Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A

Pagetofé / Ctp. 1136
Product: SENADE TABLETS 13.5 mg MpoaykT: CEHAE® TABNETKW, 13,5 mr
Batch No /Cepus Ne 486010 [Batch Quantity /O6nem 5847 packs /ynakosox
g cepuu: |
iAR No / AHanWTUYeCKUH OTYET ARFIO18!2026ﬁ)ate of Analysis / faTa 24.01.2026
Ne : o |aHanu3aa:
Date of Mfg / Jara 01/2026 'Date of Expiry / l'ogeH po: 12/2028

npon3BoacTBa: ‘
Analysis performed according ND: / AHanua npoBeaéd no HA: JIIN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: { MakeTbl NepBrM4HOA YNaKOBKY yTRepXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPpMUHOW YNaKoBKM yTRePKAenb): 29.07.2025
PL approved: / 1B yrBepxaen: 29.07.2025

Ne Test / [loka3atenn ' Result / PeayneraThs [ Specification / Hopma
1 | Appearance / Onucanve Complies / |Fiat, round, beveled-edge tablets, prown to
CooTeeTtcrayer ‘dark brown, with speckies. The tablet has

"CIPLA" embossed on one side, and a score
line on the other side. / Tnockue kpymbe
‘Ta(:'me'nm CO CKOWEHHLIMA  Kpasmun  OT
‘KODP‘NHGBOFO 00 TeMHO-KOpUYHEBOro UBeTa C
IBkpannenwsamu. Ha oaHoit cTopone TabneTku

J seifagneHo cnosoc  «CIPLA», da gpyron

i ] lm‘op_one - NUHUR PA3NoMa.

[ 2 T ldentification / iaerTudvkaums

Anthraguinone glycosides / Complies / | Formation of red color in ammonia iayer. /
CooTteeTcTBYET OKpaluneaHe amMKaYHOro Cnof B KPACHBIR
AHTPAXWHOHGBBIE TMUKC3KUARI y usg? pac

Qualitative reaction /

KaqecmeexHan peasuus ] i
_ 1 |

Remarks : The Product conforms to ND/

Conclusion ; A
MNpumedanue: Mpoayxr COOTBETCTBYET TREBOBAHNAM PPROVED /

3aknwuenune: OQOEPEHO

HA
Checked by QC In-Charge / %“
- w A =
AokymenT npoeeper OKK: f ﬂgs;fn\;eﬁr 22*:%2;: gg]{zg . @U—P
ael DE. gtp o2y Date /
Hara fara: 15.04-.2020

FMQCQ03-15-15

Cipta Ltd..Cipla House. Peninsula Business Park. Ganpatrao Kadam M

At Simchem Pyt. Ltd.. Plot No. 60-65, Tuemn Industrial Betae T arg, Lower Parel, Mumbai - 400013, |ndia.

Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Page2of6 / C1p. 2m36

Product: SENADE TABLETS 13.5 mg [ApoayxT: CEHAAE®, TABNIETKHU, 13,5 Mr

Batch No /Cepns Ne 486010 Batch Quantity /06beM 5847 packs /ynakoBoK
1 cepum:

{AR No ! AHanMTUYECKUA OTYeT ARF!01812026“Date of Analysis / [iaTta 24.01.2026

INg . laHanwu3a:

Date of Mfg / flaTa 01/2026 [Date of Expiry / F'opex po: 1212028
NpOM3BOACTRA: |

Analysis performed according ND: / AHanu3 npoeeaén no HA: nI'I-NQ(O‘l1138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTsl NepBMYHON YIAKOBKM yTBEPKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOM YNAKOBKH yTBepKAECHbI: 29.07.2025
PL approved: / 11B yTBepXkAeH: 29.07.2025

Result / PeaynbraThbl 1| Specification / Hopma

Ne Test / MNoxazartenb

Methy! 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
MeTunnaparuapokcubeHzoat | the test solution corresponds l correspond to the retention time of the peak
to the retention time of the | of methyl parahydroxybenzoate in the
‘ peak of methy! | chromatogram of standard solution. / Bpems
‘ parahydroxybenzoate in the \ yaepHuBarng OCHOBHOIC nuxa Ha
chromatogram of  standard XpoMaTorpaMMe  UCTILITYEMOro pacTeopa
solution. { Bpems | AomkHC COQTBETCTBOBETD BPEMEHH
YOEPHVMBAHKA OCHOBHOTO MuKa yAEDKUBAHUR nuka
Ha xpemaTorpamme MeTunnaparnapokcubensoata Ha
MCMBITYEMOrO pacTBOpa | XpOMATOrpaMme cTaraapTHoro pacTeopa.
| cooTBETCTRBYET BPEMEHW
yAePMUBAHNA nuKa
meTunnaparuapokcubenzoata |
Ha xpomarorpamme
CTan[apTHOro pacTeopa.

