Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHANNIA

Pagetof6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAZIE®, TABNETKW, 13,5 mr

Batch No /Cepunsa Ne 486017 Batch Quantity /O61em 5849 packs /ynaxoBokK
: cepuu:

AR No / Ananutuueckui otyer ARF/028/2026 Date of Analysis / lata 30.01.2026

Ng : aHanusa:

Date of Mfg / flata 01/2026 Date of Expiry / loaeH po: 12/2028
NPOU3BOACTBA:

PL approved: / B yTBepxaeH. 28.07.2025

Analysis performed according ND: / AHan13 npoBeAgH no HAO: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl NepBHYHOMK YNIaKOBKKM yTBEPKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTtl BTOPHYHOM YNAKOBKY YTBEPKAEHbI: 29.07.2025

Ne Test / Nokasatenb Result/ PesynbTaths Specification / Hopma
1 | Appearance / Qnucanue Complies / Flat, round, beveled-edge tablets, brown to
CocTBETCTBYET dark brown, with speckies. The tablet has
"CIPLA" embossed on one side, and a score
'line on the other side. / [Nockue Kpyrnoie
TabneTkw CO CKOLWEHHBIMW  KpasMw  CT
KOPWYHEBOrc 40 TEMHO-KOPWYHEBOTO UBETA C
BKpannexHuamu. Ha oaHo# cTopoHe tabnetku
sblaasnedo  cnoeo  «CIPLA», Ha apyrou
| CTOPOHE - NIMHWA Pasnoma.
2 | identification / aenTutbukauns
Anthraguinone glycosides / ] Cemplies / Formation of red color in ammonia layer. /
AHTPAXUHOHOBbIE FMNKO3MALI i CooTtseTeTByeT S:gfwnaal-me AMMUELHHOIG CNos B KPaCcHbIW
Qualitative reaction /
KayecmaeHHasa peaKuus

Remarks : The Product conforms to ND/

HO

Mpumeuanne: NpoayKT COOTBETCTRYET TPECOBAHNAM

Conclusion : APPROVED /
3akniouenne: OQOBPEHO

Checked by QC In-Charge /

aj-';’/-a,_ﬁ—

| Approved by QA In-Charge / g;‘ oL

JokymenrT npoeepen OKK: DoxymenT opobpen OOK: /
Date / ~ Date / ,
Nata: 2SS pletob fara 9,5@4 2026

FMQCO03-13-18

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
CEPTU®UKAT AHATIU3A

Page2oft / CTp. 2u36

[Product: SENADE TABLETS 13.5mg NpoaykT: CEHAOE®, TABNIETKW, 13,5 mr

'Batch No /Cepusn Ne 486017 'Batch Quantity /O6nem 5849 packs /ynakoBox
: cepuu:

AR No / AHanuTHueckwit otuet ARF/028/2026 Date of Analysis / flaTa 30.01.2026

Ne : AHanuaa:

Date of Mfg / QlaTa 01/2026 Date of Expiry / FTogeH no: 1212028
npovM3BOACTBA:

] _
Analysis performed according ND: / Ananua nposeggH no HA: AN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepeUYHON YNAKOBKU YTBEPKAEHbI 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOW YNakoBKK yTEepKAeHbI: 29.07.2025 |
PL approved: / JIB yreepxaeH: 29.07.2025

Ne Test / Nokazatens

Result/ PeaynbTaTth!

i Specification / Hopma

Methyl Parahydroxybenzoate
/

HPLC /B3XXX

MetunnaparnapoxcnbeHaocar |

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

peak of methyi
parahydroxybenzeate in the
chromatogram of standard
solution. f Bpems
YASDMUBAHNS OCHOBHOMD NWUKa
Ha XpomaTtorpamMme
NCNbITYEMOro pacTsopa
COOTRETCTRYET BpEMEHN
yAepxUBaHuA nuxa

meTunnaparuapckeubensoara
Ha
CTAHAAPTHOrO PacTBOPE.

