CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANIU3A

Cipla

Page1of6 / Ctp. 1u36

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAOE®, TABNETKMU, 13,5 Mr

Batch No /Cepus Ne 486021 Batch Quantity /O6bem 5843 packs /ynakosox
: cepuu:

AR No / AHannTuyeckuin otyer ARF/036/2026 Date of Analysis / Dara 05.02.2026

iNe : :aHanu3aa:

Date of Mfg / QaTa 01/2026 Date of Expiry / FTopen go: 12/2028
NpPoU3IBOACTBA:

Analysis performed according ND: / AHanu3 npoeeaés no H: NI-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTkl NnepBUYHO#H YNaKoOBKMU yTRepHACHL!: 29.07.2025
Artworks of secondary package approved: / MakeTui BTOPUYHON YNaKOBKM yTEREpM¥AeHbI: 29.07.2025

PL approved: / NB yTeepxaen: 29.07.2025

Ne Test/ NoxkazaTtenb Result / Pesynbtathl Specification / Hopma
1 | Appearance / Onucanune Complies / Flat, round, beveled-edge tablets, brown to
CootBeTCTRYET dark brown, with speckles. The tablet has
; "CIPLA" embossed on one side, and a score
fine on the other side. / Tnockue Kpyravie
TabneTk CO  CKOWEHHLIMW  Kpasmu  OT
KOPUYHEBOMD 40 TEMHO-KOPAYHEBOrS LBETa C
BKpannexwsMn. Ha ofHol cTopoHe TabneTku
ieblAaBneHo cnoao  «CIPLA», Ha Apyroi
ICTOpOHE - NMHUS pasnoma.
2 | ldentification / NaenTudhukaums
Anthraguingne glycosides / Complies ¢ |_ Formation of red color in ammonia layer. /
CoaTeeTcTBYET OKpalwnBaHWe aMMUadHOrQ Crost B KPacHbiv
AHTPaxWHOHOBBIE TNUKO3WAbI yBeT.
Qualitative reaction /
KavecmaeHHas peakuus |

Remarks : The Product conforms to ND/
Mpumeyatne: MpoaykT cooTBETCTRYET TpeboaaHnAM

Conclusion : APPROVED !/
JaknwueHue: OQOBPEHO

Checked by QC in-Charge /
NokymenT nposeper OKK:

HO
%E,w

Approved by QA In-Charge /
JokymeHT ogobpeH QOK:

Gaese.

Date /
fata:

AL Oob.rore

Date /

[ata: 2% 0d s 2028

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
CEPTUDUKAT AHAJTUZA

Page2of6 / Crp. 2uz
13,5 Mr T

|Product: SENADE TABLETS 13.5 mg |MpogykT: CEHALE?®, TABINETKM,

_[Batch No /Cepus Ne 486021 'Batch Quantity /O06bem 5843 packs lynaxosoﬂ
: cepum;

&R No / AHanuTuueckuin oTuet ARF/036/2026 |Date of Analysis / llaTa 05.02.2026

Ne : |aHanwu3a:

Date of Mfg / flaTa 01/2026 Date of Expiry / Fogex Ao: 12/2028 ]
NPOM3BOACTRA:

Analysis performed according ND: / AHanu3 Npoaenéx no HA: NM-Ne(01 1138)-(PI-RU)-280725
Artworks of primary package approved: / MakeT NepBUYHON YNaKOBKKM yTBEPKAEHBI: 29.07.2025

