CERTIFI

Cipla

CATE OF ANALYSIS

CEPTUOUKAT AHANU3A

Page1of6 / Ctp. 1136

Product: SENADE TABLETS 13.5 mg INpoaykr: CEHAOE®, TABNETKW, 13,5 mr -
Batch No /Cepnst Ne 486042 Batch Quantity /O61em 5843 packs /ynakoBok
: cepum:

AR No / Avanutnyeckuin ovuet ARF/063/2026!Date of Analysis / Data 28.02.2026

Ne : adanwaa:

Date of Mfg / [laTa 02/2026 Date of Expiry / Togen go: 01/2029

NpoOU3BOACTRA:

Analysis performed according ND:/ Avanu3 nposegéH no HI: JIM-Ne(0111 38)-(PI-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHON YNaKOBKM yTBepKaeHbl: 29.07.2025

Artworks of secondary package approved
PL approved: / 1B yreepxaen: 29.07.2025

: / MaKeTbl BTOPUYHON YNAKOBKK YTBEpXKACHDLE: 29.07.2025

N2 Test/ NokazaTene Result / PeaynkTartsi Specification / Hopma
1 | Appearance / OnucaHwe Complies / Flat, round, beveled-edge tablets, brown to
CooTeeTCTBYEST dark brown, with speckles. The tablet has

"CIPLA" embossed on one side, and a score
line on the other side. / Mnockue kpyrnele
TabneTkn CO  CKOLUEHHBIMW  KpasMu  OT
KOPWYHEBOrD A0 TEMHO-KOPWYHEBOre LBETa C
iBKpanneHnamu. Ha ogHol ctopoxe Tabnetku
BbiAaBneHo cnoeo  «CIPLA», Ha gapyron
CTOPOHE - NMHWUS pasnoma.

2 | Identification / NaeHTuthbrkayus

Qualitative reaction /
Kauyecmeennas peaxyus

Anthraquinone glycosides / Complies / : Formation of red color in ammonia layer. /
OTBETCTBYET almBan MUauH 0d B a
AHTPaXMHOHOBLIE MMUKO3N B! Co ye S:ET aHue aM oro ¢n “pachsin |

Remarks : The Product conforms to NO/

HO

Conclusion : APPROVED {

Npumeuanue: MpoaykT cooTBeTCTBYET TpeBoBaHUAM 3arkmiovenne: OQOBPEHO

Checked by QC In-Charge / éﬁw

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
Ackymenr ogobper OOK: OS\CQP,

Date /
Hata:

28 . ol ro0 ¢

Date /
Oata:

2.L:04--2026

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Piot No. 60-65 Tuem Industrial Estate, Tuem, Pernem Goa 403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page2of6 / Ctp. 2u36

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAAE®, TABNETKU, 13,5 mr

Batch No /Cepwus Ne 486042 Batch Quantity /O6bem 5843 packs /ynaxoBsok
: cepuMm:

AR No / AHanutuyeckuin oTuer ARF/063/2026|Date of Analysis / [laTa 28.02.2026

Ne : aHanusa: )

Date of Mfg / [laTa 02/2026 Date of Expiry / FTogen go: 01/2029

Npou3BOACTRA:

Analysis performed according ND: / Ananna npogené&H no HA: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOM YNakoBKHW yTRepXAheHb!: 29.07.2025
Artworks of secondary package approved: / Makers! BTOPWYHOW YNAKOBKH YTREpXKAeHbI: 29.07.2025
PL approved: / NNB yTeepxaeH: 29.07.2025

Ne Test/ NoxazaTtens Resuit / Pesynbrate Specification / Hopma
Methyl 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
MerunnaparugpokcuGensoar | the test solution corresponds correspond to the retention time of the peak
HPLC /B3XX to the retention time of the | of methy! parahydroxybenzoate in the
peak of methyl | chromatogram of standard solution. / Bpems
parahydroxybenzoate in the | yaepxueaHus OCHOBHOrO nuKa Ha
chromategram of standard | xpomaTorpaMMe  UCNBITYEMOrO pacTeopa
solution. / Bpemsa | 4omkHo COOTBETCTBOBATL BpEMeHN
YASPHUBAKAR OCHOBHOIO NWKa | YOEDKWBAHMWSA nuka
Ha XpoMaTorpaMme | metunnaparugpokcnfieHaoara Ha
WCTIBITYEMOTO pacTeopa | XpOMaTorpaMMme CTaHRAPRTHORO pacTBopa.
cooTEEeTCTRYEST BPEMEHM |
YOEDXKUBaHWSA n1Ka
MeTunnaparuapckcubenaoara
Ha XpomarorpamMme
| CTaHAapTHOro pacTeopa.
3 | Average weight and 187.87 mg /187,87 mr Average weight 189.99 mg £7.5 % / CpegHnn
uniformity of mass/ CpegHas macca 189,99 mr +7 5%
Macca U 0AHOPORHOCTL 18/20 not more than £ 7.5 %: /
Macchi Complies / COOTBETCTBYET  |18/20 He Bonee + 7.5 %:
2/20 not more than + 15%;/
2/20 ve Bonee + 15 %
4 | Dissolution / 79-80 % / 79-80 % Not less than 70 % {Q) of the labeled amount
PacTteopeHue of sennosides after 120 min. / He meHee 70 %

{Q) OT 339BNEHHOrC COAEPKAKUR CEHHO3MA0R
uepes 120 Mun.