XpomaTtorpaMmMe ;

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 parahydroxybenzcate in the
chromatogram of standard solution. / Bpems

yAepHMBaHNA OCHOBHOrO nvka Ha
XpOMaTOrpaMMe - UCNLITYEMOoro  pacTaopa
BOMKHO COOTBETCTECBATE BPEMEHHU
YASPKHUBEHUS nuxe
meTunnaparunapokcnbensoarta Ha

XpoMaTorpaMme CTaHgaPTHOMo pacTeopa.

3 | Average weight and
uniformity of mass/ Cpearan
Macca W OgHOPOAHOCTb
Macchl

181.25 mg /181,25 wmr

Complies / CooTBeTCTBYET

Average weight 189.99 mg 7.5 % / Cpeghsis
macca 189,99 mr £7.5%

18/20 not more than £ 7.5 % /

18/20 ne Bonee + 7.5 %,;

2/20 not more than £ 15%:/

2/20 He Bonee £ 15 %

4 | Dissolution /
PacTeopeHue

80-95% /80-95 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %
(Q) OT 3aRBNEHHOMC COAEPXAHUA CeHHOZWA0B
yepes 120 Mun.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTReTCTBYET TpeboBaHuAM

Conclusion : APPROVED /
3aknwoueHwe: OJJCBPEHO

Checked by QC In-Charge /
AokymeHT npoeepeH OKK:

HAO
s

Approved by QA In-Charge /
OokymerT opobpen OOK:

Gt

Date /
Hara:

A5 0Lt 2028

Date /

Nara: 2. 04 ~20206

FMQCQ03-156-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANWN3A

Page3of6 / Cp. 3n36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAOE®, TABNETKW, 13,5 mr

'Batch No /Cepust Ne 486017 'Batch Quantity /O6bem 5849 packs /ynakoBok

. cepun: —
AR No / AnanuTnueckui oTyeT ARF/028/2026 Date of Analysis / laTa 30.01.2026

Ne : aHanusa:

Date of Mfg / Jarta 01/2026 'Date of Expiry / FTopeH ao: 12/2028

npov3eoacTBa:

PL approved: / NB yTBepxaeH: 29.07.2025

Analysis performed according ND: / AHanus npoBeaéH no HAO: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi NepBH4YHON YNAKOBKM yTRE
Artworks of secondary package approved: / MakeTsl BTOPMYHOMN YNAKOBKW yTBEpXAEHbI: 29.07.2025

pxaeHbl: 29.07.2025

Ne Test / Mokasarens

Result / PesynbTaThbl

Specification / Hopma

§ | Lossondrying/NoTepa s
Macce NpW BeICYLWUWBaHUKW

2.0% 12,0%

I 'Not more than 6.0 % / He Gonee 6,0 %

6 | Methy! parahydroxybenzoate
/
MeTunnaparngpokcnbersoar

0.042 mgftab / 0,042 mriTat.

mr/Tab.

0.028 to 0.056 mg/tab. / Ot 0,028 ao 0,056

7 | Microbial purity test/ MukpoGronoruyeckas 4ncToTa

Total Aergbic microbial count
!

CBuee Yueno aspobHIX
MUKPCOPIaHW3MoB

80 cfufg /60 KOE/r

Total combined yeast and
mould count / OBwee yucnao
NNecHeBsbiX U QPO’OKEBLIX
rpubos

<10 cfuig / <10 KOE/r

' Not more than 10* cfu/g/ He Gonee 10° KOE/r

Not more than 107 cfu/g /He Gonee 10% KOE/r

Enterobacteria resistant to
bile / DHTepobakTepuy,
YCTOHYMBBIE K KEN4U

Absent cfu/g /
QTcyTcTeyoT KOE/T

Not mare than 107 cfufg/ He Bonee 10° KOE/T

Escherichia coti i

Absent /OTCYyTCTBYIOT

 Absent in 1 g/ OtcyrcteveB 10

Saimonella spp.

