Cipla

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTU3A
Page1of6 / Ctp. 1m36
Product: SENADE TABLETS 13.5 mg NpogaykT: CEHAJZE®, TABNETKHU, 13,5 Mr
Batch No /Cepua Ne 485207 Batch Quantity /O6bem 5843 packs /ynakoBok
: cepum:
AR No / AHanuTuueckui otiet ARF/008/2026 Date of Analysis / DaTa 14.01.2026
Ne : _ aHanwsa:
Date of Mfg / [laTa 1212025 Date of Expiry / FogeH Ao: 11/2028

fnponu3BoAcTBa: ‘
Analysis performed according ND: / AHanu3 nposeaéd no HO: NN-Ne(011138)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTbl nepBUYHON YNAaKOBKK YTBERPXAEHDbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPM YHOM YNaKoBKM yTEepXaeHbr: 29.07.2025

PL approved: / N1B yTBepxnaeH: 29.07.2025

Ne Test / NokaszaTenb Resuit / PesynkTaThl | Specification / Hopma

Complies / Fiat, round, beveled-edge tablets, brown to
CooTeETCTBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Tnockue Kpyrnble
TabneTkn CO  CKOLEHHBIMK - Kpasimu  OT
KOPWHHEBOTO A0 TeMHO-KOPUUHEBOTO LBeTa C
|skpannennamn. Ha oaHol cTopoHe TabneTku
lesinasneqo  cnoso  «CIPLA», Ha  Apyrod
[CTOPOHE - NIMHKA pasnoma.

1 | Appearance / Onucanue

2 | Identification / MaenTudunkauns

Anthraquinone glycosides / Comples / . Formation of red color in ammonia layer. /
AHTDAXMHOHOBbIE FUKOINALI CooteeTcTByeT ‘ OKpalLMBaH1e amMUasHore chos B KPacHbIA
o | uper.
Qualitative reaction /
KavecmeerHan peaxkyun ‘
Remarks : The Product conf
. orms to ND/ i
Mpumeyanme: Mpo Conclusion : APPROVED /
HA POAYKT cooTeeTCTBYET TREboBaHNAM 3awmovenme: OJJIOBPEHO
Checked by QC In- F B
Rokyment rg 0(133eIn Cf‘grggf S Approved by QA In-Charge /
p pEH KK o ,EI,OK)(MEHT O.EtOﬁpeH OOKQ @w
Date / 02 < Oiv Do) £ D . /
- BT s onaen

FMQC003-15-15

' a a | L . . i



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTTU3A

Page2of6 / CTp. 2u36

[Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAQE®, TABNETKW, 13,5 mr

Batch No /Cepwusa Ne 485207 Batch Quantity /06bem 5843 packs /ynakoBoK
: cepuum:

AR No / AHanuTuueckui oTyueTr ARF/008/2026 Date of Analysis / fata 14.01.2026

Ne : , aHanusa:

Date of Mfg / flaTta 1212025 |Date of Expiry / lFoneH po: 11/2028
npou3lsoacTea: |

Analysis performed according ND: / AHanu3 npoeenén no HA: JIN-Ne{011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeThl NepBWYHON YNaKOBKW YTEEDXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeThkl BTOPUYHOH YNakoBKW YTBEPKACHDL 29.07.2025
PL approved: / JIB yTeBepxaeH: 29.07.2025

Ne Test / Moxasarens [ Result / Pe3ynbTaTks Specification / Hopma
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
MeTunnaparuapokeuBenaoat | 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. / Bpems
parahydroxybenzoate in the | yaepXuBaHus CCHOBHOMO nuka Ha
chromatogram of standard ! xpomaTorpamMe  WUCTIbITyeMoro  pacTeopa
solution. / Bpems | qormkHo COOTBETCTBOSATh BpEeMEHHN
YOEDKUBAHWA OCHOBHOMC NWKa | YLEPXKUBEHKS nuKa
H& XpoMaTorpamme | meTunnaparugpokcnbensoata Ha
MGTLITYEMOTO pacTBOpa | XpOMaTOrpaMMe CTaH4apTHOro pacTaopa.
COQTRETCTBYET BpEMEHY |
YAEPKUBAHUS nuKa |
I MeTUANaparngpokcubersoara
Ha xpomartorpaMme
CTAHAEPTHOrS PacTBOpa.
3 | Average weight and 191.99 mg /191,99 mr Average weight 185.98 mg +7.5 % / Cpegnss
uniformity of mass/ Cpegrsia macca 189,98 mr £7.5%
Macca W OgHOPOAHOCTDL
Macchl AropeA Complies / CooTeeTtcTs 18720 not more than £ 7.5 %, /
YeT  118/20 He Gonee + 7,5 %:
2120 not more than + 15%:;/
& T Dissolution 12/20 He Boree + 15 %
| PaCTBOF:e:He 83-100% /83-100 % || Not less than 70 % (Q) of the labeled amount

of sennosides after 120 min. / He meHee 70 %
(Q) oT 3ameneHHoro COAEPHMAHKWA CEHNHOINA0P
depe3 120 mMuH.