[ Ne Test / MokasaTens | Result / Pesynuratel | Specification / Hopma o
Methyi 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
MeTtunnaparuapokcubenaoar | the test solution corresponds correspond to the retention time of the peak
HPLC 7/ B3)XX to the retention time of the | of methyl  parahydroxybenzoate in the
paak of methyl | chromatogram of standard solution. { Bpems
parahydroxybenzoate in the | YAEDXNBARKS CCHOBHOTO nuka Ha
chromatogram  of standard XpomMatorpamMme  ucneiTyemoro pacTeOpa
solution. / Bpems | gomkuo COOTBETCTBORATS BPEMEHK
YOEPXWUBAHUA OCHOBHOTO AWKA | yAEDMKMBAHKA nuka
Ha XpoMarorpamme | MeTunnaparugpokcubeHsoarta Ha
UCABITYEMOrS PacTBOpa | xpoMaTorpamme CTangapTHOrO pacTsopa.
COCTBETCTRYET BPEMEHU
YAEPKUBAHUA nuka
MeTunnaparnapokcubensoaTa
Ha XpoMarorpamme
| CTaHJapTHOTO PacTeOpa.
i 3 | Average weight and 189.94 mg /189,94 mr Average weight 189.909 mg +7.5 % / CpepHsn
uniformity of mass/ CpegHan macca 189,99 mr +7,5%
Macca v OQHOPOAHACTh 18/20 not more than £ 7.5 %; /
Macchi Complies / CooTBETCTBYET  |18/20 He Gonee + 7,5 %:
2120 not more than £ 15%;/
2/20 He Bonee = 15 %
- . 00% /81009 [Not less than 70 % (Q) of the labeled amount
4 | Dissolution / S1-90% /1807 Jof sennosides after ‘gzt)] min. / He meHee 70 %
PacTBopenve (Q) OT 3afBNEHHCrO CoAepXKankna CEHHO3IWA0B
uepes 120 MuH.

Remarks ;| The Product conforms to

RO

Mpumevanne: NpogykT cooTeeTCTBYET TPpeboBaHam

ND/

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

d by QA In-Charge / P

Checked by QC In-Charge / Approve . \

AokymeHnT ElrposepeH OKK: szfiw, Aokyment cnobpen OOK: ar
Date /

E.;l; 25 0u20re fara: 25 o4 2020

FMQCO003-15-15

Cipla Lid. Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel, Mumbai - 400013, India.
At Simchem Pyt Ltd., Plot No. §0-65, Tuem Industrial Estate, Tuem, Pernem Geoa -403512



Cipla

CERTIFICATE OF ANALYSIS
CEPTUG®UNKAT AHAIIU3A

Page3of6 / Ctp. 3u36

Product: SENADE TABLETS 13.5 mg

Mpoayxy: CEHADE®, TAGNETKW, 13,5 Mr

Batch No /Cepuna Ne 486021 Batch Quantity /O6nem 5843 packs /ynakoBok '’
: CEepUM. i
AR No / Ananutuyeckui otyer ARF/036/2026 Date of Analysis / aTa 05.02.2026

Ne : aHanusa.

Date of Mfg / QaTa 01/2026 Date of Expiry f TogeH ao: 12/2028

Npon3BOACTBA:

PL approved: / 1B yreepxaen: 29.07.2025

Analysis performed according ND: / AHanua nposeaéH no HA: NN-Ne(011138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepsuyHON YNARKOBKK YTBEepXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPMYHOMW YNAaKOBKU yTBepXAeHb!: 29.07.2025

Ne Test / NoxazaTens | Result / Peayneratbl Specification / Hopma
§ | Lossondrying/{loteps B 2.4% /12.4% Not more than 6.0 % / He Gonee 6,0 %
MBCCe NPK BbiCYLLINMBaHWKA
6 | Methyl parahydroxybenzoate | 0.043 mg/tab /0,043 mr/ra6. | 0.028 to 0.056 mgitab. / Ot 0,028 go 0,056
/ | mritad.
MeTtunnaparnapokcnbeHnzoar ]
7 | Microbial purity test/ MukpoBuonoruveckan yuctora
Total Aerobic microbial count |;
/ 70cfuig /70KOE/r | Not more than 10° cfu/g/ He Gonee 10° KOE/r
Ofwee Yyncno aspobHbix |
MUKPOORIaHKW3IMOB i ‘
Total combined yeast and ‘ l
mould count / ObLlee \ncno <10 clulg/ <10 KOE/r | Not more than 10 cfufg /He Gonee 10° KOE/r
NNECHEBLIX U ADONOKEBBIX ‘
rpuboB ‘
@terobaoteria resistant to ‘ Absent cfulg / l Not more than 10° cfu/g/ He Gonee 10° KOE/T
| bile / JnTepobakTepun, | J
| yoToltavBbie K xenu \ Otcytcaylor KOE/r L T
L e — — S ' ' TCTBUE B 1 T
Escherichia coll =| Absent /OTCYTCTBYIOT bsentin 19/ OT;:y - __‘
’ tin10q / OTtcyTcTBMe B 1UT
Salmonella spp. | Absent /OTCyTCTRYIOT |I Apsentin 10 g . gt
' ‘ CYTCTEM
Staphylococcus aureus [ Absent/ OteyTeTayioT [ Absentin 19/ OTCy7

