CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHA3A

Cinic

Page 1 0f4 /Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayikr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepun Ne: 484112

Batch Quantity / O6nem cepiin:

5845packs / ynakosok

AR No / Auanuruseckaii otuer Ne : ARF/199/2024 | Date of Analysis / lata ananusza: 24.10.2024

Date of Mfg / Jlata nponssoacrea:  10/2024

Date of Expiry / I'onen no:

09/2027

Analysis performed according ND / Anaauns nposenés no HJ/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usni. Ne 1 o7 09.07.2024

Test / Hoxka3zarenn

Ne Result / PesyabraThi

Specification / Hopma

1 | Description / Omucanue

Complies / CooTBercTByeT

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. / [Tnockue kpyrasie Tabnetkn co
CKOLICHHBIMH KPasiMi OT KODHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKkparenuamu. Ha oxnoii
cropone TabneTkH Buaasneqo cnoeo «CIPLA», na
JNPYTOii - THHUS pa3noma.

2 | Identification / IToumaHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
PR e — Cooteercryer S:e;;amuaaﬂue aMMHA4YHOIO PacTBOPA B KPACHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTBYET chromatogram of the sample solution should
MeTtummaparuapoxcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKMBAHHS OCHOBHOIO MHKA HA XpOMATOrpamMme
HCIBITYEMOrO pacTBOpa NODKHO COOTBETCTBOBATL
BPEMEHH YIeP>KHBAHHA OCHOBHOTO MHKA Ha
XpOMAaTorpamMmMe CTaHIapTHOrO pacTBopa
metunnaparuapokcubensoara (paspen
«MeTtunnaparaapokcuben3oar).

3 | Average weight / Cpenuss
Macca

187.32mg / 187,32mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyvaHwue: MpopykT cooteeTcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknouenune: OQJOBEPEHO

Checked by QC In-Charge / 5{4 fos

Approved by QA In-Charge /

He

HokymeHT nposeper OKK: [LokymeHT oaobpeH OOK:
Date / Date / 2 Y-to .20
fata:  2HA- e o2y [Jara: =0
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. CERTIFICATE OF ANALYSIS
CEPTHE®HKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepusa Ne : 484112

Batch Quantity / O6bem cepun:

5845packs / ynakosox

AR No / Avanurnuecknii oTuer Ne : ARF/199/2024 Date of Analysis / aTa snanuza: 24.10.2024

Date of Mfg / {aTa npoussoacra: 10/2024

Date of Expiry / I'ogen jo:

09/2027

Analysis performed according ND / Anaans nposeaén no H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NG13745/01-180522, uizm. Ne 1 ot 09.07.2024

Ne Result / PesyasTaTst Specification / Hopma
Test / Ilokazarens
4 | Uniformity of weight / Complies / CootBercryer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OnHOPOAHOCTL MO Macce % 1
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He bonee 6,0 %
Macce npy BhICYIIHBAHHH

6 | Dissolution / 77-96% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosunos uyepes 120 mun

7 | Uniformity of Dosage units / AV=538 The acceptability index forn =10 AV <L1.
OnuOpoAHOCTD NO3HPOBAHUA In the case where the value of AV exceeds L1, a

test is carried out on the foliowing 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;L2=25.0.

IToxazaTens npuemaeMocTs s n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npeesiiaer L1,
NPOBOMAT HCIIBITAHHE Ha crenyiomnx 20 obpa3suax.
Jns n=30 AV <L1. Bce 3HaueHus Xi DOMKHBI
VAOBJIETBOPATE HEPABEHCTBY:

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

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

8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Koanuecrsensoe onpeneneHne 13.88mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cuextpodotomerpus) Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13.88Mmr/Tab CEHHO3M/IOB B NepecyeTe Ha ceHHOo3uA B B onHoM
’ tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCcTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3aknwuenue: OO0OEPEHO

Checked by QC In-Charge / Y — 9
[okymeHT nposeper OKK: %,@

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

BRI

Date /

[ara: o2h (0 200y

Date /

Qara: i,
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CERTIFICATE OF ANALYSIS
CEPTH@HKAT AHAJTH3A

Cipia

Page3 ofd4 /Crp.3uz 4

Product: SENADE TABLETS 13,5 mg

IiponykT: CEHAJIE®, TABJIETKH 13,5 mr

484112

Batch Quantity / O6uem cepum:

5845packs / ynakosok

Batch No / Ceprisi Ne :

AR No / Anaautnueckuii otuer Ne: ARF/199/2024 | Date of Analysis / [ara ananuza:  24.10.2024

Date of Mfg / lata npoussoacrsa:  10/2024

Date of Expiry / I'oaen no:

09/2027

Analysis performed according ND / Ananus nposeaén no H/L: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyasTaTei Specification / Hopma
Test / ITokazarens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ )
ConepxaHue
MeTHmaparuapokcibensoara 0,042mr/1a6
(BIXKX)

10| MICROBIAL LIMIT TEST/ Mukpobuonoruyeckas 4ncrora

Total Aerobic microbial count /
Q6wuee uucno adpobHbIX 20
MHKPOOPraHH3MOB

10 a)

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obwuee yucno <10
TUIECHEBBIX H IPOKIKEBbIX

rpubos -

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

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie k
NEeHCTBHIO YKeM4H

rpamoTpuLaTenbHbe bakTepun

Absent /OtcyTcTBYIOT

Not more than 10%/ g / He Gonee 10° /r

10 d) | Staphylococcus aureus

Absent /OrcyTcTBYIOT

Absentin 1 g/ Orcyrcteue B I ¢

10 ¢) | Escherichia coli

Absent /OrcyTCTBYIOT

Absentin 1 g/Otcyrcteuer lr

109 | Salmonella

Absent / OtcyTcTBYyIOT

Absentin 10 g /Orcyrcteue 10 g

Remarks : The Product conforms to ND/
NMpumeyanue: MpoaykT cooTBeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / q;i/b—ﬁ

Approved by QA In-Charge /

G

[okymeHT nposepeH OKK: [okymeHT ogobpern OOK:
Date / o Date / 2-4+(0.20
Hara: ghHf= 10 1300 [Jara: .
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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




Ciple

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Pagedof 4 /Cip. 4134

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKE 13,5 mr

Batch No /Cepusi No: 484112

Batch Quantity / O6bem cepuu:

5845packs / ynarosox

AR No / Ananutuuecknii oruer Ne : ARF/199/2024 | Date of Analysis / [laTa anaauza: 24.10.2024

Date of Mfg / {laTta npoussoacrea:  10/2024

Date of Expiry / T'ogen no:

09/2027

Analysis performed according ND / Ananus nposengn no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, 13m. Ne 1 ot 09.07.2024

Test / MoxkazaTens

Ne Result / Pe3ynsTaThl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6rcTep W3 NIeHKH

(nonusTunenoBoit/

M0 NPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

[0JIM BHHHIIXJIOPHAHO#H

MONMBHHUIZIEHXJIOPUIHOI) 1
AMOMHHHEBO#H (onbru, mo 25
OJIHCTEPOR B KAPTOHHYIO NAYKy
C BIOKEHHEM 25 HHCTPYKLHIT

Package / Ynaxogka - 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. / ITo 20
Tabnetok B GUIHCTEP M3 MIEHKH TPEXCIIOHHOM
(IIBXAI/MTIBAX) u amomunuesoii osnwru, ITo 2
1iH 3 bucTepa BMecTe ¢ HHCTPYKUHEH 1o
NpPHMEHEHHIO B KapTOHHYIO nadky. ITo 20 rabnerox
B OMCTED M3 MUIGHKH NOJMBHHHIIXJIOPH IHOMH
(nonu3THIEHOBOI / MONMHBHHIIAGHXIOPUAHOI) 1
anoMuHHEBOH (osbru, 1o 25 GnucTepos B
KapPTOHHYIO MAUKY C BJIOKEHHEM 25 HHCTPYKUMIi 10
MPHMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B cooteercteun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs Beie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom Mecte npu Temnepatype He

| 3 years /3 rona

14 Shelf life / Cpok rogHocTH

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeuanue: Mpoaykr cootseTcTeyeT TpebosaHuam HI | 3aknioyenme: OLJOGPEHO

Checked by QC In-Charge / Approved by QA In-Charge / «
[okymeHT nposeper OKK: "’?}'i t’? [LokymenT opoBper OOK: %ﬁ
Date / Date/ o xy.y\q.

Nara: 244 10 222 Y [ara: Osarzay

FMQC003-15-09

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, Permnem Goa -403512




