CERTIFICATE OF ANALYSIS
CEPTUDWUKAT AHANIU3A

Cipla

Page1of6 / CTp. 1436

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHANE®, TABNIETKW, 13,5 mr

Batch No /Cepua Ne 486035 Batch Quantity /O6bem 5842 packs /ynakoBoOK '
: cepuu:

AR No / AHanuTryeckuin otuer ARF/054/2026!Date of Analysis / laTa 20.02.2026

Ne : aHanusa:

Date of Mfg / faTa 02/2026 Date of Expiry / FoaeHn po: 01/2029

npoM3BOACTBA:

PL approved: / B yreepxaeh: 29.07.2025

Analysis performed according ND: / Anann3s npoBeggH no HA: NTN-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBW4YHON YNIAKOBKN YTBEPXKAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHORK YNAKOBKW YTBEPXKAEHKI 29.07.2025

|

Ne Test / NokasaTens Result / PeaynbTaThl ; Specification / Hopma
1 | Appearance / OnncaHune Compiies / Fiat, round, beveled-edge tablets, brown to
CooTeeTCcTBYET dark brown, with speckles. The tablet has
-i"CIPLA" embossed on one side, and a score
line on the other side. / Tnockue xpyrnee;
TabneTkn €O CKOLUEHHBIMU - KpasMu  OT
KOPWUHEBOTG A0 TEMHO-KOPW4HEBOTO LBeTa C
BKpanneHusmy. Ha oAHOR CTOpoHE Tabnetkn
gvigasneHo cnoso  «CIPLA», Ha ApYrowW|
i CTOPCHE - NVUHWUS PA3INOMa.
2 | \dentification / UaenTudpukaums
Anthraquirone glycosides / | " Complies/ [ Formation of red color in ammonia layer. /
AHTPAXAHOHOBBIE VKO3 ‘ CooTBeETCTRYET i S:gfmmaanue aMMUEYHOTO CNOA B KPacHbIA
Qualitative reaction /
KavecmeenHas peaKyun

Remarks : The Product conforms to ND/
Npumeyanne: MpogykT COOTBETCTBYET TpeboBaKNAM

HA

Conclusion : APPROVED /
2aknwyenwe: QQOBPEHO

Checked by QC In-Charge / %—(}2 Approved by QA In-Charge /

okymeHT nposeper OKK: ' | DokymeHT ogo6per OOK: \eop
Ooky posep Boky no6p )@3}//
Date / Date / . .
fara: ~LC. Y262 ¢ _ | BaTa, 26:0% 202G

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page20f6 { Ctp. 2136

{Product: SENADE TABLETS 13.5 mg

Mpoaykt: CEHAQE®, TABNETKW, 13,5 mr

npow3BoacTea.

'Batch No /Cepna Ne 486035 Batch Quantity /O6bem 6842 packs /ynakoeok
: cepuu:

AR No / Adanutnueckwit otyer ARF/054/2026 Date of Analysis / Qava 20.02,2026

Ne : aHanusa:

Date of Mfg / flata 02/2026 Date of Expiry / FTopeH go: 01/2029

Analysis performed according ND: / AHanm3 npoeeaés no HA: JIN-N2(011138)-(PT-RU}-290725

Artworks of primary package approved: / MakeTbl NepBMYHON YNAKOBKKM YTBepHaeHbl: 29.07.2025
{Artworks of secondary package approved: / MakeTsl BTOPUYHON YNAKOBKW yTREpXKAEHLI: 29.07.2025 '
PL approved: / NB yTeepxaeH: 29.07.2025

Ne

Test / Nokazatens

I
i

Result / Pe3yneTaThl

Specification / Hopma

Methyl Parahydroxybenzoate
f
MeTunnaparugpokcufensoar
HPLC 7 B3XKX

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the

The retention time of the main peak in the
chromatogram of the test solution should
carrespond to the retention time of the peak
i of methyl parahydroxybenzoate Iin the

peak of methyl | chromatogram of standard solution. / Bpems
parahydroxybenzoate in the | ynepxusaHun CCHOBHOQ nuka Ha
chromatogram of standard | xpomaTorpamme  UCMbITYEMOrO  pacTeopa
solution. / Bpems | nonxHo COOTBETCTBOBATD BpeMeHu
YOEPKABAHUA OCHOBHOTC NWKA | YABPMMBAHUA nuka
Ha XpomaTtorpamme | MmeTunnaparsgpokcubenzoara Ha
MCNEITYEMOrC pacTeopa | XpoMaTorpaMme CTaHZapTHOro pacTeopa.
COOTRETCTRYET BREMEHN
YASPMUBAHUS nuka
MeTrnnaparngpokcuberaoara
Ha XpoMaTorpamMmme
¢cTaHaapTHOre pacreopa.
3 | Average weight and 187.44 mg /187,44 mr Average weight 189.99 mg £7.5 % / Cpeguan

unifermity of mass/ Cpegnss macca 189,99 mr £7 5%

Macca W 0QHOPCAHOCTL 18/20 not more than £ 7.5 %; /

Macesl Complies / CoOTBETCTBYET  [18/20 He HBonee + 7,5 %;

