Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANU3A

|Product: SENADE TABLETS 13.5 mg

Page1of6 / Ctp. 1mab

Npoaykr: CEHAZE®, TABNETKW, 13,5 mr
Batch Quantity /O61nem 5849 packs /ynakoeok

'Batch No /Cepus Ne 486026

: Cepum:

AR No / AHanuTnyeckun oTuer ARF/043/202¢ DaF:e of Analysis / flaTa 12.02.2026
Ne : aHanwsa:

Date of Mfg / Qara 01/2026 Date of Expiry / MoaeH po: 12/2028
MpoOM3IBOACTBA:

Analysis performed accordin

|
Artworks of pri rong ND: / A:aﬂus nposeaéH no HA: NN-Ne(011138)-(PT-RU)-290725
Of primary package approved: / MakeTh1 NnepBMYMOl yNakoBKY yTRe : 29.07.
Artworks of secondary packa ° y yTBEpPKAeHLI: 29.07.2025

ge approved: / Makerol BTopuyHOK YNaKoBKW yTREPXKAeHLI: 29.07.2025
PL approved: / 1B yreepwaen: 29.07.2025 ]
™ Teot7 Monasarens I RESUNT / PéaynbLTaThl Specification / Hopma o ]
t | Appearance / Onucanue Compiies / Flat, round, beveled-edge tablets, brown to
CooteeTcTByeT dark brown, with speckles. The tablet has
f "CIPLA" embossed on one side, and a score
Jine on the other side. / Mnockue Kkpyrnoie
TabneTkm C©O  CKOWEHHLIMW  Kpasmu  OT
KOpWYHEBOIO A0 TEMHO-KGPUYHEBOIQ LBeTa ¢
BKpaNneHusMn. Ha caHoW cTopcHe TabneTtku
BelgaeneHo cnoso  «CIPLA», Ha gpyroi
[CTOPOHE - NWHWA PA3NOMA.
2 | Identification / UneHTnprkaumn
| | Anthraquinone glycosides / ‘i Complies / | Formation of red color in ammonia layer. f
. CooteetcTBYET ‘ OxpawvBaHme aMMWEYHOro CNOA B KPAacHbIW
‘ AHTPAXWHOHOBEIE IMUKO3Ndb

1 KavecmeeHHas peakiusa | ‘

‘ UperT.
Qualitative reaction /

Conclusion : APPROVED /

Remarks ' The Product conforms to ND/ 3axmiouenme: OJIOBPEHO

Mpumeuanne: NpOGYKT COOTBETCTBYET TpebopaHuaM

Checked by QC in-Charge /
LokymeHT rpoeepen OKK:

ch =2

[okymenT opotper OOK:

Approved by QA [n-Charge {

AN S

' Date /
! [aTta:

26 042026

Data.

FMQC003-15-15

a b L |1 ]



Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANTU3A

AR

L Page20f6 / Ctp.
{Produc_t: SENADE TABLETS 13.5 mg Npoaykr: CEHANE®, TABNETKY, 13,5 M? - 2s8
i--Batch No /Cepun Ne 486026 Batch Quantity /06nem 5849 packs /ynakosox
L epuu:

MeTunnaparH,quKcnﬁeHaoaT
HPLC / Ba)Xx

¢
No / AHanuTuvecinn oT4eT ARF/043/2026]Da

Methy! Parahydroxybenzoate
f

i chromatogram

aHanusa:
01/2026

Result / Peaynorate

peak in the chromatogram of
the test solution corresponds

:to the retention time of the

peak of
parahydroxybenzeate
of

methy!

in the
standard
solution, ! Bpems
YACRKNBAHUS OCHOBHOrO nuKa
Ha XpomaTorpamme
WCABITYEMOro pacTteopa
COOTRETCTRYET BpEeMEHY
YORKUBARKUR MAKa
MeTUNnaparuLpokcubeHaoara
Ha xpomarorpamme
CTanAdpPTHOFO pacTBopRa.

te of Analysis / flara

|Date of Expiry / Flogen ho:

| Specification / Hopma
The retention time of the main |

YOoepxUuBaHua OCHOBHOTO nuKa Ha
XpOMaTorpaMMe  WUCNLITYEMOrG pacteopa
BOM%HO COOTBETCTEOBATL BPEMEHK
YAEPKUBAHUA N1Ka

: METWhnaparvapokcnbenanaTa Ha

12.02.2026

12/2028

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

XpOMATQrpamMme CTaHAapTHOrO pacTeopa.

