Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A
Page1of6é { Ctp. 1136
Product: SENADE TABLETS 13.5 mg |Npoaykr: CEHAQLE®, TABJIETKW, 13,5 Mr
Batch No /Cepus Ne 486032 Batch Quantity /O61Lem 5848 packs /ynakoBok
: cepum:
AR No / Ananutniueckun otuet ARF/050/2026{Date of Analysis / laTa 17.02.2026
Ne : aHanusa; .
Date of Mfg / Dara 02/2026 Date of Expiry / Togewx po: 01/2029
NpoOU3BOACTBEA:

|
Analysis performed according ND: / AHanu3 npoeegéu no HA: NN-Ne(011138)-(Pr-RU)-280725
Artworks of primary package approved: / MakeTbt NEPBUYHON YyNAKOBKM yTBepXAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUYHON YNAKOBKY yTBEPKACHbE: 29.07.2025
PL approved: / NB yTBepxaeH: 29.07.2025

Ne Test / Mokasarent Result / PesynbTaThl Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTseTcTBYET dark brown, with speckies. The tablet has

"CIPLA" embossed on one side, and & score
line on the other side. / MNockne kpyrnbie
TabneTkW €O CKOLUEHHBbIMW  Kpasmu  OT
KOPWYHEBOTO A0 TEMHO-KOPWYHEBOTO LBETa ¢
BKpanneHwsimu. Ha oaHoW CTopoHe TabneTkn
poigasnenc cnoeo  «CIPLA», Ha  Apyro#
CTOPOHE - MTUHKUA pasnoma.

2 | identification / MoeHTndvkaumns

Anthraguinone glycosides / ! Complies / l| Formation of red color in ammenia layer. /
l CooTBeTCTBYET . OKpalLWBaHve aMMUayHoro CIos B KpacHbIA
AHTPAXVUHOHOBLIE MMKOZUADI ‘ LgeT
Qualitative reaction / | l
KauecmeeHRaa peakuyus :
L | | |

Conclusion : APPROVED /

- The Product conforms o ND/
Moo 3Jakmoyerve: OJOBPEHO

Mpumeuanue: MPOAYKT COOTBETCTEYET TpeBOBAHMAM
g1}

Ain-Charge ! 77 \wob
Checked by QC in-Charge / ’ | Approved by Q : \(
OoxymenT npoeepet OKK: ;%;b) | HokymeHT oaobper QOK: %&/
|
Date /
! , o
Bg't;: -2 Q.00 302¢ Jara: 26° 0% Q'D?"G
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Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
Page2of6 / Ctp. 2u36

Product: SENADE TABLETS 13.5mg _ 'MpoaykT: CEHANE®, TABNETKW, 13,5 mr 4
'Batch No /Cepua Ne 486032 Batch Quantity /O6Lem 5848 packs /ynakoBOK ‘
: cepum: B
AR No / Ananutwueckuin oTueT ARF/050/2026|Date of Analysis / [laTa 17.02.2026 \
Ne : aHanusa:
Date of Mfg / [lata 02/2026 Date of Expiry / ToaeHn ao: 01/2029
NpOV3BOACTBA:

[PL approved: / f1B yTBepxaeH: 29.07.2025

Analysis performed according ND:  Ananunz nposenéx no HA: NIN-N2{011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTel MepBHUYHON YNAaKOBKK YTBEPRKAEHLL 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPUYHON YNakoBKn yTBEPXKACHEI. 29.07.2025

FNQ Test / MNokaszatenb |

Result / PesynbTaTh!

