Ganpatrao Kadam Marg, Lower Parel, M i- i
At: Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa .2%551u2mba| 400073, India




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDWUKAT AHAJIU3A
Page20f6 / CTp. 2n3b
[Product: SENADE TABLETS 13.5mg _ [NpoayxT: CEHAQE®, TABNETKW, 13,5 mr
\Batch No /Cepuns Ne 486007 [Batch Quantity /OGbem 5845 packs /ynakoBok
B Cepun.
AR No / Ananutuueckuin otueT ARF/04 5/2026|Date of Analysis / DNata 22.01.2026
Ne : aHanuia:
Date of Mfg / lata 01/2026 Date of Expiry / foaen Ao: 12/2028
npowsgoacTBa: |

Analysis performed acc
Artworks of primary package approved: / M
Artworks of secondary package approved:
PL approved: / JIB yTBepKaeH: 29.07.2025

ording ND: / Ananua npos
akeTbl NEPBUYHON YNAKOBKH
| MakeTb! BTOPMUHOM YNaKOBKY yTBEPKACHb

enéx no HA: JIN-Ne(0111 38)-(PI-RU)-290725
yTRepKAEHLI: 29.07.2025
1: 29.07.2025

Ne Test / flokalaTenb Result / Pe3ynbTaTb! \ Specification / Hopma
Methyl Parahydroxybenzoate " 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
MeTunnaparuapoxcuoensoar l the test solution corresponds correspond to the retention time of the peak
HPLC / B3XX | to the retention time of the ‘ of methy! paraghydroxybenzoate in the
\ peak of methyl ‘ chromatogram of standard solution. / Bpems \
| parahydroxybenzoate in the | yoepXueaHua OCHOBHOTC nuka Ha
l chromatogram  of standard | xpomaTorpamme ucneiTyemoro  pacTeopa
solution. / Bpema | AOMKHO COOTBETCTBOBaTh BpEMEHU
‘ l \ YAEPKUBAHWS OCHOBHOrC nwka yOSPHKUBAHUS nuka
‘ Ha Xpomarorpamme meTunnaparuapokcnderaoara Ha
UCTILITYEMOrO pacTeopa ‘ XpOMaTOrpamMme CTaHAAPTHOTO pacTBopa.
COOTBETCTBYET BPEMEHN |
yAEPKUBAHUS nuKa
MeTtrnnaparnapokcubensoata
Ha XpoMarorpamme
CTaHaapTHOro pacTeopa.
3 | Average weight and 192.01 mg /192,01 mr Average weight 189.99 mg £7.5 % { Cpeansa 1
uniformity of mass/ Cpennas macca 189,98 Mr £7,5%
:ZEEZH AHapoRRoCTS Complies / CooTBETCTS 18/20 not more han £ 7.5 %/
YET  |18/20 ne Bonee £ 7,5 %,
2120 not more than + 15%;/
s : 2/20 He Bonee £ 15 % ,
s gﬂg: :le | 87-99% /87-99 % Not less than 70 % (Q) of the labeled amount |
_ of sennosides after 120 min. / He meHee 70 %
i ‘ '(Q) OT 3388NEHHOID COAEPKAHUA CEeHHO3W0B
|uepes 120 MuH.

Remarks : The Product conforms to ND/
MNpumevanme: MpoayKT COOTBETCTBYET Tpeb0BAHNAM

Conclusion : APPROVED /
3aknwouense: OQQOBPEHC

HA
={ o0

Checked by QC In-Charge /
AokymenTt nposepen OKK:

" Approved by QA In-Charge /
HokymenTt ogobpern OCK;

Bavear

Date /
Hara:

A8 .00 202 €

Date /

fara: 25042026

Cipla _Ltd,‘Cipta House, Peninsula Business Park, Gan
At : Simchem Pwvt. Ltd., Plot No. 60-65, Tuem Industria

FMQC003-15-15

patrac Kadam Marg, Lower Pare!, Mumbai - 400013, India.
i Estate, Tuem. Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANWU3A