HO

Remarks . The Product conforms to ND/
Npumeuanme: MpogykT cooTBETCTRYET TpeGOoBAHWAM

Conclusion : APPROVED [
3awmovyeHue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npopeper OKK:

Approved by QA in-Charge /
DoxymenT opofpes OOK:

Gyt

Date /
Hata:

AC. o 12l

Date /
Aata:

2604 2026

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Pagedof6 / Crp. 3nab

Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAOE®, TABNETKW, 13,5 mr N
Batch No /Cepus Ne 486042 'Batch Quantity /O6nem 5843 packs /ynakoBok

: cepum.

AR No / AnanuTnyeckuin oruet ARF/063/2026 |Date of Analysis / flaTa 28.02.2026

Ne : aHanuaa;

Date of Mfg / flata 02/2026 Date of Expiry / Fogex go: 01/2029

NpoM3BOACTBA:

PL approved: / JIB yreepxaen: 29.07.2025

Analysis performed according ND: / Ananua npoeenéH no HA: JMN-Ng(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbs NepPBUYHON YNAKOBKY YTBEPXKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUYHOMK YNAKOBKM YTBEPXASHLE: 29.07.2025

Ne Test/ MokaszaTensb

Result / Peaynsratsl

| Specification / Hopma )

5 | Loss ondrying / Noteps &
Macce Npw abiCyLMBaHWH

2.0%/2,0%

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

6 | Methyl parahydroxybenzoate
/

MeTunnaparugpokcubersoar [

0.038 mgftab / 0,038 mriTab.

0.028 to 0.056 mg/tab. / OT 0,028 Ao 0,056
i Mr/Tab.

7 | Microbial purity test/ MukpoBuonoruieckas uncToTa

Total Aerobic microbial count |
)
Obwee Yncno aspabHbix
MHKpOOpFaHMSMOB

20 cfu/g /20 KOE/r

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

Total combined yeast and
mauld count / OBee yueno
NNecHeBbIX 1 APONOKEBBLIX
rpuboe

<10 cfulg / <10 KOE/r

Not more than 107 cfu/g /He Gonee 107 KOE/r

Enterobacteria resistant to
bile / 3xTepobakrepum,
YCTORMUBLIE K Kenun

Absent cfu/g /
OrtcyrerayieT KOE/r

Not more than 10° cfu/g/ He 6onee 102 KQOE/r

Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytctBueB 11

Salmonella spp.

Absent /OTcyTeTRYIOT

Absentin 10 g / OTcyTcTBME B 10T

Staphylococcus aureus

Absent / OtcyTeTeyior

Absent in 1 g/ Otcytctames 1r

8 | Uniformity of dosage units /
OAHOPOAHOCTE
LO3WPOBaNHBIX EANHALL

6.23/8,3

According 1o the requirements. / B
COOTBETCTEMM ¢ TpeBOBaHWAMM.

Remarks : The Product conferms to ND/f
NMpumeyanne: MNpoaykT cooteeTcTEYET TReDOBAHMAM

Conclusion : APPROVED /
3aknwyenme: QQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepen OKK:

RO

Approved by QA In-Charge /
[okymeHT ogobpeH QOK: @/ Lor

Date /

Oata: 26 041026

Date /
i Dara:

26-04 - o2 (,

FMQCD03-15-15

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHANTU3A
Page4of6 / CTp. 4u36
Product: SENADE TABLETS 13.5 mg Npoaykr: CEHALE®, TABNETKW, 13,5 mr ]
Batch No /Cepns Ne 486042 Batch Quantity /O6vem 5843 packs fynakopok
: ) cepuu:
AR No / Ananutuyecknii otuet ARF/063/2026 Date of Analysis / fata 28.02.2026
Ne : aHanuaa:
Date of Mfg / flata 02/2026 Date of Expiry / Fopen go: 01/2029
npoussoacrea:

Analysis performed according ND:/ AHanua nposenéH no HAO: NN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeThl nepBUuYHON YNaKkoBKM yTBepxaeHbl: 29.07.2025

Artworks of secondary package approved: / MakeTbl BTOPUYHOI YNaKoBKW yTBepXKAeHbl: 29.07.2025
PL approved: / 1B yreepxaen: 29.07.2025

Ne Test / NoxazaTene Result / Pesynbrathl Specification / Hopma
9  Assay/Konwuecteentoe 14.05mg/ 14,05 mr 1215 - 1653mg (900 - 1150 %)
Onpeaenenune (104.1 % 1 104,1 %) Sennosides equivalent to sennoside B in one

tablet. / Or 12,15 no 15,53 mr (90,0 - 115,0 %)
CeHHO3WZO0B B nepecveTe Ha ceHHosug B o
OOHOA TabneTke.