[ Specification / Hopma

|
Methyl Parahydroxybenzoate | The retention time of the main |
/ peak in the chromatogram of | chromatogram of the test solution should
MeTunnaparuapokcubensoar | the test solution corresponds\
HPLC / B3XX ito the retention time of the ; of
peak of
‘parahydroxybenzoate in the | ynepxuBarus

The retention time of the main peak in the

correspond to the retention time of the peak
methy! parahydroxybenzoate in the
methy! | chromatogram of standard solution. / Bpems
CCHOBHOIO nvika Ha |

uniformity of mass/ Cpeadsa
MACCA Y OOHOPCAHOCTD
MACCh!

chromatogram standard | XpomMaTtorpamme  UCNbITYEMOro pacteopa

solution. Bpems | AOMKHC COOTBETCTBOBATD BpeMEHN
yAEPKWBAHNS OCHOBHOrO nuka ‘ yAePHUBEHWUS nuka
Ha Xpomatorpamme | meTurnaparnapokcuiGensoaTa Ha
WCNBITYEMOrS pacTeopa ‘ XpoOMaTOrpamMMe CTaHaapTHOro pacTeopa.
COOTRETCTRYET BREMEHA |
yAEPRUBAHUA nwKa
meTunnaparvapokcnbeHsoata
Ha XpomaTorpamMme
CTaHAApTHOro pacTBopa.

3 | Average weight and 190.32 mg /190,32 mr Average weight 189.98 mg +7.5 % / CpegHsan

Complies / CooTBETCTBYET

macca 189,99 mr £7,5%

18/20 not more than £ 7.5 %; /
1820 e Gonee £ 7,5 %;

2/20 not more than + 15%/
2/20 He Bonee + 15 %

4 | Dissolution/
FPacTtesopexnve

77-85% I77-85 %

Not less than 70 % {Q) of the labeled amount
of sennosides after 120 min. / He menee 70 %
{Q) OT 3AMBNEHHOMO COACPHENNA GEHHOINACE
yepes 120 MuH.

Remarks : The Product conforms to ND/
MNpwmeuanne: NPOAYKT COOTBETCTEYET TpeGoBaHUAM

Conclusion : APPROVED /
3axmouenme: OQOBPEHO

Checked by QC In-Charge /
HOoxymenT nposeper OKK:

HA
L e

Approved by QA In-Charge / (o
Ookyment opobpen OOK: Qﬂ"},\,._..-«f

Date /
[laTta:

b . otero)t

Date /
Hata:

D604 2020

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
CEPTUOUKAT AHANU3A

Page3of6 / Ctp. 3usb

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHALE", TABNETKU, 13,5 mMr

nponasoacTea.

Batch No /Cepns Ne 486032 Batch Quantity /O6bem 5848 packs /ynakoBox
: cepwvm;

AR No !/ AHanutuvecknn otyeT ARF/050/2026|Date of Analysis / dara 17.02.2026

|Ne : aHanuaa:

Date of Mfg / laTa 02/2026 Date of Expiry / TogeH po: 01/2029

PL approved: / JIB yTBepxaeH: 29.07.2025

Analysis performed according ND: / Ananua nporenéd no HA: INMN-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOM YNAKOBKM YTBepXAEHbI: 29.07.2025
Artworks of secondary package approved: { MakeThl BTOPUYHON YNAKOBKM YTBEpHKAEHbI: 29.07.2025

Ne Test / Nokaszarens

Result | PesynbTaTh)

Specification { Hopma

5 | Lossondrying/ MoTepas
Mdacce Npu BeiCyLUBaHUK

2.2%12,2%

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

6 | Methyl parahydroxybenzoate
/
MeTtunnaparuapokcubeHnaoar

0.035 mg/tab / 0,035 mriTab.

0.028 to 0.056 mg/tab. / Ot 0,028 no 0,056
mriTab.

