Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
_ Pagelof6é / CTp. 136
Product: SENADE TABLETS 13.5 mg _ MpoRyKT: CEHALE®, TABNETKW, 13,5 mr
Batch No /Cepun Ne 485204 ]Batch Quantity /06Lem 5844 packs /ynakoBoK
: cepuu:
\AR No / AHanuTHuueckuh oTver ARF!001!2026\Date of Analysis / laTta 09.01.2026
iNe : laHanu3sa:
Date of Mfg / BaTa 42/2025 ’Date of Expiry / Fopen po: 1112028

Npowu3BOACTBA:

Analysis performed according ND: / AHanu3 nposeaéx no HA: nn-Ne(011138)-(PF-RU)~290725
Artworks of primary package approved: / MakeTsl nepBUUHON YNAaKOBKW yTBepKAEHDI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPNUHOK YNAKOBKH yTBepXAeHbLI 29.07.2025
PL approved: / [1B yTE@pPXKACH: 29.07.2025

Result / PesynbTaTbl Specification / Hopma

Test / NMokaszaTesnk

Appearance / OnucaHne Complies / "Flat, round, beveled-edge tablets, brown to
COoOTBETCTBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score

lline on the other side. / Tinockue Kpyrnkie
1abnetk CO  CKOLUEHHBIMW - KpasiMu ot
]KopuuHeBoro [0 TEMHO-KOPWMHEBOTO UBeTa €
BrpanneHuamu. Ha Of\HOI CTOpPOHE TabneTku
‘an,uasneno cnoso  «CiPLA», Ha apyrod

CTOpOHE - NHWA asnoMa.

[dentification / igerTudunkaLua
Anthraquinone glycosides / ﬁ Complies / Formation of red color in ammaonia layer. /

AHTAXMHOHOBbIE FMUKOIAAS! CooTeeTcTByeT | El):g?mwaawe aMMWAuUHOro CRoA B KpacHbId ‘
Qualitative reaction / ‘ | ‘

KaiecmeerHas peakuus : ‘

Remarks : The Product conforms to ND/ Conclusion

: APPROVED /
Eﬂmeqanne: NpoAyKT COOTBETCTBYET TPeboBaHMAM 3akniouenve: OQOBPEHO
Checked by QC In-Charge / A

pproved by QA In-Charge /
JokymeHT nposeper OKK: ‘?c??—f{"’} ok %}t&p
ymenT ogoSper OOK: Pt

Date / G Okp20 Date / ‘
[lata: OH2e26 fata: 25 043026

FMQC003-156-15

Cipla Ltd.,Cipia House, Peninsula Business Park, Gan
la . , patrac Kadam Marg, Lower Parel, Mumbai - 40001 '
At * Simchem Put. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Gog -403512 3 India



Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANN3A

Page2of6 { CTp. 2u3b

Product: SENADE TABLETS 13.5mg

[Npoayxt: CEHANE", TABJIETKW, 13,5 Mr

Batch No /Cepus Ne

485204

Batch Quantity /06bem 5844 packs /ynakoBOK
cepumu:

AR No / AHanuTUUecKuin oTueT ARF/001/2026 | Date of Analysis / faTta 09.01.2026
Ne : \auanusa:

Date of Mfg / [lata 12/2025 'Date of Expiry / FoaeH no: 11/2028
NPOU3BOACTBA! |

Analysis performed according ND: / Aranu3 nposeaén no HA: nn-N9(011138)-(PI'-RU)-2
kage approved:
Artworks of secondary package approved: / MakeTbl BTOPUMHOMN YNAaKOBKU yTBEpXKAeH
PL approved: / 1B yTBepXaeH: 29.07.2025

Artworks of primary pac

90725
29.07.2025
bl: 29.07.2025

| MaKeTbl MEPBUYHOW YNAKOBKK yTBepXaeHbl:

Test / MokazaTene

[
Result / PeaynbTaTbt Specification / HopMa

i

Methyl Parahydroxybenzoate \
/
MeTunnaparnppoxcnoeHsoar l

The retention time of the main | The retention time of the main peak in the
peak in the chromatogram of | chromatagram of the test solution should

the test solution corresponds l correspond to the retention time of the peak
in the