3 | Average weight and 192.07 mg /192,07 mr Average weight 189;3 mg 7.5 % / Cpegnss
uniformity of mass/ Cpearss macca 189,99 mr +£7,5% o
Macca W OL4HOPOAHOCTD 18/20 not more than £ 7.5 %;
MacChi Complies / COOTBETCTBYET | 18/20 He Gonee + 7.5 %
2/20 not more than + 15%:/
2/20 He Bonee + 15 %
t
[ % /78-86 9 Not less than 70 % (Q) of the labeled amoun
i e 7O-85% J18-80 % of sennosides after 120 min. / He meHee 70 %
PacTeopeHue

{Q) OT 3aABMEHHOrO COAEPXKaHNA CEHHO3NMA0B

vepes 120 muH.

: D{
Remarks : The Product conforms to N
Npumedanne: MNpogykT cooTeeTcTBYET TpeboBaHNAM

Conclusi
3akniove

oh : APPROVED /
Hue: ONOBPEHO

eh Approved by QA In-Charge /

Checked by QC In-Charge / ok

ﬂosymem zposepeH QKK: ’;ﬁ»{"p DokymedT opobper O gal/@i
Date / € 642098

EZ‘E‘? 26 O 202l ' Oata: 2 ) _

FMQCO003-15-15

i - 400013, India.
i i Kadam Marg, Lower Parel, Mumbai

i i ouse, Peninsula Business Park, Ga_npatrao i

E:Pf%iﬁiﬁgﬁlgﬂ. Il_Jtd. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANN3A
_ p
;roduct. SENADE TABLETS 13.5 mg Mpoaykt: CEHADE®, TABNETKW 139: ::;fs TP 3ns8
! atch No /Cepus Ne 486026 Batch Quantity /06vem 5849 packs /ynakosox |
o _ cepuu:
};I}.No ! AHanuTu4eckuit otuer ARF/043/2026 Date of Analysis / faTa 12.02,2026
o : aHanm3aa:
Date of Mfg / laTa 01/2026 D i .
npowasoAcTaa. ate of Expiry / MoaeH go: 12/2028
Analysis performed accordin

Artworks of primary package

Artworks of secondary package approved: / MakeTe) BTO

Ne Test / NokazaTene

Result / Peaynbrathi

Specification / Hopma

5 | Losson drying / NMoTeps 8
MacCe NPW BbICYLUNBAHWUMK

1.9% /1,9%

. Not more than 6.0 % / He Sonee 60%

6 Fu‘lethyl parahydroxybenzoate

Metunnaparnapokcubensoat

0.042 mg/tab / 0,042 mritab.

0.028 to 0.056 mg/tab. / Ot 0,028 o 0,056
Mr/Tab.

7 | Microbial purity test/ MukpoGuonoruyeckas unetora

Total Aerobic microbial count
!
OBLLee yucno aspobHbix i‘
MUKPCODrEHU3MOB

20 cfu/g /20 KQE/r

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

| Total combined yeast and
mouid count / O6wee vncho
NNECHEBbBIX U APONOKEBbIX
rpubos

<10 cfu/g / <10 KOE/r

Not more than 10 cfuig /He Gonee 10° KOE/r

Enterobacteria resistant to
bile / 3nTepobakrepun.
YCTDIFI‘-I WBEIS K Xen4u

Absent cfu/g /
OT1eyvereytoT KQE/T

Not more than 10° cfu/g/ He 6onee 102 KOE/r

Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyTeTeue e 11

Salmonella spp.