Absent /OTcyTCTRYIOT

Absentin 10 g /OTcyterene B 10T

Staphylococcus aureus

Absent / OTcyTCTBYIOT

|’ Absentin 1 g/ OTteytcTene B 1r

8 | Uniformity of dosage units /
OngHOpPoAHOCTD
AO3UPCBAHHBIX UHIL

57157

According to the regquirements.
COOTBETCTBUK ¢ TpebosaHnAMM,

/

B

Remarks : The Product conforms to ND/

a1}

Mipumevanne: MNpogyKT COOTBETCTBYET TPEOOBAHNAM

Conclusion : APPROVED /
3aknwyenue: OQQOBPERO

Checked by QC In-Charge / ~f -2

Approved by QA In-Charge /

HokymerT npoeepen OKK: o JokymeHt opobpen OOK:
Date / Dat
ava: RS -Bf+.Je0n ¢ ﬂ:TZ:f 25804 2024

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.

FMQC003-13-15

At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANUIA
Page4of6 / Ctp. 4n36
Product: SENADE TABLETS 13.5mg _ [Mpoaykr: CEHAQE®, TABNETKW, 13,5 mr R
'Batch No /Cepun No 486017 Batch Quantity /O6tem 5849 packs /ynakoBox
: cepuu:
AR No / AHanuTuueckun otueT ARF/028/2026 Date of Analysis / Data 30.01.2026
Ne : adanwsa.
Date of Mfg / flaTa 01/2026 ‘Date of Expiry / FoaeH po: 12/2028
Npou3BoACTBA:

Analysis performed according ND: / AHanu3 nposeaéH no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThl fepPBNYHON YNAKOBKU YyTBEPXAEHDLI: 29.07.2025
'Artworks of secondary package approved: / MakeTbi BTOPUYHOW YNAKOBKM yTBEPAKAEHDI: 29.07.2025
PL approved: / 1B yreepxaeh: 29.07.2025

Ne Test / NokasaTenb ; Resuit/ Pesynnratel Specification / Hopma
9 | Assay / KonmuectaeHHoe 1411 mg/ 14 11mr 1515 — 1653mg (90.0 - 115.0%)
onpeaeneHie (104.5 %/ 104,5 %) Sennosides equivalent to sennoside B in one

itablet. / OT 12,15 oo 15,53 mr (90,0 - 1150 %)
CEHHO3KAOB B MEpecyeTe Ha CeHHo3Ng B B
opHol TabneTtke.

10 | Package appearance / Primary_packaging. 20 tablets |Primary packaging: 20 tablets in a blister
QOnucaHne yNnakoaKku in a blister made of three-layer |made of three-layer polyvinyl
[polyvinyl chloride/polyethylene/polyvinylidene chicride

chloride/polyethylene/polyvinyli |(PVC/PE/PVDC) film and aluminum foil.

dene chioride (PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together
]ﬂlm and with a package leaflet in a carton.

"atuminum foil. 25 blisters with 25 package leaflets in a
Secondary _ packaging: 25 |carton./

blisters with 25 package leaflets
iin a carton. /

MepeuuHas ynakoeka. Mo 20 Tabnetck B
bnncTep u3 nNeHKA TpeXCnonHOW
NepeuyHas ynakoska: Mo 20 |nonuBuHUAXNOPWA/nONMITUNEH/AONUBMHUNUA
TaBneToK B GnucTep U3 NNEHKKW |eHXnopva (NBX/MIMBAX) © anioMUHUEBCH

