Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Pagetof6 / CTp. 1u36

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHANE®, TABNETKMW, 13,5 mr

NPOM3BOACTEA:

Batch No /Cepuna Ne 486004 Batch Quantity /O6nem 5849 packs /ynakoBok
- capuu: - .
AR No/ Ananurndeckui otyet ARF/012/2026 Date of Analysis / lata 19.01.2026

Ne : aHanuaa:

Date of Mfg / flaTa 0172026 Date of Expiry / Foaex go: 12/2028

PL approved: / NB yTeepxaen: 29.07.2025

Analysis performed according ND: / Auanna npoBeaéH no HJ: NM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl nepauyHoi YNakoBKHU YTREepKOeHbi: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNaKOBKK yTBepxaeHbl: 29.07.2025

N2 Test/ NokazaTens Result / Peaynerathl | Specification / Hopma
1 | Appearance / Onucatue Complies / Flat, round, beveled-edge tablets, brown to
CeooTeeTcTRYeT dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
hne on the other side. / Mnockue Kpyrnele
TabneTkw CO  CKOWEHHbIMA  Kpasmu  OT
KODUHHEBOMD A0 TeMHO-KOPMYHEBOro LBeTa .
BKpanneHuamy. Ha oaHOW cTopoHe TabneTkw
BolgaeneHo cnoso  «CIPLA», Ha gpyroi
L CTOPOHE - NWMHWA Pa3anoma.
2 | |dentification / MaerTdmrkayms
Anthraquinone glycosides / \ Complies / Formation of red color in ammonia layer. /
AHTPAXMHOHOBbIE FMUKOIN b CooTeeTcTRYET S:gfuuBaHne AMMWAYHOrO CNOA B KPACHbIA
Qualitative reaction /
KavecmeeHnan peaxuus

Remarks . The Product conforms to ND/

HO

Npumeuanue: MNpoaykr cocreeTcTayeT TPEGOBaAHMSM

Conclusion : APPRQVED /
3aknoveHne: OQOBPEHO

Checked by QC In-Charge /
HokyMeHT nposepen OKK:

Approved by QA In-Charge /
JokymeHT opobper OOK:

B

Date /
faTta:

LS olerade

Date /

DaTa: 26-04+«20726

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANMUIA

Page2of6 / Ctp. 2u3b

Product. SENADE TABLETS 13.5 mg

Npoayxr: CEHARE®, TABNIETKW, 13,5 mr

Batch No /Cepus Ne 486004 Batch Quantity /O6sem 5849 packs /ynakoBok
: cepuu:

AR No / Ananutuueckui otyet ARF/012/2026|Date of Analysis / laTa 19.01.2026

Ne : aHanusa:

Date of Mfg / Jara 01/2028 |Date of Expiry / l'ogeH go: 12/2028
NPOM3BOACTBA: i

Analysis performed according ND: / Ananua n

poseaéH no HA: NN-Ne{(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTul NnepBMYHON YNaKoBKK yTBepXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUUYHOM YNakoBKK yTBepxaeHbI: 29.07.2025
PL approved: / 1B yrBepxaen: 29.07.2025