8 | Uniformity of dosage units / \
| OAHOPOAHOGTE
B [03MPOBEHHEIX €AVHML I

e —

6.4/ 6,4

According to the requirements. / B
cooteeTeTRUMW € TReSOBaAHMAMN.

|

Remarks : The Product conforms to ND/

Npumeuanne: MpoayKT COOTBETCTBYET TpefoBannaAm

Conclusion : APPRQVED f
3akmouerue: OQOBPEHO

o Approved by QA In-Charge /
Checked by QC In-Charge / pp nar .
JlokyMeHT npoaeped OXK: %‘o—f I| [lokyMeRT of00peH {g;\/'—u"c
! Date /
| 29042026
E:ﬁ;” 2 .ol rexC | Dara.

FMQC003-156-15
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANIU3A

Cipla

Pagedoft / Ctp. 4n36

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepua Ne 486021 Batch Quantity /06hem 5843 packs /ynakosox

: cepum: '
AR No / AnannTuyeckut otuet ARF/036/2026|Date of Analysis / aTa 05.02.2026

Ne ; aHanwaa:

Date of Mfg / laTa 01/2026 Date of Expiry / FoneH po: 12/2028

NPOM3BOACTBA:

Analysis perfo_rmed according ND: / AHanua nboaenéu no HA: NMN-Ne(011138)-(Pr-RU}-290725
Artworks of primary package approved: / MakeTbl NnepBUYHON YNaKOBKM YTEREpKAeHb!: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHOK YNAKOBKM yTBEpXaeHb): 29.07.2025

PL approved: / IIB yreepxaeH: 29.07.2025

Ne Test / NokazaTene ‘

Result / Peaynbrartel

Specification f Hopma

9 | Assay / KonuiecTeeHHoe
onpeneneHune

14.03 mg / 14,03mr
(103.9 % /103,9 %)

12156 - 15683mg ({900 - 115.0%)
Sennosides equivalent to sennoside B in one
tablet. / Ot 12,15 go 15,53 mr (80,0 - 115,0 %)
CEHHO3MA0B B NepecueTe Ha CexHo3ua B B
CooHoW TabneTke.

10 | Package appearance /

Primary packaging: 20 tablets

OnucaHve ynakoBku
!_ | polyvinyi

film and
aluminum foil.
Secondary

in a blister made of three-layer

chiloride/polyethylene/polyvinyli
dene chloride (PVC/PE/PVDC)

packaging: 25

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

25 blisters with 25 package leaflets in a
carton. /

in a carten. /

blisters with 25 package leaflets

\Mepeuuynan ynakoska: Mo 20

TPeXCNCRHOM

LMBX/N3/NBOX) ¢

Tabnetok B BNUCTep u3 NNEHKY

NONUBKUHUNXNOPKUA/NONUATANEH |BTOpUMHARA
{nonvBUHUNVAEHXNOPKUA 'BMECTE ¢ NMCTKOM-BKNagebiweM B KapTOHHYH

| aniOMUHWEBO# hoRbIk.