Absent /OTcyTeTBYIOT

[Absent in 10 g / Oteyrerene B 10T

Staphytococcus aureus

Absent / OvcyTcTBYIOT

| Absentin1g/OTeyteTBUE B 1 T

8 | Uniformity of dosage units / £6/586

QAHOPOZHOCTL
JA03UPOBAKHBIX EGMHNL,

According to the requirements. / B
COOTBETCTEUM C TReBoBaHnaMU.

L.

Remarks : The Product conforms to ND/
Mpumedanne: MNpogyxr cOOTBETCTSYET TpebOBAHMAM

Conclusion : APPROVED /
3aknwyenune: OAOBPEHO

Checked by QC In-Charge /
NokymenT nposepeH OKK:

HOQ
= et

Approved by QA In-Charge /
DokymerTt ogobpen DOK: '/\Eﬁ'

Date /

[ata: 2808 2 o2 e

: Date /
| Oara:

V- A NO026

FMQC003-15-15

Cipla Ltd.,Cipla House. Peninsula Business Park, Ga_npatrao Kadam Marg, Lower Parel, Mumbar - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATU3A
.'groduct: SENADE TABLETS 13.5 mg MpoaykT: CEHAJJ,E®, TABJIETKWA l‘:lg :‘:::fﬁ TR Ansd
: atch No /Cepus Ne 486026 Batch Quantity /061em 5849 packs /ynakoBox
: ] cepun;
:‘f-No ! AHannTuveckui oTuer ARF/043/2026 Date of Analysis / Jata 12.02.2026
: aHanuaa:

Date of Mfg / JaTa 01/2026 i :
rponseon e, Date of Expiry / FogeH go: 12/2028
ﬁnrtwalg:::; ;:;r;t:_rmed acc?‘rding ND: / AHanu3s npoBeaéH no HA: J1N-Ne2(011138)-(PT-RU)-290725

Imary package approved: / MakeThbl nepBrYHOi :
Artworks of secondary package approved: : MSHOR YNAKOBHM y1me s 29 o 20

/ MakeTh! BTO 7 .
[PL approved: / NB yreepxaen: 29.07.2025 TOPUINOR ynakoBkn yTaepRaeHLI: 29.07.2025

|
Ne Test/Mokasatens | Result/ PesynbraTe: Specification / Hopma
9 | Assay/ f
i eyeﬁg:i'lmqemaemoe ; 14.06 Tg 114,06mr 1216 - 1553mg (900 - 1150 %)
pea we (104.1 %/ 104 1 %) Sennosides equivalent to sennoside B in one
staplet. / OT 12,15 o 15,63 mr (90,0 - 115,0 %)
CEHHOINAOB B NepecdeTe Ha ceHHoawa B
_ OAHOK TabneTke.
10 | Package appearance / |Primary packaging: 20 tablets |Primary packaging: 20 tablels in a blister
Onucarve ynakoBku in a blister made of three-ilayer Imade of three-layer polyvinyl
polyvinyt chloride/polyethylene/polyvinylidene chloride
__ chloride/polyethylene/polyvinyli  |{PVC/PE/PVDC) film and aiuminum foil.
‘ dene chloride (PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together
: ‘ film and with a package Ieaflet in a carton.
| : aluminum foil, 25 blisters with 25 package leaflets in a
Secondary _ packaging: 25 |carton./
bhsters with 26 package leaflets NepewyHan  ynakoska. MNo 20 rabnetok B
in a carton. / BnncTep "3 MASHKY TPEXCNOAHON
Mepsuunas ynakosxa: o 20 NOMMBMHUNXNOPUA/NONNITUNEH/NCANBIRHUAUA
|TaﬁneT0|< B BNACTED U3 NNEHKK Ieuxnopm,n (MBX/NIAMBAX) v anemMuHneson
TPEXCNOWHON onbri.
\ |n%nuamunnxnopumnonuaTHneH Bropuuman ynakoska: Mo 2, 3 OGnuctepa |
| I 'i;nonmanHmnn,quxnopn,u. i‘amer:'re ¢ NUCTKOM-BINAAGHLEM B KAPTOHHYD
{NBOX) v nauxy.
l | (arjlwrsoﬁml:iesonﬁ ¢)>onbrv|. Mo 25 6nucTepoB B KBPTOHHYIO Nauky c
\ \ BropwdHas ynakoska: Mo 25 ]BI‘IO)KBHI-"IEM 25 AUCTKOB-BKN2abILLIEN.
‘ ‘ﬁﬂHCTEPOB 8 KapTOHHYIO Nadky \
| lc  Bnoweruem 25 NMCTKOB- |
\ I| [Bmanblu.leﬁ. |
|

