Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANW3A

"Product: SENADE TABLETS 13.5 mg_ |

Page1of6 / C1p. 1H35_|

NpoayxT: CEHAAE®, TABNETKMW, 13,5 mr

Batch No /Cepuna Ne 485205 Batch Quantity /O6bem 5846 packs /ynakosokK
: cepun:

AR No / AHanUTHUECKU# OTUeT ARF/005/2026 | Date of Analysis / faTa 10.01.2026

No : aHanuaa:

Date of Mfg / flaTta 12/2025 [Date of Expiry / ToaeH po: 11/2028
Npon3BOACTBA:

PL approved: / JIB yTBepXaeH: 29.07.2025

Analysis performed according ND: / Ananua nposeaén no HA: NM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThl nepBUYHOR YNaKOBKU yTREPXKAEHDbL: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOpH YHOW YMAaKOBKM YTBEPXKAEHLI: 29.07.2025

[ Ne Test / NoxaszaTensb Result / PesynbTatul I Specification / Hopma
1 | Appearance / Onucanve Complies / Flat, round, beveled-edge tablets, brown to
CootaeTcTRYET dark brown, with speckies. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / flnocknwe kpyrnbie
TabneTkn CO CKOWEHHbLIMK  KPasMu - OT
KOPWYHEBOTO AD TEMHO-KOPUYHEBOro LBeTa C
BKpANneHusMu. Ha OJHOA CTOPOHE TabneTxu
suinasnedo cnoso  «CIPLA» Ha [pyrod
| ‘c-ropoHe - AIMHWA pasnoma.
2 | Identification / MpeHTuurKaLUA
Anthraquinone glycosides /| Complies / Formation of red calor in ammonia layer. /
AHTPaXAHOHOBLIE FMMKO3HAb! ‘ CooTBeTcTByeT _ El):epfmmaarme aMMWAYHOTO CNOA B KPACHbIK
Qualitative reaction / ‘
KayecmeeHnHuan PeaKuus ‘ |

Remarks : The Product conforms to ND/
Mpumeuanne: NpoaykT cooTReTCTBYET TPEGOBAHVAM

Conclusion : APPROVED ¢/
3aknuexne: OOOBPEHO

HO
Checked by QC In-Charge / A CoP
pproved by QA In-Charge /
[LokyMEHT npoBeper OKK: zﬁw doxymenT oaobpen OOK? @/
Bate /
Dat
Qata RS- ©teamlp ,usz-f 25, 042024

FMQCO003-15-15
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDWUKAT AHANKU3A

Page20of6 / Ctp. 2136

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHADE®, TABJIETKW, 13,5 Mr

Batch No /Cepns N2 4852056 Batch Quantity /O6beM 5846 packs /ynakoBok
. cepun: _

AR No / AnannTvueckuit otuetr ARF/005/2026 |Date of Analysis / laTa 10.01.2026

Ne : aHanwuaa:

Date of Mfg / flaTa 1212025 Date of Expiry / ToaeH ao: 11/2028
Npou3BOACTBA:

Analysis performed according ND: / AHanus nposenén no HA: £N-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBU4HON YNAKOBKU YTBEPXAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOH YNaKoBKY YTBEPKASHEI: 29.07.2025
PL approved: / 1B yTeepxaeH: 29.07.2025

Ne Test / NoxazaTenb

Result / Pe3ynbTaThl

| Specification / Hopma

Methy! Parahydroxybenzoate
/
MeTunnaparvapokcnbersoar

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

meTunnaparnapokcuberzoara
Ha xpomatorpamme
CTanAapTHOro pacTecopa.

HPLC / B3XX o the retention time of the | of methyl parahydroxybenzoate in the
: peak of methyl | chromatogram of standard solution. / Bpema
parahydroxybenzoate in the ; yaepxueanna QCHOBHOMD nuKa Ha
chromatogram of standard | xpomaTorpamme  UCMBITYEMOMO pacTeopa
solution. / Bpems | AOMKHO COOTBETCTBOBATDL BPEMEHU
YAEPKMEZHMA OCHOBHOTO NWKA | YABPXKUBAHWA nueka
Ha xpomaTorpamMe | MeTunnaparnapokcibersoata Ha
UCNLITYEMOro pacTBOpa | XPOMaTOrpaMmMe CTaHAapTHOrC PacTeopa.
COCTBETCTRYET BpEMEHN
YOEDKABEHUS nuka

3 | Average weight and
uniformity of mass/ CpegHsa
Macca ¥ 0AHOPOAHOCTD
MacCbt

188.93 mg /168,93 mr

Complies / CooTeeTcTBYET

Average weight 189.99 mg £7.5 % / CpegH»s
‘macca 189,99 mr £7 5%

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

:2/20 not more than = 15%/
2120 He Bonee £ 156 %

4 | Dissolution /
PacteopeHue

87-100% /87-100 %

Not less than 70 % (Q) of the labeled amount ;
of sennosides after 120 min. / He menee 70 %
(Q) oT 3aABNEHHOr0 COAepXaHUA CeHHO3UAOB
yepe3a 120 MuH.

