Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A
Page1of6 / Ctp. 1136
Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAOE®, TABAETKW, 13,5 mr
Batch No /Cepun N2 485203 'Batch Quantity /06Bbem 5848 packs /ynakoBok
: cepuu:
AR No / AHanUTHUYEeCKMHW OTYeT ARFI307!2025‘Date of Analysis / flaTa '06.01.2026
Ne : ‘aHanwuaa:
Date of Mfg / QaTa 1212025 'Date of Expiry / ToaeH po: 11/2028
npoussogcTea: ‘

Analysis performed according ND: / AHanu3 nposeaéH no HA: INN-Ne(011138)-(PIr'-RU)-290725
Artworks of primary package approved: / MakeTbl NepBMYHON YNAKOBKY YTBEPXASHDI: 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPMYHOHU YNakoBKM YTEEDKAEHbI. 29.07.2025
PL approved: / [1B yTBepxAaeH: 29.07.2025

Ne Test / NokazaTenb Result / Pe3synbTaThl | Specification / Hopma
1 | Appearance / Onucanue Complies / Flat, round, beveled-edge tablets, brown to
CooTeETCTRYET dark brown, with speckles. The tablet has

"CIPLA" embossed on one side, and a score
line on the other side. / [nockue Kpyrnble
TabneTkw CO  CKOWEHHBIMW  Kpasmn  OT
KOPVYHEBOMQ A0 TEMHC-KOPUYHEBOro LBeTa C
'gkpannenuaMn. Ha oaHO cTopoHe TabneTku
'spinaeneno cnoso «CIPLA», Ha apyrow
CTOPCHE - NIMHKWA Pa3noMa.

2 Identification / MaeHTndnkauyma

Anthraquinone glycosides / Complies / \ Formation of red color in ammonia layer. /
A CooTBeTCTBYET QkpaluvmBaine aMMUadHoro ¢nos B KPacHbLIA
HTPaXWMHOHOBLIE IMTMKO3UAL LBET.
Qualitative reaction / _
KauecmeeHnas peakuyus ‘
1

Remarks : The Product conforms to ND/ Conclusion : APPROVED/

Mpumeyanne: MPoaykT COOTBETCTBYET TpebosaHUAM 3aknmovenve: OQOBPEHO

RO

Checked by QC In-Charge / :,4 > Approved by QA In-Charge / Lol

DokymenT nposeper OKK o_s-rt‘-/j HokymenT ogobped OOK: _ /

Date / Ne Date / zgr DA+ Dol

Bava: e it fata:

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




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANKU3A

Cipla

Page20f6 / CTp. 2u36

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHAQE®, TABJIETKU, 13,5 mr

Batch No /Cepna Ne 485203 Batch Quantity /O6Lem 5848 packs /ynakoBok
: CepUMn:

AR No/ AHanuTuueckun otyet ARF/307/2025|Date of Analysis / flaTa 06.01.2026

Ne : aHanuaa:

Date of Mfg / flaTa 12/2025 Date of Expiry / Toaex po: 11/2028
NPOU3BOACTRA:

Analysis performed according ND: / Akanua n

poeenén no HO: NN-Ne(011138)-(PI"-RU)-290725
Artworks of primary package approved: / MakeTbl NnepB14HO# YNaKoBKM yTBepKAeHbI; 29.07.2025
Artworks of secondary package approved: / MakeThi BTOPHYHOM YyNaKOBKW yTEePXAEHbI: 29.07.2025
PL approved: / NB yreepxaen: 29.07.2025

| Ne Test / Mokaszatens

Result / PesynbTaTh

Specification / Hopma

1
i Methyl Parahydroxybenzoate
!
Metunnaparuapokcubersoar
HPLC 7 B3XKX

The retention time of the main
peak in the chromatogram of
the test solution corresponds
to the retention time of the
peak of methyl
parahydroxybenzoate in the
chromatogram of standard
solution. / Bpems
YABPHABEHUA OCHOBHOIO MWKa
Ha XpoMaTorpamme
UCNbiTYEMOro pacTecpa
COOTBETCTRYET BpEMEHM
yOepxuBanua nwga
mMeTunnaparugpokcnbersoarta
Ha XpoMaTorpaMmme
CTaHAaPTHOrS pacTeopa.

The retention time of the main peak in the
i chromatogram of the test sclution should
correspond to the retention time of the peak
of methyl parahydroxybenzoate in the
chromatogram of standard sclution. / Bpewms

YOBDKMBAHWSE  OCHOBHOTO  AMKa Ha
XPOMaTOrpaMMe  UCMLITYEeMOre  pacTeopa
BON¥HO CoOTBETCTBORATL BpemMeHH
YASPKUBAHWA nuka
MemnnaparnApOchGeHaoaTa Ha

XpomaTtorpamMe CTaHAapTHOMO pacTeopa.

