CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHANU3A

Cipla

Pagetof6 / Crp

. 1u36

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAQE®, TABNETKW, 13,5 Mr

NPOU3IBOACTRA:

Batch No /Cepus Ne 486027 Batch Quantity /O6vtem 5841 packs /ynakosok
: Cepuu: ‘

AR No / ArannTtnyeckunii otuetr ARF/045/2026 Date of Analysis / RaTta 13.02.2026

Ne : aHanuaa:

Date of Mfg / laTta 01/2026 Date of Expiry / FTogen go: 12/2028

PL approved: / NIB yreepxgen: 29.07.2025

|Artworks of secondary package approved: / Max

Analysis performed according ND: / Aranua npoaeaéH no HA: NN-Ne2(011138)-(PM-RU)-290725

Artworks of primary package approved: / MakeTsi NepBHYHOM YNAKOBKKU YTREPKACHLI: 29.07.2025
eTbl BTOPMYHON YNaKOBKKU YTBEPXKAEHbI: 29.07.2025

Ne Test / NokasaTens I_ Result / Pesynbrarthl Specification / Hopma
1 | Appearance / Onucanue Complies / Flat, round, beveled-edge tablets, brown to
CooretcreyeT dark brown, with speckles. The tablet has
. "CIPLA" embossed on one side, and a score
i line on the cther side. / Mnockue kpyrnble
TAbNeTkn €O CKOWEHHbIMA  KpasMK  OT
KOPUMHEBOrS AC TEMHO-KOPUUHEBOro UBETa ¢
BKpannexHuamu. Ha oaHoi cTopoHe TabhneTky
; BeldaeneHo cnoso «CIPLA», Ha Apyrow
| CTOPOHE - NMHAR Pa3noma.
2 | |dentification / MaenTuchukayus
| Anthraquinone glycosides / Compties / i Formation of red celor in ammonia JayerTl
AHTPaXMHOHOBBIE FMMKOANALI CooTtseTcTBYET ] Sggfmwaanue aMMUAYHOrO CHOA B KPACHLIA !
Qualitative reaction /
KayecmeeHHas peakyus

Remarks : The Product conforms to ND/

HA

NpumeuaHne: poaykT cocTBETCTRYET TReBoBaHNAM

Conclusion : APPROVED ¢/
daknovenne: OQOBPEHQ

Checked by QC in-Charge /
AoxkymenTt npoeepeH OKK:

L

Approved by QA In-Charge /
Aekyment oaobped OOK:

oot

Date /
| NaTa:

Jeo olo tone

Date /
Hara:

2604 20248

FMQCO

03-15-15

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, india.
At . Simchem Pwt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Page2of6 / Ctp. 2u36
Product: SENADE TABLETS 13.5 mg NpoaykT: CEHA}JE@,__TAEHETKM, 13,5 mr

Batch No /Cepusn Ne 486027 Batch Quantity /0O6bem 5841 packs /ynakoBok ‘
: [Cepru;

AR No / AHanuTtnueckun oTver ARF/045/2026 |Date of Analysis / ata 13.02.2026

No :

Date of Mfg / JaTa 01/2026

npouanoacrTea:

Analysis performed according ND: / AHanua nposeaéH no HA: J1N-Ne(011 138)-(PF-RU)-290725 “
Artworks of primary package approved: / MakeTbl nepanyHois YNAKOBKK yTBEpPXKIEHL): 29.07.2025

Test / Nokasatens I' Resuit / PeaynbraTtn) Specification / Hopma ]
| Methyl Parahydroxybenzoate | The retention time of the main \ The retention time of the main paak in the
/ | peak in the chromatogram of | chromatogram of the test solution shoulg
| MeTunnaparuapokcubensoar ‘ the test solution corresponds ! correspond to the retention time of the peak
i HPLC 7 B3XXX to the retention time of the | of methyl  parahydroxybenzoate in the
| peak of methyl | chromatogram of standard solution. / Bpems

