CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIN3A

Cipla

Page1ot6 / CTp. 1136

Product: SENADE TABLETS 13.5 mg

MpoAykr: CEHADE®, TABMETKU, 13,5 mr

Batch No /Cepnna Ne 486041 Batch Quantity /O6Hem 5847 packs /ynakoBoK
: cepum:

AR No / AHanntuuecknin oTyer ARF/062/2026Date of Analysis / DaTa 28.02.2026

Ne : aHanuaa:

Date of Mfg / flaTa 02/2026 Date of Expiry / Toger no: 01/2029
NPOW3BOACTBA:

Analysis performed according ND: / AHannz nposeaér no HA1: NM-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHON yNakoRKM yTRepKAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeThbl BTOPUYHOW YNaKOBKM yTBepXKAeHb:: 29.07.2025

PL approved: / IB yrBepxaeH: 28.07.2025

Ne Test / MokasaTene Result / Pe3ynbTaTh! Specification / Hopma
1 | Appearance / OnucaHue Complies / Flat, round, beveled-edge tablets, brown to
CooTtBeTcrBYET dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
line on the other side. / Tlnockue Kpyrneie
TabneTky CO  CKOWEHHbIMW  KpaaAmn o7
KOPWYHEROTO A0 TEMHC-KOPWYHEBOMD LUBeTa C
BKpanneHuaMn. Ha ogHol cTopoHe TabneTky
BelgasneHe cnoeo  «CIPLA», Ha Apyro#
|CTOPOHE - NMHWA PasNoma.
2 | identification / UpeHTUubUKaUNRA
Anthraquinone glycosides / | Complies / | Formation of red color in ammonia layer. /
AHTPAXUAHOHOBIE VKO3 L] CooteetcrayeT Et):g?wmsawe AMMWEYHOTO CNos B KPacHbIW
Qualitative reaction /
KauecmeeHHas peakyua

Remarks : The Product conforms to ND/
Npumevanue: Mpofykr COOTBETCTBYET TpEeboBaHMAM

HA

Conclusion : APPROVED /
3aknovyenne: QQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

Ooxyment npoeepeHd OKK: ;{g\ﬁﬂg JokymenT ogofpen OCK: W
Date / /
.D:TZ: L O 0D 82}3; 26-0A 2028

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatraa Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa 403512
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[Product: SENADE TABLETS 13.5mg_

MpoAayxT: CEHAI.\EE, TABJIETK

n 13,5 uMr

'Batch No /Cepusa Ne 486041 Batch Quantity /06%bem 5847 packs /yrakoBok
: |cepuu.

AR No / Ananntuueckun otyeT ARF/062/2026 Date of Analysis / [laTa 28.02.2026

Ne : aHanu3a.

Date of Mfg / flata 02/2028 Date of Expiry / loaeH go: 01/2029
npou3BOACTBEA: \

|PL approved: / [1B yTeepxaet: 29.07.2025

Analysis performed according ND: / AHann3 nposeaéH no HA: nM-
Artworks of primary package approved: / MakeTsi nepBMYHOW YNAKOBKW YyTBEPKACHB!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNaKOBKH YTBEPKAEHDL

Ne(011138)-(PI-RU)-280725

29.07.2025

J

Ne | Test / NokazaTens Resuit / PeaynbraThl

T Specification / Hopma

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methy!
parahydroxybenzoate in the
chromatogram of standard
solution. / Bpems
yOEpHWBAHUA OCHOBHOMO NUKa
Ha XpoMaTorpaMMe
UCNBITYEMOFO pacTeopa
COOTBETCTBYET BpEeMEHK
yAepHMBaHUA nuKa
meTvunnaparuapokcnbensoata
[ Ha XpomaTtorpamme
CTaHAaPTHOrO pacTBopa.

Methyl Parahydroxybenzoate

/

| MeTunnaparngpokcnbeHoar |
HPLC / B3XX ‘

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 parahydroxybenzoate in the
chromatogram of standard solution. { Bpewms
YREPKUBAHUS OCHOBHOMG nuKa Ha
XpOMATOrpaMMe  UCTIbITYEMOro  pacTsopa
OOMKHO CoOTEETCTBOBATL BpeMeHw
yAEDHNBAHNA nuKa
meTunraparmapokcubensoara Ha

XpOMATOrpamMme CTaHAapTHOro pacTBopa.

