/

CERTIFICATE OF ANALYSIS
CEPTHWOUKAT AHATTU3A

Cipla

Page1of6 / Ctp. 1436

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TABNETKMU, 13,5 mr

iBatch No /Cepusa Ne 486029 Batch Quantity /06xem 5845 packs /ynaxoBok
L cepun:

‘AR No / AHanuTnyeckuu otueT ARF/047/2026 Date of Analysis / faTa 14.02.2026

Ne : aHanwaa:

Date of Mfg / data 02/2026 Date of Expiry / Topen go: 01/2029
NPOU3BOACTBA:

PL approved: / JIB yrBepxaen: 29.07.2025

Analysis performed according ND: / Ananu3 npoeegéu no H: JIN-N2(011138})-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHO¥ YAAKOBKM yTRepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeToi BTOPUYHOW YNaKoOBKW yTBepXAeHbl: 29.07.2025 |

Ne Test / NokazaTenb Result/ PesynbraTth Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTeeTcTByeT dark brown, with speckles. The tablet has
|"CIPLA" embossed on one side, and a score
[line on the other side. / Flnockue kpyrasie
TabneTkn CO  CKOLEHHbIMM  KpasiMd  OT|
KOPWUYHEBOMO AC TEMHO-KOPUUYHEROTC LBeTa ¢
Bkpanneruamn. Ha ofHon cTopoHe TaGneTkw
BbiaaBneHo cnose  «CIPLA», Ha  apyrom
CTOPOHE - NUHKA pasnoma.
2 Identification / MgeHTudnkaLua
i Anthraguinone giycosides / Complies / Formation of red coior in ammonia layer. /
AHTDaXUHOHOBBIE FUKO3NAI CooTteeTtcTByeT S:g_:rammaane aMMUa4YHOro Cnos B KPAacHb!i#
Qualitative reaction /
KavecmeeHrnas peaxyusi |

Remarks : The Product conforms to ND/
Mpumeuanne: MpogykT cooTeeTcTBYET TpefoBaHuam

Conciusion : APPROVED ¢/
3akntouenve: OOOBPEHO

Checked by QC In-Charge /
HokymeHnT nposeper OKK:

HA
=0

. AekymerT ogobpen QOK;

Approved by QA In-Charge /

Mosae.

Date /

Dara 2 G O\1o2t

Date /

ﬂa‘ra: Q.G 0422

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDVKAT AHANIU3A

Page2of6 / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg

Npoay«T: CEHAE®, TABNETKWN, 13,5 Mr

Batch No /Cepuna Ne 486029 Batch Quantity /O61em 5845 packs /ynakosok
: cepun:

AR No / Ananutnueckuin otyer ARF/047/2026 Date of Analysis / Qara 14.02.2026

Ne¢: aHanuaa:

Date of Mfg / faTta 02/2026 Date of Expiry / FloaeH po: 01/2029
NpOM3BOACTBA:

Analysis performed according ND: / Ananns npoeenéd no HL: J1IMN-Ne(011138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTh! NnepBnyYHO# yNakoBKKM yTBepXAeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUHHOM YNAaKOBKM yTeepKAeHbl: 29.07.2025
PL approved: / 1B yreepxaeHn: 29.07.2025

Ne Test /! MokazaTens

Result / PesynbTaThl

Specification / Hopma

Methyl Parahydroxybenzoate
f

Merunnaparugpoxenbensoat
HPLC /7 B3XX

The retention time of the main
peak in the chrecmatogram of
the test solution corresponds
.o the retention time of the
" peak of methyl
. parahydroxybenzoate in the
‘ chromatogram  of  standard
solution. f Bpems
YOEPKUBEHWA OCHOBHOIG MWKa
Ha XpOMaETOrpamme
UCABITYEMOrO pacTtecpa
| COOTBETCTRYET BDEMEHN
YAEPXKWBAHWA nuka
MeTunnaparuapokcnbersoara
: Ha XPOMATOrpaMme
CTaH4apTHOro pacTeopa.

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. / Bpemsa
YAERHKUBAHKUR OCHQBHOMO nMKa Ha
XPOMATOrpaMMe  UCMBITYEMOrQ  pacTBopa
AOMTXHO COCTBETCTBOBATL BpEMEH#!
YOEPKUBAHWA nuxa
MeTunnaparsnapokcnbersoara Ha
XpaMmaTtorpamMme CTaHgapTHOro pacTeopa.

3 | Average weight and

Macca U OJHCPOAHOCTE
MaccChbi

uniformity of mass/ Cpeguss |

192.66 mg /192 66 mr

Complies / CooTBeTcTBYST

Average weight 189.99 mg +7.5 % / CpepHsa
macca 189,99 mr £7 5%

118/20 not more than £ 7.5 %: /
|18/20 re Bonee £ 7.5 %;

12/20 not more than + 15%:/
2120 He Gonee £ 15 %

4 | Dissclution /
Pacreopexwne

77-85% 177-85 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He Mexee 70 %
(Q) OT 3aABNEHHOMD COREPHKAHNSA CEHHOIMACE
Yepes 120 Mun.