’ | Parahydroxybenzoate in the YACPHRUBAHMA OCHOBHOrO nuKa Ha
) { chromatogram  of standard ixpomamrpamme “CnbiTyemoro  pacteopa

solution. / Bpemsa | gomkHo COOTBETCTEBOBATL BPEMEHN
‘ YABPKNBAHUA OCHOBHOIG Muka | yaepxvaanng nuka
‘ Ha XpoMaTorpamme | MeTUNNAparnapokcbeHzoaTa Ha
vCNbLITYeMoro pacTeopa | xpomaTorpamme CTaHAApTHOrO pacTeOpa.
COOTBETCTRYET BPEMEHK |
YAEPXUBaHUR nuKa
MeTunnaparmgpokcnberaoars
Ha XpoMarorpamme
| cTanaapTHoro pactecpa.
3 | Average weight and T 19092 mg /190,92 mr Average weight 189.99 mg £7.5 % / CpeaHss
uniformity of mass/ Cpeghss ‘Macca 189,99 Mr +7.5%
Macca u oaHopoaHocT, ‘181’20 not more than + 7.5 % /
MacCChl i Complies / CooTeeTcTByeT -118/20 He Gonee + 7.5 %:
' 2/20 not mare than + 15%:/
2/20 ne Gonee t 15 %
4 | Dissolution / 77-85% /77-85 % Not less than 70 % (Q) of the iabeled amount
PacteopeHne of sennosides after 120 min. / He mexee 70 %
{Q) ot 3ansBnexHoro COEPMEHUS CeHHO3MA0B

|4epes 120 mun.

Remarks : The Product conforms to NDy Conctusion : APPROVED /
Npumeuaunwe: Npogykr CoOTBETCTBYET TREGOBAHUSM 3axmovenue: OIOBEPEHO

HA

Checked by QC In-Charge / Approved by QA In-Charge /
HoxymeHT nposeper OKK: :g-fi't,_ﬁ AokymeHT 0506peH OOK: /Q_Z;_'ii,.-—-wj"
Date / Date / . )

Oarar =264 ea ¢ | Dara: 26-04-202¢

FMQC003-15-15

Cipla Ltd. Cipia 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
CEPTUDUKAT AHANU3A

Page3ofé / Ctp. 3uab

npov3BoACTBa:

'Date of Expiry / l'ogen po:

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAAE®, TABNETKU, 13,5 Mr

Batch No /Cepwna Ne 486027 Batch Quantity /O6bem 5841 packs /ynakoBok
: cepmu:

AR No / AHannTtuveckuit otueT ARF/045/2026 Date of Analysis / flaTa 13.02.2026

Ne : aHanuia:

Date of Mfg / DaTa 01/2026 12/2028

PL approved: / [IB yreepxaeH: 29.07.2025

Analysis performed according ND: / Anann3 nboaenén no HA: FN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBHYHON YaKOBKM YTBEPKAEHDI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUMHOW YNaKOBKM yTBepxagens:: 29.07.2025

Ne Test / NokaszaTene

Result / PezynbTaThs

Specification / Hopma

§ |Lossondrying/MNoTepae
Macce Npu BbICYLIWBAHWN

1.9% /1,9%

Not more than 6.0 % / He 6onee 8,0 %

Methyl parahydroxybenzoate
/

MeTunnaparuapokcutenzoat

0.036 mg/tab / 0.036 wmr/Tab.

0.028 to 0.056 mg/itab. / OT 0,028 go 0,056
| mr/Tab.

7 | Microbial purity test! MukpoBuonoruseckas yncroTa .