HPLC / BIXX

Average weight 189.99 mg £7.5 % / CpeaHss
mMacea 189,99 mr +7 5%

18/20 notmorethan + 7.5 %, /
18/20 ve Bonee = 7,5 %;

2420 not more than £ 15%:/
2/20 He Bonee £ 15 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He meHee 70 %

| (Q) OT 3aABNEHHOrD COAepXaHna CeHHOINLOB
yepes 120 MuH.

3 | Average weight and

uniformity of mass/ Cpeansn
Macca ¥ OAHOPOAHOCTb |
Maccbl !

188.07 mg /188,07 Mr

Complies / CooTBeTcTBYET

4 | Dissolution /
PacTteopeHue

BB-99% /86-99 %

Remarks : The Product conforms to NDf

Eﬂumeqanue: Mpogy«T coocTeeTCTBYET TpeBoBaHUAM

Conclusion ;: APPROVED !/
3axnwveHune: OQOBPEHO

Checked by QC In-Charge /

_ Approved by QA In-Ch !
OKyMe : . y K
LlokyMeHT nposeper OKK: = OokymeHT oao6pen OOK: /gﬁfffﬁ-
Date / <.o
lara. a€. tg.neo2 £ Date /
Darta; 25-04 - 2026

FMQCO003-15-15

Cipla Ltd. Cipla House, Peninsula Business P
la Lid.. . ark, Ganpatrao Kadam Marg, Lower Parel, M i- i
At : Simchem Pyt Lid., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -40:3;51u2mba‘ 400015, India



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOWUKAT AHANUIA
_ page3of6 / CTp. 3naé

[Product: SENADE TABLETS 13.5 mg |Apoaykr: CEHALE®, TABJIETKM, 13,5 mr |
IBatch No [Cepna Ne 486010 iBatch Quantity /O6Lem 5847 packs fynauoaoul
: lcepum;

AR No | Ananwrwaeckuii oTuet ARF/018/2026|Date of Analysis I Data 24.01.2026

Ne: |ananu3a:

Date of Mfg / flaTa 01/2026 Date of Expiry / ToaeH go: 12/2028

NPON3BOACTEA: _

Analysis performed according ND: / Ananu3 npoeeaér no HA: NM-Ne(014138)-(PF-RU)-290725
Artworks of primary package approved: / MakeTbl NepEMYHON YNAaKOBKK yTBEPKAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTs! BTOPUYHOW YNAKOBKH yTBEePXKAEHBL: 29.07.2023

\LL approved: / [1B yveepXAaeH: 29.07.2025

[ Ne Test / MoxazaTenb Result / Pe3ynbTaThl % Specification / Hopma
l( 5 | Loss ondrying/ NoTeps & 2.3% /12,3% Not more than 6.0 % / He 6onee 6,0 %
‘ Macce npw BeICYLLWBAHWH

{ 6 | Methyl parahydroxybenzoate I 5.036 mgitab / 0,036 mrfra6. | 0.028 to 0.056 mgftab. / Ot 0,028 ao 0,056 |

/ | mrfrab. |
MeTunnaparuapokcuGeHsoat \ \ “

7 | Microbial purity test/ MukpoGironorayeckas qucToTa
Total Aerabic microbial count | ’ 4
/ 40 cfufg /40 KOEIr Not more than 10* cfu/g/ He Sonee 10 KOE
OBLwee yvcno aspobibix
MUKPOOPraHuamMoB
Total combined yeast and
mould count / OBiee «ncno <10 cfuig/ <10 KOE/r | Not more than 107 cfuig /He Gonee 10°KOE/
NNECHEBbIX W APONOKEBBIX
rpuboe i
Enterobacteria resistant to 2 2
bile / BrTepobakTEpU, Absent cfu/g / Not more than 10° cfu/g/ He Gonee 10° KOE/T
YCTORUMBLIE K KENHK OrcyTteTeyioT KOE/T
Escherichia coli - Absent /OTcyTCTBYIOT Absentin 1g/OTcyTcTBUe B 17
Salmonelia spp. Absent /OTcyTeTBYOT Absentin 10 g / OtcytctBre B 10T
Staphylococcus aureus Absent / OteyrerayoT Absentin 1 g/ OreytcTranes 1r

