Cipla

CERTIFICATE OF ANALYSIS

CEPTUGWKAT AHANW3A
Page10of6 | CTp. 1136
‘Product: SENADE TABLETS 13.5 mg MpoaykT: CEHALE®, TABNETKH, 13,5 Mr
l_ Batch No /Cepus Ne 486028 Batch Quantity /O06bem 5850 packs /ynakoBox
: |cepum:
AR NO / AHanuTU4eCKNA OTHET ARF/046/2026Date of Analysis / Data 13.02.2026 |
Ne: _ __ \|aWafnu3a:
Date of Mfg / [lata 02/2026 Date of Expiry / [oaeH no: 01/2029

nNpoK3BOACTBA:
Analysis performed according ND: { AHanw3 nposenéx no HA: I'II'I-N9(011138)-(P|’-RU)-290725
Artworks of primary package approved: / MakeTbl nepBMUYHOR YNAKOBKA yTBEepPKASHbL: 29.07.2025

Artworks of secondary package approved: / MakeTb! BTOPUYHON YNAKOBKM yTBEpPXAEHbL: 29.07.2025 |
PL approved: / JIB yTBepXACH. 29.07.2025

[™ ]

1 ‘ Appearance / Onucakise

Test / Noka3aTenb Result / PeaynbTathl Specification / Hopma

Complies /
i CooraeTcTBYET

Flat, round, beveled-edge tablets, brown to
dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score

line on the other side. / [nockue Kpyrable
!_ |TabreTin CO  CKOWEHHbIMA KpasMum  OT

| ]Kopw-meaoro [0 TEMHO-KOpW4HEBOrO UBETA C
| srpannexusmn. Ha oaHoi cTopone TabneTku
Ha Apyrod

| IBbIAABNEHG  CMOBO «CIPLA»,

- ! CTOPOHE - NAHUA PB3NOMA.
| 2 lldentificationlMneHTucbuKauMﬂ
I [ Anthraquinone glycosides /| Complies / | Formation of red color in ammonia layer. {
CooT T nos bIA |
AHTDEXUHONOBbIE FIMKOMAS l oDTBETCTBYET | OKpalMBaRTe aMMnayHore cnoa B KPACHbLIN ‘

KayecmeeHrnaa peakyus

Qualitative reaction / \

l uger.
|

Remarks ; The Product conforms to ND/
Npumeuavine; TpoaykT cooTeeTCTBYET TpeboBaHuAM

Conclusion : APPROVED {
3akniouenne: ONOBPEHO

Checked by QC In-Charge /
[okymeHT npoBepeH OKK:

HA
_:g};lwo.

Approved by QA In-Charge /
[okymenT ofobper OOK: /@;/5‘\5/_"'2

Date/
Dara: 2.Cooe2e22 | para:

|
| Date /
ale 2604 -2026

FMQC003-15-15

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
CEPTUOUKAT AHANU3A

Page2of6 / Ctp. 2136

Product: SENADE TABLETS 13.5 mg

[MpoaykT: CEHAQE®, TABNETKW, 13,5 mr

Batch No /Cepun Ne 486028 'Batch Quantity /O6bem 5850 packs /ynakoBox
: cepuu:

AR No / Ananutuueckus otyet ARF/046/2026 Date of Analysis / faTa 13.02.2026

Ne : avanuvaa:

Date of Mfg / flaTa 02/2026 Date of Expiry / FTopeH go: 01/2029

npown3soacrea.

Analysis performed according ND: / Ananu3 nposeaéx no HA: NN-Ng(011138)-(Pr-RU)}-290725

Artworks of primary package approved: { MakeTbl NepBU4HON YNAKOBKH YTBEPHKAEHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHON YNAKOBKM YTBERXKAEHbL!! 29.07.2025 |
PL approved: / JIB yreepxaeH: 29.07.2025 :

N2 Test / MokazaTens

Result / Pe3ynbTaTh)

Specification / Hopma

Methyl Parahydroxybenzoate
/
MeTunnaparnapoxcuberacar
HPLC /7 B3XX

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
chromatogram of standard
soiution. / Bpems
YAESDKUBAHMA GCHOBHOMO NUKa
Ha xpomarorpamme
NCNBITYEMOro pacTeopa
COOTBETCTRYET
YAEPHUBAHUA nuka
meTunnaparnapokenbersoara
Ha XpoMaTorpamme

| cTaHAapTHOro pacTeopa.