2120 not more than + 15%:/
2120 He Honee £ 15 %
4 | Dissolution/ 78-68% /78-88 % INot less than 70 % (Q) of the labeled amount
Pacteopexne iof sennosides after 120 min. / He mexee 70 %

{Q) OT 3aABNEHHOIC COARPMEHNS CEHHO3MAOE
|uepes 120 MWH.

Remarks : The Product conforms toe ND/
Npumeuanue: MpogyKT COOTBETCTBYET TPEGOBAHUAM

Conclusion : APPROVED !/
3axmovenne: OJOBPEHO

HA

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

AokymeHT nposepeH OKK %u Jokyment ogobpen OOK: Loy
Date /

E:ieai DZC’ N AWV AN | ﬂaTa: 26‘ & - 20l 6

Cipla Ltd.,Cipla House, Peninsula Business P
At * Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa

FMQC003-15-15

ark, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHANUIA

Page3dof6 / Ctp. 3n3é

Product: SENADE TABLETS 13.5 mg MNpoAaykT: CEHAJJ,E‘E, TABIETKH, 13,5 mr

lBatch No /Cepusn Ne 486035 Batch Quantity /O6vem 5842 packs /ynakoBoK '
i cepuum:

AR No / AkanuTUuyeckuin otyer ARF/054/2026 Date of Analysis / Oata 20.02.2026

Ne : aHanwaa:

Date of Mfg / faTa 02/2026 Date of Expiry / TopaeH go: 01/2029

npou3BoAcCTBa:

PL approved: / 1B yrsepxaen: 29.07.2025

Analysis performed according ND: / Ananuz npoeenéH no HO: JINM-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBHYHOW YNAKOBKM yTBEepXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBKW YTRepXAeHbI: 29.07.2025

Nz Test / MokazaTens

Result / Peaynbrarhl

Specification / Hopma

5 | Lossondrying/MotepRBe
Macce npu BbICYLMBaHWA

1.9% /1,9%

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

6 | Methyl parahydroxybenzoate
b
MeTunnaparnapokcubenacar

0.048 mg/tab / 0,046 mr/Tat.

0.028 to 0.056 mgiab. / Ot 0,028 go 0,056
mriTat.

7 | Microbial purity test/ Mu«poBuonaorwyeckas 4ncToTa

" Total Aerobic microbial count
!
OfLee unene aspobHeIX
MUKPOOPTEHN3MOB

40 cfu/g /40 KOE/r

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

Totat combined yeast and
mould count / O6wee yacno
NMECHERBbLIX W OPONOKEBL!X

<10 cfufg / <10 KOE/r

Not more than 10 cfufg /He HBonee 10% KOE/r

rpubos

Elnterobacteria resistant to Absent cfuig f Not more than 10 cfulgf He Bonee 10° KOE/r
bile / QHTepobakTepuu,

YCTORUMBBIE K Ken4yu OtcytereyoT KOE/T

Escherichia coli

Absent /OTcyTeTRYIOT

Absentin 19/ OTcytcTeue B 11

Salmoneila spp. !

Absent /OTCYyTCTBYOT

Absentin 10 g / OTcytcrene B 10T

Staphylococcus aureus

Absent / OTCyTCTBYIOT

Absentin1g/ OvcyTcTBMEB 1T

8 | Unifermity of dosage units / 5.8/5.8
OOHOpoAHOCTD

LO3VPOBAHHBIX eANHWL

According to the requirements. / B
cooTeeTcTBMW G TpebGoBannaMy.

L. 1

Remarks : The Product conforms to NI/
Mpumevanne: NpoayKT COCTBETCTBYET TpeboBaHKAM

HO

Congclusion : APPROVED /
3aknwoverue: OQNOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / , . N
[okymenT nposepeH OKK: w JokymeHT cpobpex OOK: o =
Date / ‘

FMQCQ003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac 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 AHANWU3A

Pagedof6 / Ctp. 4u36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAOE®, TABSIETKW, 13,5 mr

Ne

npou3BogCcTRA:

Batch No /Cepust Ne 486035 'Batch Quantity /O06bwem 5842 packs /ynakoBoOK
: cepun: _
AR No / AHanuTuuecknin otyet ARF/054/2026 Date of Analysis / [laTa 20.02.2026
: aHanusa:
Date of Mfg / [laTa 02/2026 Date of Expiry / Foaen po: 01/2029

