Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAMU3A

Pagelof6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg NpoaykT: CEHALIE®, TABMETKU, 13,5 mr

Batch No /Cepwnsa N2 486016 Batch Quantity /O6wem 5841 packs /ynakoBok
: ~ cepum:

AR No / AHanuTnuyeckuin otuer ARF/027/2026 |Date of Analysis / [lata 30.01.2026

Ne : aHanu3a:

Date of Mfg / laTa 01/2026 Date of Expiry / FoneH po: 12/2028
npoun3soAcTBa:

Analysis performed according ND: / Ananus nposeaén no H: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTei NepBMYHOW YNAKOBKHK yTBEPXKAEHbLI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPMYHON YNaKoBKK yTBepXKAeHbI: 29.07.2025

PL approved: / [1B yreepxgen: 29.07.2025

| Specification / Hopma

Flat, round, beveled-edge tablets, brown to
dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / [nockue kpyrnble
TabneTkk CO  CKOWEHHbIMW  KpasMw  OT
‘KOPWYHEBOTO A0 TEMHO-KOPWUYHEBOro Lgeta ¢
skpanneHwsmik. Ha ogHoil cTopoHe Tabnetku
'‘Boinaenedo  cnoso  «CIPLA», Ha  Apyrod|
|CTOp0He - NMHWA pa3nomMa.

Ne Test / NoxazaTens Result { Peaynetatbl
1 | Appearance / Onucanue Complies /
CooTseTcTeyeT
2 Identification / MoeHTndnkayms
Anthraquinone glycesides / Complies /
AHTPAXUHOHOBBIE MMUKO3UAEI CoorsercTayet
Qualitative reaction /
KayscmeeHHan peaxyus

[ Formation of red color in ammonia layer. /
OKpaWWBaHNe aMMUaqHOr0 CMos B KPaCHbA
uBeT.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoayxr cooreeTcTRyeT TpeboBannam

Hi

3axnwouenune: OJOBPEHO

Checked by QC In-Charge / 9PC 0
OokymeHT npoeepeH OKK: =

Approved by QA In-Charge / xoP
AokymenT opobper OOK: 2

Date / O el 6
Aara: Q5 OH

Date /

nara: 15" 04 .9200Lb

FMQCQC03-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Lid., Plot No. 60-65, Tuem‘ Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATN3A

Page20f6 / CTp. 2m3é
Product: SENADE TABLETS 13.5 mg MNpoAyKT: CEHAOE®, TABNETKH, 13,5 mr
|Batch No /Cepun Ne 486016 Batch Quantity /O6btem 5841 packs /ynakoBoK
B cepum:
AR No / AHANWTUYECKNA OTueT ARF/027/2026 |Date of Analysis / lava 30.01.2026
Ne ; aHanwuaa:
Date of Mfg / laTa 01/2026 Date of Expiry / foaeH go: 1212028
NPoOU3BOACTRA: |
Analysis performed according ND: / AHanu3 npoBeaén no HA: JIN-N2(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBUYHON YNaKoBKM yTBEeDKAEHbL 29.07.2025

Artworks of secondary package approved: / Maketb! BTOPWYHOMN YNAKOBKU yTEEPKAEHbI: 29.07.2025 |
PL approved: / JIB yreepXAaeH: 29.07.2025

No Test / MNokazarens | Result / PesyneTaTthl 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
Metunnaparuapokcnbensoat | the test solution corresponds ‘ correspond to the retention time of the peak
L HPLC /BOXX to the retention time of the  of methyl parahydroxybenzoate in the

peak of methyl | chromatogram of standard solution. / Bpems

_ parahydroxybenzoate in the | yaepXHMBaHKA OCHOBHOIC nuka Ha
i chromatogram  of  standard | xpomaTorpamme WCNbLITYEMOro  pacTeopa
‘ solution. ! Bpems | aomkHC COQTBETCTROBATE BpeMEHK
i YAEPKUBaHUS OCHOBHOTO NUKa ‘ yAEPHMBAHUSA nuKa
‘ Ha XPOMaTOrpamme | meTunnaparvwapokcndeHacaTa Ha
‘ UCMbITYEMOro pacTBOpa | XPOMaTOrpaMMe CTaHABPTHOro pacTeopa.

