CERTIFICATE OF ANALYSIS
CEPTU®DUKAT AHATIU3A

Cipla

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

MpoayxT: CEHARE®, TABNETKWN, 13,5 mr

Batch No /Cepus Ne 485201 Batch Quantity /O6tem 5847 packs /ynakoBok
: cepunm:

AR No / Ananutnyecknih otuer ARF/302/2025|Date of Analysis / OaTa 03.01.2026

Ne : _ aHanuaa:

Date of Mfg / laTa 12/2025 Date of Expiry / Togen po: 11/2028
NpOU3BOACTBA!

Analysis performed according ND: / AHanus npoeegéH no HA1: JIM-N2(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeThl NepBAYHOA YNaKOBKKM yTBepXKAEHbE: 29.07.2025

Artworks of secondary package approved: / MakeThl BTOpUYHOM YNakoBKK yrBepxaeHbl: 29.07.2025

PL approved: / 11B yreepxagen: 29.07.2025

Ne Test / NokasaTens Result / Peaynerate ] Specification / Hopma
1 | Appearance / Onucanve Complies / f;FIat, round, beveled-edge tablets, brown to
CooTBETCTBYET dark brown. with speckles. The tablet has
"CIPLA" embossed on one side, and a score
iine on the other side. / Mnockue kpyrnsie
TabneTkn co CKOLLUEHHBIMW KpasiMi aT
[KOPUYHEBOro A0 TEMHO-KOPUYHEBOro UBETa C
|BKpANNEHUAMKM. Ha OfHO# CTOpoHe TabneTku
|Binaenedo cnoso  «CIPLA», Ha Apyroi|
B CTOPOHE - NVHKA pasnomMa. :
2 | Identification / WpeHTudbukaums :
Anthraquinone glycosides / | Complies / Formation of red color in ammonia layer. /
YK "
AHTPAXMHOHOBLIE FVKO3NbI CooTBetcrayeT Ssgfmuaaune AMMUENHOTO CNOS B KPACHLIM
Qualitative reaction /
KauecmeeHHas peakuus

Remarks : The Product conforms to ND/
Npumevanme: MpogyxT ccoTBeTCTBYET TPEboBaHUAM

HO

Conciusion : APPROVED /
3aknovenne: OQOBPEHO

Checked by QC In-Charge / p‘ o
HokyMmeHT npogeped OKK: O

Approved by QA In-Charge /
DokymerT ogobpeH OOK: Xa’/.\,/ |

Date /

fara. X5 ok-202t

Date /

flata: 25704 2026

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simehem Pvt. Lid., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa 403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIN3A

Page2of6 / CTp. 2n36

'Product: SENADE TABLETS 13.5 mg

[1poAyKT: CEHAﬂEﬁ, TABNETKW, 13,5 mr

Batch No /Cepus Ne

485201

Batch Quantity /O6bem

5847 packs /ynakoBoK

: cepum:

AR No / AHanUTUYEeCKUH oTueT ARF/302/2025|Date of Analysis / faTa 03.01.2026
Ne: aHanwuaa:

Date of Mfg / AlaTa 12/2025 Date of Expiry / FoaeH po: 11/2028
NpOM3BOACTBA: |

Analysis performed according ND:/ AHa
Artworks of primary package approved:
Artworks of secondary package approve
|PL approved: / JIB yTBepXKaeH: 29.07.2025

nv3 nposeaéH no HA: NN-Ne(011138)-(PI-RU)-290725
{ MakeTbl NepBMYHON YNaKoBKK yTBEPKAEHbI. 29.07.2025
d:  MakeTtl BTOPUUHOW YNAKOBKK YyTBEPXKAEHbL 29.07.2025