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT COOTBETCTBYET TpeboBaHwAM

Conclusion : APPROVED /
3aknwveuue: OQOBPEHO

Checked by QC In-Charge /
LokymeHT nposepeH OKK:

HA
= {0

| Approved by QA In-Charge /
AckymeHT ogobper OOK:

Jovesr

Date /

fata 2C. o028

Date /

ﬂara: 2—-6‘ 04‘- '2.-(‘.‘:2—6

FMQC003-15-15

Cipla Ltd.,Cipia House, Peninsula Business Park Gan i i
a Ltd., . . patrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 |




CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Cipla

Page3of6 / CTp. 3u3b

Product: SENADE TABLETS 13.5 mg

Mpoayxr: CEHAJJE®, TABNETKW, 13,5 mr

nponaBpoacTBa:

Batch No /Cepuna Ne 486029 Batch Quantity /OBLem 5845 packs /ynakogeok
: cepuu:

AR No / Ananutnyecknin otuer ARF/047/2026 Date of Analysis / llaTa 14.02.2026

Ne : aHanusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / Fogen po: 01/2029

PL approved: / 1B yreepxgen: 29.07.2025

Analysis performed according ND: / Ahann3 nposeaéd no HA: JIM-Ne(011138)-(PI-RU}-290725
Artworks of primary package approved: / MakeTbl NepBMYHON YNAKOBKK yTEBEPKAEHLI: 29.07.2025 _
Artworks of secondary package approved: / MakeTb! BTOPMYHOMN YNAKOBKW YTBepXKAEHbI: 29.07.2025

Ne Test !/ Mokasarens

Result / PesynbTathi

Specification / Hopma

§ | Lossondrying/ MNoTepa B
Macce NP1 BbICYLIWBAHWK

1.9% /1,9%

Not more than 6.0 % / He Sonee 6,0 %

6 | Methyl parahydroxybenzoate
(!
MeTunnaparuppokcudeHsoar

0.038 mg/tab / 0,038 mriTad.

0.028 to 0.056 mgitab. / Ot 0,028 go 0,056
s mriTad.

7 | Microbial purity test/ MukpoBuonoruueckas 4ncToTa

Tatal Aerobic microbial count
!
Obwee Yvcno azpobHbix
MUKPCOPraHn3mos

30 cfulg /30 KOE/r

Not more than 10* cfu/g/ He Bonee 10* KOE/r

Total combined yeast and
mould count / OBwee yncno
NNECHEBLIX W JPONOKEBbIX
rpubos

<10 cfulg / <10 KOE/r

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

Enterobacteria resistant to
bile / SvTepobakrepuu,
YCTOWHMBLIE K KEMYM

Absent cfu/g /
OteyreTRyoT KOET

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

Escherichia coli |

Absent /OTeyTeTRyOT

| Absentin 1 g/ OTcyTcTere B 11

Salmonella spp.

Absent /OTcyreTeytoT

] Absentin 10 g / OTcyreTBRME R 10T

Staphylococcus aureus |

Absent / OtcyTeTeyioT

il Absentin 1 g/ OTtcyTcTBME B 1T

8 | Uniformity of dosage units /
OpHopeoHOCTE
l AC3INPOBAHHbLIX eaNHALY

6.3/8.3

|
| : P
According to the requirements. / B
COCTBETCTBUW C TpeboaaHuaAMM.

L

Remarks : The Product conforms to ND/
Mpumevanue: Mpoaykt coaTeercreyet TpefoBaHusaM

Conclusion : APPROVED /
3anryenne: OQOBPEHO

Checked by QC In-Charge /
HokyMeHT nposepen OKK:

HA
=42

Approved by QA In-Charge /
DokymerT opobpen OOK:

gog\cop
el

Date /
Dara: 2C Ol ert

Date /

| Nara: 260420206

FMQCO003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park Gan i i
la ; . patrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd , Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512 ‘



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®WUKAT AHAJIU3A

Pagedof6 / C1p. 4n36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHAﬂEﬁ, TABNETKHU, 13,5 mr

Batch No /Cepua Ne 486029 Batch Quantity /O6Lem 5845 packs /ynakoBok
: cepuu: _

AR No / AHanuTtnyeckun otuer ARF/047/2026 Date of Analysis / flaTa 14.02.2026

Ne : aHanu3a:

Date of Mfg / flaTa 02/2026 Date of Expiry / FogeH po: 01/2029
nNpouM3BoACTBa:

