CERTIFI

Cipla

CATE OF ANALYSIS

CEPTUOUKAT AHANIA3A

Pageiof6 / Ctp. 1»3b

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepuna Ne 486013 Batch Quantity /O6bem 5845 packs /ynakosok _;
: cepum:

AR No / Ananutnuecknin otyet ARF/023/2026 Date of Analysis / laTa 27.01.2026

Ng : aHanusa:

Date of Mfg / ata 01/2026 inate of Expiry / Fonen po: 122028

npou3soacTea:

Analysis performed according ND: / AHanus npoae,qel-l no HA: NN-Ne(011138)-{Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBMUYHOMA YNAaKOBKM yTEEpPXAEHbI: 29.07.2025

PL approved: / 1B yrBepxaeH: 29.07.2025

Artworks of secondary package approved: / MakeTk) BTOPMMHOR YNAKOBK#K yTBepXaeHsl: 29.07.2025

Ne Test / NokazaTtenb Result / PesynbTaThl Specification / Hopma
1 | Appearance / Onucanue Complies / IFlat, round, beveled-edge tablets, brown to
CooTeeTCTBYET :dark brown, with speckles. The tablet has
! "CIPLA" embossed on one side, and a score
' ine on the other side. / Tnockuwe kpyrnble
Tabnetkn €O CKOUWEHHbIMKW  Kpaamu  OT
KOpVHHEBOIO A0 TEMHC-KOPUYHEEOTrS LBeTa C
BKpanneHwamu. Ha ongHoR ctopove Tabneryku
BoigaBneHo cnoeo  «CIPLA», Ha Bpyrow
CTOPOHE - NUHUA paanomMa.
2 | Identification / NaeHTudmkauus
Anthraquinone glycosides / | Complies / ! Formation of red color in ammonia layer. /
AHTPAXHHOHOBLIE FKKO3NAS! CooTsetcrayer 2:§$mmaanne 8MMKa4YHOro CNos B KpacHbH#
Qualitative reaction /
Kayecmeennan peakuua

Remarks | The Product conforms {o ND/
Mpumeuanue: MpoaykT coocTReTCTEYET TPeboRAHUAM

HA

Conclusion : APPROVED /
Jaknouenne: QQJOBPEHO

Checked by QC In-Charge / - 0
HokymenT nposeper OKK: gP

Approved by QA In-Charge /
| fokymeHT oacper OOK: /@-\M

/

Date /

fara; XS O o2

Date /

Jara: 25-0472026

FMQCO003-15-15

Cipia Ltd..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -4035612




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTU3A

Page2of6 / Ctp. 2136

Product: SENADE TABLETS 13.5 mg

Mpoayxr: CEHALE®, TABNETKW, 13,5 mr

iBatch No /Cepua Ne 486013 Batch Quantity /O6wem 5845 packs /ynakosox
|

H cepuu:

AR No / Ananutuueckuin otyet ARF/023/2026iDate of Analysis / aTa 27.01.2026

Ne ; aHanuaa:

Date of Mfg / AlaTa 01/2026 Date of Expiry / Tloaex po: 12/2028
npon3BoAcTSa:

PL approved: / NB yTBepxaeH: 29.07.2025

Analysis performed according ND: / Aranus npoeeaéH no HA: IM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi NepPBUYHON YNaKOBKM YTBEpXKOEHbI: 29.07.2025
Artworks of secondary package approved: / MakeThl BTODUYHOM YNaKOBKM yTBEpXaeHbl: 29.07.2025

N2 Test/ NMoxazarene

Result / Pe3synbTaTtb!

Specification f Hopma

Methy! Parahydroxybenzoate
/
MeTtunnaparugpokcubensoar
HPLC /B3XX

: parahydroxybenzoate

- COOTBETCTRYET

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methyl
in the
chromatogram standard
solution. / Bpewms
VAEDMUBAHWS OCHOBHOMO MUKa
Ha Xpomarorpamme
MCNBITYEMOro pacteopa
BPEMEHN
YASPMWBAHUA nuKka
MeTunnaparugpoxkcubeHaoara
Ha XpoMaTorpaMme
CTaHOapTHe o pacTeopa.

of

The retention time of the main peak in the
chromatogram of the test soiution shouid
correspond to the retention time of the peak

of methyl parahydroxybenzoate in the
; chromatogram of standard solution. / Bpema
yoepKueaHua OCHOBHOIO nuKa Ha
XpOMATOTPpAMME  KCMBITYEMOre  pacTeopa
JOMKHO COOTBETCTBOBATH BPEMEHN
YOEDKUBAHUA n1Ka
MeTunnaparuapokcubensoaTa Ha

XPOMaTOrpaMme CTaHAapTHOrG pacTsopa.

