Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANIU3A

Pagelof6 /CTp. 1 u36_|

Product: SENADE TABLETS 13.5 mg NpogykT: CEHAJJ,—E®, TABNETKW, 13,5 mr

|Batch No /Cepnsa Ne 486003 Batch Quantity /O6bem 5850 packs /ynakoBokK
: cCepMM:

AR No / AnanuTnueckni otqer ARF/011/2026 Date of Analysis { DaTta 17.01.2026

Ne : adanwvaa:

Date of Mfg / flaTa 01/2026 'Date of Expiry / FoaeH go: 12/2028
NpPOM3BOAOCTBA: '

Analysis performed according ND: / AHanu3 npoeeaén no HA: Nr-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTkbl NepBMYHON YNAaKOBKH YTBEDKACHDI: 29.07.2025
Artworks of secondary package approved: / MaxeTb! BTOPHYHOW YNAKOBKMW yTBEpXKAEHbI: 29.07.2025
PL approved: / 1B yTRepxaeH: 29.07.2025

Ne Test / NloKkazaTens Result / PesynbTatb! Specification / Hopua'
1 | Appearance / OnucaHue Compilies / Flat, round, beveled-edge tablets, brown to
CoOTBETCTRYET dark brown, with speckies. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / lnockue Kpyrnble
TaBneTk CO  CKOUWEHHBIMW  Kpaamu  OT
KOPUMHEBOTO A0 TEMHO-KOPWMHEBOro LiBeTa C
BKpanneHuamu, Ha oaHOW cTOpoHE TabneTku
isbaaBneHo  cnoso  «CIPLA», Ha apyro#
|cTopoHe - NuHKA pasnaMa.
2 | Identification / WaerTuchnkauma
Anthraquinone glycosides / Complies / ’IFormation of red color in ammonia layer. /
AHTPAXUHOHOBBIE FTTUKO3NAS! CogTeeTcTByeT Sggfmwaame aMMUaYHOro CnoA B KpacHbld
Qualitative reaction /
KayecmeeHHaA peakuus

Remarks : The Product conforms to NDf
Mpuwmeuanme: NpoayKT cooTBeTCTBYET TPEOORaHNAM

Conclusion : APPROVED /
3anwyenue: OQOBPEHO

Checked by QC In-Charge /
Doxyment npoeepeH OKK:

HA
=P

Approved by QA In-Charge / Cap
DokymenT opotpen COK: %f\/"

Date /

LiaTa G 0L D2 O

Date /

| faTa: 25 0420t L

FMQC003-15-15

Cipia Ltd.,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




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Cipla

Page2of6 / Ctp. 2u3b

Product: SENADE TABLETS 13.5mg

Npoaykr: CEHADE®, TABNETKW, 13,5 mr

Batch No /Cepna Ne 486003 Batch Quantity /O6Hem 5850 packs /ynakoBok

. cepum: ]
AR No / AHanuTu4eckuit otuet ARF/011/2026 Date of Analysis / [lata 17.01.2026

Ne : aHanuaa:

[Date of Mfg / laTa 01/2026 Date of Expiry / FogeH no: 1212028

npouasofcTRa:

Artworks of primary package approved:

PL approved: / 1B yTBepXaeH: 29.07.2025

| MakeThl ne

Analysis performed according ND: / AHanu3 npoBeaén no HI: NN-Ne(011138)~(PT-RU)-290725
PBWYHOM YNaKOBKKW YTBEPXACHDb!: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPHMYHOW YNAKOBKKU yTBepXKAeHbl: 29.07.2025

Test / NoxkazaTenk

[ Ne

Resuit / Pe3ynbTaTh!