] Page3of6 | CTp. 3u3b
MNpoaykT: CEHAJLE"®, TAGRNETKW, 13,5 Mr

Product: SENADE TABLETS 13.5m

Batch No /Cepua Ne 486007 iBatCh Quantity /O6bem 5845 packs /ynakoBOK
: cepum:
AR No / AHanUTUUYeCKni oTueT ARF/015/2026 | Date of Analysis / lara 22.01.2026

aHanusa:
Date of Expiry / foaeH AO: 12/2028

‘Ne : o
Date of Mfg / AaTa
NpOM3BOACTBA:
Analysis performed according ND: / AHanwn3 npoBeaén no HA: nn-N9(011138)-(PI’-RU)-290725
Artworks of primary package approved: / MakeTol NepBUYHON YNaKOBKH yTBepXaeHbl: 29.07.2025
\Artworks of secondary package approved: / MakeTb! BTOPHYHON YNAKOBKK yTBEepKAeHbI: 29.07.2025

PL approved: / NB yTEEpKACH: 29.07.2025

01/2026

Specification / Hopma
Not more than 6.0 % / He 6onee 8,0 %

Result / PeaynbTaTbl
1.8% /1,8%

Test / NokazaTenb

Loss on drying / MNoTepa B
MACCE NPY BbICYLLNBAHUW
Methyl parahydroxybenzoate

{

MeTwnnaparuapoaxcrbensoar ‘l

0.028 fo 0.056 mgitab. / OT 0,028 po 0,056
mr/Tab.

0.042 mgitab / 0.042 mriTab.

7 | Microbial purity test/ MUKpOBWONCTMMECKAR YUCTOTA
Total Aerobic microbial count | _
/ N *

{

OBLLEE WMCHO 23POGHbIX 50 cfulg /50 KOE/r Not more than 10° cfu/g/ He Gonee 10" KOE/r
MUKpPOOPraHn3moe ,J_/
Total combined yeast and | ' 1
mould count / O6ee 4Meno 2 2
BCHEBBIX U ADONOKEBLIX <10 cfuig / <10 KOE/T | Not more than 10? cfu/g /He Sonee 10" KOE/T
rpubos r
Enterobacteria resistant to Ab 2 2
bile / BHTepoGaKTEpUM, sent cfu/g / Not more than 10? cfu/g/ He Gonee 10°KOE/r
YCTORMMBbLIG K XKen4u 1 OvcytcteyloT KOE/r |
Escherichia coli | Absent/OTcyTeTayioT " Absentin 1g/OtcytrcTeue B 1r o
Salmonella spp. Absent /OTCYTCTBYIOT Absentin 10 g /OtcytcTane 8 10 7
Staphylococcus aureus Absent / CTeyTCTBYHOT ; Absentin 1g/ OTcytcteue B 11

8 gg;c;rpn;:;{'gggfsage units / 8.2/62 According to the requirements. / B
[03WPOBAHHBIX EAVHUL GOOTBETCTEUW ¢ TpebosaHuaMU.

| B

Remarks : The Product conforms to ND/
Npumevanue: NPoAYKT cooTBETCTBYET TpeboBaHuam

Conclusion : APPROVED /

b 3aknwdenne: ONOBPEHO

Checked by QC in-Charge / s
DokymeHT npoeeper OKK: <:»;fg,_ﬁ 325;;?qu ?Jic?é;ét%rg&ge / ﬂ’%
Date / 25 Diere i Date /

Oara: 2026 ll Jata: 26.04--2020C

FMQC003-15-15

Cipla Ltd. Cipia House, Peninsula Busines
latid., . s Park, Ganpatrac Kadam Marg, Lower Parel, M i- i
At Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Per'nem Goa —40|351u2mbElI 400013, India



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANW3A

Page4of6 / CTp. 4u36_|

Product: SENADE TABLETS 13.5 myg TpoaykT: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepnst Ne 486007 Batch Quantity /O6bem 5845 packs /ynakQBOK
E cepun. |
'AR No / Ananvtuiecknin oTueT ARFI015/2026 Date of Analysis / RaTa 22.01.2026

Ne : adann3ia:

Date of Mfg / AlaTa 0172026 Date of Expiry / ToaeH po: 1212028

Npou3BOACTBA:

Artworks of primary package approved:

PL approved: / J1B yTBepXAEH. 29.07.2025

Analysis performed according ND: / AHann3 nbosenél-l no HA: NN-Ne(011138)-(PM-RU)-290725
{ MakeThl NepPBUYHON YNIAKOBKKN YTBEDKOCHLI 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOMN YNAaKOBKH YTBEPKAEHbI: 29.07.2025

I

in a blister made of three-layer
polyvinyl

chloride/polyethyiene/polyvinyli
dene chloride (PVC/PE/PVDC)

OnucaHe YyNakosKu

film and

atlurminum foil.

