Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

Npoaykt: CEHALNE®, TABNETKU, 13,5 mr

iBatc:h No /Cepus Ne 486043 Batch Quantity /O6wem 5846 packs /ynakoBok
- cepum:

AR No / AHanuTtuuyeckun otyet ARF/065/2026 |Date of Analysis / [lata 04.03.2026

Ne : aHanusa:

Date of Mfg / lata 02/2026 Date of Expiry / FTogeH go: 01/2029
npou3BoAcCTBa:

Analysis performed according ND: / Avanu3 nposeaén no HA1: JMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHON ynakoBku yTBepxaeHsi: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOM YyNakoBKu yTBepXaeHbl: 29.07.2025

PL approved: / IIB yrBepxaen: 29.07.2025

Ne Test / MNokasarenb Result / Peaynbtartbl Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CootBeTcTByeT dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / lnockue kpyrnele
TAONeTkn CO  CKOLWEHHbIMW  Kpasmu  OT
KOPUYHEROrO A0 TEMHO-KOPUYHEBOrO LBETA C
J BKpanneHusMu. Ha ogHoOW cTopoHe Tabnerkw
Boigasnedo crnoeo  «CIPLA», Ha ppyro#
] CTOPOHE - NTMHUA pasnoma.
2 | Identification / UgeHTudbnkaums
Anthraquinone glycosides / | Complies / Formation of red color in ammonia layer. /
CooTBeTcTByeT OkpalunBaHue amMMuayHoro cros B KPacHbIi
AHTPaxWHOHOBbIE MMUKO3UabI LT,
Qualitative reaction /
KayecmseHHas peakuus

Remarks : The Product conforms to ND/

HO

Npumeuanue: MpoaykT cooTBETCTBYET TPEGOBAHNAM

Conclusion : APPROVED /
3aknwoyenue: ONOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK:

Approved by QA In-Charge /
[okymeHT opobper OOK:

=

Date /
[ara:

AL blerede

Date /

farta: 26 B L6

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




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANWU3A

Cipla

Page2of6 / Ctp. 2136

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TABINETKMU, 13,5 mr

Batch No /Cepus Ne 486043 Batch Quantity /O61em 5846 packs /ynakoeok
: cepuu:

AR No / Ananutuyeckuit otueT ARF/065/2026|Date of Analysis / [laTa 04.03.2026

No : aHanu3sa:

Date of Mfg / [laTa 02/2026 Date of Expiry / FlogeH go: 01/2029
npou3soAcTBa:

Analysis performed according ND: / AHanu3 nposeaéH no HAO: JIN-Ne¢(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsi nepBU4HOI yNakoBKu yTBepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOM ynakoBku yTBepXaeHsl: 29.07.2025
PL approved: / B yreepxaen: 29.07.2025

Ne Test / Mokaszatens

Result / PesynbTaTthl

Specification / Hopma

Methyl Parahydroxybenzoate
/

Metunnaparugpokcubersoar
HPLC / B3XX

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methyl
parahydroxybenzoate in the
chromatogram of standard
solution. / Bpems
VAEPXUBAHUA OCHOBHOrO MuKa
Ha XpomaTorpaMmme
UCNbITYEMOro pacTeopa
COOTBETCTBYET BpEMEeHK
YOEPHMUBEHUA nuka
meTunnaparuapokcnbeHaoara
Ha Xpomarorpamme
CTaHAapTHOro 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. / Bpems
yAepXuBaHus OCHOBHOrO nuka Ha
XpomaTorpaMMe  WCMbITYeMOro  pacTeopa
AOMKHO COOTBETCTBOBaATh BPEMEHN
yOepMMBaHUS rnvka
mMeTunnaparugpokcubeHsoara Ha

XpOMaTorpaMme CTaHAapTHOro pacTeopa.

3 | Average weight and
uniformity of mass/ CpegHnas
macca U 0QHOPOAHOCTb
macchbl

190.16 mg /190,16 mr

Complies / CootseTcTByeT

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

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

2/20 not more than + 15%:/
2/20 He Bonee + 15 %

4 | Dissolution /
PacTBOpeHue

T7-93 % 17793 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %
(Q) OT 3aABNEHHOIO COAEPXKaHUA CEHHO3WA0B
yepes 120 MUH.