Ne Test / flokazaTens Result / Pe3ynbTaThl Specification / Hopma
Methy! 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 shoutd
Metunnaparugpokcubensoar | the test solution corresponds | correspond to the retention time of the peak
HPLC /B3XX to the retention time of the; of methyl parahydroxybenzoate in the
peak of methy! | chromatogram of standard solution. / Bpema
parahydroxybenzoate in the | yaepxwsanus OCHOBHOTO nuKka Ha
chromatogram of standard | xpomaTorpamme  ncnbiTyemorc — pacTeopa
solution. / Bpewms | gomkHo CCOTBETCTRORATL BpEMEHMW
yAEPAHNBAHWA OCHOBHOMO NMWKa | YREPXKABAHWA nwKa
{ Ha XpomarorpaMme | meTunnaparuapokcnbersoaTa Ha
| cneITyemoro pacTeopa | XpoMaTorpaMMe CTan[apTHOrQ pacTecpa.
| COOTBETCTBYET BPEMEHW
YOEPXUBIHUA nuka
MeTunnaparugpokcubedsoara
Ha Xpomarorpamme
CTaHAapTHOrQ pacTBopa.
3 | Average weight and 183.26 mg /193,26 mr Average weight 189.99 mg +7.5 % / Cpeanns
uniformity of mass/ CpegHag macca 189,99 mr +7,5%
Macca 1 0QHOPOAHOCTL +18/20 not more than + 7.5 %, /
MacCo| Complies / CooTBETCTBYET  [18/20 He Gonee + 7.5 %:
2/20 not more than £ 15%;/
2/20 He Bonee £ 15 %
4 ;i Dissolution/ 83-99% /83-99 % Not less than 70 % (Q) of the labeied amount
PacteopeHue of sennosides after 120 min. / He menee 70 %

(Q) OT 3aRBAEHHONO COAERKAHNS CEHHO3MADE
yepesd 120 MuH.

HO

Remarks : The Product conforms to ND/
Npumeyanue: Mpogy«T cooreeTcTayeT TPEBOBaHUAM

Conclusion : APPROVED /
3aknwoverne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposeped QKK "é{j"iﬂ HokymeHT caotpen QOK ’\/,f
Date / _ Date /
Nata: R G otp e ¢ fara: 25.04 2026

FMQCO003-15-18

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIK3A

Page3of6 / Ctp. 3n36

Product: SENADE TABLETS 13.5 mg MNpoAykT: CEHAJ:IEE, TABINETKW, 13,5 mr

Batch No /Cepun Ne 486004 Batch Quantity {OBwem 5849 packs fynakoBoK
: CopuU:

AR No / AHanuTnyeckui otyer ARF/012/2026 Date of Analysis / laTa 19.01.2026

Ne : . aHanusa:

Date of Mfg / QaTa 01/2026 Date of Expiry / FoaeH ao: 12/2028
Npon3BoAcTBa:

Analysis performed according ND: / AHanu3 npoeenéd no HA: NN-Ne(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTol NnepBUMHON yNnakoBKu yTBepKaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOH YNAKOBKM yTBepXAeHbI: 29.07.2025

PL approved: / 1B yTBepwaen: 29.07.2025 _ .

Ne Test / NokazaTenb Result / PesynkTaThl | Specification / Hopma

5 | Loss ondrying/MoTepsa s
Macce NPW BLICYLUMBaHUH

17% 1N 7% Not more than 6.0 % / He Bonee 6,0 %

Metunnaparunapokcubensoar

6 | Methy! parahydroxybenzoate 0.041 mgftab / 0,041 mrfTab. | 0.028 to 0.056 mgiab. / O1 0,028 ao 0,056
/

1 mr/tab.
|
1

7 | Microbial purity test/ Mukpobucnoruyeckas 4uctora

T

Total Aerobic microbial count
/ 4 )
OBlLjee 4METo a3POBHBIX 40 cfu/g /40 KOE/r Not more than 10” cfu/g/ He Gonee 10" KOE/r
MUKpPOOPraHKuaMoB
Total combined yeastang | |
mould count / OBuwee unueno 2 2
FIMECHEBBIX 1 APOYOKEBbIX <10 cfu/g / <10 KOE/r Not more than 10° cfu/g /He Gonee 10°KOE/r
rpuwbos
Enterobacteria resistant to
bile / SrTopobaKrepmm. Absent cfu/g / Not more than 107 cfu/g/ He Bonee 10° KOE/r
YCTORYUBLIE K KEMYM OrtcyrcTayoT KQE/T |
Escherichia coli | Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTcTBue s 1r f
! [
Salmonella spp. | Absent /OTcyTcTayioT | Absentin 10'g / OrcyTcTene B 10T
- |
Staphyiococeus aureus Absent / Oteytcrayior } Absentin 1g/Oteytcrave e 11
8 | Uniformity of dosage units / 6.0/8,0 lAccording to  the requirements. /7 B

OanopogHOCTL
AO3SUPCBAHKLIX eaKHULY

COOTBETCTBNN C TREDOBaHUAMM.