Ne Test / Nokasatene Result / Pe3ynbTaTthl | Specification / Hopma 1
Methyl Parahydroxybenzoate | The retention time of the main | The retention time of the main peak in the
/ peak in the chromatogram of chromatogram of the test solution should
MeTunnaparuapokenbensoar | the test solution corresponds | correspond to the retention time of the peak
HPLC / B3XX to the retention time of the | of methyl parahydroxybenzoate in the
peak of methyl | chromatogram of standard solution. / Bpemn
parahydroxybenzoate in the | yaepXuBaHnA QCHOBHOTO nvka Ha
chromatogram  of  standard | xpomaTOTpaMme UCMLITYEMOTC  pacTsopa
! soiution. ! Bpems | BOMKHC COOTEETCTBORATE BPEMEHH
yaepXMUBaHWA OCHOBHOIO NUKa ynepmueauun nyuKa
_ l Ha XpomaTorpaMme meTunnaparngpokenbeHsoaTta Ha
| UCHLITYEMOrO PACTBOPa | XpOMATOrpaMMe CTaHAAPTHOTO pacTeopa.
| COGTBETCTBYET BPEMEHN
YAEDKUBAHIKA nuxa
metunnaparuapokcnbeHzoaTa
Ha XpoMarorpamme
GTaHAapTHOro pacTaopa.
3 | Average weight and 190,95 mg /190,95 wmr Average weight 189.9¢ mg 7.5 % / CoepHas
uniformity of mass/ CpeaHss macca 189,99 mr +7,5%
Macca v 0HOPOAHOCTD 18/20 not more than £ 7.5 %; /
Macchb! Complies / CooTeeTcTBYeT  |18/20 He Bonee 2 7,5 %;
2/20 not more than + 15%;/
2/20 ve Gonee £ 15 %
4 | Dissclution/ 84-99% /84-99 % Not less than 70 % (Q) of the labeled amount
PacTBopeHne of sennosides after 120 min. / He menee 70 %

(Q) OT 3aABNEHHOTS COARPKAHWA CEHHO3UI0B
qepes 120 MuH.

HO

Remarks : The Product conforms to ND/
Mpumeuanne: M1pOAYKT COOTBETCTBYET TpeboBanKuam

Conciusion : APPROVED/
3aknwyenue: ONOBPEHO

Checked by QC In-Charge /

=

Approved by QA in-Charge /

LokymenT nposepeH OKK: = HokymeHT 0g06peq OOK: W
Date / . _ Date /
fara: 2 Ofrrer-t | fara: 28§ - 04- 202G

Cipla Ltd.,Cipla House, Peninsula Bu
At - Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem,

FMQCO003-15-15

siness Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A

Page3of6 / CTp. 3n3b
[Product: SENADE TABLETS 13.5mg __ TMpoaykT: CEHALE®, TABJIETKM, 13,5 Mr
Batch No /(Cepwa Ne 485201 |Batch Quantity /OGwem 5847 packs fynakoBok
: |cepun:
AR No / AHaNMTUUECKMIA OTYeT ARF!302I2025‘Date of Analysis / laTa 03.01.2026 l
Ne : 'aHanwu3a:
Date of Mfg / RaTta 12/2025 [Date of Expiry / FoaeH Ro: 1172028 J
npPon3BOACTEA:
Analysis performed according ND: { AHann3 nposeaéH no HA: J1|'|-N9(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTbi [epBA4YHON YNAKOBKK yTBEPXKACHBI: 29.07.2026 \

| Artworks of secondary package approved: / MakeTbl BTOPHUYHOR YNaKOBKY yTBEpXKAEHDL: 29.07.2025 |
|PL approved: / NB yreepxaen: 29.07.2025 J

[ Ne Test / NokaszaTenb Result / Pe3ynbTaThbl | Specification / Hopma

’_5 Loss on drying / MNoTepa B ‘ 2.1% 21% Not more than 6.0 % / He Sonee 6,0 %
\ | Macce npu BbICYLUMBAHWU ]
|

‘»6 | Methy! parahydroxybenzoate |
14

0.042 mgitab / 0,042 writa6. | 0.028 to 0.056 mgftab. / O 0,028 no 0,056
mriTad. ‘

MeTunnaparuapokcnbensoar ‘
7 | Microbial purity test/ MukpoBuonoruyeckas yucToTa 4‘

!