3 : Average weight and

Macca W QAHOROAHOCTL
Macchbi

uniformity of mass/ CpegHss .

180.30 mg /180,30 wmr

Complies / CootBeTcTBYET

Average weight 188.99 mg +7.5 % / CpeaHan
mMacca 189,99 mr +7,5%

|18/20 not more than £ 7.5 %, /
118/20 He Bonee + 7.5 %:

;2!20 not more than £ 15%:/
§2f2[} He Gonee + 15 %

4 | Dissolution /
PacTeopeHune

85-09% /85-99 %

{Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He menee 70 %
(Q) OT 3a9BNEHHCIO COAEPKAHUA CEHHO3NA0B
yepes 120 MUH.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTEYET TpeBoBaHWAM
HA

Conclusion : APPROVED !/
3aknkuenue: ONOEPEHO

Checked by QC In-Charge / O Approved by QA In-Charge / op
HokymenT npopepeH OKK: w't_ﬁ HoxymenTt ogobpen OQK: /Ega/{,,«-‘
Date / - Date /

fara: ol & OH 200 DaTa: 25 0420206

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATNTW3A

Page3of6 / Ctp. 3In36

Product: SENADE TABLETS 13.5 mg

NpoaykT: CEHAQE®, TABNETKW, 13,5 mr

Batch No /Cepun Ne 485203 Batch Quantity /O6bem 5848 packs /ynakoBoK
. cepuin:

AR No / AHanutuueckuit otvet ARF/307/2025|Date of Analysis / [laTa 06.01.2026

Ne : adanuaa:

Date of Mfg / [laTa 12/2025 Date of Expiry / Mloaex po: 11/2028
NpoU3BOACTEA:

Analysis performed according ND; / AHanu3 npoegés no HA: I1MN-Ne(011138)-(Pl-RU)-290725
Artworks of primary package approved: / MakeTbl NepBUYHOW YNAKOBKM YyTBEpXaeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbi BTOPMYHOM YNAKOBK# yTBepXKAEHbI: 29.07.2025
PL approved: / NB yreepxpeH: 29.07.2025

Ne Test / Nokazatenb

Result / PeayneTathl

Specification / Hopma

5 | Loss ondrying / NoTepa B
Macce Npy BeICYLUWBAHWK

1.8% 1,8%

Not mere than 8.0 % / He Gonee 6,0 %

6 | Methyl parahydroxybenzoate
/

MeTunnaparngpokcnbenzoar

0.036 mg/tab / 0,036 mriTab.

0.028 to 0.056 mghab. / OT 0,028 ac 0,056
MriTab.

7 | Micrebial purity test/ MukpoBuonoruseckas yucroTa

Total Aerobic microbial count
{

OBulee yucno aapobHbIx
MUKPOOPraHM3MoB

1

10 cfu/g /10 KOE/r

- Not more than 10° cfu/g/ He Bonee 10° KOE/

Total combined yeast and
mould count / OBiulee yucno
NNECHEBLIX W SPOXOKEBbIX
rpnbos

<10 cfulg / <10 KOE/T

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

Enterobacteria resistant to
bile / DHTepobakTepuy,
yCTOIF'Il-IMBbIe K Hen4ymn

Ahsent cfu/g /
QteyTrersyioT KOE/T

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

OaHOPORHOCTE
LO3NPOBAHHBIX €5HHNY

I

Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/OTtcyTcTBMe B 11
Salmonella spp. Absent /OTcyTCTBYIOT Absentin 10 g / OTcyTctene s 10
Staphylococcus aureus Absent / OTcyTcTeyloT Absentin 1 g/ OtcyToTene B 1+

8 | Unifermity of dosage units / 6.3/86,3 According to  the requirements. [/ B

COOTBETCTBAW C Tp&ﬁOBaH WNAMHK.

HO

Remarks . The Product conforms to ND/
Mpumeyanme: Mpoaykr cooraeTcTeyeT TpebopaHUAM

Conclusion : APPROVED /
3aknwouenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

AoxymeRT npoeeper OKK: -=W1<_._.o : NokymedT cactped OOK: /@),/- ¢ [
Date / Date /
Oata; 25 -O4 2024 Hara: 25042026

FMQC003-15-15

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANWU3A

Page4of6 / Ctp. 4n26

Product: SENADE TABLETS 13.5 mg

Npoaykr: CEHANE®, TABJIETKM, 13,5 mr

Batch No /Cepua Ne 485203 Batch Quantity /06bem 5848 packs /ynakoBok
: cepuu;

AR No / AHanutnueckuin otuet ARF/307/2025|Date of Analysis / flata 06.01.2026

Ne : aHanmaa:

Date of Mfg / fara 12/2025 Date of Expiry / Foagen ao: 11/2028
NpOM3BOLACTBA:

PL approved: / JIB yTeepxaeH: 29.07.2025

Analysis performed according ND: / AHanu3s nposegéu no HA: JIN-Ne{011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTsl nepBryYHOM YNakoBKK yTRepxKAeHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO# YNakoBKHW yTRepxaeHb!: 29.07.2025

Onucanue ynakosku in a blister made of three-layer

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

aluminum foil.