Remarks : The Product conforms tc ND/
fipumevanne: MNpogykr COOTEETCTBYET Tpe

Ha

Conclusion : APPROVED /
HoBaHUAM 3aknwuenue: OQOBPEHO

Checked by QC In-Charge / ‘-_-,P tenp
Approved by QA In-Charge /
oK : >
HokyMeHT nposeper OKK: GM.-C‘J dokymeHT oao6Gper OQK: %‘j/l-———'
Date / Date /

Oara; 2% 02024

[ data: 28042026

Cipta Ltd..Cipla House, Peninsuia Business

FMQC003-15-15
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

CEPTUOUNKAT AHATIU3A

Pagedof6 / Ctp. 4n36

{Product: SENADE TABLETS 13.5 mg

Npoaykr: CEH

ALE®, TABNETKM, 13,5 mr

/Batch No /Cepua Ne 486004 Batch Quantity /O06bem 5849 packs /ynakoBok
: cepum:

AR No / AvanuTnyeckui otuetr ARF/012/2026 Date of Analysis / llaTa 19.01.2026

Ne : aHanwaa:

Date of Mfg / flaTa 01/2026 Date of Expiry / FoneH go: 12/2028
npou3BogCTBA: :

Analysis performed according ND: / Ananu3a nposeaéH no H1: IMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThbl NepBUUHOK YNAKOBKW YTRBepKASHbL!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOR YNaKOBKM yTBepXAeHsl: 29.07.2025
PL approved: / JIB yreepxaeH: 29.07.2025

Ne Test / NokasaTens ] Result / PeaynbTatht Specification / Hopma
9 | Assay / KonwyecTeenHoe 14.08 mg/ 14 08mr 1218 - 1583mg (900 - 115.0%)
onpeaeneHwe (104.3 % / 104 3 %) Senncsides equivalent to sennoside B in one
tablet. / OT 12,15 ao 15,53 mr (80,0 - 115,0 %)
:CEMHMOINGOB B NEpecdeTe Ha ¢eHHosug B B
10OHOH TabneTke,
10 | Package appearance / Primary packaging: 20 tablets !Primary packaging: 20 tablets in a blister

OnuncaHre ynakoeku

in a blister made of three-layer
polyvinyi
chioride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and

aluminum foil.

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

MepewuHas vnakoska: Mo 20
TabneTok B BnucCTep U3 nneHxu
TPEeXcNONHoH

MONMUBWHWNXNOPUA/NCNNITUNEH

|/nonuBuHMNUAEHXNOpUA

(NBX/MNS/MBAX) u

anMUHVEBOR honbri.

BropuyHas ynakoska: Mo 25

-

‘ OnUCTEPOB B KAPTOHMYIO nauky |

c
|r ‘BK.I'IBJJbILLIEIﬁ.

BNOXeHUeM 25 J’THCTKOB-‘

|

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

25 blisters with 25 package leaflets in a
carton. /

Nepeu4nas ynakoeka: Mo 20 TaBneTtox B
énuctep 13 NNeHKKn TREXCNOAHOW
fIONUBUHWITXNOPUA/NONKATUNEHNONUBUH URNE
enxnopug (NIBX/NSMBAX) n anwMuHreBon
roneru.

Bropudnas ynakoska: Mo 2, 3 6Gnucrepa
‘Bmeme C NMCTKOM-BKNAZbILLEM B KAPTOHHYKO
{nauky.