HPLC / BAXX to the retention time of the | of methyl parahydroxybenzoate
peak of methy! | chromatogram of standard solution. / Bpema
| parahydroxybenzoate in the | yaepxmnsaHus OCHOEHQTC nuka Ha
chromatogram  of standard | xpomaTorpamme WCMBITYEMOTC  pacTeopa
solution, / Bpemst | SOMKHO cooTBETCTBOBATE BpeMeHn
‘ ‘ YAEPKNBAHNS OCHOBHOrO MUKa YAEPKMBAEHUA nwKa
Ha XpomaTorpamme | merunnaparnapokcudersoara Ha
UCNbITYEMOro pacTBopa | Xxpomarorpamme CTaHAapTHOrC pacTeopa.
COOTBETCTBYET BPEMEHN
YAEDKWBAHUS nuxa
meTunnaparngpoxcubeHsoata
Ha xpomarorpaMme
GTaHAAPTHOIO PacTeopa.
3 | Average weight and 187.82 mg /187,82 mr Ave i +7.59
unifarmity of mass/ Cpeanss ° Macgg%ggghn::f?g‘i g £7.5% / CoeanaA
Macca U OIHORO ' |
Macea 1 oaroRaaHeCTs comlies / Goot |18/20 not more than £ 7.5 %; /
P BETCTRYET  .18/20 we Gonee + 7,5 %,
:2/20 not more than = 15%/
+ T Oissointion ] ! 2/20 He Bonee £ 15 %
PacTaopeHie 86-100% /86-100 % INot less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He meHee 70 %
(Q) OT 38ABNEHHCMO COAEPXAHNS CeHHO3UWA0B
luepes 120 MuH.

Remarks : The Product canforms to ND/
Mpumeyanme: MpoaykT cooTeBeTCTBYET TPEBOBAHUAM

HO

Conclusion : APPROVED !/
3axnwuenne: OOBPEHO

Checked by QC In-Charge / =
HokyMmeKT npoeeped OKK: tee

Approved by QA In-Charge /

_ O JokymeHT ogobpeH OOK: /@__-}_L.-—M
ate /
uaT‘;_ AS vlt 2o Date /

: Jara: 28 oa 1o G

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Busi
la Lta., . iness Park, Ganpatrao Kadam Marg, Lower P i i
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pegr’nem Goaa-‘ﬁ‘.?.gu;bal 400013, India.



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANIU3A

Cipla

Page3of6 / CTp. 3n3b

[Product: SENADE TABLETS 13.5mg _

MpoaykT: CEHALE”, TABN

ETKH, 13,5 mr

'Batch No /Cepua No 485204 'Batch Quantity /06bem 5844 packs /ynakosBoK '!
: |cepun: '
AR No / AHanuTMvecKni oTueT ARF/001/2026|Date of Analysis / AaTa 09.01.2026
Ne : aHanuaa:

Date of Mfg / RaTta 12/2025 { Topen Ao: 11/2028

nponisoacTBa.

lDate of Expiry

Analysis performed according ND: / AHanm3 nposeaéHn no HA: an
{ MaKeTb! NEPBNYHOM YNAKOBKH

\Artworks of primary package approved:

-Ng{0111 38)-(PT-RU)-2980725
yTBEPKAEHDbI: 29.07.2025

\irtworks of secondary package approved: | MakeTbi BTOPWYHOHW YNAKOBKH yTBepXKAeHb!: 29.07.2025
P —_— e ——

L approved: / JIB yreepxaeH: 29.07.2025

Test / NokasaTtennb ‘

rm

Result / PesynbtaTh)

\ Specification / Hopma

Loss on drying / NoTeps & |

s
\ Macce npw BbICYLUMBaHMU'I

2.0% /2,0%

"Not more than 6.0 % / He 6onee 6.0 %

& | Mathyl parahydroxybenzoate | 0.037mg/tab / 0,037 mr/Tab. \0.028 to 0.056 mghab. / Ot 0,028 ao 0,056
{ mriTab. '
MeTunnaparuapokenberioar | J