TPEXCNOWHOM thoneru.
NOAVBUHANXNOPNA/NOANITUNEH |BTOpUYHAA YNAKOBKA: No 2, 3 Bnucrepa
/NONUBRHMNMAERXNDPUA BMECTE ¢ MUCTKOM-BKNSAbILLEM B KapTOHHYHO
(MBX/MNSANBAX) n naqky.
anMUHUEBCH HOMBIW, Mo 25 6nvcTepos B KapTOHHYIC Rayky C

|BropnuHan ynakoBKka:; Mo 25 |BnoxeHnem 25 NUCTKOB-BKNAAkILIEH.
IBNMCTEPOR B KAPTOHHYHD Nauky
¢ BrioxedHdem 25 NKUCTHOB-

i _Bma,qumeﬁ,
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoayiT COOTBETCTBYET TpeboBaHURM 3aknovenue: OQOBPEHO
HA
Checked by QC In-Charge / i Approved by QA In-Charge /
JokymeHT npoeepeH OKK: ‘i’ﬁ_ﬁ [okyment ogobpen OOK: W
Date/ Date /
[ata: A5 ote 101@L | Rara: “ 2 <.04- 1216

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india.
At Simchem Pvt. Ltd.. Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa 403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAIIN3A

PageS5ofé / Ctp. 5u36

|

Product: SENADE TABLETS 13.5mg _

MpoaykT: CEHAZET, TABIETKW, 13,5 mr

Batch No /Cepna Ne 486017 Batch Quantity /O61em 5849 packs fynaxoaox

. cepuun: ]
AR No / AHanuTnueckuii oTyetr ARF/028/2026!Date of Analysis / lata 30.01.2026

Ne : aHanuaa;

Date of Mfg / RaTta 01/2026 Date of Expiry / FoaeHn po: 12/2028

NpoM3BOACTBEA:

PL approved: / 1B yTeepxaen: 29.07.2025

Analysis performed according ND: / AHanu3 npoBegagH no
Artworks of primary package approved: / MakeTbl nepBuy4H
Artworks of secondary package approved: / MakeTkl BTOPUUYHO# YNakoBKy yTBEp

HA: NN-Ng(011138)-(PTr-RU)-290725
OV YNaKOBKM yTBepPKAeHbL: 29.07.2025
*AeHbi: 29.07.20

25

J

Ne Test / Noxazarenb

Result / PesynbTaThl

I Specification / Hopma

14 |Labeling / Mapkuposka

Complies / CooTBETCTBYET

i.ELOCbe.

|

In accordance with Section 1.3.2 of Moduie 1
of the registration dossier / B cooTBeTCTBUM C
jPasaenom 1.3.2 Mogynsa 1 PerucTpadneHHOro

12 |Storage conditions / Ycnoeus

XpaHeHus

In a dry place at a temperature not exceeding 25 °C. / B cyxoMm mecTe npw
Temneparype He seiwe 25 °C.

13 |Shelf life (expiration date) /
CpoK roaHoCcTy (Cpok

| XpaHeHws)

13 years. / 3 roga.

APl name /| HanmeHoraHue ADC:

' Sennosides A & B/ Cennoanget Aun B

INN / MHH:

Sennosides A & B/ Cenrosngbl A n B

APl manufacturer batch number /
Homep cepui nponsscaurens A®C:

CS0125161 & CS0125172

FP Manufacturer APl Batch number/
Homep cepumn cySCTaHLMK NPON3IBOANTENA
Mao:

0001807608 & 0001818445

API Manufactured by, address & country /
NpouzsoauTenn APC,aapec n crpana:

L.

