CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJETKM 13,5 mr

Date of Mfg / laTa npousBoacrsa:

Batch No / Cepusi Ne: 482131 Batch Quantity / O6bem cepun:  5852packs / ynakosox
AR No / Auanurudecknii order Ne : ARF/207/2022|Date of Analysis / laTa ananmuza: 23.09.2022
09/2022 Date of Expiry / I'onen no: 08/2025

Analysis performed according ND / Ananus nposeaén no HJI: [1 N013745/01-091017, Ham. Ne 1 or 17.04.2020

Test / Tlokazarens

Result / PesynanTarei -

Specification / Hopma

Description / Onucanue

Complies / Cootercrayer

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 xpyrmsie TabneTkn co
CKOLIE€HHbIMH KpasMH OT KOpHYHEBOI'O A0 TEMHO-
KOPHYHEBOro LiBeTa ¢ BKkpamiedusmMu. Ha ojHoii
cropoHe Tabnetku BeinasneHo caoso «CIPLA», Ha
JApYroit - THHHA pa3noMa.

2 | Identification / ITommHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercrByeT OxpaluMBaHHe aMMHAYHOIO PACTBOPA B KPACHBII

AHTPaXHHOHOBbIE TJHKO3HIbI -

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTeyer chromatogram of the sample solution should
Merunnaparuapoxcubenzoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPIKUBAHKA OCHOBHOTO ITHKA HA XPOMATOrpamMme
HCIBITYEMOro PacTBOPa J0JDKHO COOTBETCTBOBATD
BPEMEHH yJepIKHBAHHUS OCHOBHOTO IMHKA HA
XpPOMATOrpaMMe CTaHAAPTHOIO PacTBOpa
MeTHnaparuapokcnoen3oara (pasnen
«Metunnaparuapokcubenzoar).

3 | Average weight / Cpenusis
Macca

188.29mg / 188,29mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTCcTBYET TPeboBaHWam HI

Conclusion : APPROVED /
3aknroueHue: O4OBPEHO

Checked by QC In-Charg
HokymeHT nposepeH OKK N}m aus

Approved by QA In-Charge /
[HokymeHT ogoBpen OOK:

e

Date /

Date / 12
Hara:

‘10 2022

FMQCOO3—15—O6

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512
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) CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHU3A
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482131

Batch Quantity / O6nem cepuu:

5852packs / ynaxoBok

AR No / Ananuruuecknii oruer Ne : ARF/207/2022|Date of Analysis / IaTa ananuza: 23.09.2022

Date of Mfg / laTa npouseoacrea:  09/2022

Date of Expiry / I'ogen go:

08/2025

Analysis performed according ND / Ananus nposenéu no H: I1N013745/01-091017, MUam. Ne 1 ot 17.04.2020

Test / [TokazaTens

Ne Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /

Complies / CootBercrByer

18/20 tablets NMT £ 7.5 %/ 18/20 ne 6onee £ 7,5

OanopoHOCTL AO3HPOBAHHS

OaxopoAHOCTE IO Macce %
2/20 tablets NMT *15% / 2/20 ne 6onee + 15%
5 | Loss ondrying / TToteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
MacCe NPH BbICYLLIHBAHHH
6 | Dissolution / 82- 89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopeuue He menee 70 % (Q) cennoszunos uepes 120 mun
7 | Uniformity of Dosage units / AV =54 The acceptability index forn=10 AV <L1.

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.

IToxasartens npuemnemoct ans n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npesbimaer L1,
[POBOASAT HCMBITAHKE HA creyromux 20 oOpasuax.
Jna n=30 AV <L 1. Bce 3HaueHus X1 JOJDKHBI
YIOBJIETBOPSTE HEPABEHCTRY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTseHHoe OmpeseneHne
(CnextpodotomeTpus)

14.07mg/tab /

14,07mr/Tad

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 1o 15,53 mr (01 90,0 no 115,0 %)
CEHHO3MIOB B NepecueTe Ha ceHHo3uA B B oaHoii
Talbnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykT cooTeeTcTBYeT TPpeboraHuam HO