Analysis performed according ND: / AHanu3 nposenéd no HA: NMN-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBHUYHON YNAKOBKM yTBepXaeHbi: 29.07.2025
Artworks of secondary package approved: / MakeTsi BTOPUYHON YNAaKOBKW yTBepXAeHbl: 29.07.2025
PL approved: / 1B yrBepxaen: 29.07.2025

Ne Test / MNoxasarens

! Result/ Pesynbrathl

Specification / Hopma

9 | Assay/ KonuyecteeHHoe
onpeneneHne

14.1C0 mg / 14,10mr
{104.4 % / 1044 %}

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 ao 15,53 mr (20,0 - 115,0 %)
CeHHO3UA0B B NMepecdeTe Ha CeHHCe3ng BB
OLHON TabneTke.

10 | Package appearance /
OnvcaHne ynakosBKw

Primary packaging: 20 tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and

alurminurm foil.

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

Nepeudnas ynakoeka, flo 20
TabneTok B BNMCTEp U3 NNEHKK
TPEXCNOUHOH
NOMUBHHANXACPVA/NONNATUNEH
MONUBUHUANAEHXNOPKS
(NBA/MNIMBAX} n
antoMUKUeBoR oneri.
BropwuHaa ynakoska: [lo 285
€MWCTEPCB B KAPTOHHYIO NAyky
¢ BROweHuem 25 nWeTHOB-
BKNagb/LLenr.

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chioride/polyethyiene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 blisters together
ywith a package leaflet in a carton.

125 blisters with 25 package leaflets in a
carton. /

flepeudHan  yrnakoeka: Mo 20 Tabnetok B
tnuctep n3 MMeHK TPEXCNOWHON
MONAUBKMHUNXNOPUA/MONUATUNEH/NONUBUHUAKA
enxnopun (MBXM3/MNBOX) » anMWHUEBOH
onbru.

Bropw4ras ynakoeka, o 2, 3 Onuctepa
BMECTE C NWCTKOM-BKNAALHWLEM B KAPTOHHYH
na4ky.

Mo 25 BAWMCTEPOB B KapTOHHYK Naqvky C
BROMEHUeM 25 NUCTKOB-BKNaALILLEN.

RO

Remarks : The Product conforms to ND/
MNpwumesuanme: NpogyKkT cooTBeTCTBYET TPEGOBAHMAM

Conclusion : APPROVED /
3aknovenune: CAOBPEHO

Checked by QC In-Charge /
HokymenT npoeeper OKK:

Approved by QA In-Charge / P
AokymeHT onobped QOK S ol S

Date /

Jara: 2L eleyo2t

Date /
dara:

2604226

FMQC003-156-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANN3A
Page5of6 | Ctp. 5u3b
Mpoayky: CEHADE , TABNETKW, 13,5 mr

|Batch Quantity /ObbeM 5845 packs /ynakosoK

Batch No /Cepwnn Ne

: cepvn:

AR NO / AHaNVTN4ECKUH OTUeT ARF1047/2026|Date of Analysis / Dara 14.02.2026
Ne: aHanw3sa: _
Date of Mfg / faTta 02/2026 |Date of Expiry / foneH Ao: 01/2029

npoussoacTBa:

Analysis performed according ND: / Ananu3 npoBeAéH no HA: nn-N9(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTh! nepBNYHON YNAKOBKK yTBepXKAEHbL 29.07.2025
| Artworks of secondary package approved: / MakeTs! BTOPUYHOW YNaKOBKW yTBEPKAEHbL: 29.07.2025
LPL approved: / B yTBepXAaeH: 29.07.2025

Test / NokazaTenk | Result / PesynbTaThl [ Specification / Hopma
Labeling / MapkupoBKa Complies / COOTBETCTBYET |In accordance with Section 1.3.2 of Module 1

IOf the registration dossier { B cooTeeTCTBUU C
lpaa,qenom 1.3.2 moayns 1 perncTpaunoHHOro
AoChe. '

12 |Storage conditions / YCnosus
XpaHeH1s

Shelf life (expiration date)/ 13 years. / 3 ropa.
CpoK rofHoCTH (CpoK
xpaHeHuns)

13

_

API name / Hanmenosanue ADC: T Senncsides A & B/ CenHo3nabl AnB
INN / MHH: Sennosides A & B / CenHo3nabl AnB
AP manufacturer batch number /

| Homep cepuu npowagoanTens ADC: CS0125178
FP Manufacturer APl Batch number /
Howmep cepwuv cyGcTaHuum npoun3soanTens
rne:

0001818452

Kothari Phytochemicals International,
AP| Manufactured by, address & country ! Nagari, Thanichchiyam Post - 825221, Madurai District, India/
NponseoauTenb A®C aapec U CTPaHa: ‘