the

BPEMEHW ]

The retention time of the main peak in the
chromatogram of the test soiution should
correspond to the retention time of the peak
of methyt parahydroxybenzoate in the

chromatogram of standard solution. / Bpemsa
yaepKUBaHNs OCHOBHOTO nuka Ha
XpOMaTOrpaMme  ACnoTYeMOro  pacrecpa
JAOMKHO COOTBETCTRBOBATh BPEMEHU
YASPKABAHUA nuKa
MeTunnaparugpokcubersoara Ha

XpomartorpaMmme CTaHAapTHOMD pacTeopa.

3 | Average weight and
uniformity of mass/ Cpefrsa
| Macca U 0QHOPOAHOCTD

| maccol

190.44 mg /190,44 mr

Complies / CooTBETCTBYET

Average weight 189.99 mg 7.5 % / Cpeatss
macca 189,99 mr £7 5%

18/20 not more than £ 7.5 %; /

118/20 He Bonee £ 7,5 %,;

2120 not more than = 15%:;/

2/20 He Gonee + 15 %

4 | Dissolution /
PacTeopeHue

78-89% /78-89 %

Not less than 70 % (Q) of the labeled amount
of sennosides after 120 min. / He mexee 70 %

(Q) OT 3aRBNEHHOID COLEPMANNA GCEHHOINA0E
|uepe3 120 MUH.

HA

Remarks - The Product conforms to NDY
Mpumeuanne: MNpodyKT cooTaeTcTBYET TpeboBarnam

Conclusion : APPROVED /
3axnovenne: COOEPEHO

Checked by QC In-Charge /
LoxymenT npoeepeH OKK:

—fAe

‘| Approved by QA In-Charge /
DokymenT ogobper OOK:

fearest,

Date /

Jara: 20 olp =24

Date /
Hara:

204 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. 80-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®WKAT AHANWU3A

Page3ofé / CTp. 3us6

[NpoAyKT: CEHALE®, TABNETKW, 13,5 Mr

)Tlroduct: SENADE TABLETS 13.5mg_

[Batch No /Cepun Ne 486028 |Batch Quantity /O6tem 5850 packs /ynakosox
E cepun:

AR NoO / AHanuTHuecKui otueT ARF/046/2026 | Date of Analysis / flata 13.02.2026

Ne : aHanmnaa:

Date of Mfg / fQaTa 02/2026 |Dalte of Expiry / TogeH /0O: 01/2029
NpoU3BOACTEA:

Analysis performed according ND: / AHanu3 npoBeAaéH no HAO: nﬂ-Nﬂ(011138)-(PF-RU)-290725

Artworks of primary package approved: / MakeTbl NepBUYHON YNAKOBKY yTEEPXAESHbL: 29.07.2025
lArtworks of secondary package approved: / MakeTbl BTOPUYHON YNaKOBKH yTBEpKACHSI: 29.07.2025 l|

PL approved: / /1B yTBepXaeH: 29.07.2025

[ ——

Ne Test / NokazaTenkb

Result/ Peaynsyathl

‘ Specification / Hopma

5 \ Loss on drying / NoTepa 8
| MacCe Npy BICYLLMBAHAY

2.1% 12.1%

| Not more than 6.0 % / He Gonee 8,0 %

6 | Methyl parahydroxybenzoate | 0.037 mgftab / 0,037 mr/tab.

| 0.028 to 0.056 mg/tab. / Ot 0,028 po 0,056 |

{ : mriTab. |
l MeTrnnnaparappokcuden3oaT |i ‘l 4‘
( 7 Pﬂicrobial purity test/ MukpoGuonornqeckan YyueToTA |
| Total Aerobic microbial count l| ||

/ _ 4 4

OBwiee Cno 39poBHBIX \ 30 cfufg /30 KOE/r | Not more than 10* cfu/g/ He Gonee 10 KOE/r

