Cipla

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHANU3A

Page10of6 / CTp. 1136

\froduct: SENADE TABLETS 13.5 mg

Batch No /Cepnsa Ne 485206 5845 packs /ynakoBoK
: CEPHNC

AR No / AHanWTMHeCcKuu oTueT ARF/007/2026 | Date of Analysis / flaTta 13.01.2026

Ne : |aHanusa:

Date of Mfg / faTa
npoun3soacTea:

Batch Quantity /06bem

ate of Expiry / Fogex Ao:

12/2025 D

e
Analysis performed according ND: / Aranu3 npoBenéH no HA: nn-Nﬂ(011138)-(PI'-RU)-290725
Artworks of primary package approved: / MakeTbl nepBrMYHON YNAKOBKM YTBEPXAEHDLI: 29.07.2025

ETKW, 13,5 mr

11/2028

Artworks of secondary package approved: { MakeTbi BTOPUYHON YNaKOBKH yTBEpKAEHbL!: 29.07.2025

PL approved: / 1B yreepXaeH: 29.07.2025

|

. Ne Test / Noka3zaTenb _}

1 | Appearance / OnucaHne

|
|

|

| 2 \1dentification!Mnemmcbw.aumg

Result / PeaynbTaTtbl [ Specification / Hopma
|

Complies /
CooTeercrsyeT

| FAnthraquinone glycosides / |

AHTpPaXWHOHOBbIS FAMKO3NL “

Qualitative reaction /
KayecmeeHHasa peakyus ‘

Complies /
CooTeeTCTRYET

"Fiat, round, beveled-edge tablets, brown to
‘dark brown, with speckles. The tablet has
"CIPLA" embossed on one side, and a score
ine on the other side. / fInockue KpyTnble
raBneTkn CO  CKOUWEHHbIMW - KpaAMW or
|KODHHHesorO [0 TEMHO-KOPUUHEBOTo UBETa ©
|gkpanneHnAmn. Ha ofHOW CTOpOHE TabneTkw
BLIA3BNEHO CNOBO «CIPLA», Ha apyrod

CTODOHE - NIAHKA pasnoma.

Formation of red color in ammonia layer. /
OxpatMBaHne aMMUadHoro Cnos B KpACHbLINA
uBeT.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoLyKT COOTBETCTBYET TpeCoBanuam

Conclusion : APPROVED /
3axnw4enne: QQOBPEHO

HA
Checked by QC In-Charge / A
pproved by QA in-Charge /
[okymeHT nposepen OKK: %,:t/‘p NokymerT oaobpeH OOK? W
Date / _ Dat
Nata: RE O 1226 ﬂ:faf 2504 2026

FMQC003-15-15

Cipla Ltd.,Cipla House, Peninsuia Business Park, Gan ‘ [
la Ltd., , \ patrao 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

C_EPTVICDHKAT AHATTU3A
Page20f6 | CTp. 2u3é
‘Product: SENADE TABLETS 13.6 mg_ Tipoaykr: CEHALE®, TABNETKM, 13,5 Mr
'Batch No /Cepnna Ne 485206 ||Batch Quantity /O6%beM 5845 packs !ynaxoacﬂ
: cepum:
RR No / AHANIUTUYECKNUA OTYET ARFIOO?!ZOZB\Date of Analysis / faTa 13.01.2026
Ne : _ |aHanu3a:
Date of Mfg / QaTa 12/2025 'Date of Expiry / FoneH A0: 11/2028

Npou3BOACTBA:

Analysis performed according ND: / AHanu3 npoeenéx no HA: .I'II'I-N!!(011138)-(P[‘-RU)-290725
Artworks of primary package approved: / MakeThl nepBMMHON YNAKOBKKU YTEEPXAEHDI: 29.07.2025
Artworks of secondary package approved: / MakeTb! BTOPUUHON YNAKOBKH yTBEepPXAEHb!: 29.07.2025
|PL approved: / /1B yTBepxaeH: 29.07.2025

Ne Test / NokazaTens ‘ Result/ PeaynbTaTsl Specification / Hopma ]
Methy! 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
MeTtnnnaparuapokcubensoar | the test solution corresponds correspond to the retention time of the peak
HPLC 7/ B3XX to the retention time of the | of methy! parahydroxybenzoate in the