Conclusion : APPROVED /
ks ' The Product conforms to ND/ _
2::1:;%""9: MpoayKT COOTBETCTBYET TpeboBarvaM 3akniouenme: OOBPEHO
o A d by QA \n-Charge /
proved by _
Checked by QC In-Charge / _ p Cnars ﬁﬂiﬂ;
JokyMeHT nposepen QKK %,’li, L‘-—,’ ‘ [okymerT ogobpen
|
[ Date /
56042026
H:'trz:f oLl Ol 102-C Lﬂ,aTa: - ]

FMQCQ003-15-15

i- 13, India.
Cipla Ltd. .Cipla House, Peninsula Business Park, Ga_npatrao Kadam Marg, Lowgr Zei;e(-jlég‘l‘lumeat 400013,
At: Simcﬁem Pyt Ltd. Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem o




Cipla

CERTIFICATE OF ANALYSIS

CEPTUNOUKAT AHANU3A

Product S Page5of6 / Ctp. 5436
# ctx :cr:: ENADE TABLETS 13.5 mg Npoaykr: CEHAOE®, TABNETKW, 13.5 mr
: atch No /Cepusn Ne 486026 Batch Quantity /O6hem 5849 packs /ynakosok
: _ CepHM;
.ANf-No ! AHanuTH4eckuin otuer ARF/043/2026 Date of Analysis / lara 12.02.2026

: aHanwsa:
Date of Mfg / Oara 01/2026 D i :
mporseon ate of Expiry / FogeH po: 12/2028

Analysis performed according ND: / Anannz n 8 '
_ : poBeaeH no HA: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTh! NepBUYHON yNaKoBKu yTBe)p()«.qubl): 29.07.2025

Artworks of secondary package approved: / MakeTu! BT H
: OPUYHOM :
PL approved: / NIB yTBepxgeH: 29.07.2025 i YIBNOBKA YTREPNRSHLI: 29.07.2025

[ "Ne '
N Test / MNokasarens [ Result / PeaynbtaTh) [' Specification / Hopma
11 |Labeling / Mapkvposka Complies / CooTeetcrayeT In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cocTeeTcTeMM C©
pasfenom 1.3.2 Moayns 1 perucTpauvoHHoro
l.qocr.e
t2 |Storage conditions / Ycrosus 'In a dry place at a temperature not exceeding 25 °C. / B cyxom mecte npu
XpaHexus TeMnepaTtype He seiwe 25 °C.
13 |Sheif life {expiration date) / 3 years. / 3 roaa.
Cpok rogHocTH (Cpok
XPpaHeHun)
i APl name / HaumenoBanve A®C: "- Sennosides A & B / CeHroauasl A u B
INN { MHH: Sennosides A & B/ CeHroangel A 1 B

APl manufacturer batch number!/

Homep cepuu npoussogutenn APC: £S0125176 & CS0125177

FP Manufacturer AP| Batch number /

Homep cepui cyGeTanumy npoussoauTens 0001818450 & 0001818451
Mme:
Kothari Phytochemicals International,
. APl Manufactured by, address & country / Nagari, Thanichchiyam Post - 625221, Madurai District, India /
{TponaeoguTens ADC.apnpec U cTpaHa: KoTapn dutokemnkans MHTEpHeLWMKan,