8 ggi:gmity of dosage units /| 6.0/60 According to the requirements. / B

PCOHOCTD COOTB I

AO3YPOBaHHBIX €4UHKY, BTCTEUM C TREOOBAHUAMM

Remarks | The Product conforms to ND/ Conclusion : APPROVED /
gguueqanue: Mpoaykr cooTBeTCTBYET TREDOBAHWAM 3axnouenne: COQOBPEHO
Checked by QC In-Charge / A
_ &0 pproved by QA In-Charge /
HokymerT npoepeH OKK: i Hokyment opobpen OOK: /@)‘;’f_
Date / G Date /
Oara: -0y, 2 026 | Aata: 2504 2e2¢

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan i i
a . . patrac Kadam Marg, Lower Parel, Mumbai - 400013, |
At : Simchem Pvt, Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 nde



Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A
Paged4of6 / Ctp. 4na6
[Product; SENADE TABLETS 13.5 mg NpoaywT: CEHALE®, TABNETKM, 13,5 mr
rBatch No /Cepus Ne 486010 Batch Quantity /06nem 5847 packs /ynakosok |
Iz cepuu:
AR No / AnanuTuuecxnin otyetr ARF/018/2026|Date of Analysis / faTa 24,01.2026
Ne : )ananuaa: o
Date of Mfg / [lata 01/2026 Date of Expiry / ToaeH po: 12/2028

I
npon3BoaCTBa: |L
Analysis performed according ND: / Ananu3 npoeeaén no HZ: NM-Ne(014138)-(PIr-RU)-290725

Artworks of primary package approved: / MakeTbl NepBUUYHOK YNaKoBKKW yTBEpXAEHb: 29,07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOM YNakOBKH yTBepKAeHb): 29.07.2025

PL approved: /| B yTeepxaeH: 29.07.2025

Test / NokazaTenn j Result / PeaynbTarhl [ Specification / Hopma
Assay / KonnuecteeHHoe l 14.10 mg/ 14,10mr 1215 -~ 15853mg (900 - 115.0%)

onpepenexve (104.4 % /1044 %) Sennosides equivalent to sennoside B in one
tablet / O1 12,15 go 15,53 mr (90,0 - 115, %)

J CEHHQ3WQOB B nepecuyeTe HA ceHHoavs B B
| opHO TabneTke.

Package appearance / 'Prima[y packaging: 20 tablets |[Primary packaging: 20 tablets in a bligter
Cnvcarve ynaxkosrv [in a blister made of three-layer imade of three-layer polyvinyl
polyvinyl chloride/polyethylene/polyvinylidene chloride

chloride/polyethylene/polyvinyli [ (PVC/PE/PVDC) film and aluminum foil.
.dene chloride (PVC/PE/PVDC) |Secondary packaging: 2 or 3 blisters together
film and with a package leaflet in a carton.

raturninum foil, 125 blisters with 25 package leaflets in a |
Secondary _packaging: 25 }carton. /

blisters with 25 package leaflets -
in a carton. / P geiea iNepsuynan ynakoska: Mo 20 Tabnetok B

BnncTep u3 NNeHKw TPEXCNOWHORA J
OepeuyHas ynakoeka: Mo 20 'nonuBuHmnxnopun!nonmamnernonnamenun
TabneTok B GNUCTED U3 NNeHKu eHxnopug (MBX/M3/NBAX) v anomvuHresoi

TPEXCNOWHOW donsry. '
Ponusuuunxnopm,qmonmamneH |BTOpUiHas ynakoeka: o 2, 3 Gnucrepa (
NONUBUHUNMAGHXNOPUS BMECTE C NIMCTKOM-BKNaAbILL

| EM B KapTOHHYK °
(NMBX/M3/MBAX) n naky. PTone '
AnMUHUesod honbru. ’

Mo 25 Onucrepos B KapToHHvio naw
BTopuyHas ynakoeka: Mo 25 |BnoxeHrem 25 nmmxoa-s&r?anblufeﬁ v e
Snncrepos B KaPTOHHYK NadKy .
€ BROMeHuem 25 NUCTRoB-
BKNagblen.