Secondary  packaging. 25
blisters with 25 package leaflets
tin a carton. /

MepBudHas  ynakopka: Mo 20
TabneTok B BnucTep “3 NNEeHKA
TPEXCNORHORA
HOI'IHBL‘IHMHXHODH,Q/FIOHHSTMHGH
/nonmemHMnngeHxnopua
(MNBX/N3/NBOX) 1
aroMuHueBON bonbri.
Bropuynas ynakoeka; Mo 25
BNucTepoB B KapTOHMYIO Nadky
C ENowasduem 25 nueTeon-
BKNagblLen.

Ne Test / MoxasaTens Result / PeaynbTaThs Specification / Hopma
9 | Assay / KonuuecTeeHHoe 1410 mg/ 14,10mr 1216 - 1553mg (900 - 1150%)
onpepeneHue {(104.4 % / 104 4 %) Sennosides equivalent to sennoside B in one
itablet / OT 12,15 no 15,53 mr (90,0 - 1150 %)
CEHHO3MA0B B8 nepecdeTe Ha CeHHo3uMA B B
oaHoh TabneTke.
10 | Package appearance / Primary packaging: 2C tablets |Primary packaging. 20 tablets in a blister

made of three-layer polyviny
chioride/polyethyiene/poiyvinylidene chicride
(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
carten. /

OepBuynan ynakoska. Mo 20 Tabnetok B
nuctep 13 NIEHKM TPEXCNORHOM
NONUBUHUNXNOPUA/NCNMITUNEH/ NCAUBKHANWA
eHxnopug (MBXMIMBOX) v anomMuHUes0R
.cbonbLru.

iBTODMHHaR ynakoeka: o 2, 3 Bnucrepa
{BMECTE C NINCTKOM-BKNEABILIEM B KERTOHHYW
InaqKy.

Mo 25 6nucTepoB B KapTOHHYK: nauxy ¢
BNOXEHNEM 25 NUCTKOB-BKNaAbILLEA.

1

Remarks . The Product conforms to ND/
NpumeuaHne: NpoayKT cOOTRETCTRYET TpeboBaHUAM

HA

Conclusion : APPROVED ¢/
3axnwdeHue: OQOBPEHO

Checked by QC In-Charge /

DokymenT nposeper OKK: {:{-’J

Approved by QA In-Charge /
Hokyment ogoBpen OOK: %‘)jﬁﬁ

Date / -~ ) I Date /
Dara: AL 04 rer-tL | Nata:

2504 2026

FMQCO003-15-15

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

At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem,

Pernem Goa -403512




CERTIFICAT

Cipla

E OF ANALYSIS

CEPTUOUKAT AHAJTU3A

Page5of6 / Ctp. 5136

Product: SENADE TABLETS 13.5 mg ]

Npoaykt: CEHALE®, TABNETKW, 13,5 mr

Batch No /Cepust Na 485203 Batch Quantity /O6bem 5848 packs /ynakosox
: cepuu:

AR No / Ananutnyecknit otyetr ARF/307/2025 Date of Analysis / flata 06.01.2026

Ne : adanuaia:

Date of Mfg / lata 12/2025 Date of Expiry / Topen po: 11/2028
NPOM3BOACTBA:

Analysis performed according ND: / AHanu3 nposeaéu no H1: NM-Ne(011138)-(PM-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMYHON YNaKoBKK yTBEpKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTkl BTOPUYHOM ynakoBKKW yTBepxaeHsl: 29.07.2025

PL approved: / B yTeepxaen: 29.07.2025

Ne Test / NokaszaTenn

Result / PeaynbraTsl

Specification / Hopma

11 |Labeling / Mapxupoaka

Complies / CooTeercTRYET

In accordance with Section 1.3.2 of Module 1
of the registration dossier / B COOTBETCTEBUM C
ipasnenoM 1.3.2 Mmofynst 1 percTpaunoRHOre
gocee. :

12 |Storage conditions / Ycnosus

XpaHeHWA

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

13 |Shelf life {expiration date} /
CpoK rogHocTH {CpoK

XpaHeHWA)

3 years. / 3roga.

APl name / Haumenosanne ADC:

Sennosides A & B / CenHoananl A w B

INN / MHH:

Sennosides A & B/ CenHoanabl A 1 B

APl manufacturer batch number /
Homep cepuu nponasogutenn AD®C:

C80125141 & CS0125142

FP Manufacturer AP| Batch number !