Seconda ackaging: 25
blisters with 25 package leaflets
in & carton. /

Mepswynas ynaxoska: Mo 20
TaBnetok B GaucTep U3 NAEHKY
TREeXCNOHHOA
NONVBAHUNXNCPUA/NCNUSTANEH
/monuenHKNKUASHXNCPUL
(MBX/M3MBOX)
anvoMuAvesoh onsri,
BropuuHas ynakoeka. flo 25
BnMcTEpos B KAPTOHHYIO NauKy
¢ BnoweHuem 25  NUCTKOB-
I BKNaAbILIEH.

Ne Test / MNokazaTenb Result / Pe3ynLTarh! Specification / Hopma
9 | Assay ! KonudecTeeHHOE 14.15 mg { 14,15Mmr 1215 - 1553mg (900 - 1150%)
onpefgenenune (104.8 % / 104,8 %) Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 po 15,53 mr (90,0 - 1150 %)
CeHHO3WROB B nepecueTe Ha centosua B B
0AHOW TaBneTKe.
10 | Package appearance / Primary packaging. 20 tablets ;Primary packaging. 20 tablets in a biister

made of three-layer polyviny!
chioride/polyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foi.
Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carton.

26 plisters with 25 package leaflets in a
carton. /

MepewyHas ynakoska: o 20 Tabnetok B
&nuctep W3 NNEHKU TpEexXcnoHHOR
NONVBUHUNXCPUA/NONUATUNSH/NONYBUHWNKA
eHxnopug (MBX/M3/NBOX) v ANOMUHNEBOR
dhoneru.

BropwyHas ynakoska: Mo 2, 3 ©GnucTepa
BMECTE C [IMCTKOM-BKNafbILLeM 8 KapTCHHYI
nayKky.

Mo 25 BRMCTEPOBR B KAPTOHHYK Naqky C
BIIOMEHWEM 25 NUCTKOB-BKNAAbILLEH.

Remarks | The Product conforms to ND/
Mpumeuanne: TIpoayKT COOTBETCTBYET TpeGogaHuam

Conclusion : APPROVED !
3axntouedne: OROBPEHO

Checked by QC in-Charge /
DokymenT nposeped OKK:

HA
C;E%,.P

Approved by QA In-Charge / \a 0
HoxymeHT opobper OOK: %‘-}//

Date /
| Aara:

Date /
ol
fata: o & -0lp 102E

25.04-2020

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
CEPTUDUKAT AHANTN3A

Page50f6 / Ctp. 513b

Product: SENADE TABLETS 13.5 mg [NpoaykT: CEHANE®, TABNETKW, 13,5 Mr

Batch No /Cepua Ne 486007 'Batch Quantity /O6tem 5845 packs /ynakosox !
. cepun. ]
AR No / AnanuTtuueckui otueT ARF/015/2026 Date of Analysis / flata 22.01.2026

Ne : aHanuaa:

Date of Mfg / flara 01/2026 Date of Expiry / FoaeH po: 12/2028

npon3BoacTea:

Analysis performed according ND: / AHanua npoBeaén no HA: fN-Ne{011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbi NepEWYHON YNaKOBKWU YTBEPKAEHDLL 29.07.2025

‘Artworks of secondary package approved: / MaxeTs! BTOPUUHONA YNAKOBKN YTBEPHKAEHEL. 29.07.2025

\PL approved: / [1B yrBepxAaeH: 29.07.2025 B
%_Ne Test / FlokazaTenk Result / PeaynbTaTbi Specification / Hopma R

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B coOTBETCTBAN C
pazgenom 1.3.2 MoAynA 1 perncTpauuoHHoro
Aocee.

[ 11 [Labeling / MapkupoBka Complies / CooTBeTCTBYET

| ,
12 |Storage conditions / Ycrosust iin a dry place at a temperature not exceeding 25 °C. / B cyxoM MecTe npi
XpaHeHuA Temneparype He Bbile 25 °C.

13 |Shelf life (expiration date} / 3 years./ 3 roga.

Cpok rogHoCTyY {CpOK
XpaHeHys) J

"’API name / HanmeHOBaHHe ADC: [

Sennosides A & B/ CenHoanas Au B

INN / MHH: !