MWKPOOPraHvu3mos

Total combined yeast and \
mould count / Obee “meno
ANECHEBbIX Y APCHOKEBBIX \

<10 cfulg / <10 KOE/T

| Not more than 102 cfulg /He Bonee 10° KOE/T |

rpnGoB l ‘
Enterobacteria resistant {o \ 2 2
bile / OHTEPOGAKTEDM, ‘ Absent cfufg / | Not more than 107 cfuig/ He Bonee 10 KOE/r
YCTOWMMBBIE K eN4w QreyterayoT KOE/T «L
Escherichiacol | Absent /OTCYTCTBYIOT 1 Absentin 1 g/ OTcytctBue 8 11 o |
Salmonella spp. | Absent /OTCYTCTBYIOT Apsentin 10 g / OtcytcTene 8 10T
Staphylococcus aureus Absent / OTCyTCTBYIOT Absentin 1 g/ OtcytcTeue BT

56/56 According to the requirements. / B

g | Unifarmity of dosage units/ |
] OaHopogHOCTL ‘
| AO3UPOBAHHBIX eaunHuL I

R [

|COOTEGTCTBHM ¢ TpebopaHuaMI.

[ P

Remarks - The Product conforms to ND/
Mpumeyanue: MNpeay«ss cooTReTCTBYET TPeOOBaHUAM
HA

Conclusion : APPROVED /
3akntouenne: OQOBPEHO

Checked by QC in-Charge /
NokymeHT nposeped OKK:

- hes

“Approved by QA In-Charge /
‘ NokymeHT opfioBpen OOK: W

Date /
Aata:

DL Otk 22l

Oata: 2604 200

FMQC003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTUDUKAT

AHANW3A

Pagedof6 / CTp. 4136

Mpoay«T: CEHADE®, TABNETKW, 13,5 mr

F*roduct: SENADE TABLETS 13.5 mg

Batch No /Cepua Ne 486028 I‘Batch Quantity /06 beM 5850 packs /ynakoBoK |
E CEepUn:

|AR No | AHanNWTUYECKUA OTUYET ARF/046/2026 | Date of Analysis / flata 13.02.2026

Ne : aHanu3a:

Date of Mfg / faTa 02/2026
npou3BOACTBA: |

'lDa—te of Expiry / Foaex go:

01/2029

PL approved: / JIB yTBepKACH: 29.07.2025

Analysis performed according ND: / AHanu3 npose,
Artworks of primary package approved: / MakeTbl nepBHYHON YNAKOBKH yTRep¥AEHbL: 29.07.2025
Artworks of secondary package approved: / MaxeTbl BTOPUYHOMW YN2KOBKM yTBEPKASHDI: 29.07.2025 ‘

aén no HA: NN-Ne(0111 38)-(PM-RU)-290725

I —

‘ Ne \ Test / NokaszaTenb

Result / Peaynbrathl

[ Specification / Hopma T

g9 | Assay/ KonuiecTBehHOEe
onpeaenedve

14.04 mg / 14,04mr
(104.0 % / 104.0 %)

o1 = 1563mg (900 - 115.0°%)
| Sennosides equivaient to sennoside B in one
tablet / OT 12,15 ao 15,53 mr (90,0 - 115,0 %)

|
l
|
|
|
|

10 | Package appearance/
OnvcaHne yNakoBKn

poiyvinyl

‘m a blister made of three-layer

CEeHHO3NG0E B nepecqe"re Ha ceHHo3nd B Bj
|, oaHon TabneTke.
Primary packaqing: 20 tablets |Primary packaging. 20 tablets in a blister

made of

three-layer polyvinyl

'chiorideipolyethylene:‘poiwinylidene chloride

|cnloride/poiyethyiene/potyvinyli l(PVC:‘PEIPVDC} film and aluminum foil.
]dene chloride (PVC/PE/PVDC) |Seconda|_y packaging: 2 or 3 blisters together

film and
laluminum foil.
Seconda

in a carton. /

ackaging:
plisters with 25 package leaflets

‘I'lepavquaﬂ ynakoska: Mo 20
ITabneTok B BauCTep U3 NNEHKK

with a package leaflet in a carton.
195 plisters with 25 package leafiets in a _
25 |carton. / ' I

MNepBy4Han yNaKkoBKa: Mo 20 TabneTok Bl-
énucrep n3 NNEHKK TPEXCRoAHoA
nonmsm—nmnxnopm,qmonwamnenfnonuBMHnnn,u.
eRXnopva, (NBXMIMBAX) ¢ aNMUHWEBON

| l 1amanblmeu.