7 | Microbial purity test/ MukpoGuonoru-eckas yueTeTa
Total Aerobic microbial count | _|l—
/ i 4 4
OB YMCnD 23pOBHLIX | 20 cfufg /20 KOE/r | Not more than 10* cfug/ He Gonee 10° KOE/T
MMKDPOOPraHUamMos |I |
To@ compined yeastand | - —
mould count / OBl ee 4mcno ! 2 2
AMECHEBBIX W APOKKEBBIX <10 cfuig / <10 KOE/T ‘ Not more than 10° cfu/g /He bonee 10° KOE/r
rpubos
Enterobacteria resistant to
bile / DHTEPOBAKTEDHH, Absent cfu/g / Not more than 107 cfu/g/ He Gonee 10” KOE/r
YCTONUUBLIE KIKENUK OrcyTeTByroT KOE/
Escherichia coli Absent /QTCyTCTBYIOT . Absent in 1g/ Otcytcrane B 17 B
Salmonella spp. Absent /OtcyTeTayioT Absentin 10 g / OtcyrctBue 8 10T -
Staphylococcus aureus Absent / OtcyTcreyOT Absentin 1 g/OTtcytcTeue B 11
8 gl::%rg:{*g;fosage units / 6.2/6,2 According to the requirements. / B
N _
COOTBETC
H0BMPOBAHHGIX EAMHUL TBUMW C TpeGoBaHWAMMY.
B ’ o o

Remarks : The Product conforms to ND/
Mpumevanue: NPoAyKT cooTeeTcTBYET TPEBOBAHUAM

HO

Conclusion : APPROVED /
3aknwuenne: CAQOBPEHO

Checked by QC in-Charge /

: Approved by QA In-Charge / cealD
DoxymeHT npoeeped OKK: ?:E L-» DokymenT ogobpen QOK: 5@9),»-
Date / 25 )

! S 0L | Date /
[ara: Oy 2024 ' Deta: 2y o4 202 6

FMQC003-16-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan [ '
ia . . patrao Kadam Marg, Lower Parel, Mumbai - 400013 India
At: Simchem Puvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512 , '



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOWKAT AHANW3A

Pagedof6 / CTp. 4n36

[Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAJLE®, TABJIETKM, 13,5 mr

Batch No /Cepus Ne 485204 Batch Quantity /O6bem 5844 packs /ynakoBoK \
E ‘cepum. ]
AR No / AHanUTUMECKW#h oTHeT ARF/001/2026 | Date of Analysis / [ata 09.01.2026 |
Ne : aHanuaa.

Date of Mfg / laTa 12/2025 Date of Expiry / TogeH 0oO: 11/2028

npou3BoAcTea: | _

Analysis performed according ND: / Aranu3 npoBeaéH no HA: J'II'I-NQ(011138)—(PI’-RU)-290725
Artworks of primary package approved: / MakeTb! nepBMYHON YNAKOBKKN YTBEPXACHDL: 29.07.2025

Artworks of secondary package approved: / MakeTb! BTOPW4HOM YNaKOBKW yTBePXAEHbI: 29.07.2025

|PL approved: / 1B yreepxaeH: 29.07.2025

Specification / Hopma

|

l chloride/polyethylene/polyvinyli
I dene chloride (PVC/PE/PVDC)

film and

aluminum foil.

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

Mepewynas ynaxoska, flo 20
TabneToK B BnUcTep U3 NNeHK
TPEXCROWHOH
NONUBUHUNXNCPUAMONWITANEH
/nonMBUHUNMASHXNOPKE
(NBX/NS/NBAX) v
anioMUHUEBOR (DONLrA.
Bropwynas ynakoeka: [lo 25
'BNUCTEPOB B KEPTOMHYIC Nadky
C BnoXeHwem 25 nKUCTrOB-
| BKN2apllued.