HA

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr CoOTBeTCTBYET TpefoBaHvuaM

Conclusion : APPROVED /
3aknwovenue: OQOBPEHO

Checked by QC In-Charge /
HokymerT nposepex OKK:

= A

Approved by QA In-Charge /
HokymerT ogoBpen OOK:

flveer

Date /
Hara:

25 orgr02 ¢

Date /
: fara:

2504 209

Cipla .Ltd.‘Cipia House, Peninsula Business P
At : Simchem Pvt. Ltd., Plot No. 60-685, Tuem

FMQCO003-15-15

ark, Ganpatrao Kadam Marg, Lower Parel. Mumbai |
‘ . , at - 4000
Industriai Estate, Tuem, Pernem Goa -403512 15 Inda




Cipla

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAITU3A

Page3of6 / CTp. 3n3b

Product: SENADE TABLETS 13.5 mg

Npoayxr: CEHAQE®, TABNIETKW, 13,5 Mr

NPOM3BOACTBA:

|Batch No iCepus Ne 485207 Batch Quantity /O6nem 5843 packs fynakoBoK
: Cepuun:

AR No / AsanuTuueckni otyetr ARF/008/2026 Date of Analysis / flata 14.01.2026

Neo : aHanuia.

Date of Mfg / [lata 1212025 Date of Expiry / Topex go: 11/2028

PL approved: / JIB yTBepxaeH: 29.07.2025

Analysis performed according ND: / Ananus nposeaéx no HA: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbl NepBMYHONA YNAKOBKW YTBEDXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BYOPMUHON YNAKOBKKA YTBE DXAEHbI: 29.07.2025

—_

Ne Test / NokazaTens Resuit / PeaynbTaThl Specification / Hopma

§ | Lossondrying/MNoTepae 24%72.4% : Not more than 6.0 % / He Bonee 6,0 %
Macce Npk BeICYLMBAHWK

6 | Methyi parahydroxybenzoate | 0.041 mg/tab /0,041 mr/rab. | 0.028 to 0.056 mg/tab. / Ot 0,028 po 0,056
/ mriTab.
MetunnaparnapokcubeHsoar |

7 | Microbial purity test/ Mukpofuonoruueckan 4cToTa
Total Aerobic microbial count .3
! 4 4
OBliee YMCNo A3DOBHBIX 40 cfu/g /40 KOE/r Not more than 10" cfu/g/ He 6onee 10” KOE/T
MUKPOGPraHu3moB
Total combined yeast and
mould count / OBulee yucno 2 2
NNECHEBbIX U APOHOKEBbIX <10 cfufg / <10 KOE/r Not more than 10° cfu/g /He Bonee 10° KOE/r
rpnbos
Entercbacteria resistant to 2 2
bile / 3HTepoGaKTEPUM, Absent cfu/g / ! Not more than 10 cfu/g/ He Bonee 10°KOE/r
YCTORYUBLIE K XENYMK Oveyreteyiot KOE/r
Escherichia coli Absent /OTcyTCTBYIOT | Absentin 1 g/ OTtcytcTBue B 11
Salmonella spp. Absent /OTcyTeTRYIOT Absentin 10 g / OtcytetBue s 10T
Staphylococcus aureus Absent / OTcyTcTBYIOT Absentin 1 g/ OtcytcTBUe 8 11

8 gniformity of dosage units / 8.1/ 61 Accarding  to  the reguirements. / B

NHOPOLHOCTE COOTBETCTBUKM C TpeBioBaHuAMM.
A03VPOBAHHBIX &aANHKL
. - -

Remarks : The Product conforms to ND/
Npuwmevanue: MpoaykT COOTBETCTBYET TREBOBAHMAM

RA

Conclusion : APPROVED /
3awnwouenne: OJOBPEHO

Checked by QC In-Charge /

: EP bt Approved by QA In-Charge / Cof
AoxymeHT nposepeH OKK: =— AokymeHT ogoSpen OOK: %)/
Date / .
Nara: o258 0tp.202¢ B::—Z:f 2504 2026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park. Gan '
la | . . patrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At: Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -403512 e



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANTU3A

Pagedof6 / CTp. 4136

Product: SENADE TABLETS 13.5 mg

[Mpoaykr: CEHAAE®, TABNETKY, 13,5 mr

Batch No /Cepus Ne 485207 {Batch Quantity /06bem 5843 packs /ynakoBok
: cepuu:

AR No / AHanuTnueckui oTyeT ARF/008/2026 Date of Analysis / DaTa 14.01.2026

Ne : aHanuaa:

Date of Mfg / daTta 12/2025 |Date of Expiry / T'oneH ao: 11/2028
Npon3BoaCTBA: |

Analysis performed according ND: / Ananus nposeaén no HA: 1N-Ne({011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThl NepEUYHOK YNAKOBKU YTBEPKAEHbDI: 29.07.2025
Artworks of secondary package approved: / MakeThbl BTOPUYHON YNakoBKM yTBepKAeHk!: 29.07.2025
PL approved: / 1B yreepxaeH: 29.07.2025

Ne Test / Noxa3arenb

Result / PesynbTathl

Specification / Hopma

9 | Assay / KonnqecTsenHoe
onpesieneHue

1407 mg / 14,07mr
(104.2 % / 104,2 %)

1215 - 1553mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / Or 12,15 Ao 15,53 Mr (90,0 - 1150 %)
CBHHO3UACE B nepecuyeTe Ha ceHHoang B e
oaHon Tabnetke.

10 | Package appearance /
OnucaHve ynakoBku

iPrimary packaging: 20 tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/palyvinyli
dene chloride (PVC/PE/PVDC)
film and

aluminum foil.

Secondary _ packaging: 25
blisters with 25 package leafiets
in a carten. /

MNepeuyHan  ynaxoceka, o 20
Tabnetok B GNUCTEP M3 NNEHKK
TPEXCNONHOM
NONUBUHUNXNOPKA/NONUITUNEH
nonWBUHWAWOEHXNOPUA
(MBX/N3/NBOX) n
anNIMUHUEBON honbru.
BropwyHaa ynaxoeka: Tlo 25
SNUCTEPOB B KapPTOHHYIO Mauky
le BJ"ID}KEHHHEM 25 nNUCTKoB-
BrNaALILLEH.

Primary _packaging: 20 tablets in a blister
made of three-layer polyvinyl
chioride/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 Ieafiets in a
carton. /

MepeuyHas _ynakoeka: Tlo 20 vaBnetok B
&nuctep u3a NAeHKu TPEXCNOWHON
NOMWBURUNXTIOPNA/NONNATUNEH/NONMBUHUITAA
enuxnopuga (NBX/MN3MBAX} v anomuHnesoi
tonbri.

Bropuunas _ynaxoeka: Mo 2, 3 6Gnucrepa
BMECTE C JNINCTKOM-BKNAALILIEM B KAPTOHHYW
navky.

No 25 6nucTepoB B KAPTOHHYWO Nadvky ¢
BAOKEHNEM 25 NUCTKOB-BKNAALILLER,

HO

Remarks : The Product conforms to ND/
MpumeyaHune: NpoayKT COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3akmioyeHune: OOBPEHO

Checked by QC In-Charge /
DokymeHT nposepeHd OKK:

A 57

Approved by QA In-Charge /
Aoxkyment oaoSper OOK:

et

Date /
Oara:

2% ol el £

Date /
fata:

250442026

FMQCQ03-15-16

Cipla Ltd. Cipta House, Peninsuia Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwt. Lid., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANN3A

Pageb5ofé / Ctp. 5u36

Product: SENADE TABLETS 13.5 mg

MpoaykT: CEHAZE®, TABNETKW, 13,5 mr

Batch No [Cepua Ne 485207 Batch Quantity /06nem 5843 packs lynakopox
: cepun:

AR No / AHanutnuyeckun orvetr ARF/008/2026 Date of Analysis / JaTa 14.01.20286

Ne : aHanuia:

Date of Mfg / [laTa 12/2025 Date of Expiry / ToaeHd po: 11/2028
npouM3BoACTBA!

Analysis performed according ND: / AHanu3 npoeeaéx no HA: IIN-Ne{011138)-(Pr-RU})-290725
Artworks of primary package approved: / MakeTbl nepBn1HOR YNakoBKK yTBEPKAEHbY: 29.07.2025

-Artworks of secondary package approved: / MakeThi ETOPUYHOW YNAKOBKM yTBepXaeHbl: 29.07.2025

PL approved: / 1B yrBepxaeH: 29.07.2025

Na Test / Moxasarene

Result / PesyneTath!

Specification / Hopma

11 [Labeling / MapkvpoBKa

Complies / CooTReTCTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTCTBYM C
pasgenom 1.3.2 moayns 1 perucTpauuoHHoOro
Aocke.

12 |Storage conditions / Ycnoeus
XpaHerus

In a dry place at a temperature not exceeding 25 °C. / B cyxom mMecTe npu
Temnepatype He Boiwe 25 °C.

