CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Cipla

Page1ofé / Ctp. 1m36

[Product: SENADE TABLETS 13.5 mg

[NMpoaykT: CEHALE®, TABJIETKM, 13,5 mr

'Batch No /Cepus Ne 486038 ‘Batch Quantity /O6bem 5848 packs /ynakoBok

: cepuw:

AR No / AHanntnueckuin otuet ARF/059/2026 Date of Analysis / [laTa 26.02.2026

N2 : adanu3aa: ;
Date of Mfg / flata 02/2026 Date of Expiry / ToaeH po: 01/2029

NPOM3BOACTBA:

PL approved: / 1B yreepxaeH: 29.07.2025

Analysis performed according ND:./ AHanu3 nboaenéu no HAO: JIN-Ne(011138)-{PI"-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMUHON YNAKOBKM yTBepXAeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPUYHOM YNAKOBKYW yTBepXaeHbIl: 29.07.2025

No Test / NokasaTens Result / PeaynbTaThl Specification / Hopma
1 | Appearance / Onucanve Complies / Flat, round, beveled-edge tabiets, brown to
CooTteeTcTBYET dark brown, with speckies. The tablet has
"CIPLA" embossed on one side, and a score
Jine on the other side. / Mnockue Kpyrnele
TabneTkm CO  CKOLWEHHbLIMW  Kpasmw  OT
KOPUYHEBOIO AC TEMHO-KOPWYHEBOTC LBeTa C
BKpaANNEeHUAMW. Ha opHoit cTopore Tabnetku
Boigaanedo crnoso  «CIPLA», Ha Apyrod
CTOPOHE - MMHWA Pasnoma.
2 | Identification / MpeHTUOUKaLMS
Anthraguinone glycosides / Complies / | Formation of red celor in ammonia layer. /
B H ¥
AHTPAXMHOHOBLIE TMINKCINAS CogTeeTCTBYET El):gfu.maawe AMMMUEYHOrQ CNOA 8 KPACHbIN
Qualitative reaction /
KayecmeeHHasa peakuyus

Remarks : The Product conforms to ND/
Mpumeuanne: MpoayKT COOTBETCTBYET TpeboaaHuam

Conclusion : ARPPROVED /
3aknoyenne: OJOBPEHO

Checked by QC In-Charge /
JokymerT nposeped OKK:

HO
s

Approved by QA In-Charge / o
OokymerT opobper OOK: %’)//

Date /

fata: AL Ol .22 e

Date /
Jara: 2604 - 2026 i

FMQC003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHANTU3A

Page2of6 / Ctp. 2n36

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

IBatch No /Cepun Ne 486038 Batch Quantity /O6bem 5848 packs /ynakoBok
2 coOpuUK:

AR No / AHanuTnueckni otuer ARF/059/2026 Date of Analysis / [laTa 26.02.2026

Ne : aHanusa:

Date of Mfg / llaTa 0212026 Date of Expiry / FTogeH go: 01/2029
npoussoacTea:

Analysis performed according ND: / AHanns npogeaén no H: NMN-Ne(011138)-(PI-RU}-290725

Artworks of primary package approved: { MakeTb! repBMYHON YNAKOBKM YTBePXKaeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOH YNAKOBKKW yTBepKaeHbl: 29.07.2025 |
PL approved: / JIB yrBepxaen: 29.07.2025

N2 Test / Mokaszatens

Result / PesynsTaThl

Specification / Hopma

Methyl Parahydroxybenzoate
/

HPLC / BIXX

The retention time of the main :
i Peak in the chromatogram of |
Metunnaparngpokcubenaoar | the test solution corresponds

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the peak

' to the retention time of the . of methyl parahydroxybenzoate in the
| peak of methyl | chromatogram of standard solution. / Bpems
| parahydroxybenzoate in the | yaepxuvBaHus QCHOBHOIQ NWKa Ha
. chromatogram  of standard | xpomaTorpaMMe  UCRLITYEMOro  pacTeopa
soiution. { Bpems | AOMKHO COOTBETCTBOBATL BpEMEHH
VAEDXUBAHWS OCHOBHOTO MWK | YAEPXKUBAHUS nuKa
Ha XpOMaTorpaMme | MeTUnnaparvapokcuBeH3oaTa Ha
UCNBITYEMOTO pacTecpa | XxpoMmaTorpaMme CTaHAapTHOMD pacTBopa.
COOTBETCTRYeT BPeMEeHY
yaepXUBaHuA nuka
MeTunnaparngpokcubenaoata
Ha XpomaTerpamme

CTaRAapTHOrO pacTeopa.

3 | Average weight and
uniformity of mass/ CpepHnas
Macca W 0AHOPOAHOCTb
Macch!