- COOTBETCTBYET BpEMeH™ |

YOEPKUBAHWUA nwKa

meTunnaparngpokenbensoata

Ha xpomMaTtorpamme |

CTaHAAPTHOrO pacTeopa. ‘

3 | Average weight and 191.92 mg /191,92 mr | Average weight 189.99 mg +7.5 % / CpefHas
\ uniformity of mass/ Cpeghsas |macca 189,99 mr +7.5%

| Macca h ORHOPOAHOCTD | |18/20 not more than + 7.5 %; /
| MacChi | Complies/ CoOTBETCTBYET  |18/20 He Bonee + 7,5 %; |

| | 220 not more than £ 15%:/
ll 2120 ve Gonee + 15 % |

4 | Dissolution / I 86-08% /86-98 % INot less than 70 % (Q) of the labeled amount
l

PacTeopeHue | |of sennosides after 120 min. } He menee 70 %
| ](Q) OT 33RBNeHHOro COAepXarua CEHHO3NACE
| |-|epe3 120 MMH.

|
L

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpwmeyanne: TIpoaykr cooTeeTcTBYET TPeboBaHWAM 3akniouenne: OQOBPEHO
Hi
Checked by QC In-Charge / O+ o Approved by QA in-Charge / :
[loxyMeHT NpoBEPeH OKK: c»*-‘t’. ‘ [lokymeHT cpobpeH QOK: /“p'g
l 4
!
Date / . Date / 25.04-2026
Nara: 02"9.0 2l )_01_6__:_ o | Nara: R

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare!, Mumbai - 400013, india.
At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A
Page3of6é / Ctp. 3u3é

[Product: SENADE TABLETS 13.5 mg [Mpoayikr: CEHAZE®, TABNETKW, 13,5 mr
‘Batch No /Cepust Ne 486016 'Batch Quantity /O6nem 5841 packs /ynakoBOK .
it cepuu.
AR No / AHanUTH4YeCKn oTueT ARF/027/2026 |Date of Analysis / DaTa 30.01.2026
‘Ne : aHannaa:
{Date of Mfg / laTta 01/2026 Date of Expiry / ToaeH 0. 42/2028

npou3BoAcCTEA:

\Analysis performed according ND: / AHanu3 npoeeaéH no HA: TIN-Ne(011138)-(Pr-RU)-290725
|Artworks of primary package approved: / MakeTk NepBUYHON YNAKOBKK YTBEpPKASHEL. 29.07.2025

Artworks of secondary package approved: / MakeThl BTOPMYHON YNAKOBKM YTBEDKAEHbL. 29.07.2025
lﬂL approved: / JIB yTBepkAaeH: 29.07.2025

[ Ne Test / MokasaTenkb Result / Pe3aynbTaTth! ] Specification / Hopma _!

5 1 Lossandrying /[NoTeps 8 1.9% /1,9% | Not more than 6.0 % / He 6onee 6,0 %
Macce NPy BbICYLLNBAHWUK '

|
6 | Methyl parahydroxybenzoate 0.051 mgitab / 0,051 mr/Tao. '0.028 to 0.056 mgftab. / Ot 0,028 ao 0,058
/ i mriTai.
MeTunnaparnipokcuberacar |i