13 |Shelf life (expiration date) /
Cpok roaHocTy (Cpok
XpaHeHus)

3 years. / 3 roga.

i APl name / HaumeHoBaHne A®C:

Sennosides A & B/ CeHHo3napt AW B

INN / MHH:

Sennosides A & B/ CeHHosnaol A B

AP1 manufacturer batch number/
Homep cepumn nponzBoautena A®C:

C50125143 & CS0125144

FP Manufacturer APl Batch nhumber /
Homep cepwn cyBcTaruuy NpoU3IROONTENA
rMno:

0001797876 & 0001797877

APl Manufactured by, address & country /
Mponzsoautens ADC,aapec u cTpaHa:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Past - 625221, Madurai District, India/
KoTapu ®uTokemukans UHTepHewWwnHan,
Harapu, TaHwuuusm Moct - 625221, okpyr Maaypaii, Mnawa

Remarks : The Product conforms ioc ND/

RO

Npumevanue: NpoaykT cOOTBETCTBYET TpeBoBaHWAM

Conclusion : APPROVED /
Jaknwyvenuve: OQOBPEHO

Checked by QC In-Charge /
OokymenT npoeeper OKK:

P

Approved by QA In-Charge /
OokymeHT 0a06per OOK: /@ﬁﬁ

Date /

ﬂa‘ra: o’-g - oL, 2«‘”)""‘{‘

Date /

Oata: 1504 2020%

FMQCO003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatras 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®WKAT AHATIU3A

Page6of6 / CTp, 6u3b

Product: SENADE TABLETS 13.5 mg NpoAaykT: CEHAE®, TABNETKM, 13,5 Mr

|Batch No /Cepua Ne 435207 Batch Quantity /O6bem 5843 packs fynakoBoK
: cepuu:

AR No / AnanuTnueckuit otdyer ARF/008/2026 Date of Analysis / [laTa 14.01.2026

Ne ; aHanu3a:

Date of Mfg / flaTa 12/2025 Date of Expiry  TogeH po: 11/2028
npEU3BOACTEA.

Analysis performed according ND: / Avanu3s nposegéH no HA: JIN-N2(011138)-(Pl-RU)-290725
Artworks of primary package approved: / MakeTsl nepBUMHON YNakORKK yTBepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMMHOW YNaKoBku yTBepXaeHst: 29.07.2025
PL approved: / 1B yreepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchemn Pvi. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Reiease Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site | Lwnna Nirg., Cumkem Nat. lita., YuacTok Ne 60-65,
HaumenoBaHue, agpec ¥ HOMEP NALEH3INK NpomelwnedHan aoHa Tyem, Tyewm, Meprem, Noa — 403512, NHaus
NAOULARKM, OCYILECTBIAOLILEH (NMTuueHsus Ne 576/1T)
NPCU3IBOACTRBO/KOMTPOSb KaYecTBa/BbINYCK
rmo

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of
product 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
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aknw4eHne 0 COOTBETCTEHMM: «HACTOAWMM A NOATBEPKAZI, YTO NPMBEASHHAA BbiWe wHhOpPMaUMA ABNAETCH
NOCTOBEPHOA M TOYHOW. 3Ta CEPUA NPOAYKLWMA NPOM3BEAEHA (BIITICYAS YIAKOBKY (MapKUPOBKY) W KOHTPOIb KavecTea)
Ha BLILIEYKA3AHHON NPOW3BOACTBEHHON MNOoLagKe (NMOLIAAKAX) 8 TIONHOM cooTBeTCTaMM ¢ TpeBoeaHuaMu MNpaeun
Haanexaleh NPOU3BOACTBEHHGH NPAKTHKA EBPAIMACKOrD 3KOHOMUMECKOro coloaa {Ne GMP/EAEU/RU/Q1091-2024 oT
14 pekabpa 2023 r.) u TpebosaHWAMKU KOHTPCMSA Ka<ecTBa NEKApCTBEHHbLIX CPeAcTB, @ TAlKe B CCOTBETCTBMW L0
cneundUKaUuaMin, COASPXALIUMUCA B PErUCTPALMOHHOM [0CHE CTPAHb-MMMCPTEPA. 3anncu no ApOWU3BOACTBY,
yNnakoBKke W aHanwly MpOoREepeHbl, M YCTAHOBNEHD uX COoOTBeTeTBMe TpebosadwaM [1paBun  Hapgnexailei
NPOU3IBOACTBERHON NpakTHKK EBDA3MIACKOTC aKOHOMUYECKOrO COK3an.

Remarks . The Product conforms to NDf
Npumeuadue: Mpogykr cooteeTcTeyeT TpeGoBaHMAM

HA

Conclusion : APPROVED ¢{
Jaxnovenune: OROBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / o

HdoxymeHT nposepeH OKK: i— HokrymenT opobpen OOK: Wi
Date / ~ ; Date /

Rarg, o215 942028 Hata: 2S04 2026

FMQCO03-15-15

Cipla _Ltd,,CipIa 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