3 | Average weight and
uniformity of mass/ CpegHns
Macca W OfHCPOAHOCTD

191.63 mg /191,63 mr

Average weight 189.99 mg 7.5 % / Cpeannn
macca 188,99 mr £7,5%

318!20 not morethan+ 7.5 %; /

i Macco! Complies / CooTaeTCTBYET  118/20 He Gonee + 7,5 %,
2120 not more than + 15%;/
2/20 He Bonee + 15 %
4 | Dissolution / 85-95% /85-95 % Not less than 70 % (Q) of the labeled amount
Pacrsopenve of sennosides after 120 min. / He menee 70 %

(Q) OT 3aRBNEHHOID COABPKAHUR CEHHO3NOB
yepes 120 MuH.

Remarks : The Product conforms to ND/
NpumeyvaHue: MpoaykT COOTBETCTBYET TPeboRaHUAM

HA

Conclusion : APPROVED /
3aknioveHne: OJOBPEHO

Checked by QC In-Charge /

HAokymeHT nposepen OKK: =—‘£, | S

. Approved by QA In-Charge / P
OoxkymeHT oaobpeH OOK: %’/

Date /
Oara:

D% . olnlplc

Date /

fOata: 98- 042026

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Page3of6 / Ctp. 3nab

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepua Ne 436013 Batch Quantity /O6nem 5845 packs /ynakoBoOK
: cepuu:

AR No / AnanuTnueckwit otuer ARF/023/2026 Date of Analysis / laTa 27.01.2026

Ne : aHanusa.

Date of Mfg / flata 01/2026 ‘Date of Expiry / FTogex no: 12/2028
NpoM3BOA4CTBa:

PL approved: / JIB yTBepxgeHn: 29.07.2025

Analysis performed according ND: / AHanu3 nposenéH no H: N-Ne{011138)-(Pr-RU)-280725
Artworks of primary package approved: / MakeTbl NepBH4HON YNAKOBKN YTBEPKAEHLI: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPUYHOH YNIAKOBKYU YTBEPXAEHbI 29.07.2025

N2 Test / NoxasaTene

Resuit / PesaynbTaTh)

Specification / Hopma

5 | Loss ondrying/MNotepa e
MZCCE NPU BhICYLUUBAHUU

1.8% /1.9%

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

6 | Methyl parahydroxybenzoate
/

MeTunnaparugapokcubGensoat ]

0.038 mg/tab / 0,038 mr/Tab.

0.028 to 0.056 mg/tab. / Ot 0,028 no 0,056
mr/Tab.

7 | Microbial purity test/ MukpoBuwonorudeckas YucToTa

Total Aerobic microbial count
/

ObLee Yneno aspobHbIx
MUKpOOPraduamoB

20 ofu/g /20 KOE/r

Not more than 10* cfu/g/ He 6onee 10* KOE/r

Total combined yeast and
mould count / OSwee yncno
NNEeCHEBbLIX Y1 SPOXOKEBbLIX
ronbos

<10 cfu/g / <10 KOE/r

Not mare than 10% cfu/g /He Bonee 10> KOE/r

Enterobacteria resistant to
bile / HTEpOBaKTEpPUW,
YCTORYMBLIE K Xenyn

Absent cfu/g /
OtcytetyroT KOE/T

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

Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1g/OtcyTcteme B 11

Salmonelia spp.

Absent /OTcyTCTBYIOT

Absent in 10 g / Otcytcreres 10T

Staphylococcus aureus

Absent / OrcyTeTBYIOT

Absentin 1g/OTcytereves 1 r

8 | Uniformity of dosage units /
OoHOPOAHOCTL
| AO3MPOBAHHBIX 8AVHIY

6.4/6.4

According to the requirements. / B

COOTBETCTBUMW C TpeBoBaHWAMN.

Remarks : The Product conforms to ND/
MpumMeuatme: NpoaykT cootBeTcTRYET TpeboBaHMAM

Conclusion : APPROVED /
Jaxnwuenue: OOBPEHO

HA

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

HokymeHT npoeepeH OKK: %w MokymeHT ogobpeH QOK: )@}}\C%’L
Date / Date / .