MepeuuHasn ynakeska: Mo 20 Tabnetok B
Bnuctep U3 NNEHKIA TPEXCNOWHOW
NOAUBKHWAXNOPUA/NCNWITUNEH/MONUBUHUNKA
ewxnopug (MBX/MN3MBOX) v antomMuHreson
$onbru.

ynakoeka. Mo 2, 3 OGnucrepa

naudky.
Mo 25 BnucTepoe B KAapPTOHRYID Nauky C
BROXeHWeM 25 NUCTKoB-BKNaAbILLEN.

Mo 25

BropuyHaa yYNaKoBKA.
BNVMCTEPCB B KAPTOHHYIO Nadky
¢ BAOWEHWeMm 25 nUCTKOoB-

lamap.bu.ueﬁ_

Remarks - The Product conforms to ND/
Mpumeuanme: MpoayKT COOTBETCTBYET TpebosaHWAM

Conclusion : APPROVED /
3aknyenue: OQOBEPEHO

Checked by QC In-Charge /
[NokymenT nposeper OKK:

HO
—=f bt

Approved by QA In-Charge /
DokymeHT onobper OOK: '/},,,f— coP

Date /

fata: A5 ot

| Bara:

Date / 12 € .04-2026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, M1u2mbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 60-85, Tuem industrial Estate, Tuem, Pernem Goa -4035



Cipla

CERTIFICATE OF ANALYSIS
CEPTUDGUKAT AHAJIN3A

Page5of6 / Ctp. 5u36

Product: SENADE TABLETS 13.5 mg Mpogyxr: CEHALIEW, TABINETKMW, 13,5 mr
.Batch No /iCepua Ne 486021 Batch Quantity /O6bem 5843 packs /ynaxoBok
: cepuum:
AR_No ! AHanuTuyeckuit otuer ARF/036/2026|Date of Analysis / lata 05.02.2026
::t-e oT WG T E aHanwvsa:
g/ OaTa 01/2026 Date of Expi :
pevhebut oy piry / Toaer po: 12/2028

Analysis performed according ND: / AHanus npoBené :
i : AéH no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOIA YNAKOBKK waepmenbl): 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPUYHOM '
: on :
PL approved: / B yTreepxaeH: 29.07.2025 i YIRHOBKN yTRshuAGHL! 25.07.2025

Ne
11

Test/ NoxasaTtene Result / PesynbTathl Specification / Hopma

Labeling / MapkupoBka Complies / CooTeetcTayeT In accordance with Section 1.3.2 of Module 1

of the registration dossier / B cooraetcteum ¢

pasfencm 1.3.2 Mogyna 1 perucTpayuoHHOro
HOChE.

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

3years /3 ropa.

12 |Storage conditions / Ycnosus

XpaHeHws

Shelf life (expiration date) /
Cpok rofiHOCTH (Cpok

| XpaHeHws)

13

]

Sennosides A & B / Cernoanabl A v B
Sennosides A & B/ CeHHo3nabl A u B

CS0125172 & CS501256174

APl name / HaumeHoBanue ADC;
INN / MHH:
APl manufacturer batch number /
Homep cepuu nponssoautens ADC:
FP Manufacturer APl Batch number /
Homep cepwy cyGoTaHuMm npon3soagnTens
rne:

0001818447 & 0001818448

Kothari Phytochemicals International,
Nagari, Thanichchiyam Post - 625221, Madurai District, India /
KoTapn duToxemukans IHTepHewwnHan,
Harapw, TaHuuyuam MocT - 625221, OKpyT Maaypai, UHgua

AP| Manufactured by, address & country / l

NMpousBoAKTeNL APC agpec u cYpama. ‘ |

Conclusion : APPROVED /

- The Product conforms to ND/
R o 1o 3aknovenune: OOOBPEHO

Npumedanne: MpogyKT cooTeeTcTBYET TPEDOBAHNAM
HA

Approved by QA In-Charge /

Checked by QC In-Charge /

= P " of?