Remarks - The Product conforms to NDf
Moy The ¥ Conclusion : APPROVED /
e Hue: lpodykr cooteercrayer TpeGoBaHusM 3akniouenne: ONOBPEHO
Checked b In-
AokymenT rfpaoge;esrglz% / -—ﬁb-ﬂ ﬁpproved o %A wisel imend
OKyMeHT 0g4oBper OQK: /gﬂ ;
Date / glfOHLald S—
o Date /
Nara: 25-04-203¢

FMQC003-15-15



Cipla

CERTIFICATE OF ANALYSIS

CEPT

NOUKAT AHANU3A

Batch No /Cepus Ne 486010

AR
Ne :
Date of Mfg / QaTa
Npov3IBOLCTBA:

0172026

|

No / AHanuTuueckuii otueT ARF/018/2026 Date of Analysis / [lata

Page5of6 ! Ctp. 5u3b
Product: SENADE TABLETS 13.5 mg NpoAyxr: CEHAHEEE, TABINETKW, 13,5 mr }

Batch Quantity /06wem 5847 packs lynakoBok |

Cepun.

24.01.2026

aHanusa: L
Date of Expiry / MogeH po:

12/2028

Artworks of primary package approved: / MakeTbl nepBUUHON ynakoBKkW yTeepxaenb:: 29.07.2025

lArtworks of secondary package approve

|PL approved: / 1B yTeepxaen: 29.07.202

Test [ MokazaTenb

Result / PesynbTaThl

L
'Analysis performed according ND: / Avanu3 npoeeaén no HA: NMN-Ne(011138)-(PT-RU}-290725 '

d: / MakeTbl BTOPUYHON YNAKOBKM YyTBEepWOESHLI: 29,07.202
5

i

Specification / Hopma

1

Complies

Ne l j'
|

Labeling / Mapkuposxa

|
Storage conditions / Ycnosus [in a dry
XpaHEHUs
Shelf life (expiration date) /
Cpok rogHoCTy (CpoK
XpaHeHus)

|
|
|
|

{3 years. /

TemnepaType He Boiwe 25 °C.

In accordance with Section 1.3.2 of Module 1
of the registration dessier / B cOCTBETCTBUMM ©
[pasaenom 1.3.2 mogyna 1 perucTpaunoHRHoro

Falolo =%

a temperature not exceeding' 25

{ CooTBETCTBYET

place at °C. / B cyxoMm mecTe npu

3roaa.

 Sennosides A & B/ Cenroamapi AuB

H
L

APl name / HauMeHoBanne ADC:
INN | MHH:

[API manufacturer batch number /
Homep cepwu npouzsoautens ADC:

TL-

Sennesides A & B/ CeHHosnasl A u B
CS0125157 & CS0125158

FP Manufacturer APl Batch number /

Howmep cepnm cy6cTakunmn nponssoanTens
rMao:

0001807604 & 0001807605

APi Manufactured by,

address & country /
Mponasoautens ADC,

agpec M cTpaua:

[

i

| Kothari Phytochemicals International |
Nagari, Thanichchiyam Post - 825221, Madurai District, india /|
} Kotapu ®uTtokemukana WHTeprelwnnan, .:|

Harapu, Tanuuunam Moer - 625221, okpyr Magypai, MHaus

Remarks : The Product conforms to ND/
MNpumeyanme: N

HO

POAYKT COOTBETCTBYET TpeboBaHnam

Conctusion : APPROVED
3aknwuyeHue: OHOBPEHQ

Checked by QC In-Charge /
Aokymenr Npoeepen QOKK:

—f

| Approved by QA In-Charge /
! BokymenT opo6pen OOK: %}‘;{"ﬁ»

Date /

| Jara: 25 oL prk

"Date’

Hata: 2S. 04-.20,¢,

Cipla 'Ltd.,CipIa House, Peninsula Business Park
At : Simchem Put. Ltd.. Plot No. 60-65, Tuem Ind