7 | Microbial purity test/ MunkpoBnonoruueckas unctoTta

Total Aerobic microbial count

O6Lwee vyncno aspobHbix
MUKPOOPraH13MoB

/ 30 cfu/g /30 KOE/r

Not more than 10* cfulg/ He Bonee 10* KOE/Tr

Total combined yeast and
mould count / Obwee vucno
NMNECHEBbLIX N JPOHOKEBbLIX
rpu6os

<10 cfufg / <10 KOE/r

Not more than 102 cfu/g /He Gonee 10 KOE/r

Enterobacteria resistant to
bile / SHTepobakTepun,

Absent ¢fu/g /

Not more than 10° cfu/g/ He Bonee 10% KOEfr

QAHOpOAHOCTL
JO3NPOBAHHBIX eAMHWL

YCTOWYMBLIE K WEenYy QreytereyoT KOET
Escherichia coli Absent /OTeyTcTayOT Absent in 1g/Otcyrcrene B 1 r
Salmonelia spp. Absent /QOTcyTCTBYIOT - Absentin 10 g /OTteyretave s 101
Staphylococcus aureus Absent / OTcyTCTBYIOT Absentin 1g/QTcyTcTene B 11
8 | Uniformity of dosage units / 8.1/ 61 According  to  the requirements. / B

!COOTBETCTEBMUM C TpeBoBaHUAMN.

|

Remarks : The Product conforms to ND/
Mpumeyanme: MpoayKT cooTeETCTBYET TPeBOBAHMAM

Ho

Conclusion ;: APPROVED /
3aknwyenne: OAOBPEHC

Checked by QC In-Charge /

Approved by QA in-Charge /
JokymeHT npoeepen OKK: ‘ﬁb—o . HoxkymeHT 0g06peH OC)KTg {gcg__ﬂ,ﬂ.- o ‘
Date /
lara 2L ol 302e Baa'trng 2.6:64.. 2026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park Ganpatrao Kadam Marg, Lower Par i i
3| . . . el, Mumbai - 400013, india,
At Simchem Pvt. Lid., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANW3A

Pagedof6 / C1p. 4u36

|

[Product: SENADE TABLETS 13.5mg _ MpoAyKT: CEHA.D,EE, TABNETKW, 13,5 Mr {
iBatch No /Cepna Ne 486032 Batch Quantity /O6Lem 5848 packs /ynakoBOK |
s CepUM: B
"AR No / AnanuTiudeckuii oTdeT ARF/050/2026 Date of Analysis / [laTa 17.02.2026

‘Nﬂ : aHanu3a:

Date of Mfg / NaTa 02/2026 iDate of Expiry / FoneH go: 01/2029

NpoU3BOACTEA: |

Analysis performed according ND: / AHanua npoeeaéH no HA: nH-N9(011138)-(PF-RU)—290725
Artworks of primary package approved: / MakeTbl nepEWYHOM YNAKOBKHM YTBEPXKASHEI. 29.07.2025 |

9.07.2025

|Artworks of secondary package approved: / MakeTbi BTO
|PL approved: / [1B yT8epXaeH: 29.07.2025

PHYHON YNAKOBKMN YTBEPKAEHbI 2

Test / MoxazaTenb

’Tg

|

Result / Pe3ynbTaThi

|

Specification / Hopma

.

9 | Assay / KonuyecTBeHnHOe
onpeaenevve

i

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

1

12.15 1553mg  (90.0

1156.0 %)

Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 o 15,53 mr (90,0 - 115,0 %)

CEHHO3WA0B B NEPECHETE HA CeHHO3WA B &

opgHoW TaBneTke.

10 | Package appearance

QnucaHne yrnakoBkW

|

Primary_packaging: 20 tablets
in a blister made of three-layer

polyvinyl

dene chioride (PVC/PE/PVDC)
film and

aluminum foll,

Secondary _ packaging: 29
blisters with 25 package leaflets
in a carton. /

MepeuyHas ynakoexka: (o 20
TabnetoK B 6AMCTEDP U3 NNEHKKU
TpexcnoiHon

L NONVMEBAHKIXNOPYA/NONUITUNEH

/NONMBUHUNAABHXNGPWS

(ABX/N3MBAX) v
ANKMAHUEBCIA donkTy.
BropuuHaa ynakoska: Mo 25

GnucTEPOR B KAPTOHHYK NaYvky
C BnoweHwem 25 nNWncTKoB-
BKNagbiLen.