Kothari Phytochemicals international,

Kotapw ®uTokemurkand MiHTepreimyan,
Harapu, Tanudunam Noct - 625221, okpyr Magypai, Wsaus

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

Remarks : The Product conforms to ND/
Mpumeuanue: MpoayKT COOTRETCTBYET TREbOBAHUAM

HO

Conclusion : APPROVED /
Janrovenue: OJOBPEHO

Checked by QC In-Charge /

Approved by GA In-Charge /

HokymeHT nposepen OKK: Smlt.f-ﬂ HokymeHT ogoBpen OOK: @‘@/""ﬁ
Date/ Date /
flara. A S o) ec Data: 26 - 0A-202€

FMQCO003-15-15

Cipla Lid. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At - Simchem Pvt. Lid., Plot No. 80-85, Tuem !ndustrial Estate, Tuem, Pernem Goa 4035812




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Page6ofé / Ctp. 6u36

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAQE®, TABNETKU, 13,5 mr

Batch No /Cepua Ne 486017 Batch Quantity /O0twem 5849 packs fynakoBox
! cepum:

AR No / AHanuTuueckuir otuet ARF/028/2026 Date of Analysis / flara 30.01.2026

Ne : o aHanu3sa:

Date of Mfg / flara 01/2026 Date of Expiry / TogeH ao: 1212028
NPOU3ROACTRA:

Analysis performed according ND: / AHanu3 npoeeag&n no HA: JIN-N2(011138)-(PT-RU}-290725
Artworks of primary package approved: / Maketsl nepBMYHON YNAKOBKM yTBEpXKAeHbI: 29.07.2025
-Artworks of secondary package approved: / MaxeTbl BTOPUYHOWK YNakoBKK yTBepxAeHbI: 29.07.2025
PL approved: / JIB yTeepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.80-85, Tuem Industrial

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

gite / Liwnna Mitg., Cumkem Net. NTa., Yuactok Ne 60-65,

‘ HanmeHoBaHWe, agpec W HOMED NULIEHINK MpomblilnedHas soHa Tyem, Tyem, Meprem, Moa — 403512, UHgwA

NNOWAOKH, OCY IWECTBIAILE A (Nnuensna Ne 576/M)
Npo#3BOACTBO/KOHTROMNb Ka4eCTBa/BbINYCK
maoe

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) n full
compliance with the GMP requirements of the Eurasian Eccnomic Union (No. GMP/EAEU/RU/01091-2024 dt.
December 14, 2023) and requirements to the medicinali 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». /

3aknwueHne O COOTBETCTBMM: «HacToswuMm 8 nogreepKaals, HTC NpuBeAeHHas Bolle WHMOPMALNA ABNSETCS
JOCTOBEPHON 1 TOYHOW. 3Ta cepus NPOAYKLMM NPOUSBEAEHA (BKIIOYAA YNAaKOBKY (MapKUPOBKY) U KOHTPONb KaJecTsa)
HA BLILIEYKA3AHHOW NPOW3BOACTBEHHOW Nnowaake (Nnowankax) B NONHOM COGTBETCTBAM ¢ TpeGoBaHWAMK lNpasun
Haanexatiei Npou3BOACTBEHHON NPAKTVKKM EBPAsiCKOro 3KoHOMUYeckore coresa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpa 2023 r.) v TpeDoBEHMAMW KOHTPONS KAYECTBA NEKapcTBeHHbIX CPEACTB, a Takke B Co0TBeTCTBMM CO
cneynuKkaUuMAMK, COASPHAWNMNCH B DEMMCTPAUWOHHOM JOCbE CTPaHB-WMNopTEpa. 3anucu no Npov3BOACTBY,
YNAKOBKE W @HANW3y NpOBEpeHsbl, W YCTaHOBNEHO MWx cooTeeTcrane Tpebosanuam [lpasun  Hagnexaljen
fpoOU3BOACTBEHHON NPaKTUKW EBPa3MIACKOro 3KOHOMKYECKOrO CoKI3an.

Remarks : The Product conforms to ND/
Mpumeyanune: NpoaykT cooTBeTCTBYET TPpeboBaHVAM

HA

Conclusion : APPROVED /
3akntouerue: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: "’ﬁ/w

Approved by QA In-Charge /
OokymerTt 0nobped OOK:

fotes

Date /
Dara:

I oH D02 E

Date /

ﬂaTa 2§' 04' Q.-G?-—-G

FMQCO003-15-15

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




