Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®HKAT AHAJIU3A

Pagelof4/Crp. 1z 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484077

Batch Quantity / O0nem cepun:

5845packs / ymaxoBok

JAR No / Auannriyecknii ovaer Ne : ARF/161/2024 | Date of Analysis / Jlara ananuza: 06.09.2024

Date of Mfg / Jlara npoussonctea:  08/2024

Date of Expiry / 'onen pio:

07/2027

Analysis performed according ND / Anamis nposeaén ne HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, s3m. Ne 1 ot 09.07.2024

Test / [lokazarennb

No Result / PesyanTatsi

Specification / Hopma

1 | Description / Orincanue

Complies / CooTsercrpyer

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. / Ilnockue kpyribie TabnerkH co
CKOLLIEHHbIMK KPasMHK OT KOPUYHEBOTO A0 TEMHO-
KCPHYHEBOro LBeTa ¢ BkparnexusMu. Ha onwoii
cropose TabneTku BbinasneHo cnoso «CIPLA», na
JIPYTO# - IMHHSA pa3oma.

2 Identification / TlopnusHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTByeT OxpalBaHiHe aMMHaYHOTO PacTBOPa B KPacHBbIl
AHTPaXUHOHOBBIE [JIMKO3UJIbI isen
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrayer chromatogram of the sample solution should
MetunanaparuapoxcibenzoaT corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard sclution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKUBAHHUS OCHOBHOTO MHKA HA XPOMaTOrpaMMme
MCIMBITYEMOrO PacTBOPa A0JUKHO COOTBETCTBOBATE
BPEMEHH yIepPKMBAHHA OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe CTaHAAPTHOTO PacTBopa
meTHanaparuapokcubensoara (pasaen
«Merunnaparnapokcnbensoar).

3 | Average weight / Cpennss
macca

187.43mg / 187,43mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NMpoaykt cooteeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenne: OQOBPEHO

Checked by QC In-Charge / o
[okymeHT nposepeH OKK: .

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

B

Date /
[ata:

@Cf 09 l_aJ_LI

Date /

.ElaTa: CQ\-OG-%’L\"\
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJM3A
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Product: SENADE TABLETS 13,5 mg

Hpoayrr: CEHA)IE®, TABJETKHA 13,5 mr

Batch No / Cepust Ne : 484077

Batch Quaiitity / O0bem cepun:

5845packs / ymakosox

AR No / Anannraaecxuii oruer Ne : ARF/161/2024 | Date of Analysis / Hata auanuza: 06.09.2024

Date of Mfg / laTa npoussoacrea:  08/2024

Date of Expiry / I'ogen no:

07/2027

Analysis perfornied according ND / Anamis nposenén mo HJI: 11 N013745/61-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, usm. Ne 1 o7 09.07.2024

Test / Horazatenn

Ne Resuli / Peayasratel

Specification / Eopnia

4 | Uniformity of weight /
OnHOpPOAHOCTE O Macce

Complies / CootBeTcTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee +7,5
%
2/20 tablets NMT £15% / 2/20 ne Sonee = 15%

5 | Loss on drying / TToTeps B 2.8% NMT 6.0 % / He Gosnee 6,0 %
MaCCe TPH BbICYLIMBAHHH
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He mencee 70 % (Q) cennosunos uepes 120 mun
B Uniformity of Dosage units / AV=57 The acceptability index forn= 10 AV <L1.

OnHOpPOIHOCTE AO3HPOBAHUA

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;L2 =250,

IMokaszatens mpuemsemocTu g n=10 AV <L1.

B cnyﬁae, ecn 3Hadenue AV npessimaer L1,
NPOBOMST HCTIbITAHHE Ha cnenyromux 20 obpasuax.
Jnsi n=30 AV <L1. Bee 3nauenus Xi DOIKHbBI
YIOBACTBOPATH HEPABEHCTBY:

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

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

8 Assay (Spectrophotometry)
KonuyectBeHHoe onpeneneuue
(Crexrpodoromerpus)

13.88mg/tab /

13,88Mmr/1a6

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/OB B IepecyeTe Ha ceHHo3un B s oxHoit
Taderke.