‘. peak of methyl ‘ chromatogram of standard solution. / Bpewms
parahydroxybenzoate in the | yoepXUBAHWR OCHOBHOTO nuKa Ha
- chromatogram  of standard ‘ XpoMaTorpamme  WCnbITyemoro pacTeopa
solution. { Bpems | AOMKHO COOTBETCTBOBATE BpeMeHn
yAEPKUBAHNA OCHOBHOrO NUka | yaepHusaHua nwKa
Ha Xpomatorpamme METVNaparapoxcudenaoata Ha
MCNBITYEMOro pacTBoOpa | XpOMaTOrpaMme CTaHaapTHOrO pacTBopa.
COOTBETCTRBYET BpeMEeHi
yAEPAKUBAHUA MUKa |
‘ MeTunnaparnapokcubersoara
Ha XPOMETOTPaMMe ‘
‘ CTaHJapTHOro pacTeopa.

3 | Average weight and \ 189.07 mg /189,07 Mr Average weight 189.99 mg +7.6 % / CpeaHnss
uniformity of mass/ CpeaHss macca 189,99 mr +7,5%
Macca U ORHOPOAHOCTE 18/20 not mare than £ 7.5 %; /
Maccel Complies / CooTBeTCTBYET  118/20 He Gonee + 7.5 %;

2420 not more than £ 15%:/
2/20 He Bonee £ 15%

4 | Dissolution / i 84-99% /84-99 % Not less than 70 % (Q) of the labeled amount
PacTeopeHue of sennosides after 120 min. / He mexee 70 %
(Q) OT 3a85IBNI@HHOI0 COACDMKaHNA cerHo3nace
B Hepes 120 MUK, J
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ﬁpumeqauue: MpoAYKT COOTRETCTBYET TPebORAHUAM 3aknwuenue: OJOBPEHO
4
Checked by QC In-Charge / O Approved by QA In-Charge / 7 \yaf
OokymenT nposepes OKK: ,A:t/p [okymenT ogobped OOK @/”
Date / Date /
Nara: 2E 0202 \ [ata: 25.04 - 2026

FMQC003-15-15

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



Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Page3of6 / CTp. 3n3b

Eroduct: SENADE TABLETS 13.5 mg [Npoayxt: CEHALE®, TABNETKK, 13,5 Mr

‘Batch No /Cepua Ne 485206 '|Batch Quantity /O6bem 5845 packs /ynakoBok

: lcepym:

‘AR No / AHANUTUYECKUHA OTHET ARF/007/2026|Date of Analysis / lata 13.01.2026 \

Ne : |aHarnusa:

Date of Mfg / laTa 12/2025 Date of Expiry / ToaeH A0: 11/2028

npou3BOACTBA:
Analysis performed according ND: / Ananu3s npoeenéx no HA: nn-NQ(O‘I1138)-(PF-RU)-290725

Artworks of primary package approved: / MakeTbi nepBMYHON YNAKOBKW YTBEPXKAEHbL. 29.07.2025
Artworks of secondary package approved: / MakeThl BTOPUUYHOW YNAKOBKY yTBEPXKAEHbL: 29.07.2025

