Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANW3A

Page1of6 / CTp. 1136

Product: SENADE TABLETS 13.6 mg

Npoaykr: CEHAOE®, TABNETKW, 13,5 mr

npowu3BoacTea.

Batch No /Cepua Ne 486037 Batch Quantity /06bem 5849 packs /ynakoBsok
: cepuu!

‘AR No / AHanuTnqeckuin otueT ARF/058/2026 Date of Analysis / fQaTta 25.02.2026

Ne : adanwuaa:

Date of Mfg / NlaTa 02/2026 Date of Expiry / FTogeH no: 01/2029

Analysis performed according ND: / AHanu3 nposeaén no HA: NIN-Ne{011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTkl NepBUYHOW YNAKORKK YyTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPMYHON YNAKOBKY YTBEPKAEHbI: 29.07.2025

PL approved: / NIB yTeepxaen: 29.07.2025

Specification / Hopma

AHTPaxMHOHOBBIE MUKO3UALI

Qualitative reaction /
KayecmseHHasn peakyus

Ne Test / NokaszaTens IL Result / PeaynbraThl
1 | Appearance / Onucarue Complies / Flat, round, beveled-edge tablets, brown to
CooTRETCTBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Tnockue Kpyrnsie
TabneTk® €O CKOLUEHHBIMU  KpagMKW  OT
KOPWMHEBOIO [0 TEMHO-KOPUMHEBOTO LBETS C
BKpanneHusmn, Ha OQHOM CTopoHe TabneTku
sbigasheso criose «CIPLA», wa apyrod

. CTQPOHE - NMUHIR paznomMa.
2 | Identification / MgeHTudwrkaums

Anthraquingne giycosides / Complies / | Formatlon of red coler in ammonia layer. /
CooTaeTcTayer OKpawnBaHne aMMUauHOre Cosl B KDACHBIN |

uear.

Remarks : The Product conforms to ND/

HA

Npumenanue: Mpoaykr cooTeeTcTBYET TPEBOBAHMSM

Conclusion : APPROVED /
3akntouenune: O4OBPEHO

Checked by QC In-Charge /
HAoxkymenT nposepen OKK:

=t

Approved by QA In-Charge /
Aoxkyment ogofpen OOK:

et

Date /

Oata: oZC ol e

Date /
Hata:

26-04--0092 6

Cipla _Ltd.,CipIa House, Peninsula Business P
At : Simchem Pvt. Ltd., Plot No. 80-65, Tuem

FMQCO003-15-15

ark, Ganpatrao Kadam Marg, Lower Parel, Mumbai .
1 ' | al - 40001 3
Industriai Estate, Tuem, Pernem Goa -403512 , India.



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANTU3A

Cipla

Page2of6 / Ctp. 2u3é

Product: SENADE TABLETS 13.5 mg

[NpoaykT: CEHALE®, TABNETKMU, 13,5 mr

Batch No /{Cepuna Ne 486037 'Batch Quantity /06bem 5849 packs /ynakoBox
: cepuu:

AR No / AHanuTuueckin otuet ARF/058/2026 Date of Analysis / laTa 25.02.2026

iNe : aHanusa:

Date of Mfg / [laTa 02/2026 Date of Expiry / Toaen po: 01/2029
npoU3BOACTBA:

PL approved: / [IB yreepxaeH: 29.07.2025

Analysis performed according ND: / AHanna npoaenen no HA: JIN-Ne{011138)-(PT-RU)-2906725
Artworks of primary package approved: / MakeThbl NepBUYHON YNAKOBKK yTREPKAEHBI: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOPMYHONW YyNaKkoBKM yTBepxaeHs!: 29.07.2025

Ne Test / NokasaTentb

Result ! Peaynbrathi

Specification / Hopma

Methyl Parahydroxybenzoate
/

MeTtunnaparugpokcnbersoaT
HPLC /B3XX

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

"o the retention time of the

peak of methyl
parahydroxybenzoate in the
chromatogram of standard
solution. ! Bpemn
YAEPHUBARUR OCHOBHOTO MKKa
Ha XpOMAaTorpamme
UCALITYEMOTO pacTeepa
COOTBETCTBYET BPEMEHY
yepXUBaHKS
meTunnaparnapokcubersoara
Ha xpoMmarorpaMme
CTaHAaPTHOrC pacTeopa.

nuKa :

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the peak
of methyl parahydroxybenzoate in the
chromatogram of standard solution. / Bpemsa

YOEPKMBAHWUA OCHOBHOrO nuKa Ha
XpPOMaTOrpaMMe  MCMsITyEeMOro  pacTeopa
ACMKHO COCTBETCTROBATE BpeMeHu
YASDXWBAHUR nuKa
MeTnnnaparnapokcubeHsoarta Ha

XpomatorpaMmme CTaHQapTHOMD pacTeopa.

