Cipla

- CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIH3A

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No /Cepusi Ne: 484117

Batch Quantity / O6bem cepuu:

5844packs / ynakosok

AR No / Ananutnyecknii otuer Ne : ARF/205/2024 | Date of Analysis / JiaTa apanuia: 28.10.2024

Date of Mfg / lara npoussoacrea:  10/2024

Date of Expiry / I'oaen no:

09/2027

Analysis performed 2ccording ND / Ananus nposenén no H/i: II NO13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IToxazarens

Ne Result / PesyasTarsi

Specification / Hopma

1 | Description / Onucanue

Complies / CootercTyer

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. / [Inockue kpyrasie TabneTkn co
CKOMIEHHBIMH KPAsMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOrO 1BeTa ¢ Bkpanaexusmu. Ha onnoi
cTopoHe TabneTku oiaasneno cnoso «CIPLA», Ha
Ipyroii - THHUS pa3ioMa.

2 | Identification / [ToumurOCT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooTsercTBYET OxpauriBanie aMMHa4YHOr0 PacTBOpPA B KPACHbIT
AHTPaxXHHOHOBBIE MTHKO3H/IbI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merummaparuapokcubensoar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YOEP)KHBaAHHA OCHOBHOIO NMHKa Ha XpomMaTorpamMmme
HCMBITYEeMOro PacTBOPa JI0JDKHO COOTBETCTBOBATH
BpPEMEHH yJePKHBAHHA OCHOBHOIO NMKa Ha
XpoMaTorpaMme CTaHJapTHOIO pacTeopa
meTunnaparuapokcubensoara (pasgen
«Merunnaparunpokcubensoar).

3 | Average weight / Cpeauss
macca

186.98mg / 186,98 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanwne: MpoaykT cooteeTcTBYET TpeboBaHuam HO

Conclusion : APPROVED /
3aknrouenue: OQOEPEHO

Checked by QC In-Charge / :aau

Approved by QA In-Charge /

i

LokymeHT nposepeH OKK: HokymeHT ogobper OOK:
B::_Z, 2.g-te ey E:'trzl 28 <(0.202-4
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 484117

Batch Quantity / O6uem cepuu:

5844packs / ynaxopok

AR No / Ananurayecicuii otaer Ne : ARF/205/2024|Date of Analysis / laTa ananusa: 28.10.2024

Date of Mfg / laTa nponssoacrea:  10/2024

Date of Expiry / T'oaen no:

09/2027

Analysis performed according ND / Ananus nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne Result / PeayasraTsi Specification / Hopma
Test / IlokazaTesn
4 | Uniformity of weight / Complies / CooTtsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5 -
QOaHOpOAHOCTL O Macce %
2/20 tablets NMT +15% / 2/20 ke 6onee + 15%
5 | Loss on drying / IToteps B 1.7% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BHICYIUMBAHHH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV =55 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE HO3NUPOBAHKI 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=25.0.
IToxaszatens npuemnemoctd ams n=10 AV <L1.
B cnyuae, ecnu 3uaqenue AV npesbituaer L1,
NPOBOAAT HCIIBITAHAE HA crieyromux 20 obpa3uax,
Jna n=30 AV <L1. Bce 35auenns X1 JODKHbI
YHOBNETBOPATH HEPABEHCTRY:
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
KonuuecTBeHHOe OnpeneNneHue 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13, 92mr/1ab CEeHHO3MIOB B IepecyeTe Ha CeHHo3ua B B onuoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykr cootseTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: .giy’b)

Approved by QA In-Charge /
[okymeHT ogo6peH OOK:

s

Date /

[ara: AP o -lody

Date /

flara: 2% «\0.2024
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepusi Ne: 484117

Batch Quantity / O6bem cepuu:

5844packs / ynakoBox

AR No / Ananutuuccknii otuer Ne : ARF/205/2024 | Date of Analysis / laTta anaausa: 28.10.2024

10/2024

Date of Mfg / TaTa npousBoacrsa:

Date of Expiry / I'ogeu no:

09/2027

Analysis performed according ND / Auanus nposeaén no H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, wi3mi. Ne 1 o7 09.07.2024

Ne Result / PesyasTars: Specification / Hopma
Test / Iloxazarens
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuamaparuapoxkcubensoara 0.041Mr/1a6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuosnornueckas YHcTOTa

10a) | Total Aerobic microbial count/
Obmee ynciio aspobubix 20
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obmee uncno <10
TUIECHEBBIX H APOHOIKEBBIX

rpubos

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusbie K
NEHCTBHIO YKeJT4H
rpaMoTpHUaTensHele HakTepun

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ Orcyrctene s 1 r
10¢) | Escherichia coli Absent /OrcyrcTByior Absentin 1 g/ Orcytcteues I r
100 | Salmonella Absent / OtcyTcTyioT Absentin 10 g / Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTByeT TpebosaHusam HO

Conclusion : APPROVED /
3aknoueHue: OQOEPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: éaf’w

Approved by QA In-Charge /
[okymeHT ogo6peH OOK:

B

Date /

Qarta: B

2% L=

Date /

DNara: 2-% \0- 2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Baich No / Cepusi Ne :

484117

Batch Quantity / Oobem cepuu:

5844packs / ynakosox

AR No / AHanutuuecknii otuer Ne : ARF/205/2024

Date of Analysis / lata ananusza: 28.10.2024

Date of Mf{z / JlaTa nmponssoacrea:

10/2024

Date of Expiry / I'onen no:

09/2027

Analysis performed according ND / Ananus nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 /T1 N013745/01-180522, uizm. Ne 1 o1 09.07.2024

Ne

Test / Iloxkazarenb

Result / Pesyantars:

Specification / Hopma

11

Package / Ynakoeka

Package / Ynakoska - 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 taGnetox B
GaHCTEp M3 NNEHKH
NOMHBHHHITXIOPHAHO#
(nonuaTHNEHOBOMH/
OJIHBHHHJIASHXJIOPUIHOMH ) B
amomunuesoit ponsru, no 25
6MCTEpPOB B KAPTOHHYIO MAHKY
C BIOXKEHHEM 25 HHCTPYKLMH
110 NPHMEHEHHIO.

Package / Ynakosxa - 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
Tabnerok B GiMCTEP M3 IIEHKH TPEXCIOMHOM
(NMBXATMIB/IX) 1 anmomunuesoii donsra. Ilo 2
HiaH 3 GnMcTepa BMECTe C HHCTPYKIHEH no
NpHMEHEeHHIO B KapToHHYIO nauky. [To 20 rabnerok
B GnHCTEp B3 NIGHKH NONHBHHUIXJIOP MAHOMH
(momaTHIEHOBOH / MONTHBHHHIASHXJIOPHIHOIM) H
amoMuHHeBo Gonbry, no 25 6aucrepos B
KapPTOHHYIO NAYKy C BJIOXKEHHEM 25 HHCTPYKUHii 1o
IPHMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /
B coorsercteum ¢ HJL
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyxoM mecTe npH Temnepartype He
XpaHeHHs: Boime 25 °C.
14 | Sheif life / Cpok rogaocTn 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: — U) [okymeHT oao6peH OOK: %f/lf
Date / . Date /
[ara: Ry Unedanan Hara: 2@ le-2ory

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, Pemem Goa -403512