189.84 mg /188,84 mr

Complies / CooTBeTCTBYET

Average welight 189.99 mg £7.5 % / Cpeansas
macca 189,99 mr £7,5%

18/20 not more than £ 7.5 %, /
18/20 He Gonee + 7,5 %;

2/20 not mare than = 15%:/
2/20 He Gonee + 15 %

4 | Dissolution /
PacTaopeHune

84-99% /84-99 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He meree 70 %
(Q) oT 3a88NEHHOTO COAEPKAHWA CEHHO3MA0E

|uepes 120 muH.

Remarks : The Product conforms to ND/
Npumeyanue: NPoAyKT COOTBETCTBYET TpEOOBAHNAM

HA

Conclusion : APPROVED !/
Aakntoyenne: OAOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT nposeped OKK: -f;fi,u OokymenT ofodper QOK! %5/"
E::'Z: XL 0t e2g Dara: >

FMQCQ003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvi. Ltd. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403812




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Cipla

Page3ofé / Ctp. 3u36

Product; SENADE TABLETS 13.5mg

Mpoaykr: CEHANIE®, TABNETKW, 13,5 mr

Batch No /Cepun Ne 486038

Batch Quantity /06vuem

5848 packs /ynakosok

: cepuu:

AR No / AHanuTtuveckuih otyet ARF/059/2026|Date of Analysis / lata 26.02.2026
Ne : aHanwusa:

Date of Mfg / OaTta 02/2026 Date of Expiry / Topen go: 01/2029
NpPOU3BOACTBA:

PL approved: / 1B yTeepxaen: 29.07.2025

Analysis performed according ND: / Avann3 npoBeaéH no HA: NM-Ne(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeThl NepBUYHON yNakoBKM yTBepKgeHbt: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTO

PMYHONM YNAKOBKW YTBepXaeHb!: 29.07.2025

Neo Test ! Mokaszateno

Result / PesynsTaTthl

Specification I Hopma

§ | Losson drying / loTeps B
MaCCe NpK BoICYLLNBAHIM

2.1% /2,1%

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

8 | Methyl parahydroxybenzoate
f

MeTunnaparugpokcubensoat

0.037 mg/tab / 0,037 mriab.

Mr/Tab.

0.028 to 0.056 mg/tab. / OT 0,028 no 0,056

7 | Microbial purity test/ MukpoGuonoruieckas yucTota

Total Aerobic microbial count
/
OBLee Yueno aapobHbix
MUKPOOPranu3MoB

40 cfulg /40 KOE/r

Not more than 10 cfu/g/ He Gonee 10* KOE/T

Total combined yeast and
mould count / OBlee yucno

bile / JnTepobakrepuy,
| YCTORUUBbLIR K KENIW

OteyteryoT KOE/T

<10 cfu/g / <10 KOE/r Not more than 10° cfulg /He Bonee 102 KOE/r
MMEeCHEBbIX U APONKeBbIX
rpubos
Enterabacteria resistant to Absent cfu/g / | Not more than 10? cfuig/ He Gonee 102 KOE/r

| Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1g/OTcyTcTeme 8 11

Salmonelia spp.

Absent /OTCYTCTBYIOT

Absent in 10 g / Otcytctene B 10T

Staphylococceus aureus

Absent / OTCYTCTBYIOT

Absentin1g/Orcytctene s ir

8 | Uniformity of dosage units /
OAHOPOAHOCTh
AO3VPOBAHHBEIX E4NHKL

56/55

According to the reguirements.
COOTBETCTBUKW ¢ TpebopaHuaAMW.

f B

Remarks ' The Product conforms to ND/

Mpumeuanme: MpogykT cooTeeTCTRYET TpebosaHuam

Conclusion ; APPROVED !/
3aknovenne: OQOBPEHO

HAa !
Approved by QA in-Charge NS

Checked by QC In-Charge / : '

NoxymeHT nposeper OKK: ﬁ;ﬁ,_o Bokyment opobped OOK: /
Date / i}

Date / 2 0 Olp yo2g | fara. 26 04-» 2026

Dara:

FMQC003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, M1u2mbai - 400013, India.
At - Simchem Pwvi. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem (Goa -4035




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDWKAT AHAJTU3A

Pagedof6 / Ctp. 4136

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHANE®, TABNETKN, 13,5 Mr

Batch No /Cepua Ne 486038 Batch Quantity /O6bem 5848 packs /ynakoBok
: cepuu:

AR No / AHanutuveckun otueT ARF/059/2026|Date of Analysis / faTa 26.02.2026

Ne : aHanwusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / FTogen ao: 01/2029
npou3BoacTBa:

Analysis performed according ND: / Avanu3 npoeegéH no HA: J1M-N2(011138)-(PT"-RU)-290725
Artworks of primary package approved: / MakeTbl NEPBUYHON YNAKOBKWA YTBepXAEHbI: 29.07.2025

Artworks of secondary package approved: / MakeTbi BTOPUYHOW YNaKOBKKM yTREPXKAEHbI: 29.07.2025
PL approved: / 1B yreepxaex: 29.07.2025

|

Ne

Test / NoxazaTtens

Result / Peszynbrath!

