Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg Npoayxt: CEHAQE®, TABNETKW, 13,5 mr

Batch No /Cepus N2 486045 Batch Quantity /O6bem 5845 packs /ynakoBOK
: cepuu:

AR No / Ananutudeckun otuer ARF/070/2026 Date of Analysis / laTa 07.03.2026

Ne : aHanuasa:

Date of Mfg / lata 02/2026 Date of Expiry / TlogeH go: 01/2029
npou3BoAcTBa:

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

Artworks of primary package approved:

Artworks of secondary package approved: / MakeTb! BTOPUYHOMN YNAKOBKU yTBEPXAEHbI: 29.07.2025

| MakeThl NePBUYHON yNaKkoBKK yTBepXaeHb!: 29.07.2025

PL approved: / JIB yTeepxaeH: 29.07.2025 |

Ne Test / MokasaTenk Result / PesynbTtathl Specification / Hopma
1 | Appearance / Onucaxue Complies / Flat, round, beveled-edge tablets, brown to|
CooTtseTcTByeT dark brown, with speckles. The tablet has

"CIPLA" embossed on one side, and a score
line on the other side. / TINOCKue Kpyrnble
TaBneTkn CO  CKOWEHHbIMW  Kpasamu  OT
KOPUYHEBOTO A0 TEMHO-KOpUYHEBOro LiBeTa C
BKpanneHusmu. Ha ogHol cTopoHe TabneTku
BbinasneHo cnoso «CIPLA», Ha Apyroi
CTOPOHE - NUHWS pasnoma.

2 | Identification / peHTudukauus

Anthraquinone glycosides /
AHTPaxvWHOHOBbIE MMUKO3UAbI

Qualitative reaction /
KayecmeeHHas peakuus

Complies / Formation of red color in ammonia layer. /
CooTBeTcTBYeT OKpaluuBaHWe aMMUaYHOro Cnos B KPacHbIA
LuBeT.

Remarks - The Product conforms to ND/
Mpumeyanue: MPOAYKT COOTBETCTBYET Tpeb

Conclusion : APPROVED /
OBaHUAM 3akntouenue: OQOEPEHO

HO

Checked by QC In-Charge /
[okymeHT nposeper OKK: ::ﬁ‘b—-"

Approved by QA In-Charge / ; .

LokymeHT ogobpeH OOK: /

Date/ 5 . e.202€

Date /

fara: 26-04-2026

Narta:

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




CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHATTU3A

Cipla

Page20f6 / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepusa Ne 486045 Batch Quantity /O6bem 5845 packs /ynakoBoOK
s cepumn:

AR No /| AHanNUTUYECKUA OTHET ARF/070/2026 |Date of Analysis / [laTa 07.03.2026

Ne : aHanusa: ]
Date of Mfg / faTa 02/2026 Date of Expiry / Flogen go: 01/2029

npovM3BoAcCTBa:

Artworks of primary package approv

Analysis performed according ND: | Aranu3a nposenéx no HA: NN-Ne(011138)~(Pr-RU)-290725

ed: / MakeTbl NepBUYHON YNAaKOBKW YTBEPXKAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKW yTBEPXKAEHBL 29.07.2025
|PL approved: / 1B yTeepxaeH: 29.07.2025

Ne Test /| MokazaTenb

Result / PeaynbTaThl

Specification / Hopma

Methyl Parahydroxybenzoate
/
MeTtunnaparuapokcubeHsoar
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. / Bpewms
yAEPXMBaHUS OCHOBHOrO Nwka
Ha xpomarorpaMmme
UCneITYEMOro pacTBoOpa
COOTBETCTBYET BpeMeHU
yaepXusaHus nuKa
meTunnaparuapokcubeHsoaTa
kS Xpomarorpamme
CTaHgapTHOro 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 OCHOBHOTO nuKa Ha
XpomaTtorpaMMe  UCnbiTyemoro  pacTeopa
LOIMKHO COOTBETCTBOBaTh BpPEMEHM
yAEPKMBEHNA nuka
meTunnaparnapokcubeHsoaTa Ha

XpoMaTorpamme CTaHaapTHOro pacTeopa.