7 | Microbial purity test/ MukpoGnonornHeckas JncToTa

" Total Aerobic microbial count | |
{

| 4 4
OBLLEs YNGNC 23POBHbIX 60 cfu/g /60 KOE/r Not more than 10* cfu/g! He Bonee 10 KOE/r
| MUKPOOPraH3MoB |
Total combined yeast and l.
mould count / OBLiee uucno 2 2
AMIECHEBbIX 1 APOMOKEBLIX <10 cfuig / <10 KOE/r Not mors than 10° cfu/g /He Gonee 10°KOEB/T
rpubos
Enterobacteria resistant to 2 2
bile / DHTepoBaKTEpUM, Absent cfu/g / Not more than 107 cfu/g/ He Gonee 10°KOEIr
YCTORMMUBBIE K Xenyu OrcytcteyoT KOET
Escherichia coli | Absent /OtoyTcTayloT | Absentin 19/ OTcyTeTBue 8 1T
Saimonella spp. ‘ Absent /OTCyTCTBYOT Absentin 10 g / OtcyteTene B 10T
Staphylococcus aureus Absent / OTCyTCTBYIOT | Absentin 1 g/ Otcyrctene B 11 B
}_8 [Uniformity of dosage units / 6.3/8,3 |Accordging to  the requirements. / B
‘ OaHOPOAHOCTb l IcooTseTCTme c TpeBopaHuAMU.
03VPOBaHHBIX ERKHVIL
| |powwposamdbemmwu | L _ -
Remarks - The Product conforms to ND/ Gonclusion ; APPROVED /
fipumeuanune: MNpoAyKT COOTBETCTBYET tpeboBaHuAM 3akrouenne: ONOBPEHO
HA
Checked by QC In-Charge / ["Approved by QA in-Charge / .-
[okymenT nposeper OKK: s:«j?u l [okymeHT oaobper OOK: /
|
Date / ~ | Date /
- M l L% ! L -
fata: o2$ -0 20 | Dara: 26,04 2025

FMQC003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare!, Mumbai - 400013, India.
At - Simchem Pyt Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSI!S
CEPTUPUKAT AHATTU3A

Page4of6 / CTp. 4u3b

Product: SENADE TABLETS 13.5 mg

[NpoaykT: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepna Ne 486016 Batch Quantity /O6bem 5841 packs /ynakoBoK
: CEPHK: L

AR No / Ananutudeckuin otver ARF/027/2026 |Date of Analysis / NaTta 30.01.2026

Ne : aHanuaa:

Date of Mfg / Jata 01/2026 Date of Expiry / foaeH po: 12/2028
Npovu3BOACTBA:

Analysis performed according ND:

/ Ananu3 nposepéd no HA: NIN-N2(0111 38)-(Pr-RU)-290725

Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKH YTBEPKACHI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHO# YNAKOBKN YTBEPKAEHD!: 29.07.2025
PL approved: / JIB yTeepxaeH: 29.07.2025

Ne

Test / NokaszaTens

Result / Pesynbrathl

Specification  Hopma

9

Assay / KonvuyecTeeHHoe
onpegeneHune

14.04 mg {14 04mr
(104.0 % / 104,0 %)

1215 - 1553mg {900 - 1150%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 o 15,53 mr (90,0 - 1150 %)
'ceMHO3MOOR B nepecdeTe Ha cenHosva B B
oaHoh TabneTke.

10

Package appearance /
OnucaHWe ynakoBKu

Primary packaging: 20 tablets
in a blister made of three-layer
polyviny!
chloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)
film and

aturminum foil.

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

Mepswunan ynakoka: Mo 20
TabneTok B BnucTep U3 NNEHKK
TPEXCNoHHOR
NOMVMBUHKMXJNOPWL/NCANITUNEH
|InontMHnnwﬂ.eHxnopw,q
{MBX/M3/MBAX) v
!anmmnHmesom thonsry,
BropudyHas YNAKOBKE.

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
lwith a package leaflet in a carton.

128 blisters with 25 package leafiets in a
carton. /

Mepeudnan  ynakoBka. Mo 20 TabneTok B
Gnuctep 13 MAEHKM TPEXCNOWHOMK
NOMAWBUHUNXNOPUA/NONUITUNEH/NONUBUHKMIKA
ernxnopua {MBXMSMBAX) 1 anomuHueBoit
ponery.