Specification / Hopwma

9

Assay / KonnyectaerHoe
onpeaenexHve

14.05 mg / 14,05mr
(1041 % /104 1 %)

12215 - 15583mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 go 15,53 mr (90,0 - 115,0 %)
CEHHO3WAOE B NepecyeTe Ha CEHHOAWg B B
oLHoN TatneTke.

10

L

Package appearance /
OnucaHue YNAKOBKU

Nepewysas ynakoska: Mo 20

Primary packaging: 2C tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/polyvinyli
dene chioride (PVC/PE/PVDC)
film and

aluminum foil, ,
Secondary  packaging: 25 |
blisters with 25 package leaflets
in a carton. /

Tabnetok B GnucTep n3 NNEHKU
TpexcnoAHOW

Primary packaging:. 20 tablets in a blister
made of three-laver polyvinyl
chioride/polyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil,
Secondary packaging. 2 or 3 blisters together
with a package !eaflet in a carton.

'25 bilsters with 25 package leaflets in a

carton. /

MNepeudHan  ynakoska: Mo 20 tabnetok 8
GnucTep Tk nNeHKu TPexXCnonHoM
NONWBWHKWNXNOPKA/MONUITUNEH/NONVBURWIIAA
exxnopug (NMBXMAMBOX) v anoMUHWEBCH
dronbru.

NOAWBYHANXNCPUA/NCNNITUNEH

fnonvBMHUNWAEHXNoPAA

(NBX/NSMBAX) 1
anioMUHWERON PONbIK.
Bropuunas ynakoska: TNo 28
BnucTepos 8 KapTOHHYK Naqky
C  BRoxesrwem 25 IWCTKOB-

|BropudHan ynaxoeka: o 2, 3 6Bnuctepa
'BMECTe C NUCTKOM-BKNAALILLEM B KAPTOHHYH

nauyky.
Mo 25 BauWcTepoB B KAPTOHHYID 0&@YKy C
proO¥eHWaM 25 NUCTKOB-BXNaabIen.

BKNaaplLLeH.

HA

Remarks : The Product conforms to ND/
Mpumeuanne: MNpodykT coOTBETCTBYET TpeBopaHuam

Conclusion : APPROVED !/
3axniovenue; OJOBPEHO

-Charge /
Checked by QC in-Charge / Approved by QA In-C :
dokymeHT r)'llposepert OKK, ;—_E*u LoxymeHT ogobpeH OOK: o ol
Date/ 8 a. : Date / 5 .04+ 202L
Dara: ©te.2 024 Jara:

Cipla Ltd. Cipla House, Peninsula Business Park, Ganp

FMQCO003-19-15

atrao Kadam Marg, Lower Parel, Mumbai - 400013, india.

At © Simchemn Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page5ofé / CTp. 5136

Product: SENADE TABLETS 13.5 mg

NpogykT: CEHAOE®, TABNETKW, 13,5 Mr

Batch No /Cepusa Ne 486038

Batch Quantity /O6rem 5848 packs /ynakoBok

: cepuum:

AR No / AvanuTnyeckuin otyet ARF/059/2026 Date of Analysis / fara 26.02.2026
Neo : aHanwuaa:

Date of Mfg / flara 02/2026 Date of Expiry / FoaeH go: 01/2029
NPOM3ROLCTBA:

'PL approved: / NB yTteepxaeH: 29.07.2025

Analysis performed according ND: / AHanua nposeaéu no HA: NN-Ne(011138)-(Pr-RU)-280725
Artworks of primary package approved: / MakeTol NepBHYHON YNAaKOBKW YTBEpPKAEHKI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOA ynakoBKK yTBepaeHbt: 29.07.2025

Ne Test / Mokazatens

Result / PezyneTaTthl

Specification / Hopma

11 |Labeling / Mapkupoeka

Complies / CooTBeTCTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBETCTBMK ¢

paszgencm 1.3.2 mogayna 1 perncrpauuoHHoro
Aocke.

12 |Storage conditions / Ycnosus
XpaHerRus

In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
TemMnepaTtype He Beiwe 25 °C.