Sennosides A & B/ CenHoauabl An B

AP| manufacturer batch number /
Homep cepHH NPON3BOANTENA ADC;

£S0125155 & CS0125156

FP Manufacturer AP} Batch number /
Homep cepum cyGCTaHLMKM RPOUIBOAWTENA
rmo:

0001807602 & 0001807603

APi Manufactured by, address & country /
Nponasoautens A®C,aapec U CTpana:

Nagari, Thanichchiyam Post - 825221, Maduirai District, India /

Harapu, Tanuayusm Moct - $25221, okpyr Magypa#, WHaus i

Kothari Phytochemicals International,

Kotapy dutokemukans UHTepHetmHan,

Remarks : 7he Product conforms to ND/
MpuMevanue: NpogykT cOOTBETCTBYET TpeboparHuaAM

HO

Conclusion : APPROVED /
3akncuenune: OROBPEHO

Checked by QC In-Charge /
DNoxkymenT nposepeH OKK: %{’J

| Approved by QA In-Charge / wal
NokymenT oaoBper OOK: >

Date /
flata: Q5 Olpgplb

| Data

Date /

25.04..9026

FMQC003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A
Page6of6 / C1p. 6na3b
Product: SENADE TABLETS 13.5 mg [Mpoayxt: CEHADE®, TABNETKW, 13,5 mr
Batch No /Cepuna Ne 486007 'Batch Quantity /O6bem 5845 packs /ynakoBoK
: CEepUH:
AR No / Ananutuyecxuii otueT ARF/015/2026|Date of Analysis / flaTa 22.01.2026
Ne : aHanuaa:
Date of Mfg / dara 01/2026 Date of Expiry / FoaeH no: 12/2028
NpoOU3IBOACTBEA!

]
Analysis performed according ND: { Ananu3a nposenén no HA: NNO-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MaxeTbl NepBUYHON YNAKOBKK YTBEPKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPMMHOW YNAKOBKY YTBEPKACHLL: 29.07.2025
|PL approved: / J1B yTeepXaeH: 29.07.2025 J

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Piot No.60-65, Tuem Industrial

manufacturing site / Control site | Release ‘ Estate, Tuem, Pernem Goa-403512, India (License No B76/L)/

‘ site / ‘ Liunna JiTa., Chmkem MBT. 1A, YuacTok Ne 80-85,
HauMeHoBaHKe, aapec W HOMEp NULIEH3UK Mpombllunentan soHa Tyem, Tyew, MepHem, Foa — 403512, UHpuAa
MNOWAAKH, OCYWECTENAOWEN | (MlnueHaun Ne 576/11)

NPOUIBOACTRO/KOHTPONB KavecTBa/BbINYCK l \

Tne

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». /

3aKknio4YeHne O COOTBETCTBMM: «HacTOAWMM A MOATEEPKAAID, HTO NpUBEAGHHEA Bblle MHIPOPMAUMSA SBNAETCH
AOCTOBEPHOR W TOYHOW. 3Ta CepnA NPOAYKLMN npoW3BeAeHa (BKNKYAA YNAaKOBKY (MapPKUPOBKY) W KOHTPOIb KaJvecTsa)
Ha BbilLEYKA3aHHOW NPOM3BOACTBEHHO! nnowajke (Nnowankax) B NONHOM COOTBETCTBWW © Tpefosannamy flpasun
HaAneXaLen NPOUIBOACTBEHHOU NPaKThkK EBpa3vickoro akOHOMUYECKOre coloaa (Ne GMP/EAEU/RU/01091-2024 oT
14 pexabps 2023 r.) ¥ TpeDOBAHUAMU KOHTPONA Ka4ECTBa nekapcTBEHHbIX CPEACTB, @ Takke 8 COOTBETCTBAW co
CneundvKaLMsMKA, COOEPXAWUMICH B DErMCTPALMOHHOM LOCbe CTpaHbl-MMnopTepa. 3anvck no Npon3soacTBY,
yNakoBKe W aHanuay nposepeHbl, W yCTAHOBIIEHD WX COOTBETCTBUE TpeGoBanuam [1pasun Haanexalwen
NPOM3BOACTBEHHON NPaKTVKKA EBpasnickora IKOHOMMHECKOTD Co3an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NpumeyaHue: MpoayKT COOTBETCTBYET TpefoBaHUAM 3axmwoveHue: OROBPEHO

HA

Checked by QC in-Charge / S0 Approved by QA In-Charge /

DlokymeHT npoeepeH OKK: I C-O [okymeHT opobpeH OOK: w
Date / _ Date /

fara <. ob-1o2 € _ | fara: 25:04-292.(

FMQCO003-15-15

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