BropuyHaa ynakoska: Mo 2, 3 Onwctepa
BMECTE C NVICTKOM-BKNEALILEM B KAPTOHHYIO |
‘nauu(y.

Mo 25 6nucTepOB B KAPTOHHYD nadvky ¢

Mo 25 |enoxeHunem 25 MACTHOB-BXNAABILISH.

|
BNUCTEPCB & KapTOHHYID Naqky

C BNOXEHWEM
BKNafbILen.

25 IWCTKOB- ‘

i

Remarks : The Product conforms to ND/
fipumeyanue: [poAyKT COOTBETCTBYET TpeBopaHUAM

Conclusion : APPROVED /
3axmovenme: OQOBEPEHO

Date /
fara: o LN T2 R RLY 2

l fara:

HA
Checked by QC in-Charge / Approved by QA In-Charge / o
LoxymenT npoeepeH OKK: ”ZE}"'D _ [lokymeHT oacGpen QOK. /
|
I Date /

2% .04 22226

Cipla Ltd.,Cipla Hous
At - Simchem Pvt. Ltd., Plot No. 60

FMQC003-15-15

e. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
_85. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A
Page5of6 / CTp. 5u36
Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHALE®, TABNETKW, 13,5 mMr
Batch No /Cepus Ne 486016 fBatch Quantity /O6bem 5841 packs /ynakoBok
: cepvm:
AR No / AmanuTHyeckuid otuet ARF/027/2026|Date of Analysis / laTa 30.01.2026
Ne : asHanuaa:
Date of Mfg / laTa 01/2026 I]Date of Expiry / FToaeH po: 12/2028

NPOM3BOACTEA! |
Analysis performed according ND: / AHanu3 npoBegéd no HA: IM-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl nepBuYHO# YNaKkoBKN yTBePKaeHk!: 29.07.2025

Artworks of secondary package approved: / MakeTsl BTOPUYHOH YNAaKOBKHW yTeepxaesbl: 29.07.2025
PL approved: / 1B yrBepxaen: 29.07.2025

Ne Test / NokasaTtenob Result / PesynbraTtb! i Specification / Hopma

11 iLabeling / MapkupoBKa Complies / COOTBETCTBYET iIn accordance with Section 1.3.2 of Module 1

of the registration dossier / B COOTBETCTBUK C

pazaenom 1.3.2 MOGYNS 1 perucTpaunoRHom
Joche.

|

12 {Storage conditions / Ycnoews |In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu
XPaHeHus 'TeMneparype He seile 25 °C.

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

Cpok rogHocTy (Cpok

XpaHeHus)

| APl name / HaumeHoBaHne AGC:
| INN ! MHH:
APt manufacturer batch number{

Sennosides A & B / Cenroauas A 1 B
Sennosides A & B/ CerHoangel A B

|

T

|

]‘ £S0125161

| Homep cepMu npou3BoAnTENA AQC:
| FP Manufacturer API Batch number /
| Homep cepwu cyBCTaHLIMKM NPOK3BOAUTENA 0001807608
a Kothari Phytochemicals International, _ '
. APl Manufactured by, address & country / | Nagari, Thanichchiyam Post - 6252&1, Madurai D;]StrICt, india /
aua: ' KoTapy dnTokeMnkans inTepHewmnan,
‘ MpowsmoauTent A®C.anpec 1 £TR L Harapw, TaHusqwam [1ocT - 625221, okpyr Magypaw, Aravs
L
Remarks - The Product conforms to ND/ Conclusion AngggEEg (;
NpumeyaHue: FpOAYKT COOTBETCTEYET TpeboBaHUAM 3akmouenue: O
HO !
Approved by QA in-Gharge Xx_oP
Checked by QC In-Charge / :
[lokymenT nposeper OKK: =f s fokymenT ofobper OOK: /
E‘i’_&é‘-cu‘}oig li:i‘: 2,5-04-9,97_4; | ]
Jata: o o