Specification / Hopma

Methyl Parahydroxybenzoate
!
MeTunnaparngpokcubeHaoar

The retention time of the main
peak in the chromatogram of
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

uniformity of mass/ CpegHss
Macca U OAHOPOAHOCTD
MaCCbi

Complies / CooTB&TCTBYET

HPLC / B3XX to the retention time of the | of methyl parahydroxybenzoate in  the
peak of methyl | chromatogram of standard solution. / Bpewms
parahydroxybenzoate in the | yaepxneanus OCHOBHOIC nuxa Ha
chromatogram of standard | xpomarorpamme UcnbITyemoro  pacteopa
solution. ! Bpems | AOMKHO COOTBETCTBOBATD BPEMEHHN
YAEPKNBAHWA OCHOBHOrO NWKA | YAGDPXUBAHUA nuka

| Ha XpOMaTorpaMme MeTunnaparuapoxkcnbedsoarta Ha
MCMbITYEMOro PacTROpPa ; XpOMATorpamMme CTaHAapPTHOrO pacTeopa.

| COOTRETCTBYET BpEMEHN |
yAepX1BaHUs nvKa
meTunnaparmaporcubensoara
Ha XpoMaTorpamme
CTAHABPTHOro PacTBORE.

3 | Average weight and 190.29 mg /190,28 mr Average weight 189.99 mg £7.5 % [ CpegHan

'macca 189,89 mr +7,5%

18/20 not more than £ 7.5 %; /
18/20 He Bonee £ 7.5 %;

2420 not more than + 15%,/
2/20 He Bonee £ 15 %

4 Dissolution /
PacTeopeHne

87-100% /87-100 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He meree 70 %
{(Q) OT 32RBNEHHCrO CoAepKaHnA CeHHO3NAOE
‘I—Iepea 120 MuH.

Remarks : The Product conforms ta ND/
Mpumeyanwe: MPOAYKT COOTBETCTBYET TpebosaHmnam

HA

Conclusion : APPROVED {
3axnsoueHme; OOBPEHO

Checked by QC In-Charge / Approved by QA in-Charge / cop
DokymenT nposepeH OKK: “—";,"W DokymeHT oaobpen OOK: %:/3,,/-
Date / - Date /

Lara: 2 & 0L 20 Dara: 2S04 2026

FMQCU003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, (3anpatrao 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®UKAT AHATI3A
Page3of6 / CTp. 3u3b
Product: SENADE TABLETS 13.5mg [MpoaykT: CEHAAE®, TABNETKMW, 13,5 mr
Batch No /Cepust Ne 486003 [Batch Quantity [06BeM 5850 packs fynakoBox
: |cepun:
AR No / AnanuTuyeckun otuet ARF/01 1.'2026‘Date of Analysis / AaTa 17.01.2026
Ne : laHanu3aa.
Date of Mfg / faTa 01/2026 Date of Expiry / TogeH no. 1212028
NpPOM3BOACTBRA:
Analysis performed according ND: / AHanuz npoBeaén no HA: I'II'I-N9(011138)—(PF-RU)-290725

Artworks of primary package approved: / MakeTsl NepPBUYHON YNAKOBKW YTBEPKAECHEL: 29.07.2025 _
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBKNK yTBEPKAEHbI: 29.07.2025
[PL approved: / N1B yTeepxaeH: 29.07.2025 J

[ Ne Test / NokasaTenb Result / PeaynbTaTh [ Specification / Hopma

|5 | Loss on drying / MoTeps B 1.7%11,7% ‘ Not more than 6.0 % / He 6onee 8,0 %
‘ | Macce NP BbICY LIMBAHK ‘

, . |
] 6 | Methyl parahydroxybenzoate 0 038 mg/tab / 0,038 mriTab. '] 0028 to 0.056 mg/tab. / OT 0,028 ac 0,056 |