TPEXCNONHOR chonbry.
NONUBUHUNXAOPUA/NONNITANEH ‘BTOD'.‘IU.HE!H ynakoexa: Mo 2, 3 BnucTepa
HNONVBUHUNMAEHXIOPUA 'amecTe ¢ NUCTKOM-BKNAAbILLEM B KAPTOHHYIC |
\ |(IBX/NAMBLX) # FauKy.
\anmmmweaoﬁ donbry. \I‘Io 55 BRMCTEPOB B KApTOHHYK fadky C|
'Bropuunan ynakoska: [10 25 {BNOXEHVEM 20 NNCTKOB-BKNAABILLEN.
\ GNUCTEPOB B KAPTOHHYIC NaqKY ‘

‘c sroxeHuem 25 nwcwoa-‘

|

Remarks : The Product conforms to ND/
Npumeyanwe: Npoayky cooTRETCTRYET TPeboBaHNAM

Conclusion : APPROVED {
3aiouenune: OQOBPEHO

Checked by QC in-Charge /
TokymenT nposeper OKK:

HA
- fo

TApproved by QA In-Charge /
‘ DokymeHT onobpeH QCK: %}

Date /
[lara. Q0. ok rere

FMQCO003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTUGWKAT AHAIIV3A
page50f6 / CTp. 5n3b
Product: SENADE TABLETS 13.5mg MpoAayxT: CEHARE", TABNETKH, 13,56 MC
Batch No /Cepuna Ne A86028 |Batch Quantity /06bem 5850 packs /ynakoBox
: cepwn:
\AR No / AHanUTHUYECKUA OTHeT ARFIO46!202€[Date of Analysis / QaTa 13.02.2026
Ne : ananuaa. L
Date of Mfg / laTta 02/2026 Date of Expiry / fopeH AO: 01/2029

npowu3BOACTEA:

Analysis performed according ND: / AHanu3 nposeaén no HA: nﬁ-Nn(m1138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTbl nepBUYHON YNAKOBKN yTBEPKAEHbLI: 29.07.2025 |
Artworks of secondary package approved: / MakeTb! BTOPMYHON YNaKOBKK yTBepXAeHbI: 29.07.2025 |
\PL approved: / NB yreepxkAeH: 29.07.2025

Result / PeaynbTathl

Test ! MokazaTenb Specification / Hopma

In accordance with Section 1.3.2 of Module 1
of the registration dossier { B cOOTBETCTEWMK C
& ]paa,uenom 132 moayna 1 PerucTPaLuoHHoOro

' NOCHE. =

I S e ey

Storage conditions / YcnoBus |In a dry place at a temperature not exceeding 25 °C. / B cyxom ME
XpaHeHun 'TemnepaType He Bbllle 25 °C.

13 |Shelf life (expiration date) / |3 years. / 3 ropa.

CpOK ronHOCTH (CPOK |

XpaHEHUA) i

Labeling / Mapk1upoBKa Complies / CoOTBETCTBYET

cTe npu

APi name / HanmerosaHne ADC: ~Sennosides A& B/ CenHoanasl AUB
INN / MHH: Sennosides A & B / CenHO31AbI AnB
AP| manufacturer batch number/

Homep cepuv Npon3BOAUTENA A®C: CS0125177 & C50125178
FP Manufacturer APl Batch number /
Homep cepumn CyGCTaHLMK NPOU3IBOANTENA 0001818451 & 0001818452

rno:

P! Manuf Kothari Phytochemicals International,
A anufactured by, address & country / Nagari, Thanichchiyam Post - 625221, Madurai District, India /
pounasoantens A®C,agpec n cTpaHa: KoTapw ®utokemvkans YiHTepHewmnsan,

j Harapy, Tanudunam Moct - 625221, okpyr Magypai, UHaus

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

Mpum :
HE“ eyaHme: [poayKT COCTBETCTBYET TpeboBaHNAM 3aknwuenue: OQOBPEHO
Checked by QC In-Charge /

: { Approved by QA In-Charge /
NokymenT npoeeperd OKK: ":ﬁ; . DoxymeHT onobpeH OOK? _’__r;“f_:?.l
Date /

. y ¢ . 6le. Date /

Aata h wm ﬂa:a: 26- 042026

FMQCO003-156-15

Cipla Ltd. Cipla House, Peninsula Business Pa
la Lid., , rk, Ganpatrao Kadam Marg, Lower Parel, M i- i
At - Simchem Pvt. Ltd.. Plot No. 80-85, Tuem Industrial Estate, Tuem, Pegrnem Gog 40351u2mbal 400073 Indl.