Total Aerobic microbial count |

/
OBLlee YNCNC a3poBHbIX “ 40 cfu/g /40 KOE/T

Not more than 10° cfu/g/ He Gonee 10" KOE/T

" _
wnpoopramwswes | . L.
Total combined yeast and | ﬂ
mould count { O6Lwee Ymcno | 2 2
INECHEBbIX 1 APOHOKEBBIX | <10 cfuig / <10 KOE/r Not more than 10° cfufg /He Gonee 10 KOE/r
rpuboB \
mterobacteria resstantto | \ 2 2
| ‘ bile | OrTepoBaKkTepHK, ! Absent cfulg / Not more than 10° cfulg/ He Gonee 10° KOE/T
YCTORMUBLIE K XEN4M i OvcyteTeylor KOE/M \
Escherichia coli i Absent/ QTcyTCTRYIOT T Absentin 1g/Orcytctene s 11 '
Salmonella spp. Absent / OTCYTCTBYHT Absentin 10 g / OtcytcTeue 8 10T
Staphylococcus aureus Absent / OTcyTCTBYIOT Absentin 1g/Orcytctene 8 1r
8 | Uniformity of dosage units / 5.8/58 According to the requirements. /B
QpHopoaHOCTE COOTBETCTBUI G TPEGOBaHNAMN,
AG3UPOBARHLIX EAUHWL B
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyvanue: MNpofykT COOTBETCTBYET TpeBoBaHnAM 3axniouexne: OJOBPEHO
HA
Checked by QC In-Charge / Approved by QA In-Charge /
DoxymenT nposepen OKK: c:e_)bi NokymeHT caodpen OOK. /@g\}}
Date/ Date /
fata. 45 ok 2026 | para: 1¢- 04-202G

FMQCO003-15-15

Cipla Ltd Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india,
At - Simchemn Put. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page4of6 / CTp. 4u3b

Artworks of secondary package approved: / MakeTs! BTOPHUYHOM YNakOBKU yTBEpPKACHLL: 29.07.2025

[Product: SENADE TABLETS 13.5 mg NpoAaykT: CEHAJE®, TABNETKW, 13,5 mr

Batch No /Cepua Ne 485201 Batch Quantity /O61em 5847 packs /ynakoBok
: CepURn:

AR No / AnanuTnuecknn otuet ARF/302/2025 Date of Analysis / laTa 03.01.2026

Ne : aHanu3a.

Date of Mfg / aTa 1212025 Date of Expiry / ToaeH no: 11/2028
NpoOM3BOACTEA:

Analysis performed according ND: | AHanun3 nposegéd no HA: TIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThi NepEUYHON YNAKOBKH yTBEPHAEHDLI 29.07.2025

PL approved: / 1B yTBepxaeH: 29.07.2025 ]
Ne Test / NokaaaTenb ' Result / Pe3ynbTaThbl Specification / Hopma
9 | Assay ! KonryecTEeHHOR 14,01 mg / 14,01mr 1545 - 1553mg (90.0 - 115.0%)

onpegenexne

(103.8 % / 103,8 %)

Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 ao 15,53 mr {90,0 - 115,0 %)
CEeHHO3WIOB B nepecyeTe Ha cednoang B B
ogHow TatneTke,

10 | Package appearance /

QnvcaHK1e yrakoBKu
polyvinyl

in a carton, /

Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister
in a blister made of three-layer |[made of

chloride/polyethylene/polyvinyli
dene chioride (PVGC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together

film and with a package leaflet in a carton.
aluminum foil. 25 blisters with 25 package leaflets in a
Secondary _packaging: 25 icarton. /

blisters with 25 package leaflets

MNepBuunan _ynakoeka: [lo 20,nonuauHmnxnopm,n,:’nonmaTnneHInonnaannn.q

TPexXcnonHoh

|(MBX/M3/MBIX) 4

TabneTok B BAUCTED K3 NABHKK (€HXNOPKA (NBX/NIMBAX) » anMUHIEBON

NOMWBMHUAXNOPKAMONUITUNEH
INONVBUHANVAEHXAOPWNE

antoMUHNEBON (ONbTA. |
BropuuHas ynakoska: flo 25 ‘BJ‘IO}KEHMEM 75 NWCTKOB-BKIaabiWed.

three-layer polyvinyi
chloride/poiyethylene/polyvinylidene chloride
(PVC/PE/PVDC) film and aluminum foil.