{ i Mritab.
MeTunnaparnapokeubenzoar | \
7 [ Microbial purity test! MukpoBnonoruyeckas YucToTa
Total Aerobic microbial count ’
-"‘ ) 4
OBLLUee HMCro A3pOBHBIX 40 cfu/g /40 XOE/r Not more than 10* cfuig/ He Gonee 10" KOE/r
MHKPOOPraHnamen
Total combined yeast and N
mould count / OBwee Yncno 2 2
NECHEBbIX / ADONOKEBBIX <10 cfufg / <10 KOE/r Not more than 10° cfu/g /He Gonee 10 KOE/r
rpubos
Enterobacteria resistant o Absent cfufg / Not more than 107 cfulg/ He Gonee 10° KOEIr
bile / JHTepobakTepui, 9 ° an w8
YCTORYNBDIE K XKENHH OtcyTcTeyloT KOE/T
| Escherichia coli ‘ Absent /OTCYTCTBYIOT Absentin 1g/OtcyTctene 8 1r
Salmonella spp. ' Absent /OTCYTCTBYHOT Absentin 10 g /Otcytcteme g 10T
Staphylococcus aureus Absent / OTCyTCTBYIOT Absentin 1 g/ OfcytctBue B 11
8 | Uniformity of dosage units / 55/55 According to the requirements. { B
QOLHOPORHOCTE COOTBETCTBUK ¢ TPEGOBAHUAMN.
AO3MPOBaHHBIX eAuHY
_ : _ | _ |
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumevanue: pogyKT COOTBETCTBYET TpeboBaHUAM 3akmoveHue: OJOBPEHO
HA
Checked by QC In-Charge / Approved by QA in-Charge /
LokymenT nposepeH OKK: %E’O ‘ DokymerT oaotper OOK: /g‘,}/p;
Date / [Date /
fata;, S5 00 1024 | Nata. 25042036

FMQCQ003-15-15

Cipla Ltd.,Cipia House, Peninsula Business Park, Ganpatrac 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®UKAT AHANU3A

Pagedof6 / Ctp. 4n36
Product: SENADE TABLETS 13.5mg _ NpoaykT: CEHALE®, TABNETKW, 13,5 mr
Batch No /Cepuna Ne 486003 Batch Quantity /O0bem 5850 packs /ynakoBoOK
E cepuu: _
AR No | AhanvTwaeckui otuer ARF/011/2026]Date of Analysis / aTa 17.01.2026
Ne : aHanu3a:
Date of Mfg / laTa 01/2026 Date of Expiry / foaeH oo 12/2028
NPOU3BOACTBA!
Analysis performed according ND: / AHanua nposeféH no HA: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: { MakeTbi NePBUYMHON YNAKOBKW YTBEPXAECHbI. 29.07.2025
Artworks of secondary package approved: / MakeTl BTOPUYHON YNaKOBKU yTBEPXKAEHbL. 29.07.2025
PL approved: / /1B yTBepXkaeH: 29.07.2025 J

[T! Test / [lokalarens \ Result / PeaynsTaThbl Specification / Hopma
|9 | Assay / KonnecTaenHoe I 14.07 mg / 14,07mr \12_15 — 1553mg (900 - 115.0%)
onpegenexHue (104.2 % / 104,2 %) Sennosides equivalent to sennoside B in one

tablet. / OT 12,15 5o 15,53 mr (90,0 - 115,0 %)
| CeHnoaWfoR B nepecueTe Ha ceHnosun B B
| onHoh TaBneTke.

10 | Package appearance / "Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister
QnucaHwe ynaKkoBKW ‘in a blister made of three-layer jmade of three-layer polyvinyi
polyvinyl chloride/polyethylene/polyvinylidene chloride

chloride/polyethylene/polyvinyli (PVC/PE/PVDC) film and aluminum foil.
dene chloride {PVC/PE/PVDC) Secondary packaging: 2 or 3 blisters together

film and with a package leaflet in a carton.
aluminum foil. 125 plisters with 25 package leaflets in a
‘Secondam packaging: 25 |carton. {

|blisters with 25 package leaflets

Meparuyran yNaAKoBKa. Mo 20 Tabnetok B
BnucTep 13 NAEHKY TPEXCNOWHOW
ineDBMHHaH ynakoeka: Mo 20 NOMUMBUHUAXAOPKA/NONN3TUNEH/ MoNWBUHWNAWA
TaBneTok B BAMCTEP U3 NNEHKA [ eHXnopun (NBX/M3/MNBAX) ¢ anNKMUHWEBON