Nara: RE oA e2-6 | Nata: 25-04--2024

FMQCO003-15-15

Cipla Lid.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, india.
At - Simchem Pvt. Ltd., Plot No. 60-685, Tuem industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANWU3A

Page4of6 / CTp. 4u36

[Product: SENADE TABLETS 13.5 mg

[Mpoaywt: CEHADE®, TABNETKMW, 13,5 mr

'Batch No /Cepwna Ne 486013 'Batch Quantity /O6bem 5845 packs /ynaxoBoK
: cepum:

AR No / AHanuTnueckwi ot4eT ARF/023/2026 Date of Analysis / [laTa 27.01.2026

Ne : aWanw3sa:

Date of Mfg / [laTta 01/2026 Date of Expiry / T'oaeH go: 12/2028
NPOU3BOACTRA:

Analysis performed acc

I
ording ND: / Ananuna nposeaén no HO: NN-N2(011138)-(P-RU)-290725
Artworks of primary package approved: / MakeTbi NepBUYHON YNAaKOBKM YTBEePXACHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOpWY HOW YNaKOBKM yTBepXaeHbI: 29.07.2025

onpegenexne

PL approved: / /1B yTBepxaeH: 29.07.2025 1
Ne Test / Nokaszatent | Result / PeaynbTarhl Specification / Hopma
9 | Assay !/ KonvwuecTeeHRoe 14.07 mg/ 14,07wr 1215 - 1553mg (90.0 - 115.0%)

(104.2 % / 104,2 %}

Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 go 15,53 Mr (90,0 - 115,0 %)
CEHHO3WOOB B NepecyeTe Ha CeHHo3ua B B
ofHei TabneTke.

10

Package appearance /
Cnucatune ynakosxu

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

aluminum foil.

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

MNepeunyran ynakeska: flo 20
TabneTok B SnUCTep U3 NNeHKu
TREXCNOWHOR
RONMBUHUNXNOPWA/ MONNIATUAIEH
INONWBUHUNMASHXNOPKA
(NBX/N3MBAX) v
|antoMuHWeBoR honbri,
‘BropudHan _ynakoska: o 25

fﬁnncrepoa B KAPRTOHHYIO Nadky
e pnoweHwam 25  nUeTKoB-
BKNSALILIER,

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

125 blisters with 25 package leafiets in a
carton. /

MepsuuHas  ynakoeka: Mo 20 rtafneTok B
Bnucrep na MNEeHKH Tpexcno#Homn
NONUBUHKMXNOPUA/NONUITUNEH/NONUBUHUMIKG,
eHxnopua (MBX/M3/MBAX) » anomuHeBod
chonery.

BropudHas ynakopka: {lo 2, 3 ©nucrepa
{BMECTE C NMCTKOM-BKNARLIWEM B KAPTOHHYHO
inauky.

Mo 25 6nMCTEpOE B KAPTOMHYKR N2a4vky C
BIOMEHUEM 25 MUCTKOB-BKNAAbILEA.

1

HO

Remarks : The Product conforms to ND/
Npumeyanue: NpoaykT cooTeeTcTBYET TpeboBaHNAM

Conclusion : APPROVED /
3aknouenme: OJOBPEHO

Checked by QC tn-Charge /
JokymedT npoeeped OKK:

{2

Approved by QA In-Charge/ 47 (o
NokymeHT opobped OOK: /@SDﬁ//

Date /

[lara: AS -olene2 g

i Date /
fara:

28 -04 2ale

FMQC003-15-15

Cipla 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

i

i



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page5of6 / CTp. 5u3b

Product: SENADE TABLETS 13.5 mg

[Npoaykr: CEHALE®, TABJIETKW, 13,5 mr

Batch No /Cepua Ne 486013 IBatch Quantity fO6beM 5845 packs /ynakoBokK !
: cepuu:

AR No / Ananutuueckui otuet ARF/023/2026 Date of Analysis / [laTta 27.01.2026

N2 : aHanusa:

Date of Mfg / [lata 01/2026 Date of Expiry / logeu no: 1212028

npouM3BoacTea:

|PL approved: / fIB yTBepxkaeH: 29.07.2025

Analysis performed according ND: / AHanu3 nposenéd no HA: NN-Ne(011138)-(PT-RU)-280725
Artworks of primary package approved: / MakeTbi NepBMYHON YNAKOBKK yTBEpXKaeHb: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOM YNAKOBKK YTBEPXKAESHbL 29.07.2025

Ne Test / MokazaTene

Result / PeaynbTaTthl

!i Specification / Hopma

l

|

]

11 'Labeling / Mapxuposka |

Complies / CooTBETCTRYET

lin accordance with Section 1.3.2 of Modute 1
of the registration dossier / B COOTBETCTBUW C
|pa3,uenom 1.3.2 Moayna 1 perucTpauUnQHHOTO
|,EI,OCI:|E.

12 |Storage conditions / Ycnosus
XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B cyxom MecTe npw
Temnepatype He Beie 25 °C.

13 |Shelf life (expiration date)/
CpoOK rogHOCTH {CPOoK
XpaHeHWR)

3 years. / 3 roaa.