Total Aerobic microbial count
/

Ofuwee Yueno aspobHbIX
MUKPOODIaHM3MOB

40 cfu/g M40 KOE/r

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

Total combined yeast and
mould count / OBuiee wucno
NNECHEBbIX W 4DONOKEBbIX
rputos

<10 cfulg / <10 KOE/T

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

Enterobacteria resistant to
bile / 3HTepoBakrepuy,
YCTORYUBLIE K Menyy

Absent cfu/g /
OTcyterayror KOE/r

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

‘Escherichia coli

Absent /OTcyTCTRYIOT

Absentin 1 g/ OTtcytctBMe B 1T

Salmonella spp.

Absent /OTCyTCTRYIOT

Absentin 10g /Oteytctane B 10T

Staphylococeus aureus

Absent / OtcyTerayioT

Absentin 1g/OtcyTcTBME B 1T

Uniformity of dosage units / 5.6/ 56
OaAopogHOCTE

ACSHUPOBAHHBIX &QMHNL

According to the requirements. / B

COOTBETCTBNU ¢ TpeBoBaHnAMM.

Remarks : The Product conforms to ND/
Npumeuanne: MNpPogyKT COOTBETCTBYET TPEBOBAHMAM

Conclusion : APPROVED !/
Saknwvenue: QOOBPEHO

Checked by QC In-Charge /
JokymeHT npoeepeH OKK:

HA
%{,—P

J

Approved by QA In-Charge /
HokymeHT oactper OOK:

Horeob

Date /

AaTa: 2-C oL 202

Date /

Hara: 26-04-+ 2025

FMQC003-15-15

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 Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTIU3A

Cipla

Pagedoft / CTp. 4u36

Product: SENADE TABLETS 13.5mg

Npoaykr: CEHAOE®, TABNETKW, 13,5 mr

Batch No /Cepun Ne

486027

'Batch Quantity /O6nhem

5841 packs /ynakorok

: cepum:

AR No / AHannTuveckui oTuet ARF/045/2026|Date of Analysis / llaTa 13.02.2026
Ne : aHanu3ia:

Date of Mfg / fQara 01/2026 {Date of Expiry / FogeH po: 12/2028
\npoussoacTaa: i

Analysis performed according ND: / AHanua npoBeaéH no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThbl nepBHYHOM YNAaKoBKW yTBepx¥aeHsl: 29.07.2025
Artworks of secondary package approved: / MakeTui BTOPUYHOW YNAKOBKM YTBEepPXKAEeHbI: 29.07.2025
PL approved: / 1B yTeepxaeH: 29.07.2025

Ne Test ! NokazaTene

Result/ PeaynbraTh

Specification / Hopma

9 ! Assay/ KonuuecTeeHHoe

onpegeneHve

14.10 mg/ 14,1Q0mr
(104.4 % /104.4 %)

12.15 1553 mg  (80.0 115.0 %)
Sennosides equivalent to sennoside B in one

tablet. / Ot 12,15 go 15,63 Mr (90,0 - 115.0 %)

CEeHHO3MAOB B NepecuyeTe HA ceHHoawa B 8
OAHOW TabneTke.

10 [ Package appearance /

Onvcanye ynakosKu

|

|

Primary packaging: 20 tablets

:in a blister made of three-layer

polyvinyl
chloride/polyethylene/polyvinyli
dene chloride {PVC/PE/PVDC)
film and

aluminum foil.

Secondary  packaging: 25
blisters with 25 package leaflets
ina carton. /

iNepeuuHan  ynakoska: Mo 20

TabneTok B8 BnucTep U3 nnerku
TPEXCNORAHOH
NGMBUHANXNOPKMA/NONUITUNEH
/nonuBUHUNMASHXNOPUD
(MBX/M3MBAX) n
AntMUHKEeBOW DONbIK.

BropudHaa vynakoexka: o 256

C BRO¥eHuem 25 nucTKoB-
BKAA4biLen.

