Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHOUKAT AHAJH3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485102 Batch Quantity / O6bev cepun:  5844packs / ynakosok
AR No / AnagntHuecknii oruer Ne : ARF/173/2025|Date of Analysis / Tara anannsza: 29.08.2025
Date of Mfg / laTa nponspoacrpa:  (8/2025 Date of Expiry / T'oaen n0: 07/2028

Analysis performed according ND / Ananaus nposeaén mo HJI: TI N013745/401-180522, amend No. 1 dated
09.07.2024 / [T N013745/01-180522, uzm. Ne 1 o1 (9.07.2024

Test / NokazaTear

Result / Pesy.1sTaThi

Specification / Hopma

| Description / Onncatue

Complies / CooteercTRYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central bregk-
iine on the other. / [Thockue Kpyrisle TaGIETKH CO
CKOLUEHHBIMH KPAsMK OT KOPUUHEBOrO 10 TEMHO-
KOPHUYHEBOrO LiBETA C BKpanieHuamy, Ha oaHol
CTOpoHe TabNeTKH BuL1aB1eHo cnoso «CIPLAY, Ha
ApYToH - IHHUS paznomMa.

2 Identification / [JOZNHHHOCTE

2a} | Anthraquinone glycosides / Complies / { Ammoniacal solution turns a reddish colour /
CooTeeTcTBYET ; OkpalHBaHHe aAMMHAYHOTO PACTBOPA B KpaCHI
AHTPAXMHOHOBBIE [TTHKO3HABI
1BET.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoOTBETCTBYET chromatograrm of the sample solution should
MeTunnaparuapoxcudensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution {refer test
«Methyl Parahvdrexybenzoates) / Bpems
YIAEPKHBAHUA OCHOBHOTO [THKA H3 XpOMaTOrpaMMe
HCITbITYEMOIO PACTBOPA AOJIAHO COOTBETCTBOBATE
BPEMEHH YAEPKUBAHNA OCHOBHOTO MHKa Ha
XpoOMaTOrpaMMe CTaHAAPTHOTO pacTBOpa
MeTunaparnipokcudeHzoara (pasaen
«MeTunnaparunpokenfensoar).

Average weight / Cpennsa
Macca

(V¥

189.37mg / 189.37mr

189.99 mg +7.5% / 189.99 mr 17,5%

Remarks : The Preduct conforms to ND/
Mpumevanue: MpogykT cocTBeTCTBYET TpebosaHwam HI

Conclusion : APPROVED /
3akniovenue: OQOBPEHO

Checked by QC In-Charge / AN,
HokymeHT nposepeH OKK: A~ ¢

Approved by QA In-Charge / /@J\LDP

HokymeHT ogobpeH OOK: /

Date /
Data:

2T 0g 028

Date /

Data: o/ A-08 225"
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Cipla

CERTIFICATE OF ANALYSIS

Y

CEPTHOUKAT AHAJIHU3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAAE ", TABJIETKH 13,5 mr

Batch No / Cepun Ne @ 485102

Batch Quantity / Obbem cepum:

S5844packs / ymakoBok

AR No / Ananntnuecknii order Ne : ARF/173/2025 | Date

of Analysis / lata anaauza:  29.08.2025

Date of Mfg / Jllata nponzsonctBa:  08/2025 Date

of Expiry / Toaen no: 07,2028

Analysis performed according ND / Ananus nposeaéu no

HA: T NO13745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma
e Test / MokazaTenno

4 | Uniformity of weight / Complies / CooTBeTCTBY €T 18/20 tablets NMT + 7.5 % / 18/20 ne bonee £ 7.5
OIHOPONHOCTD 10 MacCe %

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

5 | Loss ondrying/ [loteps s 1.8% NMT 6.0 % / He Goaee 6.0 %5
MAacce NpH BLICYLIHBAHMK

6 Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenne He menee 70 % (Q) cerno3naos yepes 120 mun

7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV <L1.
OIHOPOIHOCTE AO3HPOBAHUS In the case where the value of AV exceeds L1. a

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

AV < LI. All values of xi must satisfy the
inequality:

M-xi £0.01 x L2 x M,

LI =15.0:L2=250.

[Mokazatents npuemiemocty na n=10 AV < L1,

B cnyvae, ecd 3HaueHHe AV npeeblwaeT L1,
MPOBOJAAT HCMBITAHUE Ha cienylownx 20 obpasuax.
JLa n=30 AV < L1. Bce 3naueHns Xi 00MKHbI
VAOBNETBOPATh HEPABEHCTBY:

M-xi| <001 x L2 x M.

L1 =150;L2=250.

8 | Assay (Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTrennoe onpeneneHmne [4.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpothoToMETpHS ) Ot 12,15 10 15,53 mr (o1 90.0 10 115,0 %)

14,07MrTab CEHHO3MI0B B MepecyeTe Ha ceHHosn B B oanoit
TabneTKe.