‘in a carton. /

‘TpexcnoﬁHoﬁ ‘ donery.

| nonWBMHUNXNOpua/nonuaTknen |BTopuyHAN ynakoska: flo 2, 3 Bnucrepa
/nonUBUHUAIMAEHXNOPWUA BMECTe ¢ NWCTKOM-BKNAAEILEM B KAPTOHHYIC
(NBX/M3MBOX) u na4xy.

aniomuHneBon Gonberu. Mo 25 GrMCTEpoB B KAPTOHHYKD Mauky C

BTopwuHan _ynakoeka: [1o 25 |BRoxeHueM 25 NUCTKOB-BKNaAbILWER.
BrMCTEPOB B KAPTOHHYIO Nauky
‘ c Broxeuwem 25 nNWCTKOE-

\_ lsma,ublu.teﬁ.
| _1
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: NPOAYKT COOTBETCTBYET TPeHoBaHNAM 3akniouenme: OJOBPEHO
HA
Checked by QC (n-Charge / /o | Approved by QA In-Charge /
DokymeHT npoepeH OKK: d-»«(-"p’ [‘ [loxymeHT ogoBpen OOK: %/-‘\53’&/‘
Date / ‘ {Date /
ﬂaTa: o g Ou‘lo% || naTa'_ 2—~§" o4 - 2@ 1.

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare!, Mumbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTA®UKAT AHANW3A

Page50f6 | CTp. 5n3b
Mpoaykr: CEHAOE , TABNETKW, 13,5 mr
|Batch Quantity fO6bem 5850 packs /ynaxoBoX
cepun:

‘Batch No /Cepna Ne

AR No | AHaNMTHYECKUA oTHeT ARF!01112026|Date of Analysis / AaTa 17.04.2026
Ne : aHanwsa:
Date of Mfg / [lata 01/2026 |Date of Expiry / ToaeH BO: 12/2028

npou3BoACTBA;
Analysis performed according ND: / AHann3 npoBepéH no HA: ﬂﬂ—N9(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTb! nepBuYHON YNAKOBKN yTBEPKAEHBL 29.07.2025

| Artworks of secondary package approved: / MakeTb! BTOPUYHOM YNaKoBKku yTBEpKAEGHbL 29.07.2025 |

_

PL approved: / NB yTBepXKAeH: 29.07.2025 L

Result / PeaynbTaTbt Specification / Hopma

in accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTCTBWA C
|pa:3,ﬂ,enOM 1.3.2 mogyns 1 perkcTPALNCHHOTO
LOChe.

Storage conditions / Ycrnosusa |in a dry place at a temperature not exceeding 25 °C. / B Cyxom MecTe Npw|
xpaveHuns L Temneparype He Bhitle 25 °C.
Shelf fife (expiration date) / 3 years. / 3 ropa.

CpOK rogHOCTY {CPOK
xpaHerus)

Complies / CooTeeTcTBYET

1

-1

 API name / HawmenoBatmne ADC: " Sennosides A % B/ Cennosnapl AnB
NN / MHH: - Sennosides A & B / CerHoavabl A 1 B

NN/ WA
AP| manufacturer batch number /
Homep cepvi NPON3BOANTENS ADC: %
FP Manufacturer AP! Batch number /
Il:i,c_:;ep cepun cy6CTaHUMM NpOM3BOAUTENA 0001797879 & 0001797882
API Manufactured by, add _ Kothari Phytochemicals Internation_al,_
y, address & country { Nagari, Thanichchiyam Post - 625221, Madurai District, India {
Mpownssogutens ADC,anpec U CTPaHa: KoTapy ®uToreMukans WHTepHeLlnHan, |
L Harapw, Tannyamam f1ocT - 625221, okpyr Magypai, UHawns #

Remarks - The Proguct conforms to N/

Conclusion : APPROVED /
NMpum :
Hp evaHmne: TIpoAYKT COOTBETCTRYET TpeBoBaHUAM 3axnoueHue: ODOBPEHO
Checked by QC tn-Charge /
) Approved b -
lokymeHT nposepeH OKK: gggb-’ ﬂgﬁymem o),;c?;;}g:i %tg&ge / @W
D : /
ate / 06 Date/