PL approved: / NB yTBepXKAEH: 29.07.2025

[ Ne Test / NokasaTenb Result / Pe3ynbTathl [SpecificationIHopma
]
% § | Loss ondrying/ NoTeps B 1.8% /1,8% [ Not more than 6.0 % / He 6onee 8,0 %
Macce Npu BbICYLLMBAHWA
6 | Methyl parahydroxybenzoate 5 0.041 mgftab / 0,041 mr/Tab. | 0.028 to 0.056 mg/tab. / Ot 6,028 ao 0,0ﬂ
i/ MriTab.
MeTunnaparuapokcubensoat l
7 | Microbial purity test/ MukpoGuonoruueckas 41cTota
Total Aerobic microbial count l l
! | 20 cfulg /20 KOE/r | Not more than 10* cfulg! He Bonee 10° KOEIr
O6Lee Yucno aapobHbIX
MWKPOORTaHN3IMOB
Total combined yeast and o T
mould count / OBLlee vnucno 2 2
NNECHEBLIX # APOYOKEBbIX <10 cfulg / <10 KOE/T Not more than 10° cfu/g /He Gonee 10° KOE/
rpubos [
Enterobacteria resistantto | n
bile | BrrepoGaKkrephs, Absent cfurg / Not more than 10° cfu/g/ He Gonee 10° KOE/T
YCTOWMMBBIE K KENYK OreyterayoT KOE/T
Escherichia coli '  Absent /OTcyTCTRYOT Absentin 1 g/ QtcyTcTBMe 8 11 )
Salmonelia spp. Absent /OTcyTCTBYIOT Absentin 10 g / Otcytcteue 8 10
Staphylococcus aureus Absent / OtcyTeTRyIOT Absentin 1 g/ OvcyTcTBMe B 11 }
& 3;';3;2:13;’:5399 units / 6.0/6,0 According to the requirements. / B
03MPOBAHHBIX SAMHHL COOTBETCTBMW C Tpef'.-)OBaHHHMI-"I.
ﬁemarks : Therliroduct conforms to NO/ Conclusion ;: APPROVED /
MMevaHue: .
HE POAYKT COOTBETCTBYET TpeDOBaHUAM 3aknoyeHue: OQOBPEHO
Checked by QC In-Charge /
Approved by QA In-Charge
NokymenT nposeper OKK: ?,‘9-—/{"9 LloRyMEHT OioﬁpeH OOK? f@%
Date /
.I]aTZ‘ 25 -0t L3C Date /
. Aara; 2504200 G

FMQC003-15-15

Cipla Ltd.,Cipia House, Peninsula Business P
la L., . ark, Ganpatrao Kadam Marg. Lower Pare!, Mumbai - i
At - Simchem Put. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 Pal- 40001, India



Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANA3A
Pagedof6 / CTp. 4n3b

Product: SENADE TABLETS 13.5 mg [MpoaykT: CEHALE®, TABNETKW, 13,5 Mr

Batch No /[Cepna Ne 485206 |Batch Quantity /O6beM 5845 packs /ynakoBoK
E cepun.

/AR No / AHanuTuuecxuit oT4eT ARFIOO?!ZUZGlDate of Analysis / laTa 13.01.2026

Ne : aHanuaa:

Date of Mfg / flaTa 12/2025 Date of Expiry / foaeH A0: 11/2028
Npon3BOACTRA:

Analysis performed according ND: / Ananus nposeagy no HA: TIN-Ne(011138)-(PM-RU)-290725

Artworks of primary package approved: | MakKeTLi NePBUUYHON YNaKOBKM YTBEPKACHbI: 29.07.2025
Artworks of secondary package approved: / MakeTbl BTOPUYHON YNAKOBKN YTBEPKAEHDI. 29.07.2025

LPL approved: / 1B yTBepKAeH: 29.07.2025 B
[ Ne Test / NoxkaszaTenb Result / Pe3synbTaThl %Specification!Hopma
9 | Assay / Konu4ecTBeHHOE 14.01 mg/ 14,01mr 12415 - 1553mg (900 - 1150 %)
onpegenaHve (103.8 % / 103,8 %) \Sennos‘ides equivalent to sennoside B in one
‘ tablet. / OT 12,15 go 15,53 mr (80,0 - 115.0 %)
‘ CeHHO3VA0B B NepecdeTe Ha CEeHHO3WA B s
| oaHon TabneTke. B
10 | Package appearance / |Primary packaging: 20 tablets |Primary packaging: 20 tablets in a blister
Onvicarne yrakoBku ‘in a blister made of three-layer ;made of three-layer polyvinyl
polyvinyl chloride/polyethylene/polyvinylidene chloride

‘ ‘chIorideipoiyethylene!polyvinyli (PVC/PE/PVDC) film and aluminum foil.
‘ 1dene chioride (PVC/PE/PVDC) lSeconda[y packaging: 2 or 3 blisters together
film and with a package leaflet in a carton.
aluminum foil. 25 plisters with 25 package leafiets in a
Secondary _packaging; 25 |carton. /
blisters with 25 package leaflets
in a carton. /

Mepauunas _ynakoeka: Mo 20 TabneTok B
| BnucTep u3 NNEHKK TPEXCNONHOM
(lepeuvHan YNAKOBKA:. Mo 20 nonMBMHmnxnopw,ufnonmamnenfnonnamnnu,q
TaBneTok 8 BNUCTep U3 NNEHKW :eHXNopUa (NMBX/MIMBAX) u aANKMUHUEBOR

TPEXCNOWHOM ¢honbr.