Harapw, TaHu<unam [ocT - 625221, okpyr Maaypan, Vnana

Remarks ;. The Product conforms to ND/ Conctusion : APPROVED !/
MNpumeyanue: [poayKT COOTBETCTBYET TpebeeaHuam 3akntoueHue: OJJOBPEHO
HA

-Charge f -~
Checked by QC In-Charge / Approved by QA in-C :
DokymeHT npoeepeH OKK: ‘Jew NokymeHT opobpen OOK: //“;,"“E
Date / : Date / Ne-04 - 20206
[ara: 2C 0L 234 [ara: 2 _

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHANWNU3A
_ Page6of6 / Ctp. 6Kab
Product: SENADE TABLETS 13.5 mg NpoaykT: CEHAOE®, TABINETKW, 13,5 mr
Batch No {Cepusa Ne 486026 Batch Quantity /O6nem 5849 packs fynakoBox |
: cepun:
AR No / AHanutuyeckuii otueT ARF/043/2026|Date of Analysis / flaTa 12.02.2028
Ne : aHanuaa: 3
Date of Mfg / OQata 01/2026 Date of Expiry / Togen go: 12/2028
NpoOM3BOACTBA:

Analysis performed according ND: / Akanus nposenén no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl nepBu4YHON yNakoBKu yTBEpXKAeHLI: 29,07.2025
Artworks of secondary package approved: / MakeTbl BTOpuuHO® YNakoBK® yTBepXASHbI: 29.07.2025
PL approved: / 1B yreepwaen: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd , Piot No.60-85, Tuem Industrial

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

site / Uunna Ntg., Cumkem Net. N1a., YuacTtok Ne 60-65,

HaumeHoBaHUe, aQpec U HOMEP NULIEH3MKW MpoMeiwnerHan acHa Tyem, Tyem, MepHem, Moa — 403512, UHaus
| NNOWAAKH, OCYIMECTEBNAKLWEN {NMuueHsus Ne 576/1)

NPOK3BOACTRO/KOHTPONDb KAYECTRA/BLINYCK |

meo

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 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». /

3aknioveHne O COOTBETCTBHUM: «HACTOALLUM f NOATSEPMAAK, YTO NPUBEASHHAS BhILLE MHDOPMALWMA SBMSETCH
AOCTOBEPHOA W TOMHOW. 3Ta Cepus NPOJYKUMA NPoU3BEASHa (BNKOYSR YNIAKoBKY (MEPKWPOBKY) 1 KOHTPONL KavecTea)
Ha BbILLIEYKa3aHHOW NPOU3BOACTBEHHON nNowaake (Nnowaakax) B NONHOM COOTBETCTBMM ¢ TpebosanuamMu Mpasun
Haanexaileid Npou3IBCACTBEHHON NpakTWk EBpasnickoro akoHoMudeckoro cowaa (Ne GMP/EAELU/RL/01091-2024 ot
14 pexabps 2023 r.) u TpeDOBAHMAMW KOKTPONS KauecTBa NEeKapCTBEHHbIX CPeACTE, & TAKKe B COOTBETCTBUM CO
cneLmMduKkaLUaMY, COAePHKALIMMUCH B PEMUCTPALMOHHOM A0CHE CTPaHbI-AMNOPTEepa. 3anuck no NPOUIBOACTBY,
YNakoBke W aRanusy npoBepeHlbi, W yCTaHOBReHo ux cooTBeTCTBUE TpeboBadusm [paBun  Haanexallen
NPOY3ROACTEEHHOW NPaKTWKK EBPAInKCKOro aKCHOMUYECKOro Coro3ax.

Remarks : The Product conforms to ND/ Conclusion : APPROVED 0!
Npumeuanue: NpogykT cCooTeRTCTBYET TPEDOBAHUAM 3aknmovenve: OQOBPEH
B
: d by QA In-Charge /
Checked hy QC In-Charge / p ¢ o | Approve :
DokymenT nposepeHd OKK: —— ; NoxymenT ogobper OOK: ’/Ef.
Date /

/ aa

E:—trz: 26-al. | DaTa: 26-04-20246

FMQCO003-15-15

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




