Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of4 /Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485019

Batch Quantity / O6bem cepuu:

5844packs / ynakoBok

AR No / Ananurauecxuii oruer Ne : ARF/031/2025|Date of Analysis / Jlata anannsa: 31.01.2025

Date of Mfg / Jlata npoussoacrsa:  01/2025

Date of Expiry / I'open go:

12/2027

Analysis performed according ND / Ananns nposeaén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IlokazaTeb

Ne Result / PesyibTarnl

Specification / Hopma

1 | Description / Onucanue

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. / TInockue kpyrable TabNeTKU CO
CKOLIECHHLIMH KPasiMH OT KOPHUHEBOTO O TEMHO-
KOPHYHEBOTO IBeTa ¢ BKparuieHHamu. Ha omnoit
cropone TabneTku Beraasneno cnoso «CIPLA», Ha
JPYTOit - IMHUS pa3noma.

2 | Identification / TloanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxkpamiBanie aMMHayHOTO pacTBOpa B KPacHbIH
AHTPaxX{HOHOBBIE TIMKO3HbI T
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should
MeTunnaparuapokcnoeH3oar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YAEPHHBAHMS OCHOBHOTO NMUKA HA XPOMAaTOrpamMmme
HCMBITYEMOTO PacTBOpa JOJIKHO COOTBETCTBOBATh
BpEMEHH YIePKUBAHHA OCHOBHOIO ITHKA Ha
XpOMATorpaMme CTaHAapTHOro pacTeopa
MeTunaparuapoxcudenzoara (pasaen
«MeTunnaparuapokcndeHnsoar).

Average weight / Cpennss
macca

(V8

187.76mg / 187,76mr

189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwoyenue: OJOBPEHO

Checked by QC In-Charge / £ {eD Approved by QA In-Charge / <
HokymeHT nposepeH OKK: = - [HokymeHT ogotpeH OOK: 0

Date / — Date / Diro o025

Jara: A\ et Jara:

FMQCO003-15-10

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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Product: SENADE TABLETS 13,5 mg

HOpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusnt Ne: 485019

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / Ananutnueckuii oruer Ne : ARF/031/2025|Date of Analysis / laTa amannza: 31.01.2025

01/2025

Date of Mfg / [iata npon3soacTsa:

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Ananus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IToxkazaTenn

Ne Result / PesyabTarThbi

Specification / Hopma

4 | Uniformity of weight/
OnHOpPOAHOCTE IO Macce

Complies / CooTBETCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6omee + 15%

5 | Loss ondrying / IToTeps B 1.8%
Macce Npu BeICYIIHBAHUN

NMT 6.0 % / He 6onee 6,0 %

OnHOPOAHOCTL A03UPOBAHHS

6 | Dissolution/ 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHHe He menee 70 % (Q) cennosuaos yepe3 120 Mun
7 | Uniformity of Dosage units / AV =538 The acceptability index forn=10 AV <L1.

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 x L2 x M.

L1=15:0; 1.2=25.0,

IMoxasarens npuemiaemocTd ona n=10 AV <LI.

B cnyuae, ecnu 3Hauenue AV npeBbuhaeT L1,
MPOBOJIAT UCTbITAHHE Ha cnexyrommx 20 obpasuax.
Jlnsa n=30 AV <L1. Bce 3HaueHus Xi JOJUKHBI
YJOBIETBOPATH HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometiy)
KonugecTBeHHOE ONpesesieHme
(CnextpodoTomeTpHs)

13.98mg/tab /

13,98mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/0B B repecyeTe Ha ceHHo3na B B oo
Tabnetke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cootsercTayeT TpebosaHnam HO

Conclusion : APPROVED |/
3akntoyenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[JokymeHT nposepeH OKK: ";f—/w OokymeHT opobpeH OOK: @/ S
E:fa:’ R\et ey E::‘:f Ol- 02 - 2025
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

485019

Batch Quantity / O6bem cepuu:

S844packs / ynakoBok

4

AR No / Aranutuuecknii oruer Ne : ARF/031/2025

Date of Analysis / {ara anaansa: 31.01.2025

Date of Mfe / Iata npon3soacrsa:

01/2025

Date of Expiry / Iogen no: 12/2027

Analysis performed according ND / Anaans nposenén no HI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Noe Result / PesyabTathl Specification / Hopma
Test / MMokasarenn
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Conepanue
MeTHInaparispokcudensoara 0,045Mr/Ta0
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4McToTa

109) | Total Aerobic microbial count / 40
O0buiee uncno azpobHbLIX Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obuiee uncno <10
IUIECHEBBIX W IPOIKEBBIX
rpubos -

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10°/ g / He Gonee 10” /r
bacteria/ YcroifuuBsie K -
JEeHCTBHIO HKEIUH
rpamMoTpHuUarenbHble GaKkTepHH

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrctBue B 1 r

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

100 | Salmonella Absent / OtcyTeTByloT Absent in 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknroyenue: O0OBEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK:

o

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

Date /
[ara:

2l-ot.r02L

Date /

Dara; O 02305

FMQC003-15-10
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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAIIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485019

Batch QGuantity / O6bem cepumn:

5844packs / ynakoBoxr

AR No / Ananurudecknii oruer Ne : ARF/031/2025

Date of Analysis / laTa anaanza: 31.01.2025

Date of Mfg / lata npoussoactsa: _ 01/20235

Date of Expiry / T'oaen no:

12/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [Toxa3zaTennb

Result / PesyabTaThbl

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

GsiMcrep W3 MIEHKA
NOJUBHHHIXIOPHIHOH
(MonMMATHIEHOBO/

o NPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B

MOJHBUHUTHASHXTOPHAHOM) K
aNIOMUHHEBOI (osIbIH,
OnucTepoB B KAPTOHHYIO MaYKy
C BJIOJKEHHMEM 25 HHCTPYKLIMI

Package / Vnakosxka - 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 foil, 25 blisters with
25 patient information leaflets in a carton. / 1o 20
TabneTox B OnucTEp M3 MICHKH TPEXCIOHHOM
(IBX/TID/MBJAX) 1 amomuHuesoit (onsru. [To 2
winy 3 6aucTepa BMECTE ¢ HHCTPYKUMEi no
npUMEHEHHIO B KapTOHHYIO nayky. [To 20 tabneTok
B ONHICcTEp U3 TUICHKHU MONHBHHUIXIOPHIHOM
(MOAMATHIEHOBOM / TIONMMBUHUANASHXIOPHUAHOMN) U
amoMuHueBoit Gonsry, mo 25 61UcTepoB B
KapPTOHHYIO MauKy ¢ BAOKEHUEM 25 MHCTPYKUMIT 10
[PHMEHEHHIO.

no 25

12 Labeling / Mapkuposka According to ND /

B cootserctenn ¢ HJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyxom MecTe npn TeMneparype He
XpaHeHHs Boiwe 25 °C.
14 Shelf life / Cpok rogHoCTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykt cooreeTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknrouenune: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: sf-e—’w HokymeHT ogobper OOK: %Zk!‘)’{
Date / A e Date / e
[ara: i e Nata: O\ GDTEL
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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