Homep cepuu cyBCeTaHUMK NPOKIBOAKTENA
rno:

0001797873 & 0001797874

APl Manufactured by, address & country /
Mpounaesoautens ADC,anpec U cTpana:

Kothari Phytochemicals International,

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

Kotapu ®utokemukana UHTeprewwmnHan,
Harapu, Tanuquuam Moct - 625221, okpyr Maaypan, UHgus

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooTBETCTBYET TPEBOBAHWAM
HO

Conclusion : APPROVED {
3aknwyedwe: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

sof S o
FlokyMeHT nposepeH OKK: e LoxymeHT ogotpen OOK: /ﬁ)
/
Date / Date /
Oata: 25 04 L LolE | DaTa: 25-04 -202-6

FMQCO003-15-15

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 AHANN3A
Page6of6 / Ctp. 6n3b
Product: SENADE TABLETS 13.5 mg Npoayxt: CEHALE®, TABJIETKW, 13,5 Mr
Batch No /Cepus Ne 485203 - 'Batch Quantity /O6nem 5848 packs lynakoBox
: cepuu:
AR No / AvanuTuueckuit oruet ARF/307/2025 Date of Analysis / flara 06.01.2026
Ne ; aHanuza:
Date of Mfg / flaTa 1212025 Date of Expiry / FoaeH po: 11/2028
NPOU3BOACTBA:

Analysis performed according ND: / AHanu3 nposeagn no HZI: ITN-Ne(011138)-(Pr-RU)-290725
Artworks of primary package approved: / MakeTbi nepBUYHON YNaKOBKM yreepxaeHnt: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHOW YNakOBKM yTBEpXAEHbI: 29.07.2025
PL approved: / B yrBepxaeH: 29.07.2025

Name, address, authorization Nofor  FP Cipla Ltd., Simchem Pvt. Ltd., Plot No.60-85, Tuem Industriat
manufacturing site / Controt site / Release Estate, Tuemn, Pernem Goa-403512, India {License No 576/L) /
site / Uwunra Nta.. Cumxem Net. NiTa., YuacTok Ne 60-65,
HaumenoBaHue, agpec u HOMep NULEH3UU MNpombiwnerHan soHa Tyem, Tyem, Meprem, Foa — 403512, UHaum
NAoaaKM, OCYLLECTRNAOLE A {(MTuuensua Ne 576/M
NPOM3BOACTBO/KOHTPONb KA4ecTBa/BbINyCK

me

Declaration of certification: «| 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/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, /

3aknioyeHne O COOTBETCTBUM: «HACTOAWMM S NOATREPKAAID, YTO NPUBSAEHHas Bbille WHAOPMAUMS SBNAETCH
AOCTOBEPHOA M TOYHOW. JTa Cepua NPOAYKLMK NPoU3BEAEHa (BKIIONAS YNaKkoBKY {MapKUPOBKY) M KOHTPONb KauyecTsa)
Ha BbILUEYKA3AHHOW NPOW3BOACTBEHHOW NNOWAAKE (NNOWAAKAX) B NONHOM COOTBETCTBUM C TpefopaHusMu Mpaeun
Hapnexalued NpoUIBoACTBEHHON MPaKTUkv EBPa3UACKOro 3koHOMMUYecKoro coaa (Ne GMP/EAEU/RU/01081-2024 ot
14 nekabps 2023 r.) u TpeBOBAHUAMM KOHTPONS Ka4ecTea NekapcTBeHHo!X CPEACTB, 4 TaKkke B COOTBETCTBUAM CO
CNELMPUKALINAMY, COAESPHELUMMACT B PErMCTPALMOHHOM A0CHE CTpaHbl-uMnopTepa. 3anuck No NpousBOZCTBY,
YNAKOBKE W aHanM3y nNpOBEpeHbl, M YCTAHOBNEHO WX COOTBETCTBUE TpeBoBaHUAM MNpasun Hagnewawen
NPOU3IBOACTBEHHON NPAKTHKN EBPA3NIACKOTO 3KGHOMMWYBCKOTO COK3a .

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Eﬂumeqauue: fpoaykr cootseTcTyeT TpeBoBaKurm 3awnoyeHune: OQOBPEHO

Checked by QC In-Charge / A oP
pproved by QA In-Charge /

HAokymeHT npoeepen OKK: 9;10*}‘——9 HAokymeHT ogobpen OOK: @/"

Date /

Dara: 25 oW.1elt H::_Gaz:f 25 04-3026

FMQC003-15-15

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Mar i i
e ; , g, Lower Parel, Mumbai - 400013, india.
At : Simchem Pvt, Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