"Primary _packaging, 20 tablets in a biister

‘made
'chioride
chloride/polyethylene/polyvinyli ‘(PVC!PEJPVDC)

of three-layer

with a package leaflet in a carton.

carton. /

6nucrep us3 NAEHKK

Gonbry.

NaqKy.

polyvinyl

/polyethylene/polyvinylidene chloride
film and aluminum foil.

Secondary packaging: 2 or 3 blisters together

95 biisters with 25 package leaflets in a

Mepeuunas ynakoska: Mo 20 TabneTok B
TpexXcnoWHOA
NOMMBMHWNXIOPUA/NONUITUNEH/NOTUBUMHUNUA
enxnopua (MBX/M3/MNBOX) ¢ anNOMUHVEBON

|BropuyHan ynakoska: Mo 2, 3 6BnucTepa
'BMELTE C NUCTKOM-BKNAJbLILEM B KAPTOHHYID |

Mo 25 BnucTepoB B KAPTOHHYKY nasky ©
BROXEHNEM 25 NUCTKOB-BKNagbILIEN.

HO

Remarks : The Product conforms to ND/
Npumeuanme: MpogyKT cooTeeTeTRYET TpeboBaHWaM

Conclusion : APPROVED /
3aknwovenne: QQOBPEMO

Checked by QC In-Charge /

LoxkymeHT nposepeH OKK: :9‘fj €0 Sgi);:n\;eﬁ‘ t(;y QﬁA |n-Charge / =P
o ao06pen OOK: Lo T

Date / Sais]

fara: DL o Lole .El:Tir 2¢-04..202C

FMQCO003-15-15
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

Page5of6 / Ctp. 5u3b
™

Product: SENADE TABLETS 13.5mg TipoAaykKT: CEHALE®, TABNETKMU, 13,5 mr

Batch No /Cepus Ne 486032 Batch Quantity /O6bem 5848 packs /ynakoBox
: cepui:

AR No / Ananutudeckuit otueT ARF/050/2026 Date of Analysis { QaTa 17.02.2026

No : aHanuia: )

Date of Mfg / laTa 02/2026 Date of Expiry / TogeH no: 01/2029
Npou3BOACTRA:

Analysis performed according ND: / Ananu3 npoeeaéH no HA: NN-Ne{011138)~(PM-RU)-290725

IArtworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKW YTBOPKACHbL 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNakoBK# YTBEMKACHLL 29.07.2025
[PL approved: / NB yTeepxaen: 29.07.2025

Ne Test [ Nokazarenb

Result / PeaynbTaTtbi

Specification / Hopma

11 |Labeling / MapkupoBka

Complies / CooTBeTCTBYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B cooTBeTCTRBUM C
pasaenom 1.3.2 mogyna 1 perucTpauucHHOMO
aocke.

12 |Storage conditions / Ycnoeua

XpaHeHwns

TeMnepaType He Boile 25 °C.

In a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu

13 |Shelf life (expiration date) /

3 years. / 3 roaa.

Cpok rogHocTy (GpoK
|xpaHeHm9)

API name / HaumeHoBaHne A®C:

Sennosides A & B/ CenHosnani Au B

INN { MHH:

Sennosides A & B/ CeHHoangel An B

APl manufacturer batch number/

rne:

Homep cepuu nponssoguTens A®C: 50125180
FP Manufacturer APl Batch number /
Homep cepwmn cyBeTaHUKKM NPOM3BOANTENSA 0001818454

AP! Manufactured by, address & country /
Npon3soautens AGC,appec 1 cTpaHa:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, Ingia f
KoTapn ®uTokeMuKans WHTEpHeLLHan,
Harapw, Tanusuusm Noct - 825221, okpyr Maaypai, YiHgua

Remarks : The Product conforms ta ND/

a1}

Npumeyanne: [poayKT COCTBETCTBYET TpebosaHuAM

Conclusion : APPROVED {
IaknwoueHne: DAOBPEHO

Checked by QC In-Charge /
HokymenT npoeeper OKK:

=f2 A

Approved by QA In-Charge /
Dokyment oaobpes QOK:

Sodop

Date /
Hara:

TR ol o2

Date /

| Bara: 26-04-2025

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac 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
CEPTUOUKAT AHANU3A

Page6of6 / CTp. 6u13b

Name, address, authorization No for FpP ‘ Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Control site / Release Estate, Tuem, Pernem Goa-403512, India (License No 576/L) /
‘ site / I Uunna N'Ta.. Cmkem MNeT. T4, Y4acTok Ne 60-65,
| HaumeHoBarHe, afpec W HOMep NUUEH3IWA I MpoMbllLNEHHasn 30Ha TYEM, Tyem, MNeprem, Foa - 403512, MHAanA
|
|

nnoWaakK, oCyWeCcTBNALIeH {Nuuedsua Ne 576/11) \

Eroduct: SENADE TABLETS 13.5 mg [Npoaykr: CEHALE®, TABNIETKW, 13,5 Mr

Batch No /Cepus Ne 486032 [Batch Quantity fO6bem 5848 packs /ynakoBox

: cepuu;

AR No / AranuTnueckuin oTuet ARF/050/2026 Date of Analysis / laTa 17.02.2026

Ne : aHanuaa:

Date of Mfg / faTa 02/2026 Date of Expiry / Fopen ao: 01/2029

npou3BoAcTBa:

Analysis performed according ND: / AHanus nposenéH no HA: nn-N9(011138)-(PI‘-RU)-290725

Artworks of primary package approved: | MakeTbi NePBUYHOA YNAKOBKY YTBEPKAEHbL: 29.07.2025

‘Artworks of secondary package approved: / MakeTbl RTOPUYHOW YTIAKOBKU yTBEDKAEHbLL 29.07.2025

|PL approved: /| NB yTeepkaeH: 29.07.2025 N
|

NpOX3BOACTBO/KOHTROMND KaYecTBa/BLINYCK
rne

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/tabeling 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 reguirements 1o 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». !

JaKknioMeHHe O COOTBETCTBMM: «HACTOALWM R NOATBEPXKAAK, 4TI npuBeAeHHas Bblle WHIPOpMaUmMs ABNACICH
[OCTOBEPHOM U TOUHOW. 37a cepus NPoOAYKUMM NpoM3BENEHa {BKnHOYEN YNAKOBKY (MEDKMPOBKY) W KOHTDPOM® KadecTra)
Ha BbILIEYKA3aHHO! NpON3BOACTBEHHON NNOLYAAKe (Nnowapkax) 8 NONHOM COOTBETCTBAK T TpeboBanuamu Mpasun
Haanexailel NpoU3BOACTBEHHOM NPAKTUKY EBpasvickoro 3KOHOMUYECKOro CoK3a {Ne GMP/EAEU/RU/1091-2024 oT
14 pexabpa 2023 1) v TpeGoBaHMAMYM KORTPONA KauecTea NEKAPCTBERHBIX CPEACTB, 8 Takke B COOTBETCTBUM CO
cneuncukauMamMy, COAEPHALINMUCA B PETUCTPALIMOHHOM  A0CHE cTpanbl-uMnopTepa. 3anucu no NpPoW3BCACTBY,
YN&KOBKE W @Hanusy npoBsepeHbl, W YCTGHOBNEHO WX COOTBETCTBME TpeGosanusm [pasun Hagnexawen
NPON3BOACTBEHKOW NpaKTAKU EBpasMiCKOro 3KOHOMUYECKOTD Cor3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED/
Npumeuatmne: NpoayKT COOTBETCTEYET TpetoaHuaM B3aknovenune: ONOBPEHO
HO
Checked by QC In-Charge / "ﬁ_/w Approved by QA In-Charge /
DokymeHT nposepeH OKK: : [lokyMeHT caoGper OOK: ga«\w
¥ p s T
Date/ o . . Date /
| Jara: ot 1= | fata: 26:04 2024 _

FMQCO003-15-15

Cipia Ltd. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