Average weight and
‘ uniformity of mass/ Cpennsas
| Macca U OQHOPOAHOCTL

187.34 mg /187,34 mr

Average weight 189.99 mg +7.5 % ! CpepHas
macca 189,99 mr +7,5%

118/20 not more than £ 7.5 %; |

‘ Maccbl l Complies / CooTBeTcTBYET  18/20 He Bonee £ 7.5 %, ‘
; 2/20 not more than + 15%,/ _.
‘i 2120 ve Bonee £ 15 % \
4 | Dissolution / | 78-88 % / 78-88 % \Not less than 70 % (Q) of the labeled amount
PacTeOpeHve \ |of sennosides after 120 min. / He menee 70 %

| |

|

{Q) ot 329BNEHHOMD COAENKAHNA CEHHO3WA0B

ueped 120 MuH.

Remarks : The Product conforms to ND/
Npumeyaune: NPOAYKT COOTBETCTBYET TpeGoRaHUAM

HA

Conclusion : APPROVED /
3akniovenune: ONOEPEHC

Checked by QC In-Charge /

Approved by QA I[n-Charge /

[lokyMeHT nposeper OKK: = CAe NokymeHT opoBpen OCK: %/\,‘—3‘2—»
|
Date / | Date /
[lata: R OY. el lﬂaTL VE 042024
FMQC003-15-15
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[Product: SENADE TABLETS 13.5mg _ NpoaykT: CERAJE®, TABNETKMU, 13,5 mMr
Batch No /Cepna Ne 486041 Batch Quantity /Obnem 5847 packs /ynakosox
: cepun: _
AR No / AnanuTuueckun otuer ARF/062/2026 Date of Analysis / [lata 28.02.2026
Ne : aHanuia:
Date of Mfg / flaTa 02/2026 Date of Expiry / ToaeH ao: 01/2029
npovu3soacTBa:
Analysis performed according ND: / Ananu3 nposenén no HA: NM-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved; / MakeTui NEePEHHHON YNAKOBKK YTBEPXKASHbI: 29.07.2025
Artworks of secondary package approved: / MakeTul BTOPUYHOA YNaKOBKH YTBEPXKACHDL: 29.07.2025

PL approved: / 1B yTeepxaeH: 29.07.2025

Ne Test / MokazaTens Result / PeaynbTaTh! Specification / Hopma
5§ | Loss ondrying/MNoTepn & 1.9% {1,9% Not more than 6.0 % / He Gonee 6,0 %
Macce Npu BsICYLUKBaHMN
6 | Methyl parahydroxybenzoate | 0.037 mg/tab/ 0,037 mriTab. | 0.028 to 0.056 mgitab. / OT 0,028 go 0,056
/ mriTab.
MeTtwnnaparnapokcnbenacar
7 | Micrabial purity test/ Minkpobuonoruieckas yucTora
Total Aerobic microbial count |
! 4 4
OBLLEe YUCro aapoBHBIX 30 cfulg /30 KOE/r | Not more than 10° cfu/g/ He 6onee 10° KOE/r
MUKPOOPraHn3mMoB
Total combined yeast and
mould count / OBwjee yncno 2 2
FNECHEBLIX U APOIOKEBbIX <10 cfuig / <10 XOE/r Not more than 10° cfu/g /He 6onee 10° KOE/r
rpvbos
Enterobacteria resistant to 2 2
bile / AHTepOBAKTEPUM, Absent cfuig / Not more than 10° cfu/g/ He Bonee 10 KOE/T
YCTOAYMBDBIE K XKEM4K OreytoteyroT KOE/T
Escherichia coli ' Absent /OTCyTCTEYIOT “Absentin 1g/OteyreTBue B 17
Salmonella spp. , ~ Absent /OTcyTCTBYIOT Absentin 10 g / Otcytcrene B 10T
Staphylococcus aureus Absent / OTcyTCTBYIOT Absentin 1g/OtcyTcTene B 11
8 | Uniformity of dosage units / 51/561 According to the reguirements. / B
0aHopogHOCTL CoOTBETCTBUK ¢ TpeGosaHuaAmN.
_ A03NPCBaHHbIX eQUHWL
Remarks : The Product conforms to ND/ Conciusion : APPROVED/
Mpumeuanme: TIPOAYKT COOTBETCTBYET TPE0OBAHUAM 3aknovenue: OQOBPEHO
HO
Checked by QC In-Charge / ifv(__ 9. Approved by QA In-Charge / calf
NokymeHT npoeepen OKK: Qoxyment ogobpex QOK; /&B/
Date / : Date / \ s 2L
Dara: 26 Ol Lotl | Data: 26 0% 20

FMQC003-18-15

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



CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITU3A

Cipla

Page4of6 / Ctp. 4436

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHALE®, TABNETKMU, 13,5 mr

Batch No /Cepna Ne 486041 Batch Quantity /O6bem 5847 packs /ynaxoBoK
: cepuu:

AR No/ Ananutuvecku#n otyet ARF/062/2026 Date of Analysis / ata 28.02.2026

Ne : aHanu3a:

Date of Mfg / ara 02/2026 Date of Expiry / Fonen no: 01/2029
NPon3BOACTBA:

Analysis performed according ND: / Asanus nposeaén no HA: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved:; / MakeTbl nepBMYHOW YNAKOBKM YTBEPXAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPUUYHO# YNakoBKW yTBepxaeHbl: 29.07.2025
PL approved: /1B yreepxaeH: 29.07.2025

No

Test / NokasaTteno Result ! PeaynuTathl

| Specification / Hopma

9

Assay / KonuyecrseHHoe
onpeaenexne

13.96 mg /13,96 mr
(103.4 %/ 103,4 %)

1215 - 15583mg (900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / OT 12,15 g 15,53 mr (90,0 - 115,0 %)
CEHHO3MACB B NepecyeTe Ha ceHHoawa B B
oAaHoW TabneTke.

10

Package appearance/
Onucaxmne ynaxkosru

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

aluminum foit.

Secondary  packaging: 25
hlisters with 25 package leaflets
in acarton. /

MepeudHan ynakoeka: Mo 20
TabneTox B GnucTEp M3 NNEeHKu

anIeMUHIEBOR hONBTA.
BropwqHas  ynakobka: o 25

ONUCTEPOB B KAPTGHHYID RaKy
c BRAOMeHWeNM 25 nucTioB-

|BKNaasILed.
|

TPEeXCnouHon honery.
NONUBURUNXNOPWA/MONUITUNEH
fnenvBUHUNMAEHXNOPKUA
(NBX/MINBOX) u navky.

Primary packaging: 20 tablets in a blister
made of three-layer polyvinyl
chloride/polyethylene/palyvinylidene chloride
{PVC/PE/PVDC) film and aluminum foil.
Secondary packaging: 2 or 3 blisters together
with a package leaflet in a carton.

25 biisters with 25 package leaflets in a
carton. /

!

MNepaudrHas  ynakeska: Mo 20 Tabnetok e
&nuctep 13 NNeHKn TpexcnoiHo!
NONVUBUHANXNIOPWA/NONUATUNIER/NONYBUHNNWA
eHxnopwua (MBX/NI/MBAX) v antoMWHWEBOR

Bropuynas ynaxoska: o 2, 3 Onucrepa
BMECTE ¢ NUCTKOM-BKNAAbILLEM B KapTOHHYID

Mo 25 6nvcTepcB B KAPTOHHYK nNadky C
BNOXeHWeM 25 NUCTKOB-BKNAABILLSW.

Remarks ; The Product conforms to ND/
Npumedanne: MpoayKT cOOTEETCTBYET TPEGoBAHWAM

HA

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Checked by QC In-Charge / P

Approved by QA in-Charge /
| AokymeHT ogobpen OOK: \/‘C"";

OokymerTt nposeper OKK: o
Date /
HZE:’ Q6 OM Yt | fara: 16 O4- 2020

FMQC003-15-13

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

At - Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Est

ate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Page5of6 / Ctp. Susb

Product: SENADE TABLETS 13.5 mg MpoAaykKT: CEHANE®, TABNETKW, 13,5 mr

Batch No /Cepnn Ne 486041 Batch Quantity /ObLem 5847 packs lynakoBok
: cepuu:

AR No / AHanuTtnueckuit otuet ARF/062/2026 Date of Analysis / faTta 28.02.2026

Ne : aHanuaa:

Date of Mfg / [laTa 02/2026 Date of Expiry / FloaeH po: 01/2029
Nnpov3soacTBa:

Analysis performed according ND: / AHanu3 npoeengs no HA: JIN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NePBM4HOK YNaKOBKK YTBepXdeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNIAKOBKW yTBepKAeHnl: 29.07.2025

PL approved: / JIB yreep#aeH: 29.07.2025

Ne Test / Noxazarens Result / PeayneTaTthl Specification | Hopma

11 |Labeling / MapkupoBxa Complies / CooTaeTcTBYET In accordance with Section 1.3.2 of Module 1

jof the registration dossier / B coorseTCcTBUAM C
]pas.qenom 1.3.2 moByna 1 pervcTpauroHHOro
i.ﬂ.OCbe_

12 |Storage conditions / Ycnoeua |in a dry place at a temperature not exceeding 25 °C. / B cyxom mecTe npu

XpaHeHuns TemnepaType He Boilwe 25 °C.