. Kotapn GuToKEMUKans WUrTepHeLlrHan,
| I Harapw, TaHA44nam focT - 625221, ckpyr Maa an, MHaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Egmeqaune: Mpoaykt cootseTcrayeT TpefoBaHMAM 3akniouenne: OJOEPEHO
Checked by QC In-Charge / p Approved by QA [n-Charge /
DokymeHT npoeeper OKK: .—-——:k*'p ‘ OokymeHT ogoBpeH QOK: /@E\&_“*P/
Date / _ | Date /

| faa: :)_C,‘ch.l__n:?.(: ¥ Nara: 926 04 . 202 6

FMQC003-15-15

Cipla _Ltd.‘Cipia House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
At - Simchem Pvt. Lid., Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOMNKAT AHATN3A
Page6of6 / CTp. 6u3b
Product;: SENADE TABLETS 13.5 mg jl‘lﬁonim: CEHAJE®, TABJIETKM, 13,5 Mr
Batch No iCepun Ne 486029 'llBatch Quantity /06bem 5845 packs fynakoBok
: CepHM:
AR No / AHanMTHYeCKMH OTHeT ARF/047/2026 Date of Analysis | Dara 14.02.2026
Ne : aHannsa: _ -
Date of Mfg / flaTa 02/2026 Date of Expiry { ToaeH Ao: 01/2029

NpPov3BOACTBA:

Analysis performed according ND: / AHann3 nposeaéH no HA: nn-N9(011138)-(PI’—RU)-290725
Artworks of primary package approved: / MaxeTh! nepauYHOR yNakoBKH yTBepXAeHbI: 29.07.2025
'|Artworks of secondary package approved: / MaxeTbl BTOPUHHOW YNAKOBKW yTBEPKACHBI: 29.07.2025
PL approved: / JIB yTREpXAEH: 29.07.2025

Wame, address, authorization No for FP | Cipla Ltd., Simchem Pyt Ltd., Plot No.60-85, Tuem Industrial

| manufacturing site / Control site { Release Estate, Tuem, Pernem Goa-403512, India (License NoO 576/L)/

| site / Uunna JiTa., Cumkem Net. flTa., Y4acTok Ne 60-65, |
HauMmeHOBaHMe, aAPEC N HOMEP NULIEHIUK MpoMelNeHHan 30Ha Tyem, Tyem, MNepHem, loa — 403512, Nnawna

| NAOLWANKMN, OCyUleCTBNAKWER {Nuuerans Ne 576/11) l
NPOM3BOACTBO/KOHTPONE KauecTBa/BLINYCK |
rne | N

Declaration of certification: «l 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» ./

3aKknioyeHne O COOTBETCTBUM: «HACTOSILMM A nogTeepxaalo, uTe NPUBEREHHER Bbille WHOpMauWs ABNAETCA
[OCTOBEPHOW 1 TOUHOW, 378 Cepus nPoayKUMk nponsseneHa {BKniOMan YNAKOBKY (MAPKMPOBKY) W KOHTRONb KayecTsa)
Ha BbilLEYHa3aHHOH nponssoncraeHHoﬁ anowaake (nnoujagkax) B NONHOM COOTBETCTEBMM ¢ TpeboBaHUAMA Mpasun
HapneXallel NpOM3BOACTBEHHON NPAKTUKY Espa3aniickoro 3KOHOMUHECKOTS COH3d {Ne GMP/EAEU/RU/01091-2024 oT
14 pekaBps 2023 r.) n TpebOBAHNAMWA KOHTPONA kauecTBa NEKApPCTBEHHbIX CPEACTB, & TakKe B COOTBETCTBUK CO
creurduKaLnaMY, COAEPXaLLMMUCA B PEruCTPauMOHHOM AOCHE CTpaHbi-kmnopTepa. 3anvuck no npcu3BCACTBY,
yNakoBKe ¥ @HanM3y npoBEpeHbl, W yCTAHOBIEHO wx cooteercrene TpeBomaHnam [lpasun Hagnexawen
NPOW3BOACTBEHHON NPaKTUKK EBpasvinCKOro 3KOHOMUYECTKOTO CO3EY.

Remarks : The Product conforms to ND/ C i

onclusion ;: APPROVED /
n .
Hﬂuueqanue. fApoayxT cooTeeTcTBYET TpeSOBAHVAM 3axnwyewne: OOQOBPEHO
Checked by QC In-Charge / A

pproved by QA In-Charge /

DokymenT npoeepel OKK: ﬁ#" JoxymeHT ogo6peH OOK%J /@Cﬁw
Date / ° Date / e —
Dara: 26 l-?-.m’l.zf’g [aTa: 26-0A 202 L

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, G
na L., ) , Ganpatrac Kadam Marg, Lower Parel, Mumbai - 4 [
At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pegrnem Goa 403512 = - 400013, India