FMQC003-15-15

. ngpatrao Kadam Marg, Lower Parel, Mumbai - 400043, India.
ustrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
Page6of6 / Ctp. 6136
Product: SENADE TABLETS 13.5 m Npoaykr: CEHAJJ,EE, TABNETKW, 13,5 mr
Batch No {Cepua Ne 486010 ‘ Batch Quantity /O6nem 5847 packs /lynakosox
; lcepwu: B
AR No ! AHanuTU4eCKHH oTYeT ARFID1B!2026IDate of Analysis / fara 24.01.2026
Ne ; ‘aﬂanusa:
Date of Mfg / flaTta 01/2026 Date of Expiry / Togen go: 12/2028

NpPon3BoACTBA: (
Analysis performed according ND: / AHanua npoeeaéx no HA: NN-Ne¢(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb! nepBMYHON YNAKOBKN YTBEPXKAEHbL: 29.07.2025
Artworks of secondary package approved: / MakeTsl BTOpUWYHOW yNakOBKHU yTBepXAeHbl: 29.07.2025
PL approved: / B yTeepxaeH: 29.07.2025 ‘

Name, address, authorization No for FP Cipla Lid., Simchem Pyt Lid., Plot No.60-65, Tuem industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India {License No 576/L) /
site / Uwnnna Nta., Cumekem MNeT. NIta., Yuactok Ne 60-65,

HaumeHoBaHKe, agpec U HOMEP AMUEHINK fpomMeitineHHan aoHa Tyem, Tyem, Mephuem, MNoa ~ 403512, Uugna
NNoWanKM, OCYIecTBNAULEA (JlnueHzua Ne 576/1M)

|
NpOM3BOACTBO/KOHTPONL KAHECTBA/BLINYCK |
rno [

Declaration of certification: «i 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 Ecenomic 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». {
3akniovesine o COOTBETCTBAN: «HacTOALMM A NOATBEPXKAZID, YTO NPUBEAEHHAA Bbille VHMCpMaUNa siBnseTcq
AOCTOBEPHOW 1 TOMHOW. 3Ta Cepus NPOAYKLMA NPON3BEAEHA (BINIOUAR YNaKOBKy (MaPKWPOBKY) M KOHTRGIb KauecTea)
Ha BbIEYKa3aHHOW NPOM3BOACTBEHHOR nnowwaake (NNoulaakax) B NONHOM COOTSETCTEUM C TpefoBaHuAMK paswn
Hapnexailied Npou3BoACTBEHHON NPAKTUKA EBPAIUACKOTD SKOHOMUMECKOTO COI03a (Ne GMP/EAEU/RU/01091-2024 ot
:::eﬂ:;ffxgl “2;,0.\,?3 ré:)0 ;e;;}a“ﬁ:;:::gzmz KC;HTPOJ‘IFI Ka4eCTBa NexapCTBEHHbIX CPEACTE, a TakKe B COOTBETCTBAW CO
, PETMCTPALIMOHHOM AOChe CTpaHbi-uMnopTepa. 3anvcu no NPOM3BOACTEY,

YNAKCBKE W aHaNW3y npoBEpeHb, u YCTaHOBNEH
! | 0 ux cooTBeTcTBME TpeBoBanuam [1paBvn  Hagnexaller
NPOU3IBOACTBEHHOW NpaKkTukv Espaswniickoro IKOHOMMWHECKOrQ Colzar. ° Arenaley

Remarks : The Product conforms te ND/
Npumeyanue: MpoagyxT COOTBETCTRYET TPeGoBaHWAM

HO

Checked by QC In-Charge /
AokymeHT nposepen OKK: Sﬁ-_t._p

Conclusion : APPROVED /
3aknoverne: OQOEPEHO

| Approved by QA In-Charge /

| DokyMeHT opo6pen OOK: &M

Date / 2¢ !: Date / e
, O R D 5D ate

ata: 02-¢ [ Oara; 25-04-.2e2¢

| | FMQC003-15-15
Cipla Ltd..Cipla House, Peninsula Business Park, Gan

la patrao Kadam Marg, Lower Parel i- i
At : Simchem Pyt Ltd., Piot No. 60-65 Tuem Industrial Estate, Tuem, F’egmemWGoaEj;:?]égflgmbai 109013, Indi.