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

CpoK rogrocTu {cpok
XpaHeHua)

APl name / HanmeHnoBanue A®C:

Sennosides A & B/ CenHoangsl A v B

INN { MHH:

Sennosides A & B / Cendoanobl Aun B

APl manufacturer batch number /

Homep cepun npousBogutena ADC: i C50125185
FP Manufacturer APl Batch number /
Homep cepuu cyGCcTaHUMK Npon3BoaMTENnA 0001823970

Fno:

APl Manufactured by, address & country /
Mpouisoantens AP C,agpec M cTpana:

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, india /
KoTapu PuTokeMukans UHTepHellnHan,
Harapw, Tannuuvsam MNocT - 626221, okpyr Magypan, KHaua

Remarks : The Product conforms to ND/

HA

Conciusion : APPROVED /

MpumevaHue: MpogykT cooTaeTcTayeT TpeboBakusM 3axnoyeHwe: OROBPEHO

Checked by QC In-Charge / .
Ookyment nposepeH OKK: = &P

DokymeHT ogobper OOK: /

Approved by QA In-Charge / gz \u}p.

Date /

Nata: Dol 1o

Date /

[Hara: 2604 * 2026

FMQCO003-15-15

Cipla Ltd. Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 60-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A
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|Product: SENADE TABLETS 13.5 mg_

|Npoaykt: CEHALE®, TABNETKMN,

13,5 mr

'Batch No /Cepust Ne 486041

|Batch Quantity /O6nem

5847 packs /ynakoBok |

: [Cepun;

AR No / Ananutuueckuit oTyer ARF/062/2026|Date of Analysis / llata 28.02.2026
Ng : i aHanusa:

Date of Mfg / [laTa 02/2026 Date of Expiry / TopeH no: 01/2029
NPOMIBOACTBA:

Artworks of primary package approved: / MakeTb!

'PL approved: / JIB yTBepxaeH: 29.07.2025

Analysis performed according ND: / Ananua nposeAéH no HA: JIN-Ne(011138)-(Pr-RU)-290725

Artworks of secondary package approved: / MakeTb! BTOPMUUYHOMW yNaKkoBKWU yTRepXAeHbI: 29.07.2025

NEPBUYHOKW YNAKOBKM yTBREpXKAOEHLI: 29.07.2025

[ Name, address, authorization No for _ FP
manufacturing site / Control site / Release
site / )
HaumeHoBaHue, agpec u HOMEpP NULIeH3UMK
NNOWANKH, OCYILECTRASAOLWEN
NPOM3BOACTBO/KOHTPOML KayecTRa/BRINYCK
Mmoo

Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem industrial
Estate, Tuem, Pernem Goa-403512, India (License No 576/LY /

MNpombilinerHas soHa Tyem, Tyem, MepHem, Moa — 403512, UHaus

Unnna Nra., Cumkem MeT. Nta., Yyactok Ne 60-65,

{Muuensua Ne 576/11)

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 establisheds. !

3aknoueHne 0 COOTBETCTEBHMK: «HacTtoawwm 9 noaTee

KA, YTO NPUBRAEHHas BbIlie MHDOPMALMS SenAeTcs
AOCTOBEPHOW M TOHHOR. DJTa cepus NPOAYKLMY Npou3BeAeHa (BKNKMAS YNaKOBKY {MapKMpoBKy)

W KOHTPONb Ka4ecTBa)

Ha BbILLEYKA3EHHOW NPOUIBOACTBEHHOR NAOLWBAKE {nnowaakax) B NOMHOM GOOTBETCTRUN C TpeGoBaHusaMu Mpaeun

Hagnexallek NpoO3BCACTREHHOM

NPaKTUKA EBpa3uiickoro skoHOMUYECKOro cokaa (Ne GMP/EAEU/RUIQ1091-2024 ot

14 nexabpsa 2023 r.) » TpeBoBaHUAMM KOHTDONS KAYECTBA NEKapCTBEHHLIX CPeACTB, a TAIGKE B GOOTEETCTBMW CO
CNEeLMUKaLIMAMN, COREPXKALLUMUCA B PErUCTPALIMOHHOM A0ChE CTpaHe-MMNapTepa. 3anucy No npovaBoAcTay,

YNAKOBKE # &HANU3Y NpPOBEPEHDI,

W yCTaHOBReHO ux cooTeeTcTBue TpebosaHwAam [pasun Hagnexawein

NPOUIBCACTBEHHOR NPAKTUKA EBPa3nACKOro 3KOHOMWIECKOro Cot3ay.

Remarks . The Product conforms to ND/
Mpumeyvanne: MpogykT cooTBETCTBYET TpeGoBaHMAM

RO

Conclusion : APPROVED /
3awnwuenme: OAOQBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / !

DokymerT nposepen QKK: ﬂﬁ\:b} . AokymenT caoGpen QOK: ‘}igi\i,"'f—»
Date / Date / 4 2020

Dara: SLC - O\1024 Dara: 26

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, india
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