. -0

Data: .o =2, . fata. 250412026

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Pa
la Ltd., . rk, Ganpatrao Kadam Marg, Lower Parel, M i- i
At - Simchem Pvt. Ltd., Piot No. 60-685, Tuem Industria!l Estate, Tuem, Pegrnem Goa 40551u2mba| 400073, Indiz



Cipla

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIU3A
Page6of6 / CTp. 6136

Product: SENADE TABLETS 13.5mg MpoaykT: CEHAOE®, TABNETKH, 13,5 mr |
Batch No /Cepuna N2 486003 'Batch Quantity /061bem 5850 packs /ynakosox !
: CEPUHU:
AR No / AnanuTuueckun otver ARF/011/2026'Date of Analysis / [lata 17.01.2026
Ne : _ aHanusa:
Date of Mfg / flaTa 01/2026 Date of Expiry / Fogen go: 12/2028

NpPoOM3BOACTBA: |
Analysis performed according ND: / AHanu3 nposeaén no HA: NN-Ne{011138)-(Pr-RU)-280725

Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKM YyTBEPXACHDI 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHON YNAKOBKM YTBEPHAEHBL: 29.07.2025 |

PL approved: / B yTeepxaen: 29.07.2025

[ Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/1.) !
site / Uunna fita., Cumkem MNeT. NiTa., YuacTok Ne 60-65,
HaumenoBaHue, aapec k HOMep NHULEH3IUA NpombllneHnan 3oHa Tyem, Tyem, NMepHem, Moa - 403512, Mngua
NNOWANKH, OCYLIECTEBNRIOWEN (Nuuensns Ne 576/1)
NPOU3B0ACTBO/KOHTPONL KaYeCcTBa/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 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». f

3aKMIOUCHKE O CODTRETCTBHM: «HACTOSWMAM A NOATBEPKAAD, YTO NPUBEAEHHAA Bbile MHKOPMaLMS ABnseTcs
LOCTOBELHOWM W TOUHOW. 3Ta CEPUR NPOAYKUMIA NPOM3BEAEHA (BKICUAS YNEKOBKY (MaApKMPOBKY) U KOHTPONb KauecTsa)
Ha BbilLEYKadaHHOM NPOM3IBOACTBEHHON NNoWaake (NNow@akax) B NONHOM COOTBETCTBUM ¢ TpeboBaHusamMi [paBun
HagneXaljeh NpoM3BOaCTREHHOH NPAKTUKA EBPa3MACKOro 3kKOHOMUHECKOTO coloda {Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpa 2023 r.) v TpeboBaHUAMKW KOHTPONA Ka4YecTea NEKAPCTBEHHbIX CPEACTB, a TalkKe B COOTBETCTBUWN CO
CneUnUKaLUEMY, CONERXAWNMMUCA B PEFACTPAUMOHHOM JOCEe CTPaHBI-MMADRTEpa. 3anucH No NPOU3BOACTBY,
yNakoBke W aHanuiy nposepedbl, W YCTaHOBNEHO WX COQTBETCTBMe TpeBoeaHuAM [pasun Ha,qnemameﬁ
MPOK3BOLACTEBEHHOR NpaxTukn EBPasMIACKOre 3KOHOMUMECKOTO CoK3ay.,

ﬁemarks : The Preduct conforms to ND/ Conclusion : APPROVED |/
“ : .
HE meyaHne: MNpogyKT cooTBeTCTBYET TpEBOBaKUAM 3awnwyenne: OQOBPEHO
Checked by QC In-Charge /
Approved by QA In-Ch

HokymeHT npoaeper OKK: 'ij’p DokymeHT D):;loﬁpE!H ngzse ! ' //\’La;'l
Date / :

| 260k et Date /
Data: i lara: 280421026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan
fa L, . . patrac Kadam Marg, Lower Parel, M i- i
At Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pegrnem Goa -4e0‘351uzmbal 900013, India