Conclusion : APPROVED /
3akmoueHue: OOOBPEHO

Checked by QC In-Charge / ,
[okymeHT nposeper OKK: JRCITE

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

=

—

Date /

fara: 229920272

Date /

|2
[ara:

i @2 2
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Product: SENADE TABLETS 13,5 mg

IlpoaykT: CEHAI[E® TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482131 Batch Quantity / Oowem cepun:  5852packs / ynakosok
AR No / Ananurnuecknii oryer Ne : ARF/207/2022|Date of Analysis / laTa ananuza: 23.09.2022
Date of Mfg / laTa npoussoacrea:  09/2022 Date of Expiry / T'ogen no: 08/2025

Analysis performed according ND / Ananus nposenén no HJI: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pesyasrarst Specification / Hopma
Test / IlokazaTens .
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 110 0,056 mr/1ab.
parahydroxybenzoate(HPLC)/
Copeprxanue
MeTHnaparuapokciubensoara 0.040Mr/Ta6
(BIXKX) ’
10 | MICROBIAL LIMIT TEST/ Mukpotrosiornyeckas 4ucToTa

10a) | Total Aerobic microbial count /
Ob6uiee yucso a3podHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10 /r
count / Obwee yucio <10
IJIECHEBBIX H OPOAOKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OtcyreTRytoT Not more than 10°/ g / He Gonee 10% /r
bacteria/ Ycroiiuuseie k
JIEICTBHIO JKEeTdH
rpamMoTpUUaTeNnLHble BaKTepHI

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/Orcyrcteue B 1

10 ¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcytctBue B 1

100 | Salmonella Absent / OtcyTeTByioT Absentin 10 g /OrcyrctBue B 10 g N

Remarks : The Product conforms to ND/

fMpumeyvanue: NpoaykT cooteeTcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoBeper OKK:

Approved by QA In-Charge /
HoxymeHT ogo6per OOK:

B

Date /

Pars: 23.09.206022—

Date /
Dara:

1202022
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s CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Pagedof4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482131

Batch Quantity / Oobem cepumn:

5852packs / ynaxosox

AR No / Auanurnueckuii oruer Ne : ARF/207/2022

Date of Analysis / lata ananusa: 23.09.2022

Date of Mfg / lata npoussogcrea:  09/2022

Date of Expiry / I'onen no:

08/2025

Analysis performed according ND / Anasnus nposeaén no H/: IT NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTars Specification / Hopma
Test / Ioxazarens
11 | Package / Ynakopka Package / Ynakoska - 20 tablet ;
o inag !?I%:ter r:a g }:; | Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
s i TR | 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in | AT 20 cuilety I blisltcr mada_e OfPV(.:
speries. f Tio 0 cfisoe & /PE/PVDC film and aluminum foil, 25 blisters with
macTe ‘ R 25 patient information leaflets in a carton. / ITo 20
HOJIHBPIF:{HJ'IXJIOpHﬂHOﬁ Tabnerox B GIHCTEP M3 MNIEHKH TPEXCIIOIHHON
PRSM———— (IIBX/IT3/TIBAX) 1 anmoMuHHeroit onsru. [To 2
) win 3 bancrepa BMeCTe ¢ HHCTPYKUHMER Mo
aioamHHesoN HOMLH, 1o 25 OpPHMEHEHHIO B KapTOHHYIO nayky. [To 20 rabnerox
R KapTOHHy,l() S faucTep H3 MUICHKH MOJHBHHHIXIOPHIHOH
AR 35 BER TR (nonuartuneHoBoH / NONMBHHUIIEHXIOPUAHOM) 1
T10 IPHMEHEHHIO anromusneBoit doneru, no 25 Gnucrepos B
’ KAPTOHHYIO NAYKy C BJIOYKEHHEM 25 HHCTPYKUMIT MO
MPHUMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B cootercteum ¢ HI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temneparype He
XpaHeHHsl Boie 25 °C.
14 | Shelflife / Cpok rogsocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooteeTcTBYET TpeboBaHuam H/

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge
! @ @ < T8 8.

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

=

Date /

[okymeHT npoeepeH OKK:
2200« 202
[arta:

Date /

fara: | 2.0 -2-02-2.
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