3 | Average weight and
uniformity of mass/ CpeaHss
macca ¥ 04HOpPOAHOCTE
Maccol

192.27 mg /192,27 mr

Complies / CooTeeTcTByeT

Average weight 189.99 mg 7.5 % / CpenHsas
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/
PacTtBopeHve

79-96 % / 79-96 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %
(Q) oT sassneHHOro COAEPXaHUA ceHHOo3uaoB
yepes 120 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoayKT COOTBETCTBYET TpeboBaHUaM

HO

Conclusion : APPROVED /
3akntouexme: ONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
[OokymenT nposepeH OKK: ﬁ’. top HNokymenTt ogobpeH OOK: @Bﬂ
Date / Date /
Lna.ra: &G ) 0(\‘»1/0){. ,ana 2_@ - 04—~ 2__02—5

——

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 AHATIU3A

. Page3of6 / Ctp. 3u36
Product: SENADE TABLETS 13.5mg Mpoaykt: CEHAOE®, TABNETKMW, 13,5 Mr
Batch No /Cepus Ne 486045 Batch Quantity /O6Lem 5845 packs /ynakoBoK
: CEpUn.
AR No / Ananutuuecknn otyer ARF/070/2026|Date of Analysis / [lata 07.03.2026
Ne : aHanwsa:
Date of Mfg / lata 02/2026 Date of Expiry / FloaeH po: 01/2029
npou3BoACTBa:
Analysis performed according ND: / AHanu3 npoeenéx no HO: NM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThl nepBUYHON YNaKOBKW yTBEPXAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW yNaKOBKM yTBEPKACHbI: 29.07.2025
PL approved: / B yteepxaeH: 29.07.2025 J

Ne Test / NokasaTenb Result / PesynbTathl Specification / Hopma

5 | Loss ondrying/ [MoTeps B 1.8% 11,8% Not more than 6.0 % / He Gonee 6,0 %

Macce npu BbiCyLUMBAHUN

6 | Methyl parahydroxybenzoate | 0.039 mg/tab/ 0,039 MriTab. | 0.028 to 0.056 mg/tab. / OT 0,028 po 0,056
/ mr/Tab.

MeTtunnaparuapokcubeHsoar
7 | Microbial purity test/ MvukpoBuonoruyeckas 4ucroTa

Total Aerobic microbial count |

i]ﬁu.tee AHETIG apOGHBIX 30 cfu/g /30 KOE/r Not more than 10* cfu/g/ He 6onee 10° KOE/r
MWKPOOPraHu3mos
Total combined yeast and
mould count / OBLiee Yucno 2 2
NNECHEBLIX M APONOKEBbIX <10 cfu/g / <10 KOE/r Not more than 10° cfu/g /He 6onee 10° KOE/r
rpubos
Enterobacteria resistant to 2 2
10° KOE/
bile / BHTepoBaKTEPUH, Absent cfu/g / Not more than 10° cfu/g/ He Gonee r
| YCTOR4MBBIE K KENYU Otcyteraytot KOE/T
Escherichia coli Absent /OTCyTCTBYIOT \ Absentin 1 g/ Otcytctene 8 11 |
Salmonella spp. ' Absent /OTCyTCTBYIOT \ Absentin 10 g / Orcytctene 8 10T ]
Staphylococcus aureus Absent / OTcyTCTBYIOT ] Absent in 1 g/ OtcyTcrane B 11
8 | Uniformity of dosage units / 6.0/ 6,0 According to the requirements. /| B
\ OQHOpPOAHOCTL COOTBETCTBUMN C TpeboBaHnAMM.
\ L03VPOBaHHBIX EANHNL - o B | ]
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: NPOAYKT COOTBETCTBYET TpebosaHuaM 3akniovenne: ONOBPEHO
HO —
Checked by QC In-Charge / : Approved by QA In-Charge / \eoP
[10KyMEHT npoBepeH OKK: "’:ﬁ{'—p . JokymeHT 0ao6peH OOK: /
Date / Date / C.04- 2026
Darta: O | NaTa: 2

FMQC003-15-15

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



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Cipla

Page4of6 / Ctp. 4u36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHAQE®, TABNETKW, 13,5 mr