10 | Package appearance / Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister
OnucaHue ynakosku in a blister made of three-layer |made of three-layer polyvinyl
poiyvinyl chloride/poiyethyiene/polyvinylidene chloride

chloride/polyethylene/polyvinyti {{PVC/PE/PVDC) film and aluminum foil.

dene chioride (PVC/PE/PVDC) |Secondary packading: 2 or 3 blisters tagether
film and with a package leafiet in a carton.

atuminum foil. 25 blisters with 25 package leaflets in a
Secondary  packaqing: 25 |earton. /

blisters with 25 package leaflets | _
in a carton. / MepewyHas ynakoeka: Mo 20 Tabnerok B

6nuctep n3 NRAeHKY TPEXCACWUHOK
flepavyHas ynakoeka: o 20 NONUBUHUNXNOPUA/MONUITUNEH/NOMMBUHNAKE
TabneTtok B GnucTep U3 NNeHkn |eHxnopua (MBX/N3/MBLX) ¥ anMUHUEBROIX

TPEXCNONHON donerw.
;IONMBUHUNXNOPUA/NONN3TUNEH |BTopudnas ynakoeka: Mo 2, 3 6BnucTtepa
ilnonmamnununeﬂxnopm BMECTE C IMCTKOM-BKNaAbILIEM B KAPTOHHYWO
HNBX/N3/MBAX) w Rauvky.
aniMUHUEBOR onbry, Mo 25 BnucTepoB B HEPTOHHYK nadky ©

BNOMEHWEM 25 NUCTKOB-BKNAAbILLSA.

1

BTopwyHas ynakoeka: Mo 25
!

GNMCTEpOR B KARTOHHYIY Naudky |
Cc BNoxeHuem 25 nucTKoB-

BKIaAbILLER.
Remarks : The Product conforms to ND/ Conclusion : APPRQVED/
Mpumeuanne: NpogykT cooteetcTayeT TpeboBaHUAM 3aknwoueHue: OAOBPEHO
HA
-Charge /
Checked by QC In-Charge / t.p Approved by QA In .
OokymeHT npoeepeH OKK: f HokymeHT oaobpen OCK: %j/)}f/"
Date / Date/
Hata: 2L -ol.Ded s ]' DNara: 26.08-2a02. 6

FMQCO003-15-15

Cipia Ltd.,Cipla House, Peninsuia 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
CEPTUONKAT AHAJTIN3A

Page50f6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg

Mpoayxr: CEHALE®, TABNETKMW, 13,5 mr

Batch No /Cepua Ne 486042

Batch Quantity /O6nem

fpon3BOOCTRA:

: Cepun:

AR No / AHanutuueckuit otyer ARF/063/2026 Date of Analysis / fQaTa 28.02.2026
Ne : aHanuaa:

Date of Mfg / AaTa 02/2026 Date of Expiry / FogeH go: 01/2029

5843 packs /ynakosok

PL approved: / lIB yreepwaeH: 29.07.2025

Analysis performed according ND: / AHanu3 nposeaéH no HA: NN-Ne(011138)-(PT-RU)-290725
Artworks of primary package approved: / MakeTbl NnepBMYHON YNaKoBKM yTBepXAeHbI: 29.07.2025

Artworks of secondary package approved: / MakeTLl BTOPUYHOM YNakoBKMK yTEepXAeHbI: 29.07.2025

Ne Test/ Noxasatens

Result / PeaynbTaTts

Specification / Hopma

11 [Labeling / MapkupoBka

Complies / CooTBeTCTRYET

In accordance with Section 1.3.2 of Module 1
‘of the registration dossier / B cooTeeTCTBMM C
ipasgenom 1.3.2 Maayns 1 pPerdcTpaLMOHHOM
Jocbe.

12 {Storage conditions / ¥cnosus
XPaHEHHS

in a dry place at a temperature not exceeding 25 °C. / B cyxoM mecTe npu
TEMNEPATYPE He Bbilwe 25 °C.

13 [Shelf life (expiration date) /
Cpok roasocTul {Cpok
XPaHEeHUA)

dyears. /3 rona.