Remarks : The Product conforms to ND/
Mpumeyanue: MpPoayKT cooTBETCTBYET TPEGOBaHUAM

Conclusion : APPROVED /
3aknwyeHue: OOOBPEHO

HA

Checked by QC In-Charge / > Approved by QA In-Charge / | P
[lokymeHT nposepeH OKK: iw : [okymeHT onoBpes OOK: ¢

Date / Date / ', A -902.8

[ara: G StetnA _| fara: 26- o4

FMQCO003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATU3A
Page3of6 / Ctp. 3u36
\Product: SENADE TABLETS 13.5 'mg MpoaykT: CEHALE®, TABNETKW, 13,5 mr
Batch No /Cepus Ne 486043 ‘IBatch Quantity /06bem 5846 packs /ynakosox
: cepuu:
}IR No / AHanuTuvecknii oTver ARFIUGSIZOZB[Date of Analysis / ata 04.03.2026
Ne : |aHanusa:
Date of Mfg / [lata 02/2026 'Date of Expiry / Fogen go: 01/2029
npousBoACTRA:

Analysis perfo_rmed according ND: / AHanu3 npoBeaéx no HA: JN-Ne(011138)-(Pr- -RU)-290725
Artworks of primary package approved: / MakeTs: NEPBUYHON YNaKoBKKM yTBepXAeHb!: 29.07.2025

Artworks of secondary package approved: / MakeTwi BTOPUYHOM yNaKkoBKM yTBEPXKAEHbI: 29.07.2025
PL approved: / B yreepxaen: 29.07.2025

—l

i Test/ Mokazarens Result/ PesyneTate Specification / Hopma
§ | Loss on drying / MoTeps B 1.9% /1,9% Not more than 6.0 % / He 6onee 6.0 %
Macce npu BbiCyLUMBaHum
6 ?&ethyl parahydroxybenzoate | 0.039 mg/tab / 0,039 mr/ra6. | 0.028 to 0.056 mg/tab. / Ot 0,028 o 0,056
mr/Tab,
MeTunnaparuapokcubeHsoat \
7 | Microbial purity test/ MukpoBuonoruyeckas uncrota
Total Aerobic microbial count
i.)Gu.tee YUCIIO B3POGHBIX 20 cfu/g /20 KOE/r Not more than 10* cfu/g/ He Gonee 10* KOE/r
MWUKPOOPraHuamMos
Total combined yeast and
goeu!:ec:bf: tv;j fp%unfxee;:im <10 cfu/g / <10 KOE/r Not more than 10? cfu/g /He Gonee 102 KOE/r
rpubos
Ei?éirg:igtsgﬁaaﬁigs:t o Absent cfu/g / Not more than 107 cfu/g/ He Gonee 102 KOE/r
YCTOAYMBLIE K XKEn4yu OTeyteraytor KOE/r
"Escherichia coli Absent /OTcyTeTaytoT Absent in 1 g/ Orcytcteme B 11
Salmonella spp. Absent /OTcyTcTBYIOT Absentin 10 g / Otcytcteme B 10T
Staphylococcus aureus Absent / OtcyTcTeyioT Absentin 1 g/ OTtcytcTBUE B 1T
i [ i 6.1/6,1 According to the requirements. / B
. g;:{;:)rg:ingfsage s COOTBETCTBUU C TDEGDBaH NAMMN.
[03MPOBaHHbIX EANHNL
Remarks : The Product conforms to ND/ Conclusion : APPROVEDOI
Mpumeuanume: Mpogykr cootseTcTBYET TPeboBaHNAM 3axkntovenume: OOOBPEH
HAO
QA In-Charge / b
Checked by QC In-Charge / Approved by : ._ :
[loKyMeHT gpoae peH OKK: =Ff -9 [lokyMeHT 0a06peH OOK:
Date /
,! - ‘¢
E:,‘rg_ 2G -ole. 2oL Nara: 26-04 202

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-685, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipia

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A
. Page4of6 / Ctp. 4u36
Product: SENADE TABLETS 13.5 mg Npopykt: CEHAOE®, TABNETKU, 13,5 mr
Batch No /Cepus Ne 486043 Batch Quantity /O6vem 5846 packs /ynakosok
- cepuu:
AR No / AHanutuyeckum otuetr ARF/065/2026 Date of Analysis / llata 04.03.2026
Ne : aHanusa:
Date of Mfg / flaTa 02/2026 Date of Expiry / Fogen no: 01/2029
npou3BoAcCTBa:

PL approved: / B yreepxaeH: 29.07.2025

Analysis perfo_rmed according ND: / AHanu3 npoBegéx no HAO: NN-Ne(011138)~(Pr-RU)-290725
Artworks of primary package approved: / MakeTsi NepBUYHON yNnakoBKM yTBepXaeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTb: BTOPUYHOM yNakoBKU yTBepXAeHbI: 29.07.2025

—

Onucarve ynakosku

Ne Test / Nokazarens Result / PesynbTarhl Specification / Hopma
9 | Assay / KonuuecteeHHoe 14.07 mg / 14,07 mr 1215 - 1553mg (90.0 - 115.0%)
onpeaeneHue (104.2 % / 104,2 %) Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 po 15,53 mr (90,0 - 115,0 %)
CeHHO3MAoB B nepecyeTe Ha CeHHo3Wa B B
OAHOW TabneTke.
10 | Package appearance / Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister

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

aluminum foil.

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

MepsuyHas ynakoska: Mo 20
TabneTok B GnucTep 13 rneHku
TPexcrnonHon
NONUBUHUNXNOPWA/NONUITUNEH
[MONUBUHUNUAEHXNOPUA
(MBX/M3/MBAOX) n
ankoMuHUeBon donbru.
Bropuyras ynakoska: Mo 25

BNUCcTEPOB B KApTOHHYIO nadky
c enoweHuem 25 nucTKoe-
BKNagbien.

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

25 blisters with 25 package leaflets in a
carton. /

MepeuuyHas ynakoeka: Mo 20 Tabnetok B
Bnucrep n3 NNeHkn TPexCrnonHon

NONWBMHUNXNOPWA/NONNITUNEH/NONUBUHUNNA
eHxnopug (MBX/M3/MBOX) u anoMuHueson
donbru.

BropuyHas ynakoska: Mo 2, 3 6nwucrepa
BMECTE C MINCTKOM-BKNAALILEM B KAPTOHHYK
nadky.

Mo 25 BnucTepoB B KapPTOHHYKD Navky C
BROXeHWeM 25 NUCTKOB-BKNaabILLE.

HO

Remarks : The Product conforms to ND/
Mpumeyanume: MpoayKT COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK:

£ o

Approved by QA In-Charge / c
HokymeHT ogobper OOK: %l\

AN

Date /
fata:

= C. . ole.lw2g

Date /
dara:

26042026

FMQCO003-15-15

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
CEPTU®UKAT AHATIU3A

Page5of6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepus Ne 486043 Batch Quantity /O6bem 5846 packs /ynakosok
: cepuu:

AR No / AHanuTuyeckun otuetr ARF/065/2026 Date of Analysis / llaTa 04.03.2026

Ne : aHanwuaa:

Date of Mfg / llaTta 02/2026 Date of Expiry / ToaeH no: 01/2029
npou3sBoAcTBa:

Analysis performed according ND: / AHanu3 nposenéx no HA: NMN-Ne(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTb! NepPBUYHON YNaKkoBKKM yTBepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUYHOW YNakoBKM yTBEpPXAeHbI: 29.07.2025

PL approved: / B yteepxaeH: 29.07.2025

"

Ne Test / MokaszaTtens

Result / Peaynbratel

Specification / Hopma

11 |Labeling / Mapkuposka

Complies / CooTseTcTayer

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTsercTeuu ¢
pasfenom 1.3.2 moayns 1 perucTpauvoHHOro
|.q00be.

12 |[Storage conditions / Ycnoeuss |In a dry place at a temperature not exceeding 25 °C. / B CYXoM MecTe npw
Temneparype He Bbille 25 °C,

XpaHeHus

13 |Shelf life (expiration date) /
Cpok rogHocTy (cpok
|XpaHeHus)

3 years. / 3 roga.