GnucTepos B KapPTOHHYK2 NadyKy .

l

;made

Primary packaging: 20 tablets in a blister
of three-layer polyviny!
chioride/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. /

Mepswynaa  ynakoska: flo 20 TaGneTok B
Bnuctep u3 NNeHKK TPEeXCNOWHOWH
MONUBUHUNXNOPUO/NONUSTUREH/ NONUBKUHUNK]
eHxnopug (MNBX/T3/MBOX) u anwMWHWeBCH
@PONbry.

Bropw«nan ynakosxka: Mo 2, 3 Bnuctepa
BMECTE € NUCTKOM-BKNEALILLEM B KEGPTOHHYIG
nauky.

Mo 25 OnuCTepoB B KAPTOHHYKD Nadvky C

iBNOMEHWEM 25 NUCTKOB-BKNALbILWIERA,

HA

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBeTcTayeT TpeboBaHuam

Conclusion : APPROVED /
3aknwvene: OQOBPEHO

Checked by QC [n-Charge /
HAokymeHT npobepeH OKK:

-t G

T ——

Approved by QA In-Charge /
Ookyment opobper OOK:

Date/
Oata: 2o 0L L) ¢

Date/
Aara:

26-04-290208

FMQCO003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANUIA

Page50f6 / Ctp. 5u36

Npoay«r: CEHADE®, TABNETKU, 13,5 mr

Product: SENADE TABLETS 13.5mg
'Batch No /Cepun Ne 486027

'Batch Quantity /06vem

£841 packs /ynakoBok

: .cepum: )

AR No / AHanuTuueckui otyer ARF/045/2026 Date of Analysis / JaTa 13.02.2026
Ne : aHanm3a:

Date of Mfg / Oara 01/2026 Date of Expiry / FopeH go: 12/2028

APpOM3BOALCTBA.

Analysis performed according ND: / Ananu3 nposeaéHn no HA: JTIN-Ne{011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeThl NnepBUYHOM YNAaKOBKM yTBEPKAEHLI: 29,07.2025
Artworks of secondary package approved: / MakeTbl BTOPM4YHON YNIaKOBKM yTBEepPXKAEHbI: 29.07.2025

PL approved: / JIB yreepxaeH: 29.07.2025

Ne Test / NokaszaTtenb

Result / Pezynbraths

Specification / Hopma

11 lLabeling / Mapkuposaka

Complies / CooTeeTcrayeT

In accordance with Section 1.3.2 of Module 4
of the registration dossier / B cooteeTCTBUM C
pazsenom 1.3.2 MoAyns 1 pPerucTpauroHHOro
:focse.

12 |Storage conditions / Yencaua
XpaHeHUs

In a dry place at a temperature not exceeding 25 °C. / B CYXOM MecTe npw
TemnepaType He Bbile 25 °C.

13 Shelf life (expiration date) /
Cpoxk rogaHocTu {cpok
XPaHEHKA)

3 years. / 3 roga.

| APl name / HanmeHoBaHwe ADC:

Sennosides A & B / CerHoangol A v B

INN { MHH:

Sennosides A & B/ CenHoauasl An B

API manufacturer batch number/

Homep cepun npouseogmTenn AQC: CS0125177
FP Manufacturer API Batch number/
Homep cepum cyGeTaHUumMm nponzBoauTEns 0001818451

e

APl Manufactured by, address & country /
Mpouzsoaurens A®C,appec n cTpaHa:

Kothari Phytochemicals Internationa!,

Nagari, Thanichchiyam Post - 625221, Madurai District, India /

Kotapu ®utokemvkana MHTepHeWnHan,

Harapw, Taxwauusm Moct - 625221, okpyr Maaypai, NHaws

Remarks : The Product conforms to ND/
Mpumeuanne: NpoaykT cooTBETCTBYET TpeBoBaHMAM

Conclusion : APPROVED /
3aknovenne: OQJOBPEHO

Checked by QC In-Charge /
NokymeHT nposeped OKK:

HA
ﬁ{,_a

Approved by QA In-Charge /
HokymernT ogobpen QOK; )@_3______,—(-9"(

Date /
Hara:

2.C 6ol

Date /

Dara: 2—@‘04—‘ 202 ¢

FMQCU003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS

CEPTU®WKAT AHATIU3A
Page6of6 / CTp. 6136
Product: SENADE TABLETS 13.5 mg MNpoAykT: CEHAAE®, TABNETKW, 13,5 mr
Batch No /Cepun Ne 486027 Batch Quantity /O6nem 5841 packs fynakosok
: cepuu: ]
AR No/ AHanuTtu4eckun otuyer ARF/045/2026 Date of Analysis / laTa 13.02.2026
Ne : . aHanmsaa:
Date of Mfg / flaTa 01/2026 Date of Expiry / logeH po: 12/2028
NPOW3BOACTBA:

Analysis performed according ND: / AHanu3 nposegén no H: JIN-Ne(011138)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl NepPBMYHON YNaKOBKN YTBEpKAEHbI: 29.07.2025
|Artworks of secondary package approved: / MakeTn: BTOPHYHOM YNAKORKWU YTBEDXAEHEI: 29.07.2025
PL approved: / 1B yTBepxaeH: 29.07.2025

Name, address, authorization No for FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-65, Tuem Industrial
manufacturing site / Controf site / Release Estate, Tuem, Pernem Goa-403512, India {License No 576/L) /

: site / Uwnna Jirg., Cumkem Net. NiTa., YyacTok Ne 60-65,

i HauMeHoBaKue, aapec 1 HOMep NULEeH3InK MNpomeiwnedHan soHa Tyem, Tyem, NepHem, Moa ~ 403512, Ukaus
NACWAZKM, OCYIECTERR KOS {Jtuuenaus Ne 576/1)
NPOU3BOACTBO/KOHTPOML KauecTBa/BbINYCK
no

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 Econcmic Union (No. GMP/EAEU/RU/01091-2024 ¢t
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. /

3atmodeHne O GOOTBETCTBMM: «HacToSWMM 51 NOATREPXAAI, YTO NPUBEAEHHAS BbilLe VHhOpMaUUA SBNAETCH
AOCTOBEPHOW W TOYHOW. 3Ta cepusi NPOAYKLUM NPOU3BeaeHa (BKNOYES YNaKOoBKY (MapKUPOBKY) W KCHTPCNE KaqecTea)
Ha BbILLIEYKA3EHHOK NPON3BOACTBEHHON NNOL@ake (Nnolankax) 8 NOMHOM COOTBETCTEBMW ¢ TpeBGoBaHMsMK Mpasun
Hagnexalwe# Npon3BOACTBEHHON NPaKTVKi EBpasuitckoro akoHomuqeckoro coosa (Ne GMP/EAEU/RU/01091-2024 ot
14 pexabps 2023 r) v TpebOBAHMAMU KOHTPONS Ka4ecTBa NIEKAPCTBEHHbIX CDEACTS, a TakKe B COGTBETCTBUM CO
CRELUMMAKALMAMY, COAEPHALUMMACH B PErMCTPaLMOHHOM AOCHE CTpaKkbl-MMNoOpTEpa. 3anuck No NpOW3BOACTEY,
ynakoBke w aHanwly npoBepeHbl, M YCTAHOBMNEHO ux cooTeeTcTBME TpeSosawuaMm [lpaBun Hagnexawei
NPOU3BOACTBEHHON NPAKTUKN EBPA3NHCKOra akOHOMUYECKOTO Co3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED !/
MNpumeuanue: MpoaykT cooTeeTcTayeT TpeBOBAHUAM 3aknwuenne: OQOEPEHO
HA
Checked by QC in-Charge / Approved by QA In-Charge /
Dokyment npogepen OKK: %Q E o DokymenT opoBpen QOK: /gf_}f_f'_'g
Date / Date /

| fara. 2-< oW rcdr | | fara. _2@-04-9_57_.@.

FMQC003-15-15

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



