Cipia

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page10f4/Crp.1u3 4

Product: S]!:ZNADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484098

Batch Quantity / O6bem cepun:

S844packs / ynakosok

‘|AR No / Ananurndecknii oraer Ne : ARF/182/2024

Date of Analysis / Jata ananuza: 09.10.2024

Date of Mfg / laTa npon3soacrea:  09/2024

Date of Expiry / I'onen no:

08/2027

Analysis performed according ND / Ananu3 nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne

Test / IlokazaTens

Result / PeaynbTaThl

Specification / Hopma

1 | Description / Onrcanue

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 Kpyrisie TabIeTKH CO
CKOIHCHHBIMH KDaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETA ¢ BKpanieHuaMu. Ha oxnoit
CTOpOHE TableTKy BhlAaBNeHo cioBo «CIPLAY, ua
IpYTOH - JIHHHA pazioma.

2 | Identification / [ToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoortsetcTByeT OxpaluuBaHHe aMMHAYHOTO PacTBOpa B KpacHbIii
AHTPaxHHOHOBBIE TINKO3HIBI =y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ ' CootseTcTBYET chromatogram of the sample solution should
MeTtunmaparuAporcAGeH30aT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHA OCHOBHOTO [TMKA HA XPOMATOrPaMMe
HCIBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH YJIEPHKHMBAHUSA OCHOBHOIO MMKA HA
XpOMAaTorpamme CTaHAapTHOTO pacTBOpa
MeTHNnaparuapokcubensoara (pasmen
«MeTunnaparuapokcuGensoar).

3 | Average weight / Cpeanss
Macca

188.23mg / 188,23mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/ 3
Mpumeyanne: MNpoaykr cooTseTcTyeT TpeboBaHuam HI

Conciusion : APPROVED /

3axknwyenune: ONOBPEHO

Checked by QC In-Charge / E)» 0

Approved by QA In-Charge /

v S

[okymeHT npoeepeH OKK: [okymeHT ogobped OOK:
Date / Date /
fara: DT 102024 [fara: O~ 0-202M

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pwvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page2of4/Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne :

484098

Batch Quantity / O6sem cepun:

5844packs / ynakosox

AR No / AmanaTaueckuit oryer Ne : ARF/182/2024

Date of Analysis / laTa anammsa: 09.10.2024

Date of Mfg / laTa npoussoacrsa:

09/2024

Date of Expiry / 'ogen jo:

08/2027

Analysis performed according ND / Anasa3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Mpumeyanume: Mpoaykr cooTeeTCTBYET TpebosaHuam H

3akmovenune: OAOBPEHO

Ne Result / PesyabTaThi Specification / Hopma
Test / IlokasaTens

4 | Uniformity of weight / Complies / CoorsercTByeT 18/20 tablets NMT=: 7.5 % / 18/20 ne Gonee + 7,5
OnHOPOIHOCTE [0 Macce % ;

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

5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 % :
Macce TPH BRICYITHBAHUE

6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenwue He menee 70 % (Q) cenrosnnos uepes 120 mun

7 | Uniformity of Dosage units / AV =57 The acceptability index forn=10 AV <L1.
OnHOpoIHOCTE NO3HPOBAHUA 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

Ll=150;12=250.

[okasatens npuemnemocty s n=10 AV <L1.

B cmyuae, ecnu 3Hauenne AV npessimaer L1,
NPOBOJAT HCTIBITAHHE Ha clexyromux 20 obpasmax.
JUta n=30 AV <L1. Bce 3HaueHus Xi J10TKHbI
YIOBJETBOPATE HEPABEHCTBY:

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

L1 =15,0;12 =250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonugecTBeHHOE onpeseneHue 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 10 115,0 %)

14,0 1mr/1a6 CEHHO3MJIOB B [IEPECYETe HA CeHHO3M B B onHOM
Tabnetke,
‘Remarks . The Product conforms to ND/ v ‘Conclusion : APPROVED /

Checked by QC In-Charge /

Approved by QA In-Charge /

#

[okymeHT npoeepeH OKK: ‘:ﬁh Lot HokymeHT ono6per OOK:
Date_l B9-(0- 202 Date.f O04.lo 2024
[ara: S [fata:

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




SoHpie

CERTIFICATE OF ANALYSIS

-~

CEPTUD®HKAT AHAJTH3A

Page 3 of 4/ Crp. 3 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484098

Batch Quantity / O6bem cepan:  5844packs / ymaxoBok

AR No / ApanaTagecknit oruer Ne : ARF/182/2024 |Date of Analysis / lata apanmza: 09.10.2024

Date of Mfg / lata npomssoacrsa:  09/2024 Date of Expiry / T'ogen no: 08/2027

Analysis performed according ND / Auann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated

09.07.2024 /11 N013745/01-180522, n3m. Ne 1 or 09.07.2024
Ne Result / PesyibTaThl Specification / Hopma
Test / [lokazaTens

9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/ ;
Conepranue
MEeTHINaparupokcuben3oara 0,04 | mr/rab
(B2XX) .

10 | MICROBIAL LIMIT TEST/ Mukpo6Hronoriteckas 4acToTa

103) | Total Aerobic microbial count /
O6uee uncno a3pobHBIX
MHKPOOPTaHH3MOR

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

10b) | Total combined yeast and mould
count / Obinee yucio

Not more than 10 cfu/ g /He Gonee 107 /r

<10

IUIECHEBBIX M IPONOKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10”/ g / He Gomee 107 /r

bacteria/ Y croituussie k

JEHCTBUIO KETYH

rpaMoTpHUIaTeNbHbIe GakTepuu
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Otcyrcteue s 1 r
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyrctBueB 1 1
100 | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcytctBre B 10 g
Remarks : The Product conforms to ND/ g Conclusion : APPROVED /

Mpumevanne: Mpogykr cooTBeTcTBYeT TpeGosaHnam HO | 3aknwouenue: OJOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK: e

» Approved by QA In-Charge / %
i HokymeHT opobpen OOK: P

D
o e

Date /
fara: 09~10-2024

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne :

484098

Batch Quantity / Oobem cepumn:

S5844packs / ynakosox

AR No / Ananarugecknii oryer Ne : ARF/182/2024

Date of Analysis / JlaTa aganmsza: 09.10.2024

Date of Mfg / laTa npousBoacrsa:

09/2024

Date of Expiry / T'onen go:

08/2027

Analysis performed according ND / Ananns nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / IlokasaTenn
e e e z:azkt?l%:téry;::::l:)? AP Package / Vnakogka - 20 tablets in a blister made pf
PVC/PE/PVDC film and three-lflyer PVC/PE/P_VDQ film an_ld a]uminu!n foil. 2
aliiimin fill, 25 blistesswith [0 3 blisters and a patient information leaflet in a
25 patient information leaflets in Gattan. ) alets in & bhs}er madg of PV.C e
& carton. / Tio 20 ARHETEE S /'PE/PYDC_ film anc_i aluminum 'foﬂ, 25 blisters with
R — 256pat1ent n:sformanon leaflets in a cartori;. / [;o 20
TabneTok B GIMCTEp M3 IIEHKK TpeXcnoiino
(“I‘I’é‘;:m‘;z;’}"‘m (BX/ITY/TIBIIX)  amomusmesod dossra, [lo 2
MOJMBMHIIIERXIOPHIHOR) i WK 3 GnucTepa BMECTE C HHCTPYKIHEH 1O
ATOMHEHHEBOH (OTbIH, 10 25 NPHUMEHEHHIO B KapTOHHY0 nadky. [To 20 rabnetok
GIHCTEpOB B xa.p'mmiy,:o nauKy B GJIMCTED M3 IUIEHKH NOJHBHHAIXIOPHIHOMH
R SO—l— ﬁnoupt:mmenosoﬁ / MONMMBHHUIAEHXIOPHUIHON) U
110 PHMEHEHHIO. amoMHHUEBOH (ONbrH, Mo 25 GMUCcTepoB B
KapTOHHYIO NauKy C BAOXEHHeM 25 HHCTPYKLMiA Mo
NIPUMEHEHHIO.
12 | Labeling / Mapkupoexka According to ND /

B cootsercTeun ¢ H|

13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe rpu TeMnepaType He
XpaHeHHs Bhiwe 25 °C.

14 Sheif life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/ # Conclusion : APPROVED /

Mpumeyanwme: Mpoaykr cooTeeTcTBYET TpeboBaHuam HO

3axknwyenue: OOOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT npoeepeH OKK: —-—f e NokymeHT opo6peH OOK: %
Date / Date /
Pars: 9. 101024 n:-::.: 09102024

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