Batch No /Cepusn Ne 486045 Batch Quantity /O6wem 5845 packs /ynakoBok
s cepumu:

AR No / AHanutnyeckuin otyet ARF/070/2026|Date of Analysis / flaTta 07.03.2026

Ne : aHanwuaa:

Date of Mfg / flaTta 02/2026 Date of Expiry / FlogeH po: 01/2029
npou3BOACTBA:

Analysis performed according ND: / Avanu3 nposeaén no H: JIMN-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTsl NepBUYHOM YNAKOBKK yTBepXaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOW yNakoBKu yTBepXaeHbl: 29.07.2025
PL approved: / 1B yTBepxaeH: 29.07.2025

Ne

Test / MNokaszatens Result / PeaynbTaTthbl

Specification / Hopma

Assay / KonuyecteeHHoe
onpeaeneHve

14.12 mg/ 14,12 mr
(104.6 % / 104,86 %)

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 go 15,53 mr (90,0 - 115,0 %)
CEHHO3WAOB B MepecyeTe Ha ceHHo3wg B B
oaHon TabneTke.

10

||

Package appearance /
OnucaHue ynakosku

Primary packaging: 20 tablets
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
TabneTtok 8 GnucTep 13 NNEHKKU
TpPEeXcrnonHon
NONUBMHUNXNOPUA/NONUITUNEH
[MONMBUHUANUAEHXTIOPUA
(NBX/MIMBAX)
antoMUHUEBOR onbru.
BropuyHas ynakoska. Mo 25

BNUCTEPOB B KApPTOHHYO nayky
c BnoxeHnwem 25 nucTkoB-

BKNaabILER.

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chloride/polyethylene/polyvinylidene chioride
(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. /

[epeudHas ynakoska: Mo 20 Tabnetok B
Gnucrep 13 NNEHKM TPEXcnonHou
NoONVBMHWNXNOPUA/NoNuaTuneH/nonMeuHUNUA
exxnopua (MBX/N3/MBAX) v anoMuHUEBOH
honbru.

Bropuyras ynakoska: Mo 2, 3 Gnuctepa

BMECTE C NUCTKOM-BKNadbllUEM B KapPTOHHYIC
nadky.

Mo 25 ONWCTEPOB B KapTOHHYK nauky ¢C
BIOKEHNEM 25 MUCTKOB-BKNAAbILLENR.

Remarks : The Product conforms to ND/
Mpumeyanue: NPOAYKT COOTBETCTBYET TpebosaHuaAM
HA

Conclusion : APPROVED /
3akntouenue: ONOBPEHO

Checked by QC In-Charge / ¢
[okymeHT npoeepeH OKK: %\-

Approved by QA In-Charge / GAD
[okymeHT oaobper OOK: %}4\/

Date /

=26 oL el &
Oara:

Date /
[fara:

26-04-202¢6

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganp

FMQCO003-15-15

At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Page50f6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHALE®, TABNETKWU, 13,5 mr

Batch No /Cepus Ne 486045 Batch Quantity /O6vem 5845 packs /ynakoBok
: cepuu:

AR No / AHanutuyeckun otuer ARF/070/2026 Date of Analysis / JaTa 07.03.2026

No : aHanusa:

Date of Mfg / flaTa 02/2026 Date of Expiry / logeH no: 01/2029
NPOU3BOACTBA:

Analysis performed according ND: / AHanu3 nposeaéx no HA: JIM-Ne2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHON YNakoBKM yTBepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPUYHOM YNaKOBKU yTBepXaeHb!: 29.07.2025

PL approved: / 1B yTBepxaeH: 29.07.2025

Ne Test / Noka3aTens

Result / PeaynbTaThl

Specification / Hopma

11 |Labeling / Mapkuposka

Complies / CooTtBeTcTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeeTcTeuu ¢
pa3genom 1.3.2 moayns 1 perucrpaunoHHoro
J.uoc;be‘

12 |Storage conditions / Ycnosus

XpaHeHus

In a2 dry place at a temperature not exceeding 25 °C. / B cyxoM MecTe npu
TemnepaType He Bbile 25 °C.