Mepewynas _ynakoska: Tlo 20 Tabnetox B
BnucTep M3 TEHKK TPEXCNOAHOR

doneru.
IBTODW-IHaFI ynakoska: Mo 2, 3 Bnucrepa
BMeCTe ¢ NMUCTKOM-BKNaabiWeM B KapTOHHYK
TTavKY.
Mo 25 BNUCTEPOB B KAPTOHHYK nasky €

BKManbILLUEN.

BAKCTEpOB B KAPTOHHYIO Nadky |
¢ BnOXeHueM 25 NWCTKOB- |

| |

Remarks . The Product conforms to ND/
MpumeuaHue: NpodyKT COOTBETCTBYET TpehoBaHuaAm

Conclusion ;: APPROVED/
3akmioyenne: OROBPEHO

Checked by QC In-Charge /
DokymenT nposepeH OKK:

HIL
=

Approved by Qfﬁ\tn-()harge;’/g5 o

[okymeHT ogoBper OOK: /

Date/  9¢.ot4.202£
Dara:

Date /

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
CEPTUOUKAT AHANIU3A

Page5of6 / CTp. 5436

Product: SENADE TABLETS 13.5 mg

|

NpoaykT: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepuna Ne 485201 Batch Quantity /O6uem 5847 packs /[ynakoBox
: cepuu:

AR No / AnanuTudeckun otuet ARF/302/2025|Date of Analysis / flaTa 03.01.2026

Ne : aHanu3a:

Date of Mfg / laTta 12/2025 Date of Expiry / [0aeH Ao: 11/2028
NpPOu3BOACTRA:

Analysis performed according ND: / AHanu3 npoBenéH no
Artworks of primary package approved: ! MaKeTbl nepBU4H
Artworks of secondary package approved: / MakeTbl BTOpPHYHOW YNAKOBKW yTBEepXAeH

HA: NTN-Ne(0111 38)-(PI-RU)-290725
O YTNaKOBKW YTBEPXOeHbI: 29.07.2025
bi: 29.07.2025

PL approved: / 1B yTeepxaeH: 29.07.2026 ]
P Ne Test / MoxazaTenb Result / Pesynbtatel Specification  Hopma ]
11 |Labeling / Mapknposka Complies / CooTeeTcTBYET In accordance with Section 1.3.2 of Module 1]
of the registration dossier / B cooTeeTCTBWA C

pasaencm 1.3.2 mopyna 1 pervcTpaunoHHaro

.i,qcmbe,

12 |Storage conditions / Ycnosua

XpaHEHUA

in a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
Temnepatype He ebiwe 25 °C.

13 [Shelf life (expiration date) /
CpoOK rogHocTI (CPOK

XpaHeHWs)

3 years. / 3 ropa.

APl name / HanmeHoBaHne A®C:

Senncsides A & B/ CeHroangel A n B

INN / MHH:

Sennosides A & B/ CeHHoanabl An B

AP1 manufacturer batch number /
Homep cepum npou3BoauTena A®C:

£S0125140 & £S0125141

FP Manufacturer APl Batch number/
Homep cepuu cybGCcTaHUKrKU NIPOM3IBOANTENA
mo:

0001797872 & 0001797873

AP} Manufactured by, address & country /
MpowasoauTens ADC.appec U cTpana:

L

Kothari Phytochemicals International,

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

Kotapu ®uTokeMukans MHTeprewnHan,
Harapy, Tanusumuam Noct - 626221, okpyr Magypai, Mkaus

Remarks : The Product conforms to ND/
Mpumeyarne: NpoaykT COOTBETCTBYET TpeboBaHuAM

