Cipla

CERTIFICATE OF ANALYSIS
- CEPTHDHKAT AHAJIM3A

Page 1 of 4/ C1p. I u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485107

Batch Quantity / O6bemM cepun:  S843packs / ynakosok

{AR No / AHaanTHYecKmil oruer Ne : ARF/178/2025 | Date of Analysis / laTa anaamza:  31.08.2025

Date of Mfg / Tara npoussoacrea:  08/2025 Date of Expiry / Togen no: 07/2028

Analysis performed according ND / Anaaus npoeeaén mo H: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. No 1 ot 09.07.2024

Test / Noka3zavean

Result / PeayaeTaTh Specification / Hopma

1 Description / Onucatue | Complies / CooTBeTcTBYET Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / ITiockue kpyrabie TabneTky co
CKOUIEHHBIMM KPASMK OT KOPHYHEBATO 10 TEMHO-
KOPHUHEBOTC LBETA C BKpanieHuamu. Ha oaxoit
cTopoHe TadIeTku BuigasneHo cnoso «CIPLA», va
IPYTOd - THHKSA pazioMa.

2 Identification / [ToanHHOCTE

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpallMBaHHe aMMHAyHOTO PacTBOpAa B KPACHBIN
AHNTPaxHHOHOBWE [ITHKO3KAbI
UBET,

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCy CootgetcTBYET chromatogram of the sample solution should
MeruanaparuapokcHOeH30aT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methvt Parahydroxybenzoater) / Bpeus
yASPKUBAHUT OCHOBHOTO MMKA Ha XpoMaTorpaMme
UCTILITYEMOre PACTBOPA AQIKHO COOTBETCTBOBATh
BPEMEHH VISPXKHBAHKS OCHOBHOMO fIHKA Ha
XpOMaTorpaMme CTAHIAPTHOTO pacTBOpa
meTunnaparuapokcinbensoara (pasaen
«MeTuanaparuapokcHoeH30aT).

Average weight / Cpensss
macca

(3]

189.25mg / 189.25Mmr 189.99 mg =7.5% / 189,99 mr£7.,5%

Remarks : The Product conforms 1o ND/

Conclusion ;: APPROVED /

Mpumevanue: MNpoaykr coorsetcTeyeT Tpebosannam HO | 3akmovenue: OQOGPEHO

Checked by QC In-Charge / ;jgb_p

Approved by QA In-Charge / o
(

BoxymenT nposepeH OKK: AoxymeHT ogoGpeH OOK: 0>
H:iea'! 202 21e>< E::ea'/ 2\ 0B 2o
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDHKAT AHAJIH3A

Page2 of4/Crtp.2 uz 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepus Ne: 485107 Batch Quantity / O6bem cepun;  5843packs / ynakoBok

|AR No / AmannTudecknii oruer Ne: ARF/178/2025Date of Analysis / Ilata anannza: 31.08.2025

Date of Mfeg / /lata nponzBoacrea:  08/2025 Date of Expiry / 'onen a0: 07/2028

Analysis performed according ND / Anaans nporeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Na 1 ot 09.07.2024

Result/ PesysibTaTsl Specification / Hopma

e Test / Mokazarens

4 | Uniformity of weight / Complies / CooTeeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue donee = 7.5
OIHOPOAHOCTE [0 Macce %

/20 tablets NMT +15% / 2/20 ve Gonee + 15%

5 | Loss ondrying / TToteps B £.9% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BICYLLIWBAHUN

6 | Dissolution/ 78-98% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) ceHno3Ha0B depes 120 MuUH

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV < L 1.
OnHOPOAHOCTE NO3UPOBAHNA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < L1, All values of xi must satisfy the
inequality:

[M-xi| < 0,01 = L2 x M.

L1=15.0:L2=23.0.

[Mokazareas npuemnemoctd 1A n=10 AV <L1.

B cnyuae, ecsiu 3HaueHue AV npesbitiaet L1,
NPOBOAT HCHBITAHUE HA chieaytouinx 20 odpazuax.
Jina n=30 AV < L1, Bce 3HaueHHs Xi TOTHKHBI
YIOBIETBOPATH HEPABEHCTBY:

IM-xi| <0.01 x L2 = M.

L1=150;L2=250.

8 Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 0 115.0 %) of
KoanuecTseHHoe onpeneneHqe 14.12mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnextpodoTOMeTpHA) Ot 12,15 a0 15,53 mr{o71 90.0 oo 113.0 %)

14.12Mri1a6 CEHHO3MI0B B NepecyeTe Ha ceHHo3ua B B oaHoHA
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanume: NpoaykT cooteeTcTayet Tpefosadusam Hl | 3aknwuenne: OQOBPEHO
Checked by QC In-Charge / 5@6_"& N Approved by QA In-Charge / \ o
HoxymeHT npoeeper OKK: - DokymenT oaobped OOK: —
E:ii:j 2 108 1tors H:ﬁ: 3to®

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 30f 4/ Cip. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAIE', TABJIETKH 13,5 mr

'Batch No / Cepun Ne :

485107

| Bateh Quantity / O6bew cepnu:

5843packs 7}?11&1&)30!{ !