Remarks : The Product conforms to ND/
Npumeuanue: MNpogyxT cooteeTcTByeT Tpebosannam HO

Conclusion : APPROVED /
3aknwyenne: OQOBPEHO

Checked by QC In-Charge / g/ L.h
DokymenT nposepen OKK: =l T

Approved by QA In-Charge /
[okymeHT ogobpen OOK:

Date /

. oS 2%
Nara: 2.9 0¥ w2

Date /

Nlata: o4 ct-20n s

FMQC003-15-10
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CERTIFICATE OF ANALYSIS

-

CEPTUOHUEAT AHAJIH3A

Cipla

Page 3 of 4 /Crp. 3 w3 4

Product;: SENADE TABLETS 13,5 mg

IpoxykT: CEHAJE", TABJETKH 13,5 mx

Batch No / Cepust Ne: 485102

Batch Quantity / O6bem cepun:  5844packs / ynakosok

AR No / Apaaurnuecknii oruer Noe: ARF/173/2025

Date of Analysis / lara anannza: 29.08.2025

Date of Mfg / Tata npoussoacrea:  08/2025 Date of Expiry / Fogen a0: 07/2028

Analysis performed according ND / Anaaui nposenén mo H/: TT N013745/01-180522, amend No. I dated

09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024 B
Result / Pe3ysibTaThl Specification / Hopma

N Test / MNokazarens

9 | Content ot Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / OT 0,028 10 0,056 Mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHArapar4apokcubensoaTa 0.042mr/Tab
(BIXKX)

1¢ | MICROBIAL LIMIT TEST! MHKpoOHO10MHYECKAs HHCTOTA

102} | Total Aerobic microbial count /
Obwee 4nc10 a3pobHbIxX
MHKPOOPTaHH3MOB

40

Not more than 10* cfu/ g / He 6onee 10* /r

1 103 [ Total combined yeast and mould
ceunt / Oduiee vHCO
M.1ECHEBBIX H APOAIKEBbIX
rpudos

Not more than 107 cfu/ g /He Gonee 107/t

<10

Lt e)y { Bile tolerant gram-negative
bacteria/ YcToituuBblie K
MEeHCTBHID HKETUH
rpaMoTpylaTesibHeie fakTepui

Absent /OtcyTeTBYIOT Not more than 107/ g / He Gonee 1

5
0 /r

1 d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT Absentin | g/ OteyTetBue B I T

10e) | Escherichia coli

Absent /OTCYTCTBYIOT Absentin | g/ OTcytctBUE B | T

100} | Salmoneila

Absent / OTeyteTRYIOT Absentin 10 g / OrcytcTRue 8 10

g

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanue: MNpoaykT cootseTcTByeT TpebosaHuam H | 3aknwovenune: OJOBPEHO

Checked by QC In-Charge / ,45 e F Approved by QA In-Charge / of
DokymeHT nposeped OKK: = HokymeHT ogobpeH QOK: g«'«w‘ :
Date / . - Date /

[ara: 2. 08 1oy [ara: - NI-T-oN

FMQC003-15-10
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At : Simchem Pvt. Ltd.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HEKAT AHAJIN3A

Page 4 0f4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

NMpoaykr: CEHAE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485102

Batch Quantity / O6bem cepun:

5844packs / ynakoBox

AR No/ Ananuruuecknii oruer Ne : ARF/173/2025

Date of Analysis / Jlata anannza: 29.08.2025

Date of Mfg / lata mponssoacrea:  08/2025

Date of Expiry / Tonen ao:

07/2028

Analysis performed according ND / Ana.n3 nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI NO13745/01-180522, u3zm. No 1 o1 09.07.2024

|

Result / PesyabTaThbl Specification / Hopma
Ne
Test / [MokasaTeb

It | Package / ¥YnaxkoBka Package / Ynaxoska - 20 tablets |Package / ¥ nakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [1o 20 Tabnetok B 25 patient information leaflets in a carton. / [lo 20
GIMCTEP H3 ILIEHKN TabaeToK B BIUCTED U3 NIEHKH TpexcaoiHoH
NOJHBHHHIXJIOPHIHOM (MBX/N2/MIBAX) u antoMuHueroit doabru. flo 2
(nosausTHIEHOBOI/ MK 3 OaMCTepa BMECTe ¢ MHCTPYKUMEH Mo
MTOMHBUHWIMACHXIOPHAROH) U | TPUMEHEHHUIO B KapToHHYO nauky. [1o 20 tabrerok
AMOMUHKEBOH hoserd, No 25 B 0aMCTED M3 MNSHKW NOAHBUHUAXIOPHIROM
ONMUCTEPOB B KAPTOHHYK Nauky | (MOAWITHNEHOBON / NONUBHHUIHICHXIOPUAHOM) 1
¢ BJOWKEHUEM 25 HHCTPYKUMI amoMuHuesoll gosbru. no 25 énucrepoe B
No NpUMEHEHUIO. KAPTOHHYIO MAYKY € BAOMKEHHEeM 25 MHCTpyKUMH o

MPUMEHEHHID.

12 Labeling / Mapkuposka According to ND /
B cooteeTcTBun ¢ HJI

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxoM MecTe NPH TEMNEPATYpe He

XPAHEHHUS BbiLle 25 °C.
14 Shelf life / Cpok roanoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanne: MpoayxT cooTeeTcTBYET TpebosaHnsm HI

Conclusion : APPROVED /
3axnovenune: OQOBPEHO

Checked by QC In-Charge / -
NoxymenT nposepen OKK: ﬁ_f_;ﬁJ

Approved by QA In-Charge /
OokymeHT ogobpex OCK:

Date /
HaTta:

29 0% 2v1f

Date /

Nata: SA 0§ 2087

FMQC003-15-10

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
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