Analysis performed according ND: / Ananu3 nposenén no HA: InN-Ne(011138)-{Pr-RU)-290725
Artworks of primary package approved: / MakeThbl NepBUYHON YNAKOBKK YTEBEPXKAEHDI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKK yTREPKACHBI: 29.07.2025
PL approved: / 1B yrsepxaeH: 29.07.2025

Onncanne ynakosku

Ne Test/ Noka3sateno } Result / Pe3ynbTaThl Specification / Hopma
8 | Assay / KonwyecTaerHoe 14.06 mg / 14,06mr 1245 - 1553mg (800 - 1150%)
onpeaenexve (104.1 % / 104,1 %) Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 go 15,53 mr (90,0 - 115,0 %)
CeHHO3MAOB B nepecdeTe Ha ceHHo3ua B B
ogHo# TabneTke.
10 | Package appearance / Primary packaging: 20 tablets

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

laluminum foil.

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

MepeuyHas ynakoska. o 20
TabneTok B BAMCTEp U3 TINEHKK
TPEXCNORHOM

Primary _packaging; 20 tablets in a blister
made of three-layer polyvinyl
chloride/poiyethylene/polyvinylidene chloride
(PVC/PEMPVDC) 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. / \

MepenyHas _YNAKOBKA: Mo 20 Tabnetok a‘
BnucTep LK] NAeHKM TPEXCNOWHOWK
HOHHBHHHﬂXﬂOpH,qu‘IOHHSTMHEHJ'HOHMBHHMﬂH,EL

|exxnopra (NBX/NSMBAX) « AMNOMUHKEBOR
|ponbrv.

'|nonuamunxnopmmonwamneH |Bropuinan ynakoeka, Mo 2, 3 Bnucrepa

[AONUBAUHKUNMEEHXTOPUL
\(an,fnamanx) "
AN MUHNEBOR (HOIbI K.

IBMQCTe ¢ NUCTKOM-BKT2ABILLEM B K@pTOHHYR
| 8Ky

Mo 25 6AMCTEpOR B KAPTOHRYlD nadky ©
BNOMEHRNEM 25 NUCTKOB-BKMNAABILLEN.

|BTODW-IHaﬂ ynakopka: 1o 25
BSNUCTEPOB B KAPTOHHYIO Naqky
¢ BROWEHWem 25 NUCTKOB-
||B|<na.nb|u.|eﬁ. |

Conciusion : APPROVED /
3Jakniovenne: QQOBPEHO

‘ Approved by QA In-Charge /
| [okymenT opobper OOK: ’@\:ﬁi

Remarks - The Product conforms to ND/
Mpumeuanne: TpoRykr cooTReTcTeyeT TpeboBaHnAM

HO
=t

Checked by QC In-Charge /
NokyMEHT NpoBEpeH OKK:

Date / . | Date / 2604 2026
Oata: 2.C- ol 1024t Oarta: B

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 [ndustrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Pagebof6 / Ctp. 5uab

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHALOE®, TABJIETKW, 13,5 mr

Batch No /Cepua Ne 486035 Batch Quantity /06nem 5842 packs /ynakorok
: cepuu:

AR No / Avanutnueckuit otyet ARF/054/2026 Date of Analysis / Dava 20.02.2026

Ne: aHanuaa:

Date of Mfg / OQaTa 02/2026 Date of Expiry / TogeH go: 01/2029
npov3BoACTBa:

PL approved: / NB yTeepxaen: 29.07.2025

Analysis performed according ND: / Ananus npoBeaén no HO; JIM-Ne(011138)-{PIr-RU)-290725
Artworks of primary package approved: / MakeTsl NepBMYHON yNakoBKW yTBEPKAEHDI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON ynakoBKW yTBepxaeHbl: 29.07.2025

Ne Test ! Mokaszarens Result/ P

e3ynLTaThl | Specification / Hopma
i

11 |Labeling / Mapxuposka Complies / CooTeeTcTBYET Eln accordance with Section 1.3.2 of Module 1

jof the registration dossier / B cooTBeTcTBMKM C
paznenom 1.3.2 mogynsa 1 perucTpadMoHHOro
RoChHE.

I

12 |Storage conditions / Ycnoeua |in a dry place

at a temperature not exceeding 25 °C. / B CyxoM Mecte npu

XpaHerus TeMnepaType He Bollwe 25 "C.