‘ﬂo 25 GNUCTEPOB B KAapPTOHHYID nauxy c
|BOXEHMEM 25 NUCTKOB-BKNAAbILLEN,

Remarks : The Product conforms to ND/
Npumeuanne: Mpoayxr COCTBETCTBYET TpeBoBaHUAM

HA

Conclusion : APPROVED /
3aknovenune: OQOBPEHO

Checked by QC In-Charge / A Kol
pproved by QA In-Charge /

DokymenT nposepen OKK: ?f,_,w DoxkymeHT oy,qoﬁpeH OOK? >

Date / -

are S 0L 1ol | pare! 25.04 -202C

Cipla Ltd.,Cipla House, Peninsula Busine

At: Simchem Pvt. Ltd., Piot No. 60-65,

T

FMQC003-15-15

$s Park, anpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
uem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

. Page5of6 / C1p. 5136
Product: SENADE TABLETS 13.5 mg Npoaywr: CEHALE®, TABTIETKW, 13,5 mr
Batch No /Cepuna Ne 486004 Batch Quantity /OBnLem 5849 packs /ynakoBox
: copuu:
AR No / Ananutuueckuin otuet ARF/012/2026 | Date of Analysis / flara 19.01.2026
Ne : aHanuia: -
Date of Mfg / flaTa 01/2026 Date of Expiry { FogeH fo: 12/2028
npox3BOACTBA:

Analysis performed according ND: / AHanu2 npoeeaés no HJ1: IMN-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKKM yTBepXaeHbl: 29.07.2025

PL approved: / N1B yreepxaen: 29.07.2025

Artworks of secondary package approved: / MakeTbi BTOPMYHOM YNAKOBKM YTeepxaeHk:: 29.07.2025

Ne Test / NokazaTens ] Result / PeaynbTath) Specification / Hopma

11 jLabeling / Mapkupoeka Complies / CooTBeTCTBYET In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBETCTBAW G
|pazaenom 1.3.2 mogyns 1 perncTpaunorHOro

Acche.

|

12 |Storage conditions / Yenoeusa {In a dry place at a temperature not exceeding 25 °C. / B cyxom MecTe npu
XPaHeHWA TeMmnepaType He seiwe 25 °C.

13 |Shelf iife {expiration date} / 3 years. / 3 roga.
Cpok rogHocTH {CpoK :

XpaHeHus)
APl name / HaumeHoBaHne A®C: Sernosides A & B/ Cennoanabl A v B
INN / MHH: . Sennosides A & B/ CeHHoanasl Au B
APl manufacturer batch number / CS0125146

Homep cepuu npoussoaurens AQC: ;

FP Manufacturer APl Batch number /

Homep cepunu Cy6CTaHUMKM NPOU3IBOAUTENA | 0001787882
rmo: ‘
Kothari Phytochemicals International,
QPI Manufactured by, address & country / Nagari, Thanichchiyam Past - 625221, Madurai District, India / “
L poussoautent ADC,anpec 1 cTpana; Kotapu dutokemukana MHTepHeLLmHan,
Harapy, TaHuyunam Mocr - 625221, oxpyr Maaypai, WHaus ’

Remarks : The Product conforms to ND/ C i

\ onciusion : APPROVED /
gﬂumeqaﬂue. MpoaykT cooTeeTCTayET Tpe6oBaHUaM 3aknouenne: OQOEPEHO
Checked by QC in-Charge / A

pproved by QA In-Charge /
BokyMeHT nposepen OKK: "it‘p DokymeHT oy,qoﬁpeﬂ OOK? %)\w
Date / ——
D S0ty g1l Date /

ﬂaTa_ g o 'aa-ra_- 250 4. 200

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan
la | , . patrao Kadam Marg, Lower Parel, Mumbai - 4 i
At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 Pue1s. India