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANMKU3A
Pageb6of6 / Ctp. 6136
Product;: SENADE TABLETS 13.5 mg ‘NpoaykT: CEHALE®, TABNIETKW, 13,5 Mr
'Batch No /Cepus Ne 486028 IBatch Quantity /O6wem 5850 packs /ynaxoBok
: cepuu:
AR No / Ananutuuyecknin otyetr ARF/046/2026 Date of Analysis / flata 13.02.2026
Ne : aHanwuaia:
Date of Mfg / [lata 02/2026 [Date of Expiry / Fogen go: 01/2029
npouasoacTea: '

Analysis performed according ND: / AHanus npoeegén no HA: AN-Ne(01 1138)-(PIr-RU)-290725
Artworks of primary package approved: / MakeTb! NepBUYHON YNAKOBKW yTBEPKAESHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPMYHON YNAKOBKH YTBEPXOEHbI: 29.07.2025
PL approved: / JIB yrBepxaeH: 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 { Uuvnna N1a., Cumkem MeT. JITa., Y4acTok Ne 60-65,

HavwmeHoBaHnWe, aapec U HOMeP NTULIEHIHM
NNOWAAKM, OCYULEC TR IOLLEN
NPOK3BOACTBO/KOHTPONbL KaYeCTBA/BbINYCK
Mmo

MpombiwnenHasn 3oHa Tyem, Tyem, MepHem, Moa - 403512, Knauwa
{(MuueHsus Ne 876/71)

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/01081-2024 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». /

3aKMIoYeHNe © COOTBETCTBMM: «HacTOSWMM 5 NoaTBEPXAElD, YTO NPUBEAEHHAA Boile MHCOPMAaLMA ABNAETCA
ACCTOBEPHOW ¥ TOUHOW. 37a Cepna NPOAYKUMA NpOM3BeaeHa (BKNDYan yNnakoBky {MapKUPOBKY) W KOHTPONb Ka4ecTea)
Ha BbllLEYKAa3aHHOW NpOU3BCACTEEHHON NNoLLanke (nnowgaaKax) B NCAHOM COOTBETCTBMM C Tpebeanunamn MNpasun
HaANEKaLLER NPON3BOACTBEHHOR NPaKTUkM EBPaAsSMACKEre 3KOHOMUUEBCKCOTO Coto3a (N2 GMP/EAEU/RU/01091-2024 ot
14 pexabps 2023 r.} n TpeBoBaHUAMU KOHTPONA KaYecTea NeKkapcTBEHHBIX CPEACTB, @ Talke B COOTBETCTEBMM CO
cNeLMdUKaLNamMY, COAEPXALIMMACA B PErucCTpalMOKHOM A0Cbe CTPaHbI-AMNOPTEPa. 3anucy no NPOWsSBOACTRY,
yNakoBKe W aHanway npPOBEPEeHbl, M yCTAHOBNEHO WX COOTBETCTRVE Tpefoganuam [pasun HagnNexawen
NPOW3IBOACTBEHHOM NpaKTuki EBPA3MNCKOrO 3KOHOMMUHECKOrO COlo3ax.

Remarks | The Product conforms to ND/ Conclusion : APPROVED !/
Mpumeyanne: MpoaykT cooTBETCTBYET TpebosaHnam 3axknwouenue: OJOBPEHO

HA

Checked by QC In-Charge / Approved by QA In-Charge / Cof
NokymenT npoeepen OKK: ‘,’_E..u Nokyment opofiner OCK: &'\___,...«-4
Date / | Date /

ﬂaTa: e ol o2t i ﬂaTa: 26 -“C) & -2382 G

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