NONUBMHWAXNOPKA/NONUITUNSH BropwdKas yNaKkoBka. Mo 2, 3 BnucTepa
{MONUBUHUNKMEEHXNOPYA BMECTE C MWCTKOM-BKNAAkIWLEM B KAPTOHHYKO
(NBX/N3/MBAX) u NauKy.

lanioMuHreBoR ponkTr. Mo 25 6nMCTepoB B KAPTOHHYW naqky <

BropuqHas ynakoeka: Mo 25 Bnoxenvem 25 NWCTKOB-BKNAAbILLEA.
BANCTEPOR B KAPTOHHYIO Nauky !
c @rnoxeHnem 25 nwcTkoe-

- BKNaasILeR. J
Remarks : The Product conforms to ND/ Conclusion : APPROVED/

gﬂnueuauue: TpoayKT COOTBETCTBYET TpebosaHuAM 3akniouenme: OAOGPEHO

et aposepen Ot Tt Mocywens oncbpen OOK G328,

E::Z! 25 0t 2ol L 32}2’ 25 04- 2026

FMQC003-15-15

Cipla ‘Ltd.,CipIa 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

CEPTUOUKAT AHAJNIN3A
Page5016 / CTp. 5u3b

Product: SENADE TABLETS 13.5 mg [MpoaykT: CEHARE®, TABMETKW, 13,5 mr
Batch No /Cepusn Ne 485206 'Batch Quantity /O6bem 5845 packs /ynakosoK |
: cepun;
AR No / AHanuTUuecKM# oTueT ARF/007/2026|Date of Analysis / flaTa 13.01.2026
Neg : aHanuaa:
Date of Mfg / laTa 12/2025 Date of Expiry / FoaeH RO: 1112028

npouM3BoAcTEa: :
Analysis performed according ND: / AHanu3 npoeegéH no HA: fiN-Ne(011138)-(PI-RU)-290725

Artworks of primary package approved: / MakeTol nepBUYHON YNAaKOBKM yTBEPXKAEHbI: 29.07.2025
‘Artworks of secondary package approved: / MakeTbi BTOPUMHOW YNAKOBKW yTBEPKASHbL: 29.07.2025

|PL approved: / 1B yTBepkaeH: 29.07.2025

Ne % Test / Mokasarenk \ Result / Pe3ynerathl Specification / Hopma 4[

| 11 Complies / CooTeeTcTBYET In accordance with Section 1.3.2 of Module 1

‘of the registration dossier / B cooTeeTcTeuy ©

pasnenom 1.3.2 mogyns 1 pPerucTpaLnoHHoro
AOChE.

Labeling / MapxupoBKa

| l

12 |Storage conditions / Yenosna In a dry place at a temperaturé not exceeding 25 °C. / B cyxom mecTe npu
XpaHeHmnsa |Temneparype He poilie 25 °C.

13 | Shelf life (expiration date) / ‘3 years./ 3ropa.
CpoK rogHocTH {CRok ‘

XpaHeHus)
APl name / HanmeHoBanne ADC; Sennosides A& B faﬂHoan,u.bl AubB - ]
INN / MHH: Sennosides A & B / CerHoanab A n B A
AP| manufacturer batch number/ CS0125143

Homep cepuu npowssoguTens APC:
FP Manufacturer APi Batch number /

rl-_lﬁgep cepum cyGCTaHLKMMK NPOUIBOONTENA 0001797878
Kothari Phytochemicals International,
aPI Manufactured by, address & country / Nagari, Thanichchiyam Post - 625221, Madurai District, India/
pouvaBogutens APC.anpec n cTpana; Kotapu ®uTokemukans MiHTepHewmnHan,

Harapu, TaHwyuuam Noct - 625221, okpyr Magypai, UHgus

Remarks . The Product conforms to ND/ i
. Conclusion : APPROVED
:Eumeqanue. MpoAayKT cooTRETCTBYET TpeboBaHuAM 3aknwuenne: OHOEPEHC;
Checked by QC In-Charge /
Approved by QA In-Charge /
Deoxyment nposepeH OKK 9‘_9_*@’9 ! HokymeHT opobper OOK?l /@—)/m/l?,
Date / .
. . 2-£
Dara: A5 -ou.1e } E:'trz:! 25042026