Remarks . The Praduct conforms to ND/
Mpumeuanme: MpogyKr cooTeeTcTBYET TPEBOBAHUAM

Conclusion : APPROVED /
3aknwyenwe: OQOBPEHO

Checked by QC in-Charge /
HAokymeHT npoeepen OKK:

HA

Approved by QA In-Charge /
HokymeHT 0g06peH OOK. /@'__:_\_E'iﬁ

Date /
[Nara.

2% 0P D6y,

Date /

ﬂa'ra: 2504 -20206

FMQC003-15-15
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTU3A

Page3ofé / Ctp. 3nu3b

Mpoaykr: CEHAAE”, TABNETKW, 13,5 Mr

)ﬁoduct: SENADE TABLETS 13.5mg

Batch No /Cepws Ne 485205 Batch Quantity /ObLeM 5846 packs /ynakoBOK
: cepum:
AR No / Ananutuyeckun otyet ARF/005/2026 Date of Analysis / [laTa 10.01.2026
Ne : aHanu3a:
Date of Mfg / flaTa 12/2025 Date of Expiry / FoaeH po: 1172028
npousBoacTea: ]‘
Analysis performed according ND: / Ananns npoeeaéH no HA: JIN-N2(011138)~(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NePBMYHON YNIAKOBKM yTBEpKAEHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUWYHON YNaKOBKW YTBEPXAEHbL 29.07.2025
\PL approved: / JIB yTeepxaeH: 298.07.2025
Ne Test / Nokasatenob i Result / PeaynbTaThl Specification / Hopma
§ | Loss ondrying/NoTepas ‘ 2.4% 12,1% Not more than 6.0 % / He Gonee 6,0 %
| M8CCE NPV BbiCYLIMBAK UK |
6 | Methyl parahydroxybenzoate | 0.03% mgitab /0,039 mr/7a6. | 0.028 to 0.056 mg#tab. / OT 0.028 po 0,056
/ i MriTab.
MeTtunnaparugpokcubeH3oat
7 | Microbial purity test/ MukpoBuonoruyeckas 4ucToTa
Total Aerabic microbial count
/ 4 4
OBiLiee SNCNa 23poBHBIX 20 cfu/g /20 KOE/r Not more than 10° cfufg/ He Sonee 10° KOE/T
MUKpPOCPradnaMos
Total combined yeast and
mould count / O6wee wncno 2 2
NNECHEBbIX M 4 PONOKEBbIX <10 cfuig / <10 KOE/r Not more than 10° cfu/g /He Bonee 10° KOE/r
rpnbos
Enterobacteria resistant t
| vite / gurépo%ans;;:: © | Absent cfu/g / Not more than 10° cfu/g/ He Bonee 10° KOE/T
YCTOHUMBbBI® K KEN4M | OtecyTeTeyroT KOE/T
Escherichia coli Absent /OTcyTCTBYIOT Absentin 1g/OTcyTeTBUE B 1T
Salmonella spp. Absent /OtcytcTaytoT Absentin 10 g / Orcytctene s 10r
Staphylococcus aureus Absent / OTcyTeTBYHOT Absentin1g/Otcytetee B 1r
8 | Uniformity of dosage units / 58/58 ! - ,
Owrosyen | oo oo
A03VPOBAKHBIX 80WHIKLY P MAMM.

Remarks : The Product conforms to ND/

Mprmeuanue: MNpogykT COOTBETCTRYET TpeboBaHUAM

Conclusion : APPROVED /
3anouenune: OQOBPEHO

HO
Checked by QC In-Charge / EJ o
. L0 Approved by QA In-Charge / -
Noxkyment npoeeper OKK: HokymeHT ogobpen OCK: %)/\,f
Date /
_ Date /
Jara: 25 041011 ,!1::'2: 2504 2006

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan
la | . . patrao Kadam Marg, Lower Pare!, Mumbai - 400013, Indi
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A

Page4of6 / CTp. 4n3b

[Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHALRE®, TABMIETKW, 13,5 Mr

Batch No /Cepna N2 485205 Batch Quantity /0O6bem 5846 packs /ynakoBOK
: cepuu:

AR No / Ananutvueckuit otuet ARF/005/2026 Date of Analysis / [lata 10.01.2026

Ne : aHanuaa:

Date of Mfg / [laTa 12/2025 Date of Expiry / [ogeH Ao: 11/2028
Npou3BOACTBA:

Analysis performed according ND: / Ananus npoeeaén no HA: 71N-Ne(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTbl NepBUYHON YNAaKOBKKW YTBEPXAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTb) BTOPUYHON YNaKoBKH
PL approved: / JIB yveepxaeH: 29.07.2025

yTBepxaeHb:: 29.07.2025
B

OnucaHue ynakoskm

Ne Test / MokazaTene Result / PesynbraTel Specification / Hopma
9 | Assay / KonuuecteeHHoe 14.01 mg/14,01mr 11215 - 15.83mg (80.0 - 115.0%)
onpegenenve (103.8 % / 103,8 %) Sennosides equivaient to sennoside B in one
tablet. / Ot 12,15 go 15,53 mr (90,0 - 115,0 %)
CEeHHO3WOO0B B NEpecYeTe Ha ceHHoawg B B
ofdHo# 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 chicride (PVC/PE/PVDC)

film and

aluminum foil.

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

MNepeudHas_ynakoBka: Mo 20
Tabnetok B GNUCTED U3 NNEHKKH
TPEXCNONHOH
F‘IOJ'IHBI-'IHHJ'!XHOpH,EI,/HOﬂHSTIa"IﬂeH
/NONUBMHKNKAEHXNCPUA
(NBX/N3/NBOX) n
ANMUHKEBOR honbr.
Bropuydaa ynakoska: {lo 25

C EBIoMeHweM 25 nucTroe-

ENUCTEPOR B KAPTOHHYIO MAYKY |

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 biisters with 25 package ieafiets in a
carton. /

MepewuHan ynakoska: Mo 20 TabneTok B
EnucTtep u3 NAEHKK TPEXCAGKHORA
NONMBUHUNXNOPUA/NCNWETUNEH/NOANBAHUNAA
euxnopua (MBX/N3/MBAX) v anoMUHKEBON
donsru,

Bropuudas ynakoska: Mo 2, 3 6Gnucrepa
BMECTE C JIMCTKOM-BKNEAbILIEM B KapTOHHYK
nauvky.

Mo 25 6nucTepoB B KARPTOHHYKD NaYky C
BIIOXEHEM 25 NUCTKOB-BKNASLILIEH.

BKNaabIiLIEN.

HA

Remarks | The Product conforms to ND/
Mpumeuanme: MpogykT cootaeTcTByeT TpebopaHWAM

Conclusion : APPROVED /
3aknwuenne: OQOBPEHQ

Checked by QC In-Charge /
AokymeHT nposeped QKK:

=F s

Approved by QA In-Charge / \
AoxkymerT ogobper OOK: /géﬂ:\,.-——

Date /

fara AS-0h.202C

Date/
fata:

25.04--202C

FMQCO03-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Mar i i
la . . g, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



CERTIFIC

Cipla

ATE OF ANALYSIS

CEPTU®UKAT AHANU3A

Page5of6 / Crp. 5u3b

[Product: SENADE TABLETS 13.5 mg_

MpoayxT: CEHAQE®, TABJIETKW, 13,5 Mr

Batch No /Cepus Ne 485205 Batch Quantity /O6bem 5846 packs /ynakoBox

: Cepum: B
AR No / AHannTuueckumn otyeT ARF/005/2026|Date of Analysis / NaTa 10.01.2026

Ne . aHanw3aa.

Date of Mfg / NlaTa 12/2025 [Date of Expiry / ToaeH ao: 11/2028

npou3soAcTRa: | :

Analysis performed according ND: / Anann

PL approved: / JIB yTBepxaeH: 29.07.2025

Artworks of primary package approved: / MakeTbt NepBUYHOM YNAKOBKM yTBepXKASHLI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOMN YNAKOBKK YTBEPXKAEHbL: 29.07.2025

3 nposeaén no HA: NN-Ne(011138)-(PI-RU)-290725

Ne Test / NokazaTens Result / Peaynbtarb! Specification / Hopma
11 |Labeling / Mapkupoeka Complies / CooTBETCTRBYET In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTCTBUM C
pazgenom 1.3.2 Moayns 1 pernCTpauuoHHOro
oocke. i
12 |Storage conditions / Ycnosus |In a dry place at a temperature not exceeding 25 °C. / B cyxom MecTe npu
XPaHeHUs Temneparype He eoiwe 25 °C.
13 [Shelf life (expiration date)/ 3 years. /3 ropa.
Cpok rogHoCTY (CPOK
XP3HeHus)

[

| APi name / HaumeHogaHne ADC:

Sennosides A & B / CeHHoanabi A u B

INN / MHH:

Sennosides A & B / CenHosngel A v B

API manufacturer batch number /
Homep cepuu npouzeoguTtens ADC:

CS0125142 & CS0125143

FP Manufacturer APi Batch number/

Homep cepum cyGeranumm nponssogutens
Mo:

0001797874 & 0001797876

API Manufactured by, address & country /
MpownssoawTens A®C,agpec v cTpaHa:

Kothari Phytochemicals Internaticnal, i

Nagari, Thanichchiyam Post - 625221 Madurai District, India / i
KoTapu dutokemukana MuTepHelunnan, |

Harapy, Tanuuumnam Mocrt - 625221, okpyr Magypaid, MHaus

Remarks : The Product conforms to ND/

H

Mpumevanne: Mpoaykr COOTBETCTBYET TpeBoBaHMEM

Conclusion : APPROVED /
3akniouenue: OJOBPEHO

Checked by QC In-Charge 7/
HAokymenT npoeeper OKK:

gaﬁ/u_:’.

Approved by QA In-Charge /
HokymerT ogobpen OOK:

AL

Date /
| Aara:

oS 04. 2006

Date /

Dara: 250 04-- 2096

Cipla .Ltd.,CipIa House, Peninsula B
At Simchem Pvt. Ltd., Plot No. 60

usiness Park, Gan
-65, Tuem Industria

—

FMQC003-15-15

patrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
| Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATTN3A

Page6of6 / CTp. 6136

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAQE™, TABNETKK, 13,5 mr

Batch No {Cepun Ne 485205 Batch Quantity /O6nem 5846 packs /ynakoBOK
: copuu:

AR No / AHanuTuyeckuin oTyet ARF/005/2026 Date of Analysis / laTa 10.01.2026

No : - |aHanu3a:

Date of Mfg / flaTa 12/2025 Date of Expiry / TopeH po: 11/2028
npou3BOACTBA:

Analysis performed according ND: / AHanuz nposeaésx no HI: JIMN-N2(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKW yTBepXaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTb) BTOPMUHOM YNAKOBKM yTBepXaeHbI: 29.07.2025 |
PL approved: / 1B yreepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Lid., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /

| site / LUunna Nra., Cumkem Mer. NiTa., Yuacrok Ne 80-65,
HanMmenoBsauue, agpec U HOMEP NULEHINK MpomeitneHHan 3oHa Tyem, Tyem, NepHem, Toa — 403512, UHAMA
| RNOUAAKHN, OCYLLECTBINAKLIEH (Nuuersua Ne 5764T)
NpoOK3IBOACTBO/KOHTPOb KayecTBa/BhbinyCK
me

Declaration of certification: «i hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality controf 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». /

3aKnoueHne 0 COOTBETCTBMW: «HAcTOAWMM A NOATBEPHAAID, YTO NPUBEAGHHAS Bbille WHHOPMALMA ABNAETCH
LOCTOBEPHOM M TOSHOW. 3Ta cepyst NPOAYKLUMY NpovaseaeHa (BKNKYas YNakoBKy (MapKMPOBKY) U KOHTPONb KavecTea)
HA BbILLIEYKA3ZAHHOW NPOW3BOACTBEHHON NNOLUAAKE (NNOLEAKax) B NMOMHOM CCOTBETCTBUM C TpeGosaHWAMU Mpasun
HaAnexaLlei NPoM3BOSCTBEHHOR NpakTku EBPa3nACKOre IKOHoMMYECKore coro3a (Ne GMP/EAEU/RU/Q1091-2024 ot
14 pexabps 2023 r) 1 TpefOBaHUAMKM KQHTPONR Ka4eCTBA NEKapCTBeHHsIX CPEACTE, @ TAKKE B COCTBETCTBUW CO
CReLUdUKaLMAMK, COOEPKAWMMUCA B PEFMCTPALUCOHHOM LOCBE CTPaHbl-MMMOpTEpa. 3anucy no NpoM3BoacTBY,
YNakoBKE W aHanvay npoBeEpeHsl, W YCTaHoeneno wx cooreetctemne Tpefosanwam  [lpaBun Hagnexawen
NPOV3BCACTBEHHON NPAKTHKN EBPA3MIACKOr0 2KOHOMUWYECKOrO Colo3ay.

Remarks : The Product conforms to NDY
Mpumeuanue: MpoaykT cooTBeTCTBYET TpeboBanuam

Conclusion : APPROVED ¢/
3aknwuenne: OQNOBPERO

Checked by QC tn-Charge /
HokymenT npoesepeH OKK

HO
=f Lo

Approved by QA In-Charge /
DoxymeHT oaoBpeH OOK: ﬁ_‘—\ﬂ_";ff—-

Date /
Qarta

D¢ 0le. 10k C

Date /

Hara: 25- 04 2026

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel. Mumbai - 400013, India.
At Simchem Pyt Ltd., Piot No. 60-85, Tuem industrial Estate, Tuem, Pernem Goa -403512