3 | Average weight and
unifermity of mass/ CpegHsan
Macca 1 QQHOPOAHACT
Macchl

190.87 mg /190,87 mr

Cemplies / CooTBeTcTBYST

Average weight 189.99 mg £7.5 % / CpegHss |
macca 182,99 mr £7,5%

18/20 notmore than £ 7.5 %, /
18/20 He Bonee = 7.5 %;

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

4 | Dissolution /

77-88% /77-88 %

Not less than 70 % {Q) of the labeled amount

Mpumeuanne: MpogyKkT cooTBETCTBYET TPEDOBAHUAM

FacTeopeHue of sennosides after 120 min. / He menee 70 %
(Q) OT 3aR8NEHHOIO COAEPXaHNS CEHHO3UICB
yepes 120 MuH.
Remarks : The Product conforms to N/ Conclusion : APPROVED !/

3akniovenuwe: OOOBPEHO

Checked by QC In-Charge /
HokymenT npoeepeH OKK:

HA
P

Approved by QA In-Charge /
JlokymeHT ogobper OOK:

=

Date /
Oarta:

ok -0l 1ede

Date /

Dara: 26 0% 2036

FMQC003-15-15

Cipla Ltd.,Cipia House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANIN3A

Page3of6 / Ctp. 3naé

Product: SENADE TABLETS 13.5 mg Mpoayxt: CEHAAE®, TABNETKW, 13,5 mr

Batch No /Cepus Ne 486037 Batch Quantity /O6bem 5849 packs /ynakoBok
: Cepuu:

AR No / Ananutuueckuin otyer ARF/058/2026 | Date of Analysis / laTa 25.02.2026

Ne : aHanuia:

Date of Mfg / OaTta 0272026 Date of Expiry  Toaen ao: 01/2029
NPOu3BOACTBA:

PL approved: / 1B yrsepxaen: 29.07.2025

Analysis performed according ND: / Aranu3 nposeaéH no HO: JIN-Ne(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeThi nepBMYHOM yNnakoBKM YTBep#AaeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOW YNAKOBKMU YTBepxAeHb: 29.07.2025

P
i
;

Ne Test / Mokasatene

Result / PeaynbTaths

Specification / Hopma

5 ! Lossondrying/NoTepa g
Macce NPy BbICYLUIMBAHUN

1.7% M1.7%

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

I
|

6 | Methyl parahydroxybenzoate
/ !

MeTunnaparunapoxkcubensoat

0.035 mg/tab / 0,035 mr/Tab.

: 0.028 to 0.056 mygftab. / Ot 0,028 no 0,056
L mrfrab.

i
L

7 | Microbial purity test/ Mukpo&wuonorudeckan wiucToTa

Total Aerchic microbial count |
/ i
Ofulee wucno aapobHelx
MUKPOOPraHN3MoB

40 cfu/g /40 KOE/r

Not more than 10* cfu/g/ He 6onee 10 KOE/r

Total combined yeast and
mould count / ObLee wucno
NNECHERbLIX U SPOHOKEBbLIX

<10 cfu/g / <10 KOE/r

i Not more than 107 cfu/g /He 6onee 10° KOE/r

OpHOPOLHOCTE
‘ BO3UpOBaHHbBIX e4UHNL

rpubos ;
Enterobacteria resistant to Absent cfufg / Not more than 10° cfufg/ He Gonee 10° KOE/r
bile / QHTepobakTepuy, ve 9
YCTOW{MBLIE K enuUK Oreyrerpyior KOE/r
Escherichia coli Absent /OTeyTCTBYIOT Absent in 1 g/ OTcyTcTene B 11
Salmonella spp. Absent /OTcyTcTBYIOT Absentin 10 g / OtcyTcTBUE B 10T
Staphylococcus aureus Absent / OTcyTCTBYIOT Absentin1g/OtcytctBe s 11
8 | Uniformity of dosage units / 6.0/6.0 According to  the requirements. [/ B

COOTEBETCTBMN C TPeGoBaHMAMMU.

i

Remarks : The Product conforms to ND/
Npumevanue: NpoayKT COOTBETCTBYET TPEOOBAHUAM

HO

Conclusion : APPROVED
3axnroueHuwe: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposeped OKK: aﬁu I DokymeHT ogobped QOK: /@ﬁa’
Date / , Date /

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 Industrial Estate, Tuem, Pernem Goa -403512



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITN3A

Cipla

Product: SENADE TABLETS 13.5 mg

Page4of6 / CTp. 4136

NpoaykT: CEHAOE®, TAGNETKU, 13,5 mr

Batch No /Cepusi Ne 486037 Batch Quantity /O6nem 5849 packs fynakosok
. cepuu:

AR No / AHanuTnueckuin otuet ARF/058/2026 Date of Analysis / laTa 25.02.2026

Ne : aHanu3a:

Date of Mfg / flata 02/2026 Date of Expiry / logen go: 01/2029
NMpPOU3BOACTEA:

Analysis performed according ND: / AHanus nposeaéd no HI: NM-Ne{011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThkl TepBUYHOX yNakoBKv yTBepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNAKOBKK yTBEpXAeHbI: 29.07.2025
PL approved: / 1B yreepxaeH: 29.07.2025

Ne |

Test / NokasaTenb

Result / Pe3ynbTaTthl

Specification / Hopma

9 | Assay / KonuuecTeeHHoe
onpeaeneHve

14.08 mg / 14,08wmr
(104.3 % /104,3 %)

1215 - 1553mg {900 - 1150%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 Ao 15,53 mMr (80,0 - 115,0 %)
CEHHO3ULOB B nepecueTe Ha ceHHosng B B
oAHOW TabneTxe.

10 | Package appearance /
OnucarHue ynaxkesku

Primary packaging: 20 tablets
in a blister made of three-layer
polyvinyl
chloride/polyethylene/poiyvinyli
dene chloride (PVC/PE/PVDC)
ifilm and

laluminum foil.

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

flepevdnan ynakoska: Mo 20
TabneTok B BnucTep 13 NNeHKK
TPEXCNORHO’
NOAVMBUHRNXNOPNA/NONNATUNEH
/nonvewHuNnaeHxNopug
(MBX/MN3/MBAX) 1
AnCMUHUEBOR hONbrK.
BropudHas ynakoeka: [lo 23

ONUCTEPOB B KAPTOHHYID Navky
c  BRhoxeHwem 25 nucTkos-

sKNagbilUei.

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chioride/polyethylene/polyvinylidene chloride
(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 leaflets in a
carton. /

MepewuqHas  ynakoeka: Mo 20 TabneTok B
Bnuctep PE] NNEHKK TpexcnoiHomn
I"IOJ'IliﬁBlpl1Hh'U'I)(.I'Il:)plfi.liu"r'IOJ"Iiﬂ13T!p1J'It‘-.‘HJ’I‘!OJ"‘IIr“lBW‘IHIn"U'iIn'!,l:|I
enxnopna (MBX/N3S/MBOX) v antoMHUEBOH
DOnbrn.

BropuuHaa ynakoska: Mo 2, 3 Gnuctepa
BMECTE & NUCTKOM-BKN3ALIWEM B KAPTOHHYIO
nauky.

Mo 25 5nuCcTepcB B KAPTOHHYIC Nauky C
BNOKEHWEM 25 NACTKOB-BKNAALILERA.

Remarks : The Product conforms to NO/
Mprmevanme: NpogykT cooTBeTCTRYET TpeboBaHMAM
HO

Conclusion : APPROVED /
Zaknouenne: OAOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JokymeHT nposeper OKK: -_-;C"'C:‘_D OokymenT ogo6per OOK: %}ﬁ
Date / Date /
nsz: 2Ll 1e2L ,u:ii: 2604 2026

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 AHATTU3A

Page50f6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg MpoaykT: CEHAﬂEﬂ, TABNETKW, 13,5 mr

Batch No /Cepua Ne 486037 Batch Quantity /O6bem 5849 packs /ynakoBok
: cepum:

AR No / AHanuTnuecku# oTueT ARF/058/2026 Date of Analysis / flaTa 25.02,2026

Ne : aHanusa:

Date of Mfg / flara 02/2026 Date of Expiry / FogeH po: 01/2029
NpoM3BOACTBA:

PL approved: / 1B yreepxaeH: 29.07.2025

Analysis performed according ND: / Avanu3 nposegéd no HA: JIMN-N2{011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl nepB#YHOA YNAKOBKU yTEBEPXAEHLI: 29.07.2025
Artworks of secondary package approved: { MakeThl BTOPMMHOW YNAaKOBKW yTBepXAeHbl: 28.07.2025

Ne Test / NoxaszaTtent Result / Pe3ynbTaThl Specification / Hopma
11 |Labeling / Mapkupoceka Complies / CooTBeTCTBYET 'In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTeetcTBMu C
pazgencm 1.3.2 monyns 1 perucTpauWUoHHOro
AOCBE.
|
12 |Storage conditions / Yernosun [In 2 dry place at & temperature not exceeding 25 °C. / B cyxom mecTe npu
XpaHeHun I'Temneparype re eoiwe 25 °C.
13 |Shelf life (expiration date)/ ;3 years./ 3 roga.
CpOK roaHoOCTH (CPOK
XpaHEHURA)

APl name / HaumeHoeaHue ADC:

Sennosidges A & B/ CeHHo3nael A u 8

INN / MHH:

Sennosides A & B/ CenHoanapl Ar B

i APl manufacturer batch number |

- Homep cepum npowieoagntens AQC: CS0125182
I'FP Manufacturer APl Batch number /
- Homep cepumn cyGcTaHuMy Npon3BOgUTENS 0001823067

mo:

" API Manufactured by, address & country /
 MpouaeoanTens ADC.agpec ¥ cTpaHa:

Kathari Phytochemicals International,

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

KoTapy @uTOKEMUKan3 NKTepHewHan,
Harapw, Tannyqunam NocT - 625221, okpyr Magypaw, Uugus

Remarks ; The Product conforms to ND/
MNpumeyanue: NpoayKT COOTBETCTBYET TpEGOBAHUAM

Conclusion : APPROVED !/
3axnwdenne: OOBPEHO

Checked by QC In-Charge /
HokymenT nposepeH OKK:

HA
i

Approved by QA In-Charge /
LokymenT ogoBpen QOK:

o=

Date /
Oara:

A0l 2014

Date/
Aara:

2604 202G

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 AHANTN3A
Pagebof6 / Ctp. 6nab

[Product: SENADE TABLETS 13.5mg [NpoayxT: CEHALEF, TABJTETKW, 13,5 mr
Batch No /{Cepua Ne 486037 EIBatch Quantity /O6wem 5848 packs /ynakosok |
: cepuu:
AR No / AHanutnyeckui oTver ARF/058/2026 |Date of Analysis / laTa 25.02.2026
No : aHanusa:
Date of Mfg / QaTa 02/2026 Date of Expiry / Foaen go: 01/2029

|npou3eoacTBa; |

Analysis performed according ND: / Auanua nposeaén no HI: 1 M-N2(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTb! MEPBUYHON YNAKOBKM yTBepXaeHb!: 29.07.2025
iArtworks of secondary package approved: / MakeTs! BYOPHYHON YNakoBKK yTBepXAaeHb!: 29.07.2025
PL approved: / NB yTBepxaeH: 29.07.2025

[_Name, address, authorization No for FP Cipla Ltd., Simchem Put. Ltd_, Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site { Uunnz N1g., Cumkem NeT. Nita.. YyacTok Ne 60-65,
HaumenosaHue, anpec N HOMep JTULEeHIUK MpoMbitineHHan sona Tyem, Tyem, MNeprem, MNoa — 403512, NHgus
MNOWanku, OCYUWECTRNAOLWIEH I (Nnuerann Ne 576/ [
NPOM3IBOACTBO/KOHTPONL KavecTea/Bbinyck

Lrne

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 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 medicinai 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 Geod Manufacturing Practice of the Eurasian Economic Union is established». /

3aknioveHne o COOTBETCTEMM: «HacTosiynm s noaTteepxaan, 4To NpABEAEHHARA Bbille WHOPMaUUs ABnNAeTCs
HOCTOBEPHOU 1 TOMHOH. ITa cepus NPOAYKLMAN NpoM3BeneHa (BKNIDYaA ynaKosky (MapKUpOBKY) U KOHTPONb KayecTtea)
Ha BbileykasanHO! NPON3BOACTBEHHOM NNoWagke (RnoWaakax) B ROAHOM COOTBETCTRUM C TpeboBannaMu MNpasun
HaAnexalen NPOUaBOACTBENHON NPAKTUKY Espasuitckoro skcHoMuueckoro cowsa {Ne GMP/EAEU/RUIG1091-2024 oT
14 nexabps 2023 r.) u TPeSoBaHMAMN KOHTPONA KauecTea NekapcTBeHHeIX CPeacTe, a TAaKKe B COOTBETCTBUM CO
CneuMdukaLumnaMy, cogepxalumncs B PeracTpaLiMonHOM aoche CTpaHei-uMnopTepa. 3anwcu no MpPOY3BOLCTRY,
YNAKOBKE W @HaNU3y npoBepeHbl, W YCTAHOBMEHO WX COOTBETCTBME Tpebosanuam [lpasun Hagnexawen
(POUIBOACTBEHHOR NPAKTUKK EBPa3NICKOrO 3KOHOMUNECKOTO Colo3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpoaykr COOTBETCTBYET TpeBoBaHUAM 3akniovenne: OlOBPEHO
HA
Checked by QC In-Charge / | Approved by QA In-Charge / o
AokymerT nposeper OKK: = RokymeHT ogobpen OOK: ﬂcl__:,,,/
Date / Date /
| fara S0 oG 1ot | Rara: 26-0a4-2020

FMQC003-15-15

Cipla ’Ltd.,CipIa House, Peninsuia Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India,
At : Simchem Puvt. Ltd., Plot No 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -40351?