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

XpaHeHus)

|3 years. / 3 roaa

| APl name / HaumernoBaHue ADC:

Sennosides A & B / CexHoaunabl A n B

INN / MHH:

Sennosides A & B / CeHHoauabl A u B

API| manufacturer batch number /

Homep cepuu npoussoautens A®C: C80125187
FP Manufacturer AP| Batch number/
Homep cepuu cyGeTasumm npoussoauTens 0001823972

Mmo;

APl Manufactured by, address & country /
MNpoussoautens A®C,anpec u cTpaHa:

Kothari Phytochemicals International,

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

Kotapu ®uTokemukans MHTepHewnHan,
Harapu, Tannuymam Moct - 625221, okpyr Magypait, UHans

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TpeGoBaHUAM

HA

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / 7

: M = , o
[HokymeHT nposeper OKK: ’;ﬁ HAokymeHT ogobpeH OOK: f_gf,{/
Date / ote Date / :
Oara: Rl 2-a )'6_ fara: 26-04- 2026

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
CEPTUOUKAT AHAIIU3A

Page6of6 / Ctp. 6u3b

Product: SENADE TABLETS 13.5 mg MNpoaykr: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepusa Ne 486045 Batch Quantity /O6bem 5845 packs /lynakoBok
: cepuum:

AR No / AHanutuyeckuin otuet ARF/070/2026 | Date of Analysis / [lata 07.03.2026

Ne ; aHanuaa:

Date of Mfg / laTa 02/2026 Date of Expiry / FlogeH go: 01/2029
NpoOu3BOACTBA:

Analysis performed according ND: / Aanu3 nposegén no HI: IM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTkl NepBUYHON YyNaKOBKK yTBEPXAECHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOW YNaKkoBKK yTBepxaeHbl: 29.07.2025
PL approved: / 1B yreepxneH: 29.07.2025

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HawmeHoBaHue, agpec 1 HOMEp NMUUEH3UK
NAowaaku, ocylecTensouen
NPOU2BOACTBO/KOHTPONL KayecTBa/BbINyCK
Mmo

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
Uwnnna Nta., Cumkem MeT. JiTa., Y4acTok Ne 60-65,
MpombiwnexHas soHa Tyem, Tyem, MNeprem, Moa — 403512, UHaus
(NMuuenana Ne 576/11)

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». /

3aknioueHue O COOTBETCTBUM: «HaCTOAWMM S NOATBEPXKAAK, YTO NpuBejeHHas Bbille MHGOpMauus SBNAETCH
LOCTOBEPHON U TOYHOR. 3Ta cepus NpoayKLUWK npoussefeHa (BroYas ynakosky (MapKupoBKy) U KOHTPOIb ka4yecTtsa)
Ha BbiLLEYKA3aHHON NPOV3BOACTBEHHON Nnowaake (NnoLyaakax) B NONHOM COOTBETCTBUM C TpeGoBaHNAMM Mpasun
HaANeXallein NpoN3BOACTBEHHOM NpakTuky EBpasuitckoro akoHomuyeckoro corosa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabps 2023 r.) n TpeGoBaHWAMN KOHTPONSA KadecTsa NeKapcTBEHHbIX CPEACTB, @ TakKe B COOTBETCTBUMMU CO
CneunduKaLnamMm, COAEpXalyuMUCs B PEruCTPaLMOHHOM AOCHE CTpaHbi-umnopTepa. 3anucu no npOW3BOACTBY,
yNakoBKke W aHanuady npPOBEPEHbl, M YCTaHOBMEHO ux cooTeeTcTeue TpeGosaHuam [pasun Hagnexawen
NPOW3BOACTBEHHOI NpaKTUk EBpasaniickoro 3KOHOMUYECKOro Coro3an.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTCTBYET TpeboBaHMAM

Conclusion : APPROVED /
3akntouenue: ONOEPEHO

HA

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

HoxymeHT nposepeH OKK: ;Zﬁ e [lokymeHT onoBpeH OOK: @m}g
Date / Date /

[ara: 2L -_?L{-Lol{g fara: 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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