Conclusion : APPROVED /
Jaknouenne: OQQOBPEHO

HO

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

DoxymenT npoeeper OKK: ﬁ{/_ﬁ JokymeHT onobpen OOK: ﬁé,}‘&ﬂg
Date / Date /

fata: S50k 202¢ Nara: 25 04 2226

Cipla Ltd. Cipla House, P

FMQC003-15-13

eninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd.. Plot No. 60-65, Tuem industrial Estate, Tu

em, Pernem Goa 403612




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIM3A

Page6of6 / CTp. 6m3b
[fipoaykT: CEHAQE®, TABJIETKW, 13,5 mr

Product: SENADE TABLETS 13.5 mg

|Batch No /Cepun No 485201 IBatch Quantity /O6bem 5847 packs /ynakoBox |
: cepun:

AR No / Ananutudeckun ot4et ARF/302/2025 Date of Analysis / Bara 03.01.2026

Ne : aHanuaa:

Date of Mfg / flaTta 12/2025 Date of Expiry / FogeH Ao: 11/2028

Npou3BOACTBa: |

Analysis performed according ND: ! Ananu3 npoeegén no HA: nn-N9(011138)-(PF-RU)-290725

Artworks of primary package approved:/ MakeTh! NEPBUYHON YNAKOBKW yTBEpKACHBL 29.07.2025
Artworks of secondary package approved: { MaKeTh! BTOPMUHOM YTIAKOBKW YTBERXKACHDLI. 29.07.2025
|PL approved: / JIB yTBepxXaeH: 29.07.2025 J

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 / ilunna Nra., Cumkem MeT. NITA4., YuacTtok Ne 60-63,
HaumeHoBaHwe, agpec u HOMep NHUCH3IWK MpombilineHHan 3oHa Tyem, Tyem, Mepuem, Moa — 403512, Vinaus
NNoWaaKh, OCYyLecTBNAIGILEH ] {Muenans Ne 576/1)
NPOM3BOACTBO/KOHTROML KavecTEa/BbINYCK ‘

rno

Declaration of certification: «! hereby certify that the above information is authentic and accurate. This batch of
preduct has been manufactured. including packaging/labeling and guality 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
comptiance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

JaKM04eHNE O COOTRETCTBMM: «HacTOAWWM # NOATBEPXAAID, HTO NPUBEAEHHER BbilUE UHOPMELMA ABNACTCA
LOCTOBEPHOM U TOYHOR. JTa CEpMA NPOAYKUAW Npon3BeAeHa (BKNKUaRA YNaAKoBKY {MapKUPOBKY) ¥ KOHTPOJb KauecTsa)
Ha BbILUEYKA3AHHON POWSBOACTBEHHON Nnowanke (nnoLaakax) 8 NONHOM COOTBETCTEMM C TpeGoparnamu Tpasun
HagNeXallen NPON3BOACTBEHHON NPAKTUKK EBpa3snUiAcKoro 3KOHOMUYECKOTO CoK3a (Ne GMP/EAEU/RU/01091-2024 ot
14 pekaBps 2023 r.) u TpeboBaHWAMMW KOHTDRONA KAYecTBa NEeXapCTBEHHbIX CPEACTB, @ Takke 8 COOTBETCTEBUU CO
cneundbukaLMaMi, COAEPKALMMUCA B PEruCcTpauionHoM LOChe CTpaHbl-AMNopTepa. 3anucu no Npou3BOACTEY,
ynakoBke W @Hanuay nNpoBepeHbl, W YCTAHOBMGHC WX cooTseTcTene Tpeboeanuam Tlpasun Hagnexawen
NpOU3BOACTREHHOM NpakTiky EBPasuiickore IKOHOMUHECKOTO corozan,

Remarks : The Product conforms to ND/
Mpumedanue: NPOAYKT COOTBETCTBYET TPEGOBAHUAM

Conclusion : APPROVED ¢
3akniouenne: OJOBPEHO

HA,

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

OokymeHT npoBepeH OKK: iﬁ,ﬂ- HokymeHT opobpen OOK: W
Date / Date /

[ata: o5 94 Ladas ,D,:Tea: 2€-0% 2020

FMQCO003-15-15

Cipla ILtd.,CipIa 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