FMQC003-15-15

Cipia Ltd.,Cipla House, Peninsula Business Park, Gan
ia . . patrac Kadam Marg. Lower Parel, Mumbai - 4 i
At : Simchem Pvt. Ltd., Plot No. 80-85, Tuem Industrial Estate, Tuem, Pernem Goa -403512 - 400013, India




Cipla

GERTIFICATE OF ANALYSIS
CEPTUOWKAT AHANU3A

Page6of6 / CTp. 6;«3!:‘;_|

Mpoaykt: CEHALE®, TABNIETKH, 13,5 Mr

\Eoduct: SENADE TABLETS 13.5 mg

Batch No /Cepua Ne 485206 |Batch Quantity /O6bem 5845 packs /ynakoBOK
: CepMn.

AR No / AHanuTuueckui otuet ARF/007/2026 Date of Analysis / fiata 13.01.2026

Ne : aHanuaa:

Date of Mfg / aTa 12/2025 Date of Expiry / ToaeH Ao: 11/2028
npon3sogacTseal

Analysis performed according ND: / Ananus npoge

Aéx no HA: NN-Ne(011138)-(PM-RU)-290725

Artworks of primary package approved: / MakeTb! nepBUYHON YNaKOBKK yTBEPKAGHbL 29.07.2025

| Artworks of secondary package approved: / MakeTbi BTOPWYHOMW YNAKOBKWN YTBEXKASHDI 29.07.2025

|PL approved: / J1B yTBepkaeH: 29.07.2025

|

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HawMeHOBaHWe, aapec W HOMEP NULEH3INK
NNOWAAKHN, OCYULECTBAOLIEH
NPOM3BOACTBO/XOHTPOMNb KayecTBa/BbINYCK

o

Cipla Ltd., Simchem Pvi. Ltd., Plot No.60-65, Tuem Industrial |
Estate, Tuem, Pernem Goa-403512, india (License No 576/) /
Uwunna NTa., Cumkem T1BT. NTa., Yuactok Ne 60-65,
FlpOMBILLNEHHER 30H2 Tyem, Tyem, MNeprem, Moa — 403512, IHAWR

(NMuuerana Ne 576/1)

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 tne Eurasian Ecanomic 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 Econemic Union is established».{

JaknioueHne o0 COOTBETCTBMM: «HacToswMM A NOATBEPXKAAK, HTO npuBegeHHan Bbilie WHPOPMAaLUS RBRAETCA
AOCTOBEPHOM U TOUHOW. 3Ta cepis NPOAYKUNN npovsseneHa (BRNIoUaA yNakoBKy (MapKWPOBKY) W KOHTPONB KauecTsa)
Ha BbILLEYKA3aHHOW NPOW3BOACTBEHHOA nnowanke (nnoLagkax) B NOMHOM COCTBETCTBUN C Tpebosannamv Mpasun

HaaneXaled NPpoM3soACTBEHHOM NpakThky EBpa3suickero
14 pexabps 2023 r.) ¥ TpebOBaHUAMM KOHTPONS Ka4eCTB
CReLUGMKALNAMY, COOEPKALMMACS B PETUCTPaLMo

SKOHOMUWHECKOTo comosa (Ne GMP/EAEU/RU/01091-2024 oT
a NEeKapcTBEHHLIX CPEACTE, @ Tawke B COOTBETCTBAN co
HHOM JOCbE CTpaHbl-MMAopTepa. 3ankcu no NpOW3BOACTBY.

yNaKBKkE W @HANU3y NPOBEPeHb!, W YCTAHORREHO WX cooteeTcTRMe TpebosaxuAm [lpasun Hagnexawen
NPO3BOACTBEHHOW NPAKTUKA EBPa3sniCKOro 3KOHOMUYECKOrO COK3ax.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT COOTBETCTBYET TpefosaHuam

HA

Conclusion : APPROVED !/
3axniouenvie: OQOBPEHO

Checked by QC In-Charge /
LBokymeHT nposepeH OKK:

G

Approved by QA In-Charge /
DokymerT 0a0Bper OOK: Q»/}E‘”ﬁ

Date/ 9 & ote,1e2¢
para: _

Date /
Dara;

2504 20206

FMQC003-15-13

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