|

Ne Test / Mokasarens '1 Result / PesyabTaTul
9 | Assay/ KoauuecTeseHHoe 13.88 mg / 13,88mr 1915 - 1553mg (900 - 115.0%)
onpepenexHve \ (102.8 % / 102,8 %) lSennosides equivalent to sennoside B in cne
|tablet. / OT 12,16 go 15,53 mr (90,0 - 115,0 %)
l ‘CEHHOSWJ,OB B nepecueTe Ha cexHoaua B B
] \opHoW TabreTxe.
10 | Package appearance / ‘Primag packaging: 20 fabiets |Primary packading. 20 tablets in a blister
Onucanve ynakoBKW in a blister made of three-layer |made of three-layer polyvinyl
polyvinyi chIoride!poiyethylene!polyvinylidene chloride

(PVC/PE/PVDC) film and aluminum foil.
‘Secondar_\g packaging: 2 or 3 biisters together
with a package leaflet in a carton.

95 blisters with 25 package leaflets in a

carton. /
MepeuyHan ynakoska: flo 20 Tabnetox B
Enucrep u3 MNeHKK TpexcroiHo#

NONVEVHUAXNOPUE/IONNITUNEH/NONUBUHUITMA
eHxnopua (NBX/MIMBAX) 1 anKMUHUEBON
donbru.

BropudHas _ynakoska: [0 2, 3 Bnuctepa
BMECTE C NUCTKOM-BKNAJLILLEM B KapTOHHYIO
nauky.

Mo 25 BnucTepoB B KAPTOHHYKC Madky C
BOXEHNEM 25 NMUCTKOB-BKNAAKLILLIENA.

Remarks : The Product conforms to ND/
Mpumeuanme: NPOAYKT COOTBETCTBYET TpeboBaHWAM

HO

Conclusion : APPROVED /
3aknwyenna: OQOGPEHO

Checked by QC In-Charge /

= Approved by QA In-Charge /
HokymeHT nposeper OKK: au-'b"" LOoxymenT oactpen OOK W
Date / .
o RS ot rore A

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Page5of6 / Ctp. 5136

[Product: SENADE TABLETS 13.5 mg

[MpoaykT: CEHALE®, TABINETKW, 13,5 Mr

Batch No /Cepun Ne 485204 Batch Quantity /O6hem 5844 packs /ynakoBokK
: cepuu:

|AR No / AHanuTH4ecKuit OTHeT ARF/001/2026 |Date of Analysis / fiaTa 09.01.2026

Ne : |ananmsa:

Date of Mfg / aTa 12/2025 Date of Expiry / Toaen no: 11/2028
npou3BOACTBa:

Analysis performed according ND: / Ananu3a npoeeaén no HA: I'II'I-NQ(011138)-(PF-RU)-290725
Artworks of primary package approved: / MaxeThl nepBUYHON YNAKOBKH YTBEPXASHbL 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNaKOBKN YTBEePXKAEHbL: 29.07.2025 ‘

\PL approved: / B yTBepXAeH: 29,07.2025 B
Ne ‘ Test / MoxkasaTene Result / Pe3ynbTaTbl ‘Specificatiom‘HopMa l
'Labeling { MapkupoBKa Complies / CooTBeTCTBYET Nn accordance with Section 1.3.2 of Module 1

!'|11

of the registration dossier / B cooTBETCTBAK C
paznenoM 1.3.2 mMoayns 1 perncTpaunoHHero
I],qom;e_

12 |Storage conditions / Ycnoeus
XpaHeHus

|
In a dry place at a temperature not exceeding 25 °C. / B cyxom MmecTe rlpln‘

43 |Shelf life (expiration date) /
Cpox rofHoCTH (CpoK
xpaHeHus) |

Temnepatype He Brlwe 25 °C.
3 years. / 3 roga. g\

APl name / HanmeHogahue A®C:

T Sennosides A & B/ CeHHoangel A n B '

INN / MHH:

Sennosides A & B/ Cenddo3nip) AwvbB

AP! manufacturer batch number/

Homep cepumn Npou3BoauTena A®C: 50125142
FP Manufacturer AP! Batch number /
Homep cepuu CyGCTaHUMK NPON3BOAUTENA 0001797874

rMmo:

AP! Manufactured by, address & country /
Npownspoautens ADC,anpec ¥ CTpana:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTapu duToKemMukans MKTepHeLmHan,
Harapu, Tanwsunam Moct - 626221, Okpyr Magypai, Ungua |

Remarks - The Product conforms to ND/

HA

Mpumeyanne: MpoaykT cooTeeTcTayeT TpeboBarKAM

Conclusion : APPROVED /
3aouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / ol
LokymeHT npoBepeH OKK: 5‘_‘@_'@—" [okymenT oaobpeH OCK: /(zéy
Date / _ _ Date /
Oata: 25 0y o226 | Dara: ~2'g.04,.10’2,€;

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parei, Mumbai - 400013, india.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Pagebof6 / CTp. 6136
Product: SENADE TABLETS 13.5 mg Npoayxt: CEHARE®, TABJIETKW, 13,5 Mr
Batch No /{Cepua Ne 485204 Batch Quantity /O6beM 5844 packs fyrnakoBoK
: cepum:
AR No / Ananutnueckud oruet ARF/001/2026 Date of Analysis / ara 09.01.2026
Ne : aWanuia:
Date of Mfg / flaTa 12/2025 Date of Expiry / Fogen no: 11/2028
npou3BoACTBA: i
Analysis performed according ND: / AHanu3 npoeeaéx no HA: NN-Ng{011138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTb! NepBUYHON YNaKOBKU yTBEpXACHbLI: 29.07.2025
| Artworks of secondary package approved: / MakeTbi BTOPUUHOW yNaKOBKH yTBepxaeHsbl: 29.07.2025
PL approved: / NB yTeepxaeH: 29.07.2025 ]
Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.B0-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site / Lwnnna Nra., Cemkem T1BT. J174., Yuactok Ne 60-65,
HaumeHOBaHKWe, aapec W HOMEP NULIEH3WK [pomellLNEHHEA 30Ha Tyem, Tyem, MNepHem, Moa — 4035612, MHaua
RAOWAAKHK, OCYWECTBNAIOLIEN {Nuuerana Ne 576/1)
NPOUIBOACTBO/KOHTPOIMb KauecrTea/BLinyCcK |
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». /

3aK0NEHNE O COOTBETCTBMM: «HACTORWMM S NOATBEPKAAID, YTO MPUBEAEHHAR BLILS WHhopmaums ABNRETCH
LOCTOBEPHOM M TOHMHOW, 3Ta Cepus NpoayKunw npou3seneHa (BKITIOMEA YNAKOBKY (MapKUpOBKY) ¥ KOHTPONb KaJecTea)
Ha BbILLIEYKA3EHHOA NPOW3BOACTBEHHON NNOLWAAke (nnowaaKax) B NOMHOM COOTBETCTBWM C Tpeboranuamn [pasun
HaaneXaljel NPOM3BOACTBEHHOM NPaKTUKK EBPA3MACKOrO SKOHOMUHECKOro cowaa (Ne GMP/EAEU/RU/01091-2024 oT
14 pexabpa 2023 r.) u TpeOOBAHWSMU KOHTRONA KavecTaa NeKkapcTBENHbIX CPEOCTB, @ Taioke B COOTBETCTBUW CO
cReuNNKALMAMY, COREPXALLMMUCA B PErncTpaLMOHHOM J0CHE cTparbi-uMmnopTepa. 3anucu nNoe NPOUIBOACTBY,
yNakogke W aHanw3y npoBeperel, W YCTRHOBNEHO WX COOTBETCTBUE TpetoBaHusm [pasun HaanexaLe
NPOWIBOACTBEHHON NPaKTUKK EBpa3zvMiACKoro SKOHOMWYECKOro Coko3ar.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumedanmne: MpoayKT cOOTBETCTBYET TpebOBAHNAM 3aknwuenve: OJOBPEHO

HA

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

DokymenT nposeper OKK: 7£—*—~° [lokymeHT oaoBper OOK: W
Date / Date /

[ata: IS =T AL WS I -4 fara: 15-04 - 2026

FMQC003-15-15

Cipia Ltd..Cipla 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