"API name / HaumeHoBanne A®C: Sennosides A & B/ Centoanasl An B ' :]
INN / MHH: Sennosides A & B/ CenHosuabl AuB
AP| manufacturer batch number /
Homep cepHy NponssopnTens ADC: 50125159
FP Manufacturer APl Batch number/
Homep cepuu cyGCcTaHUMmM NPOUIBOANTENA 00018076086

rne:

API Manufactured by, address & country /
fiponzsoanTent A®C,aqpec u cTpana:

Kothari Phytochemicals International,

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

KoTapw dutokemukana WHTepHewHan,

| Harapu, Tasu4uuam Mot - 625221, oxpyr Maaypai, Mnaus

Remarks : The Product conforms to ND/
MpumeyaHue: [poaYyKT COOTBETCTBYET TpebosaHuAM

Conciusion ;: APPROVED /
3akntouenne: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK:

HO
=frp

I Approved by QA In-Charge / Cop
‘ DokymerT opoBpeH OOK: g’?}/ g

Date /

Oara: alg OH .2 ol

Date /
| Bata;

n%-o A 009 G

FMQCO003-18-15

Cipla Ltd ,Cipla House, Peninsuia Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
At Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Permem Goa 403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATNN3A

. Page6of6 / Ctp. 6136
[NpoaykT: CEHAOES, TABNETKM, 13,5 mr

Product: SENADE TABLETS 13.5 mg

Batch No /Cepun Ne 486013 'Batch Quantity /OGwem 5845 packs /ynakoBok
: cepuu:

AR No / AHanuTuyeckuit oTyet ARF/023/2026| Date of Analysis / laTa 27.01.2026

Ne : aHanusa;

Date of Mfg / [laTta 01/2026 Date of Expiry / N'ogen go: 12/2028
NPOM3BOACTBA: -

Analysis performed according ND: / Ananna nposeaéH no HA: J1N-N2{011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb! NepBUYHON YNAaKOBKKM yTBepXaeHs!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPU4HON YNAKOBKM YTBEPKAEHD!: 29.07.2025
[PL approved: / N1B yreepxaeH: 29.07.2025 1

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industriai
Estate, Tuem, Pernem Goa-403512, India (License No 576/L}/
Uunna Jira., Cumkem DeT. NIT4., YyacTok Ne 60-65,
MpoMsiiuneHHas aoHa Tyem, Tyem, flepHem, oa — 403512, WHaus
(NMuuerana Ne 576/11)

Name, address, authorization No for FP
manufacturing site / Contro! site / Release
site /

HaMmeHoBaHue, agpec W HOMEp NUUEH3 UK
NNowanxM, OCYWecTENAKILEeH
NPOM3BOACTBO/KOHTPOML KavecTRa/BLINYCK
rmo

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». /

JaknioveHHe O COOTBETCTBWM: «HACTOALMM R NOATBEPKLAD, YTO MPUBEJEHHAS BbILE WHOPMAaLUA SENAETCA
JOCTCBEPHOM M TONHON. 3Ta Cepus NPOAYKUM Npou3BeseHa (BKNHOMaR YNakoBky (MapKMDOBKY) ¥ KOHTPONE KauecTBa)
Ha BbILUEYKA3aHHOW NPOU3BOACTBEHHOM NRoWake (nnowagkax) B NONHOM COOTBETCTBAN C Tpeboeatunmu Tlpasun
Hapnexalweih Npou3BoLCTBEHHON NpakTMk EBPa3uiicKoro SKOHOMU4ECKOro cotosa (Ne GMP/EAEU/RUIQ1091-2024 ot
14 pexabpsa 2023 r.) v TpebosaHWAMK KOHTPONA KadecTba NEKapCTBEHHBIX CPEACTB, @ Takke B8 CODTBETCTBUMN €O
CReUMUKALMAMK, CONAEMKALMMUCA B DPErUCTPALIMOHHOM fOChe CTpaHbl-WMnopTepa. 3anucu no nNpowu3soacTBY,
yNaKoBKE W aHanW3y RPOBEPEHbi, W YCTAHOBMEHO WX cooTeeTcTave TpebosadnsM  [ipasun HaLnexawen
NPOU3ROACTBEHHON NPAKTUKY EBPA3UACKOrO IKOHOMUYECKCTD COH3a%.

Remarks . The Product conforms to ND/
Npumesanue: NpoayKT caoTReTCTRYET TPeboRaHWAM

Conclusion : APPROVED !/
3aknwuekune: OJOBPEHO

Checked by QC In-Charge /

HAO
s

Approved by QA in-Charge /

HokymeHT npoBepeH OKK; AokymenT opobpen OOK: f“_‘f;p«.»
Date / Date /
fara &S 0lk.202¢ Nata: 2€-04. 00 2L

FMQC003-15-15

Cipla ’Ltd.,CipIa House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