Remarks : The Product conforms to ND/
MpumMeyaHue: MNpoaykT cooTreTCTBYET TpebosaHusm H/

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / vf.&/p

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

G

Date /

HokymeHT nposepeH OKK:
TN o9 .26
NaTa: 4 4

Date /

flata: o9 .09 1M
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHO®HKAT AHAJIM3A
: Page 3 of 4/ Crp. I uz 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepns No: 484077 Batch Quantity / O6bem cepun:  5845packs / ynakesok
AR No / Anaimragecknii oraer Ne: ARF/161/2024 | Date of Analysis / Jara anasmza:  06.09.2024
Date of Mfg / Jlata npomroacraa:  08/2024 Date of Expiry / Toaen go: 07/2027

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

No Result / Pesyabrarst Specification / Hopma
Test / Ilokazatennb
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue )
MeTHnnaparuapokcubensoara 0.044Mr/Ta6
(BOXKX) .

10 | MICROBIAL LIMIT TEST/ Muxpobuonoraueckas 44crora

108) | Total Aerobic microbial count /
O6uee uucno a3pobHbX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKDOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / OGmee uncsio <10
TUIECHEBBIX H APOAOKEBHIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrtcyrcTByIOT Not more than 107 / g / He Gonee 107 /r
bacteria/ Ycroiiuussie K
NEeiCTBHIO KeT4H
rpaMoTpHUATENLHbIE OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyreTByioT Absentin 1 g/ OrcyrcrBues 1 1
16¢) | Escherichia coli Absent /OtcyrerByioT Absentin 1 g/ OtcyrcrBue B 1 ¢
100) | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g /Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykr cootsetcTeyeT Tpebosaruam HA | 3akniouenne: OOQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposepeH OKK: Sil&’l HokymeHT onobpeH OOK:
Date / ‘ Date / .

.eq. 202 <08 .02
[ara: B T (1 [ata: BREN-OTH
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTHOHMEKAT AHAJIFI3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAI{E®, TABJETKH 13,5 mr

Batch No / Cepus 484077

Batch Quantity / O6nem cepumn:

5845packs / ynaxosox

AR No / Ananmsringecksit orger Ne: ARF/161/2024

Date of Analysis / {aTa apammza:  06.09.2024

Date of Mfg / Jlara npomssojeraa:  08/2024

Date of Expiry / I'onen mo:

07/2027

Analysis performed according ND / Asanus nposenén no H/{: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, mam. Ne 1 ot 09.07.2024

Ne Result / Pesysibrars Specification / Hopma
Test / MokasaTenb
11 | Package / Ymakosxa Package / - : !
= i:z baléij,:teri?aa;:?;a Aiiic Package / Yiakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluralnim foil. 25 Bistecs it | 3 blisters and a patient information leaflet in a
25 vatient inft;rmation leaflets in |S2rton. 20 tablets in a blister made of PVC
- oton /TIo 20 rabmerog o |/PE/PVDC film and aluminum foil, 25 blisters with
Ehucre .us - 25 patient information leaflets in a carton. / Io 20
Hoﬂugﬂpﬁumo i Tabnerok B OnucTep U3 INIGHKY TPEXCIOHHOH
(mmﬂmﬂoﬂg R (IIBXATI/MIBJIX) 1 amomurinesoit domsru. Ilo 2
RO w3 GrHcTepa BMeCTe ¢ MHCTPYKIIHE 1o
PR q:oni £t 15 25 MPUMEHEHHUIO B KapToHHYO nauky. [To 20 tabnerox
B TR DRy ] —— GicTep U3 MUIEHKH NOMUBHHUIXJIOPHIHOH
= BHO)KEHHE',M 2‘; a ) o Y (MOMHITHIIEHOBOH / IONMHBUHMJIIEHXIOPHAHOMH) H
NA—— TPy’ TrOMHHIEBOH (obry, no 25 GnucTepos B
P ’ KapPTOHHYIO ITa4KY C BIOXKEHHEeM 25 WHCTPYKLMii TIo
MIPHMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B coorsercrauu ¢ H]|
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMmeparype He
XpaHeHHs Beiuie 25 °C.
14 Shelf life / Cpok roguocti 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyuanue: lNpogykT cooteeTcTBYET TpebosaHuam H/

Conclusion : APPROVED /
3aknovenne: OOOBPEHO

Checked by QC In-Charge / %{—E«C

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /
Oara:

[okymeHT npoeeper OKK:
eq .19 ‘L@Lq

Date /

[ara: B ) Sy ey

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, Pernem Goa -403512




