Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIU3A

Page 1 ofd/Crp. 1 134

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482077 Batch Quantity / O6bem cepun:  5851packs / ynakosox
AR No / Anamarugecknii orger Ne : ARF/141/2022| Date of Analysis / /lata anammza: 17.06.2022
Date of Mfg / Jlara npoussoacrea:  05/2022 Date of Expiry / I'oxen jo: 04/2025

Analysis performed according ND / Ananms nposeaén mo HJL: ITN013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Result / PesyabTartel

Test / Nokaszarens

Specification / Hopma

—

Description / Onucanuc

Complies / CooTsercTpyer -

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 TabneTku co
CKOLUEHHBIMH KPasgMH OT KOPHYHEBOIO JI0 TEMHO-
KOpHUYHEBOro LBeTa ¢ BkparuieHuamu. Ha onHoit
cropoHe TabneTky BhinapneHo cinoso «CIPLA», Ha
NPYTo#l - IMHUSA pazjioMa. )

2 Identification / ITomHHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBetcTByeT OkpainBaHHe aMMHAYHOIO PacTBOpa B KPACHBIH
AHTPaxXHHOHOBbIE TTHKO3HIIbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootBetcTByer chromatogram of the sample solution should
Merunnaparuapokcubensoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaepKHBaHHsA OCHOBHOI'O MHKA HA XPOMAaTOrpaMMe
HCIBITYEMOrO pacTBOpa JIOJDKHO COOTBETCTBOBATh
BPEMEHH YJIeP)KHBAHUA OCHOBHOIO IHKA Ha
XpOMATOrpaMMe CTAHAAPTHOINO PacTBopa
MeTHinaparuapokcubensoara (pasmen
«Metunnaparuapokcubensoar).

Average weight / Cpennss
macca

w

186.68mg / 186,68 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyuanue: MNpoaykT cooTseTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED/
3aknoyenne: OOOBPEHO

Checked by QC In-Charge / ]%\W i
1N ,

Approved by QA In-Charge / -
pp y g @%C

[okymeHT nposepeH OKK: o [okymeHT ogobpeH OOK:
E:ﬁ:f 1 Uil E:"trea:l \l-obr2e 2 &
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- Page 2 of4/Crp. 2 13 4
Product: SENADE TABLETS 13,5 mg Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Ratch No / Cepusi Ne: 482077 Batch Quantity / Ofsem cepun:  5851packs / ynaxosox
AR No / Anasaraaecknii orger Ne ¢ ARF/141/2022|Date of Analysis / Tara anammza: 17.06.2022
Date of Mfg / Jlara npenssoacrsa:  05/2022 Date of Expiry / 'oner mo: 04/2025
Analysis performed according ND / Anamis nposengn mo HJL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma
Test / TlokazaTennb .
4 | Uniformity of weight / Complies / CootsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne bonee + 7,5
OHOPOHOCTE MO MACCE %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce NP BBICYIIHBAHUH
6 | Dissolution/ 83- 90% NLT 70 % (Q) of sennosides in 120 minutes
PacTropenue He menee 70 % (Q) cenrnozunos uepes 120 mun
|7 | Uniformity of Dosage units / ' AV =438 The acceptability index for n= 10 AV <L.1.
ORHOPOIHOCTD JO3UPOBAHUS - In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230
AV <L1. All values of xi must satisty the
inequality:

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

L1=15.0;L2=25.0.

INoxkasarens npuemsiemoct st =10 AV <L 1.

B cnyuae, ecnu 3Hadenue AV npesbimaer L1,
IPOBOAT UCIIbITAHKE HA Crenylomux 20 obpasuax.
Jlnst n=30 AV <L1. Bce 3na4enns xi JOJDKHbI
yIOBNETBOPATE 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
KonuuecTBeHHOE OINpeNeNieHHe 13.97 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoToMeTpus) Ot 12,15 1o 15,53 mr (o1 90,0 mo 115,0 %)

13,97 Mr/Tab CEeHHO3MIOB B Nepecyere Ha ceHHosHz B B omHo#M
Tabnerxe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED/

MpumMeyanue: MNpoayKT COOTBETCTBYET Tpebosarusm HA | 3aknouenmne: OOOBPEHO

Checked by QC In-Charge (‘“‘5\ Approved by QA In-Charge/ 51 5
NokymeHT npoBepeH OKK: ‘\-\I,‘ 5 N cLis OokymeHT ogobper OOK: %/-\' '
Date/ y<.0 620721 Date / . o g