APl name / HaumeHnoBaHue ADC:

Sennosides A & B/ CeHHo3nabl A 1 B

INN / MHH:

Sennosides A & B/ CeHHoanabl A 1 B

API manufacturer batch number /

Homep cepuu npoussogutens A®C: CS0125186
FP Manufacturer APl Batch number /
Homep cepuu cyBeraHuuu npoussoauTens 0001823971

Mmo:

APl Manufactured by, address & country /
Mpoussoautens A®C,aapec u cTpaHa:

Nagari, Thanichchiyam Post - 625221, Madurai District, India /

Harapu, TaHnyuusm Moct - 625221, okpyr Maaypai, Unaus

Kothari Phytochemicals International,

KoTapw ®utokemukana MHTepHeluvHan,

Remarks : The Product conforms to ND/
MNMpumeyanue: [pogykT cooTseTcTeyeT TpeboBaHnam

HA

Conclusion : APPROVED /
3aknwuyenune: OQOBPEHO

- /
Checked by QC In-Charge —EP;( :

[JokymeHT nposepeH OKK:

Approved by QA In-Charge /
[okymeHT 0go6peH OOK: i/@.)///a@ﬂ‘i

Date /

Ttéira: 2C o, Lot

DT oot sene

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANN3A

Page6of6 / CTp. 6136

Product: SENADE TABLETS 13.5mg MNpoaykT: CEHAJ.'IE@, TABNETKHWH, 13,5 mr

Batch No /Cepusa Ne 486043 Batch Quantity /O6em 5846 packs /ynakoBok
- cepuu:

AR No / Ananutuueckun otuet ARF/065/2026 Date of Analysis / laTa 04.03.2026

Ne : aHanwusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / FlogeH go: 01/2029
NpPOM3BOACTBA:

Analysis performed according ND: / AHanu3 npoBeAéH no HO: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOW YNaKOBKMU yTEEPKAECHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAaKOBKU YTBEPXAEHbI: 29.07.2025
PL approved: / I1B yTBepxaeH: 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/L) /
site / Uunna Jita., Cumkem MNet. JiTa., Yyactok Ne 60-65,
HaumeHOBaHue, apec W HOMEp NUUEeH3Un MpomeiwnexHas 3oHa Tyem, Tyem, MNepHem, [oa - 403512, NHawna
NNoWwaaKku, OCywecTBNAOWEen (NMuueraus Ne 576/11)
NPOM3BOACTBO/KOHTPONL KayecTBa/BbINyCK
Mmo

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». /

3aKnoyeHne O COOTBETCTBMM: «HaCTOSWMM §i NOATBEPXAAl, YTO NpUBEAEHHaR Bbille MHMOopMauvs sBnseTcs
[AOCTOBEPHOI W TOHHOW. 3Ta Cepus NPoAyKUn Npon3seaeHa (BKNIOYEs yNakoBKy (MapKUPOBKY) U KOHTPOIb kauecTea)
Ha BblLLEYKa3aHHOW NPOU3BOACTBEHHON NNOLWaEAKe (NnoLjaakax) 8 NONHOM COOTBETCTBUM C TpeGoBaxusimu Npasun
Hagnexallen Npou3BOACTBEHHON NpakTHki EBpasnickoro 3kOHOMU4ECKOro cotosa (Ne GMP/EAEU/RU/01081-2024 ot
14 pexabps 2023 r.) n TpeGOBaHUAMN KOHTPONS KayecTBa NEeKapCTBEHHbIX CPEACTB, a8 Takxe B COOTBETCTBUM CO
cneunduKaumamu, CoLepKalyMMUcs B PErucTpauuoHHOM AOCbe CTpaHbl-umMnopTepa. 3anucy no nNpown3BOACTBY,
yNakoBke W asanusy nposepeHbl, W YCTAHOBNEHO WX COOTBETCTBUE TpeBosaHusm [pasun  Hagnexawen
NPOU3BOACTBEHHOMN NPaKTUkK EBPA3UIACKOro 3KOHOMUYECKOro COI03a».

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBETCTBYET TpeboBaHWAM

HAO

Conclusion : APPROVED /
3aknwuyernue: OQOBPEHO

Checked by QC In-Charge /
LlokymeHT nposepeH OKK: ci o

Approved by QA In-Charge /
[lokymeHT oao6peH OOK: /@»_ﬁﬁe

Date /

Date /
Hata: 26-04--2022¢

FMQCO003-15-15

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