[oxymeHT nposepeH OKK: <o 1.4 HNokymeHT oaobpen QOK: ﬁg—}/ﬁ
Date /

E::‘Z! 2L 04 102l 1 Rata: 25-04.2026

FMQCO003-15-19

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Pare!, Mumbai - 400013, India.
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page6of6 / Ctp. 6u36
Product: SENADE TABLETS 13.5 mg [Mpoayir: CEHALE®, TABNETKM, 13,5 mr <J
Batch No /Cepusn Ne 486021 'Batch Quantity /061em 5843 packs fynakoBox
: lcepuu:
AR No / AHanutuveckun otver ARF1036/2026 |Date of Analysis / llaTa 06.02.2026
Ne : aManuaa:
Date of Mfg / flata 01/2026 Date of Expiry / Mogen go: 12/2028

NpouiBoacTRa:

Analysis performed according ND: / AHanus nposeaéH no HA: NN-Ne(01 1138)-(PI'-RU)-290725
!Artworks of primary package approved: / MakeTh MMePBUYHON YNAKOBKM YTBEPKACHDI: 29.07.2025

- —_

[ Name, address, authorization Nofor FP | Cipia Ltd., Simchem Pvt. Ltd., Plot N6.60-65, Tuem indusirial

‘ rr_ntan;lfacturmg site / Control site / Release [ Estate, Tuem, Pernem G0a-403512, India {License No 576/L) /
site

Uunna fita., Cumkem MNer. Mra., Ywactok Ne 60-65,
LNeHHas 30Ha Tyem, Tyem, NepHem, [oa — 403512, NHpus

Haumenoaauue, anpec U HOMEP NULeHIUK ‘ Mpome:
i (MuueHsua Ne 576/

| nrowaakw, OCYLUECTBIA OLLEH
Npou3BsoACTBO/KOHTROND KauyecTea/ebinyck ‘

Mo

]

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 Economic Union (No. GMP/EAEU/RU/01094-2024 4t
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. /

3aknioyeHne 0 COOTEETCTBUM: «HacToAWMM A NOATBEPKAAI, YTO NPWBEAEHHAS Bblwe WHGOPMaLMS sBnseTeA
ADCTOBEPHON 1 TOMHOA. JTa Cepus MPOAYKUMA NPOM3BEAEHA (BKNIOYAR YNAKOBKY {MEpPKWDOBKY) W KOHTPONb KauecTea)
H& BbILLeYKA3aHHON NPOKU3IBCACTBEHHOR NNOLWAAKS (nnowjaakax) 8 NOAHOM COOTBETCTBMN G TpeGoeanuamMu Mpasun
HaanexaieA NpouaBoACTBEHHAN NpakTUKu Espaauiickoro akoHOMWIECKoro coraa (Ne GMP/EAEU/RU/01091-2024 ot
14 pekabpa 2023 r.) w TpeSosaHnsmm KOHTPONA KavyecTea NEKAPCTBEHHBLIX CPeAcTB, @ TaloKe B COOTBETCTBMM CO
CReuMdrKaLMAMK, COQepXaLrMNCa B PErMCTPALUMOHHOM AOChE CTPaHbi-MMMNopTepa. 3anucu no fipou3soAcTay,
YNAKOBKE 1 aHanusy npoBepeHs,, W YCTAGHOBNEHO WX COOTBETCTBME TPeBOBaHUAM Mpasun  Hagnexawen
NPOW3BOACTBEHHOW NpaKTUKK EBPasMincKOro 3KOHOMMYECKOro Cai03ay.

ion ; D{

Remarks : The Product conforms to ND/ Conclusion : APPROVE
Mpumeyanue: MpoaykT cooTeeTcTRyeT TpebosaHmaMm 3axknoyenne: OQOEPEHO
HA

e QA In-Charge /
Checked by QC In-Charge / Approved by :
JokyMeHT nposeper OKK: = HokymenT opobper OOK: % e cop

te/ Date / 25 0d-2000

H:TZ: AS-04.202¢ _ _ [ flava: _

FMQCO003-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Piot No. 80-85, Tuem Industriai Estate, Tuem, Pernem Goa -403512