Cpok rogHoCTH (Cpok
XpaHeHuUs)

! 13 |Shelf life (expiration date) / 3 years. / 3 roga.

| APl name / HaumeHoBanne ADC:

Sennosides A & B/ Cennoanast Av B

INN / MHH:

Sennosides A & B/ CeHHoangbl A v B

APl manufacturer batch number /
Homep cepun npousBogurens ADC:

CS0125181 & C50125184

FP Manufacturer AP Batch number /
Homep cepun cybecTanunMu NpoUssoANTENA
rAod:

0001818455 & 0001823969

i AP| Manufactured by, address & country /
-‘ NMpouwasoanTens A®C.appec K CTpaHa:

Kothari Phytochemicals International, _
Nagari, Thanichchiyam Post - 625221, Madurai District, india /
KoTapw ®vToxkemukans MHTepHewuHan,
Harapw, Tarvsdunam MNoct - 625221, okpyr Magypai, HaKS

Remarks : The Product conforms to ND/
Mpumeyuanne: NpoayKT COOTBETCTBYET TpebosaHus

HA

Conclusion : APPROVED {
M Iaknroyerue: OAOBPEHO

Checked by QC In-Charge /
AokymeHT nposeper OKK: ﬂ_@-ﬁ

Approved by QA In-Charge / _
foxymeHT opobped OOK: ! ./_,,./(—“‘JE

Date/ 2¢.0w.202 ¢
Hara:

Date /

flata: 2.6« 04 s 2026

FMQC003-15-15

Cipla itd. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel. Mumbai - 400013, India.
At - Simchem Pvt, Ltd., Plot No. 80-85, Tuem industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIU3A

Page6of6 / CTp. 6136
[Product: SENADE TABLETS 13.5 mg MpoayxT: CEHALE®, TABITETKW, 13,5 mr
|Batch No /Cepus Ne 486035 'Batch Quantity /O6nem 5842 packs /ynakoBox |
: Cepuu:
AR No / AHanuTuyeckun otuer ARF/054/2026|Date of Analysis / flata 20.02.2026
Ne : aHanuaa:
Date of Mfg / lata 02/2026 Date of Expiry / FogeH go: 01/2029
(NPOM3BOACTRA: ;
Analysis performed according ND: / AHanu3 npoBeaéH no HA: 1NN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved:  MakeTu! NepBUYHOW YNaKOBKM yTBepXKAEHb!: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPMYHOW YNaKkoBKU yTBREpXAeHbI: 29.07.2025

|PL approved: / B yTeepxaen: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd.. Piot No.60-85, Tuem Industriat

manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /

site / Uunna ira., Cumkem NsT. Ntg., YyacTok Ne 60-65,

HaumeHosanue, agpec n nomep nuueH3um MpoMbiwnenHas 3oHa Tyem, Tyem, lNepHem, F'oa — 403512, UHgus
| nnowaaku, ocyuectansoued 'g {(Muexaus Ne 576/11)

NPOWIBOACTBO/KOHTPONL KAYeCTBA/BLINYCK |

rno

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 fuil
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/Q1091-2024 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». /

3aknmoyenune o cooTBeTcTBMN: «HacToswmMm s NOOTBEPHAAID, YT NPUBEAEHHas Bebile WHGOPMALMA SABNRETCR
AOCTOBEPHOR W TOUHON. 3Ta Cepus NpoAYKUMKM NPON3EEeHa (BKNIOYER YNaKoBKY (MApKWPOBKY) M KOHTPOMb KauecTea)
Ha BbILLEYKA3AHHOW NPOW3SBOACTBEHHOR NNoLWwagke (nnowjapgkax} B NONHOM COOTBETCTEBUW C Tpeboeanramu MNpasun
Hagnexaljen NPousBOACTBEHHON NPaKTUKK EBPasMiCKoro SKOHOMULECKOro con3a (Ne GMP/EAEU/RU/01091-2024 ot
14 pexabps 2023 1) n TpeboBaHusMu KOHTpONA KayecTBa NEKapCTBEHHbIX CPEACTB, & Taioke B COOTBETCTEMM CO
cneurtbuKkaunaMKn, COAEPKALMMUGCH B DPEIUCTPALMOHHOM A0Che CTpaHbl-MMNopTEpa. 3anucu No NPOU3BOACTRY,
YNAKOBKE 4 aHanu3y nposepeHbi, W YCTaHOBNEHO WX cooTeeTcTBue Tpefosanwam [MpaBun  HAANEKAWEN
NPOW3BOACTBEHHOW MPakTUKW EBpa3uHCKOro 3KQHOMKWYECKOro Col3an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooTeeTCTBYET TpeGOBAHMAM 3aknwuyenune: QQOBPEHO

HA

Checked by QC In-Charge / Approved by QA In-Charge / o
HokymenT nposeper OKK: ﬁ:ﬁf‘o BoxymeHT ogoBpen QOK: /P’
Date / Date / 04 2028
Oara: =2 © L2020 | [ara: Z6- o4

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