[ APl name / HanmernoBanne ADC:

Sennosides A & B/ CenHoanas! An B

INN / MHH:

Sennosides A & B/ CeHHoanau An B

AP manufacturer batch number /
Homep cepum npoussoguTtens APC:

C80125185 & C50125186

FP Manufacturer APl Batch number /
Homep cepum cyScTaHUuum nponaBoauTens
rno:

0001823970 & 0001823971

APl Manufactured by, address & country /
Mpoussoautens ADC,agpec n cTpana:

Kothari Phytochemicals International,

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

KoTapn dutokemukans MaTeprewwvHan,

Harapw, Tannuyuam Noct - 625221, okpyr Magypak, MHaus

Remarks : The Product conforms ta ND/
Npumevanue: Mpoaykr cooTBETCTEYET TPEGOBAHUAM

Conclusion : APPROVED /
3axnwyenue: OQJOBPEHO

HA

Checked by QC In-Charge / ) Approved by QA In-Charge /

HokymeHT npoeepeH OKK: i‘c"‘o AokymeHTt opobper QOK: %/L\S&Da
Date / , Date /

Jara: ‘;c ol 1"’)’”‘" Hara: _ 2'6 ©4 2026

FMQCO003-15-15

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




Cipla

CERTIFICATE Of ANALYSIS

CEPTUOUKAT AHANU3A

' Page6of6 / Ctp. 6u3b
Product: SENADE TABLETS 13.5 mg Npoaykr: CEHAQE®, TABNETKW, 13,5 mr
Batch No /Cepus Ne 486042 Batch Quantity /O6bwem 5843 packs /ynakoBok
: tepum:
AR No / AHanuTuueckuii ot4er ARF/063/2026 Date of Analysis / QaTa 28.02.2026
Ne : aHanua3a:
Date of Mfg / flara 02/2026 Date of Expiry / Togen go: 01/2029
NPOU3BOACTBA:

Analysis performed according ND: / AHanuz npoBegéH no HA: NMMN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTb! neperuuHOW YNaKkoBKKW YTBepXaeHbl: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOpUUHO yNakoBKW yTBepXAaeHbl: 29.07.2025
PL approved: / 11B yreepxnen: 29.07.2025

Name, address, authorization No for  FP 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 / Uunpa N7a., Cumkem MeT. Nta., YuacTok Ne 60-65,

i HaumeHoBaHue, aApec W HOMEP NMLIEHINK fpoMeiunerHasn aoHa Tyem, Tyem, NepHem, Foa — 403512, MHgus
NAOWAaAKW, OCYWECTEAAOWESH (Nuuensus Ne 576/1)
NPOU3IBOACTBO/KOHTPOMDb KavyecTBa/BbINyCK
rmno

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 controt 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 established». /

JaknmoueHue © COOTBETCTBUH: «HACTOAWMM 5 ROATBEPKAAK, YTO NPWUBEASHHAA BbILE WH(POPMALMA ABNAETCH
AOCTOBEPHON M TOMHOW. 3Ta CEpUA NPOSYKLUMY NPON3BEAEHE (BKNIOUas YNAKOBKY (MapKMPOBKY) W KOHTPOIMb KA4ECTRa)
Ha BbilUEYK&3aHHCH NPOW3BOACTBEHHON NACLIaAKe {(nnowankax) B NONHOM COOTBETCTBMM C Tpebosanusmu MNpaBun
HaAnexaien Npou3BOACTBEHHOM NpakTMkA EBpasuitckoro akoHoMuueckoro cowsa (Ne GMP/EAEU/RU/G1091-2024 ot
14 nekabps 2023 1) n TpeBoBaHUAMM KOHTPONS KayecTea nekapcTBeHHbIX CPEACTE, A Talke B COOTBETCTEWWM CO
CNEUMPUKALIBAMN, COAEPXKALUNMUCA B PErNCTPALMCHHOM 4OCHLE CTPaHbi-uMnopTepa. 3anucu No NpOU3BOSCTEY,
YNAKOBKE W aHanusy npoBEpeHbl, W YCTAHOBMEHO WX cooTeeTCTBUe TpeboBaHWaM [lpaaun Haanexawen
MPOU3BOACTBEHHOI NPAKTHKM EBRa3ntCKOro aKaHOMUYECKOro Conaan.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoayKT cooTeeTcTBYET TPEBOBAHNAM 3aknwyvenne: ONOEPEHO
HA

Checked by QC In-Charge / f P Approved by QA In-Charge /

0 T npo OKK: : aKyme o6peH OOK: ﬁ;)m
HokymenT nposeper LokymenT oactpex Ron T2
Date / Date /
fara, 2E-o4lel.c fata_ 26 o4 2025

FMQC003-15-15

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