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
PageBof6 / Ctp. 6136
Product: SENADE TABLETS 13.5 mg MpoAaykT: CEHAJE®, TABNETKW, 13,5 Mr
Batch No {Cepusa Ne 486004 Batch Quantity /O6rem 5849 packs /ynakoBox
: cepuu:
AR No / Ananutnuyeckun otyer ARF/012/2026 Date of Analysis / JaTa 19.01.2026
Ne : aHanusa:
Date of Mfg / laTa 01/2026 Date of Expiry / FoaeH po: 1212028
NpoM3BOACTBA:

Analysis performed according ND: / AHanus npoeegéx no HJ1: INMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTkl NnepBMYHOK YNIAKOBKM yTBepXaeHbi: 29.07.2025
Artworks of secondary package approved: / Makerb! BTOPMYHONW YNAKOBKHU yTBEpXKAEHbI: 29.07.2025
PL approved: /JIB yTBepxaeH: 29.07.2025

| Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Piot No.680-65, Tuem Industrial

| manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site / Uwnna fita., Cumkem TIBT. JITA ., YUacTOK Ne 60-65,
HaumeHoBanue, agpec U HOMEp NHUEH3HH MpoMelwnexHas scHa Tyem, Tyem, MNepHem, MNoa — 403512, UHana
nNowagku, OCYLWeCcTENAKILEH (NuueHana Ne 576/0)
NPoOM3BOACTBO/KOHTRONL KavyecTBa/BLINYCK
rmo

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 reguirements 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 ang their
compliance with Good Manufacturing Practice of the Eurasian Economic Unicn is established». /

3a|u1loqeuufz O COOTBETCTBHU: «HaCTOAWMM 9 NOATBEPXKAAK, YTO MNPUBEAEHNAS Bbile MHOPMaUMs SBNAETCA
AOCTOBEPHOW K ‘rou:-roﬂ 3Ta cepwa NPOSYKLMK NPOn3BeacHa (BKNIOYAA yNakosKy (MapKMPOBKY) M KOHTPOIb KavecTea)
Ha BbILLCYKA3aHHOW NPOW3BOACTBEHHON NNowadke (ANCLWAaaKkax) B NONHOM COOTBETCTBUM C TpeBOoBaHUAMM lpasun
Haanexalwer NpousBOACTBEHHON NPAKTUKM EBPAINACKOro IKOHOMIUUECKOTo coraa (Ne GMP/EAEU/RU/01091-2024 ot
14 pexabps 2023 r.) v TpeGoBaHwAMU KOHTDONA Ka4eCTBa NEKapcTBeHHbIX CPeAcTs, A Takke B COOTBETCTBWM CO
CNeUNPUKaLIMAMY, COACPXALIMMUCH B PEruCTPALMOHHOM AOCLE CTpaHbl-MMNopTepa. 3aMACK NO NMPOWM3BOACTBY,

YyNaKoeke w ananusy npoaepeHb:,' W YCTAHOBNAEHO WX COOTBETCTBUE TpehoBaHUSM FpaBnn  Hagnexawen
NPOMIBOACTBEHHOM NPaKTUKM EBPa3MACKOrO 3KOHOMUYECKOro CO3ax.

Remarks . The Product conforms to ND/
‘ Conclusion : APPROVED
Npumetanne; !
HE re: MNpogykr CoCTBETCTRYRT TpeboBanuam 3aknoyexue: ONOEBPEHO
Checked by QC In-Charge /
: Approved by QA In-Ch
[lokymenT nposepen OKK:  =f fenO OokymenT o),;oﬁper; O(;;?e / %jw
Date / G
Oarta: 25 . vl ro2e ngtrz-! 2&-0444926
i :

FMQC003-15-15

Cipla Ltd.,Cipla House Peninsula Busin
la Ltd., . ess Park, Ganpatrao Kadam Mar Lower P i i
At: Simchem Pt. Ltd., Plot No. 60-65. Tuem Industrial Estate, Tusm, Pomom Goa ﬂ%régrémbal - 400013, India