IAR No / Apaarrudeckuii oTaer No :

AR/ 78;’2()25%03& of Analysis / Jata anaamsza: 31.08.2025

Date of Mfp / /laTta nponsBoiciBa:

082023

iDate of Expirv / Toaeu 10:

072028

Analysis performed according ND / Anaans nposeads mo H/L: 11 N0O13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 o1 (19.07.2024

Nor

Test / NMokaszateibs

Result / Pesysinrarn

Specification / Hopwa

9

Content of Methyl
parahyvdroxybenzoate( HPLC)
Coucpkanue
METHINApArIpoKeHORHI0aTd
(BYAX)

(.04 Imgab

0.04 1nvrrad

T 0.028 - 0.056 mg'tab. -

071 0.028 10 0.056 MrTab. B

| MICROBIAL LIMIT TEST Mnkpofmonorn-lecxass YHCTOTA

Total Aerobic microbial count
ObuLee 4neno aapobHbix

MHKPOOPIaHH3IMOB
|

20

" Not more than 107 cfu,

@ 'He Goxee 107 1

Total combined yeast and mould [
count 7 Odulee vHCI0 1

CMAECHEBbIX B IPOAGKERLIX

rpudon

“ Not more than 107 elu’

¥

Tle Goace 107 1+

=3

10 ¢)

Bile tolerant gram-negative
bacteria’ YcToluusbie K
JCHCTBHKY KEUH
FpAMOTPHLATEIbHBIE DaRTEPHN

Absent -Orevrersy ol

Not more than 10°° 4

He dooice 107

10 d)

Staphylococcus aureus

Absent OTeyTeTBYHOT

Absentin 1 ¢

OreyTeTBre B 1 T

10 ¢)

Escherichia coli

Absent Orevrersyiol

Absentin | g

OteyteTRue B I 1

1

Salmonelta

Absent - OTeyTeTBYIOT

Absentin 10 ¢

OrcyterBHe B 10 g

Remarks . The Product conforms to ND/
MNpumeyanue: NpodykT cooTseTcTBYET TpeboBaHnam HI

Conclusion : APPROVED /
3aknwueHune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

A

OokymeHT npoeeper OKK: d’g\f - HokymeHT opobpeH OOK: J\M/\L"i“’
/ . Y . -
Do ares 2ens Do oo

FMQCO03-15-10
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®HKAT AHAJIH3A

Page 4 of 4/Ctp. 413 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

485107

Batch Quantity / O6bem cepun:

5843packs / ynakoBpok

AR No / Asanutnueckuii otuer Ne : ARF/178/2025

Date of Analysis / lata apaanza: 31.08.2025

Date of Mfg / laTta nponsBogcTsa:

08/2025

Date of Expiry / I'ogen go:

07/2028

Analysis performed according ND / Ananus uposenén wo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N0O13745/01-180522, n3m. Ne 1 or 09.07.2024

Result / PesynbTarTsl

Test / Mokasarenb

Specification / Hopma

Package / Ynakoska

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
atuminum foil. 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 Tabnetox B
BaMCTEp W3 MIEHKH
MOJUBHHUIXIOPUIHOH
(MONH3TUIEHOBOM/
MONHBHHILTUAE HXTOPHAHOH) H
amoMunuesodl ¢oabru, no 25
OAUCTEPOB B KAPTOHHYHO MAUKY
C BNOXEHUEM 25 HHCTPYKUMA

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton, 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum fotl, 25 blisters with
25 patient information leaflets in a carton. / flo 20
TabneTox B OJHCTED U3 TUIEHKH TPEXCNOHHOH
(MBX/TIXTIBAX) v amomuenesoil hoasru. [To 2
uam 3 GRHCTEpa BMECTE ¢ MHCTPYKLMEH 1o
NPHMEHEHHIO B KAPTOHHYIO nauky. [1o 20 tabneTok
B OJIMCTEP U3 TEHKH NONUBAHHIXTOPUAHOH
(NONHITHIEHOBONH / MOTUBMHUIMASHXIOPHIHOM) H
ATOMHHHEBOH onbru, no 25 GnucTepos B

10 NPHMEHEHHIO.

KAPTOHHYE MAUKY ¢ BAOKEHHEM 25 HHCTPYKUMEF o
TPHMEHEHHIO.

12 Labeling / Mapxnposka According to ND /

B cooteeTcTBHH ¢ H]

13 Storage conditions / YcnoBua

XpaHeH!s Bule 25 °C.

In a dry place. at temperature below 25 °C. / B cyxom mecTe TIpH TeMiieparype He

14 Shelf life / Cpox roaHocTH 3 years /3 roja

Remarks : The Product conforms to ND/
Npumevanue: Npogykr cocteeTcTByeT TpefosaqHnam HI

Conclusion : APPROVED /
3aknwuenne: OQQOBPEHO

Checked by QC In-Charge / £,
NokymenT nposepeH OKK: Qﬁ

Approved by QA In-Charge / ‘ap
HokymeHT oaodbpeH OOK: o

Date / .
21 0g 1024

[ara:

Date /

Nara: 2V-0® 2ok

FMQC003-15-10

Cipla Ltd.,Cipia 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
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