13 |{Shelf life {expiration date) /
Cpok rogHoCTH (CPoK
XpaHeHus)

Jyears. /3 ropa.

APl name / Hanmenosanue ADC:

Sennosides A & B / CeHHo3Mabl A B

INN / MHH:

Sennosides A & B/ CeHHoanasi Au B

API manufacturer batch number /
Homep cepuu npouzsogutens AQC:

£S0125182 & C80125183

FP Manufacturer APl Batch number/

Homep cepuun cy6CcTaHUMM NPON3BOAUTENS
Mmo:

0001823967 & 0001823968

APl Manufactured by, address & country {
Mpouzpoautens ADC.anpec u cTpaxa:

Kothari Phytochemicals International, _
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
Kotapn ®uroxemnkans VHTepHewwHan,
Harapw, Tanwduusm Noct - 8256221, okpyr Maaypai, WUHBKR

Remarks : The Product conforms to ND/

Npumeyanke: MNpoAykT cooTBETCTBYET TpEBOBAHKAM

Conclusion ;: APPROVED /
3akmoyenne: QROBPEHO

HO
by QA In-Charge /
Checked by QC In-Charge / Approved . ;\&-\’—"9
[loxkymeHT nposepeH OKK: %b—p NokymeHT oaobper OOK: /
Date /
Date / ] P
ata 20 Ou Yo & Oara; 26 04 - 20

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

CEPTUDUKAT AHANTU3A
Page6ofé / Ctp. 6136
Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAQE®, TABNETKM, 13,5 mr
‘Batch No /Cepust N2 486038 Batch Quantity /OGnem 5848 packs /ynakonok
: cepuu:
AR No / AHanutuueckui otuet ARF/059/2026|Date of Analysis / flata 26.02.2026
Ne . aHanusa:
Date of Mfg / ata 02/2026 Date of Expiry / Foger go: 01/2029
nNpou3BoACTBEaA:

Analysis performed according ND: / Ananu3 nposegéH no HA: ITN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / Maketul nepBu4HOi YNaKoBKU yTBepXAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUUHON YNAKOBKM yTBEpXAEHL!: 29.07.2025
PL approved: / 1B yreepxaeu: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-85, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No &76/L) ¢
site / Lunna Nitg., Cumkem MNet. NTa., YyacTok Ne 80-65,
HanmeHoBaHMe, agpec # HOMEP NULIEH3NU Mpombiwnenyan sona Tyem, Tyem, Neprem, MNoa — 403512, MHaus
NAOWAAKU, OCYWLECTRASIIOLLEN (JluueHsua Ne 576/M)
NPOM3BOACTBO/KORTPONL KauecTBa/BbiNyCK

Mo

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 controi 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 establisheds. /

3aKno4enne O COOTBETCTBUM: «HACTOSWMM 8 NOATBEPKEAN, YTO NpUBEAEHHas Bbille WHOPMaUWR ABNAETCA
ACCTOBEPHOA W TOYHOW. 3Ta Cepur NpogyKud NpoKaBeneHa (BRIIoYan YNaKoBKy (MapKUpOBKY) M KOHTPOIb KayecTsa)
Ha BbileyKa3aHHON NpOV3BOACTBEHHOM NNOWAAKe {NAOLWEAKEX) B NONHOM COOTBETCTBMM C Tpeboaanmammn Mpaeun
Hapnexalyen NpoN3BOACTBEHHOK NPaKTUKN EBPa3UACKOro SKOHOMKYECKOro cowsa (Ne GMP/EAEU/RU/01081-2024 ot
14 pexafps 2023 r.) v TpeGoBaHMAMM KOHTPONA Ka4€CcTBa NEekapCTBEHHBIX CPEACTB, a TaKke B COOTBETCTEUA CO
CRELMMUKALMAMY, COASPHKALMMNCA B PEruCTPaLMOHHOM AOCke CTPaHb-UMNOPTEpa. 3anvcu No NPOV3BOACTBY,
YNAKOBKE W &HanWly npoBepeHbl, U YCTaHOBNeHO ux cooTeetcTBue TpebomanuamM [paswn  Haanexawei
NPON3BOACTBEHHOR NPAKTUKKM EBPAIUtCKOro SKOHOMMUYECKOTD CO3ax.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TNMprumMmeyanKne: NpoaykT cooTBeTCTBYET TpeboBaHusm 3awnouenne: OQOBPEHO
HA
-Ch /
Checked by QC In-Charge / __/O .0 Approved by QA In-Charge \

HokymeHT nposepeH OKK: Ooxyment oaobpern OOK: 9. Cadmetan

Date / Date /
Oara: Q6 Olaere ! Oata:

26-04--2026

FMQC003-15-15

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