FMQC003-15-15

Cipta Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parelégd1u2mbai - 400013, India.
Al Simchem Pyt Ltd., Plot No. 80-65, Tuem industrial Estate, Tuem, Pemem Goa 40



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page6of6 / Ctp. 6136

Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAJJ.EE, TABNETKM, 13,5 mr

Batch No {Cepun Ne 486016 Batch Quantity /06nem 5841 packs /lynakoBox
: cepuu:

AR No / Ananutuueckuu otuetr ARF/027/2026|Date of Analysis / aTa 30.01.2026

Ne ; aHanuasa:

Date of Mfg / laTa 01/2026 Date of Expiry / FTogeH go: 12/2028
npowW3BoAcCTBa:

Analysis performed according ND: / AHanu3 npoBeaéH no HI: JiN-Ne(011138)-(Plr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKM yTEBepKAeHbL: 29.07.2025
Artworks of secondary package approved: / MakeTbl BYOPUYHOW YNakoBKku yTBepXAeHb!: 29.07.2025
PL approved: / B yTeepxaeH: 29.07.2025

Name, address, authorization No for FP Cipia Ltd., Simchem Pvt. Ltd., Plot No.60-85, Tuem Industriai
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
site / Uunna NTh., Cumkem Flet. N1a., Yuactok Ne 60-65,
HaumeHoBaH#e, aapec M HOMEP NULEHIWK MpomeiwneHHan 3oka Tyem, Tyem, MepHem, Noa — 403512, IHAWA
NNOWAAKH, OCYILeCTRAAKILEA | (NnueHana Ne 576/
NPOU3BOACTEBO/KOHTPOAL Ka4ecTBa/BbiNyCK
Mme

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/fabeling 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». !

3aknwyeHue 0 COOTBETCTBMM: «HacToAwMM A NOATBEPXAAD, YTO MPUBEAEHHEA Bhille WHPOPMALHWA SBNAETCH
NOCTOBEPHOW M TONHOW. 3Ta cepuA NPOAYKUMK NPOUSBEAEHA (BKMOUAA YNAKOBKY (MAPKWPOBKY) U KOHTPOMNb KauecTea)
Ha BbILUEYK33aHHOW NPOW3BOACTBEHHON NNolyaake (NowWaakax) B NOMHOM cooTBeTcTerK ¢ TpeBosaHuamu Npasun
HaaAnexalied NPon3BOACTEEHHOW NPaKTUKKN EBpazniickoro akoHomnyeckoro cotoaa (Ne GMP/EAEU/RU/01091-2024 oT
14 pexkabps 2023 r.) v TpeboBaHMAMK KOHTPOMNA KAYECTBA NEKapCTBeHHbIX CPEACTE, d TAKKE B COOTBETCTBMHN CO
CNEUMNKELWAMKY, COASPXALUMMUCA B DPEruCTPauKOHHCM JOCbe CTpPaHbi-uMnopTepa. 3anucu no NpoM3BOACTBY,
YrakoBke W aHanwady MpoBEpeHbl, M YCTAHOBNEHO ux cooreeTcTBue Tpebosanuam [lpaBun  Hagnexauwen
NPOU3BOACTBEHHOR NPAKTUKY EBPA3IACKOrC 3KOHOMUWYECKOro COK3ay.

Remarks : The Product conforms to ND/
Npumedanue: NpoaykT cooTBETCTBYRT TREBOBAHUAM

HA

Conclusion : APPROVED /
Jawnouenwe: QQOBPEHO

Checked by QC In-Charge / 0
OoxymeHT npoesepeH OKK: wt—-"

Approved by QA In-Charge /

NokymeHT 0a06peH 00K /@4}\}2‘.&

Date /
. ) ol
fAara: 2§ -0t

Date /

[aTa: 25 04 .2026

FMQCO003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lawer Parel, Mumbai - 400013, India.

At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