Nara: | | Nara: \ il Be

FMQCO003-15-06

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 ’

- e e




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJTM3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482077 Batch Quantity / O6bem cepun:  5851packs / ynakosok
AR No / Ananuruaecknii oryer Ne : ARF/141/2022 | Date of Analysis / lata anammsa:  17.06.2022
05/2022 Date of Expiry / I'ogen go: 04/2025

Date of Mfe / JlaTta mpon3BoacTea:

Analysis performed according ND / Aranus nposeaén no HJI: I1N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Result / Pesyibrarhi

Test / Hoka3zaTensn

Specification / Hopma

9 | Content of Methyl 0.046 mg/tab
parahydroxybenzoate(HPLC)/
Copepsxatiie '
MeTHInaparupokcudbenzoara D.046 Mg
(BXKX) :

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad,

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckast YucToTa

10a) | Total Aerobic microbial count /
Obuiee uncno a3pobHbIX 10

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould

count / Obree uucyo
IJIECHEBBIX U JIPOMKEBBIX
rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToiunBbIe K
JeHCTBHIO JKETIH

rpamMoTpHLATeNbHbIe DaKTepHH

Absent /OrcyrcrByIOT

Not more than 10° / g / He 6onee 10° /1

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absent in 1 g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absent in 1 g/ OrcyrcrBue 5 1 1

109) | Salmonella

Absent / OrcyTeTByroT

Absent in 10 g /Otcyrctere B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTayeT TpeboaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge/

Approved by QA In-Charge / %il fe

NokymeHT nposepeH OKK: ‘3 Claue '| DokymenT ogoBpeH OOK:
Date / - Date / <

N Mo e .ol - 207
Jata: 17 6 = Nara; L% S g
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIU3A

Paged of4/Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482077 Batch Quantity / Oobem cepun:  5851packs / ynakoBok
AR No / Amanurugeckuii orger Ne: ARF/141/2022|Date of Analysis / IaTa anamuza: 17.06.2022
Date of Mfg / Jlara npomssoacrea:  05/2022 Date of Expiry / I'ogen go: 04/2025

Analysis performed according ND / Anayms nposeaén no HJI: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTsl Specification / Hopma
Test / llokazaTteib
11 | Package / Ynakoska Pack & ) )
¢ ina; lfl%;éryr::;:?);a AL Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 vatient inft;rmation Py carton. 20 tablets in a blister made of PVC
a cg rton. / TTo 20 Ta6ieTok B /PE/PVDC film and aluminum foil, 25 blisters with
6cTe ‘ B 25 patient information leaflets in a carton. / ITo 20
[IOJ‘IHBHPHHJIXJ'IO —- Tabierok B HiHCTEp U3 [IEHKH TPEXCIOHOM
(HOHHI)THJ'IEHOBFC,)W (IIBX/AIDMIBLX) u amomunuesoil goneru. ITo 2
[OMHBHHILLICHXIOPHIHON) H i 3 OmHcTepa BMecTe ¢ HHCTPYKIHeH 1o
amomunueBol GoNbH, 10 25 npuMeHeHHuo B kapToHHyto nauky. [To 20 rabnerox
6IHCTepOB B Ka HHy,}O —— brHCTep U3 MICHKH NONHBHHIIXJIOPHIHO
 BIOSKEHHEM 2?12{& — y (MONMU3ITHIIEHORBOI / MONMBUHUIAEHXIOPHAHOM) 1
1O D HMEHEHITO Py anmoMuHHeBOiT Gosbry, 1o 25 GaHcTepoB B
P ) KapTOHHYH Na4yKy ¢ BIOKEHHEM 25 HHCTpYKUHIt 1o
MPUMEHEHHIO.
12 | Labeling / Mapxuposka According to ND /
B coorsercreuu ¢ HJ|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He
XpaHeHUs Bbiure 25 °C.
14 | Shelflife / Cpox rogHocTH 3 years /3 rosia

Remarks : The Product conforms to ND/
MNpumeyanue: MNpogykr coorsercTeyeT TpebosaHuam H

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /-

Approved by QA In-Charge /

i n A C
[lokymeHT nposeper OKK: ]% slaus AokymeHT ogobpex OOK: %A‘jj
Date/ (-, o Date / ' %
O - .06~
[ara: |7 6-2022_ Nata: \1
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