Cipla

CERTIFICATE OF ANALYSIS
& CEPTHO®UKAT AHAJIN3A

Page 1 ofd4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481186

Batch Quantity / O6bem cepum:

5852 packs / ynakoBok

AR No / Ananatadecknii oruer Ne : ARF/242/2021|Date of Analysis / lara anammsa:  30.09.2021

09/2021

Date of Mfe / Jlata npou3BoacTBAa:

Date of Expiry / 'ogen go:

08/2024

Analysis performed according ND / Amamus nposenén mo HJI: TINC13745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloxa3zaTens

Result / PesybraThl

Specification / Hopma

1 | Description / Onucanune

Complies / CooTsercTByeT

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. / Tlnockue kpyriele TabneTky co
CKOILIEHHBIMH KPasiMH OT KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOTO LIBETA ¢ BKparuiennamu, Ha onno#
cropoHe TabneTku ebiyiasneHo cnoso «CIPLA», na
OpyTOil - THHUA pa3IoMa.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYeT OxpanriBaHiHe aMMHAYHOTO PAacTBOpa B KPACHBIH
AHTPaXHHOHOBBIE [JIHKO3HIbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cootsercrayer chromatogram of the sample solution should
MeTtuanaparuapokcudeH30aT corresponds to the retention time of the principle
(B2XKX) “peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep:KUBaHHUs OCHOBHOTO TIHKA HA XPOMATOTpaMMe
HCIBITYEMOI'O PACTBOPA HOJDKHO COOTBETCTBOBATD
BPEMEHH yIep>KHBAHUA OCHOBHOTO MHKA HA
XPOMATOrpaMMe CTaHAAPTHOTO PacTBopa
MeTHInaparuapokcubensoara (paszuen
«MeTunmaparuapokcubensoar).

3 | Average weight / Cpennss
macca

189.69 mg / 189,69 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooreeTcTByeT TpebosaHmam HI

Conclusion : APPROVED /
3akntouenue: OOQOBEPEHO

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

Approved by QA In-Charge /
NokymeHT oao0bpeH OOK:

R

Date /

30.09202]1
HaTa: 3 9

Date /

Rare O Vil@wasR
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481186

Batch Quantity / Oosem cepuu:

5852 packs / ynaxkoBok

AR No / Apanurmaeckuii oraer Ne: ARF/242/2021|Date of Analysis / lara amammsza:  30.09.2021

Date of Mfg / Jlara npomssoacrsa:  09/2021

Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Ananms nposenén no HJL: T1 N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / IMMoxazarensb

Result / PesynbTaTnl

Specification / Hopma

4 | Uniformity of weight /
OxHOPOAHOCTE [0 Macce

Complies / CooTBercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee £ 15%

5 | Loss on drying / IToTepsa B 1.6%

Macce NpHu BbICYIIHBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 Dissolution / 80-87%

PacTtsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenno3unos 4yepe3 120 mun

7 | Uniformity of Dosage units / AV=535

OIHOPOIHOCTh IO3UPOBAHMS

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:

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

L1=15.0;L2=25.0.

TMoxasatens npuemiemocTs s n=10 AV < L1

B cnyuae, ecnu sHauenue AV npesbimaer L1,
NPOBOMIAT UCTIbITAHKME HA creayiomux 20 obpasuax.
Jna n=30 AV < L1. Bce 3na4enns Xi HOMDKHBI
YIIOBJIETBOPSITE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonudyecTBeHHOE OIpeaeNeHHe

(CriexrpodroTomeTpus)

14.07 mg/tab /

14,07 mr/Tab

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 (ot 90,0 no 115,0 %)
CEHHO3MIOB B IepecueTe Ha ceHHO3HA B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTseTcTayeT TpebosarHuam HI

Conclusion : APPROVED /
3akntouenme: OOOBPEHO

Checked by QC In-Charge /™~
JlokymeHT npoeepeH OKK: \B Hane

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /

i L

Date /

Nara: O\-io-2zo02)

FMQCO003-15-06

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, Pernem Goa -403512
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CEPTHOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 481186

Batch Quantity / O6bem cepum:

5852 packs / ynakosox

AR No / Apamarngeckuii orger Ne: ARF/242/2021

Date of Analysis / /laTra anannsa:

30.09.2021

09/2021

Date of Mfg / lara npoussojcTsa:

Date of Expiry / T'onen no:

08/2024

Analysis performed according ND / Anamn nposenén mo HJI: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / ITokazatenn Result / PesyabTatsi Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepixanue
MeTHANaparupoKcHOeH30aTa 0.044 mr/tab
(BDXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonornyeckasi 9HCTOTA

10a) | Total Aerobic microbial count /
O6mee yncno aspodHbIX <10 Not more than 10" cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10 /r
count / OBwee yucno <10
IUIECHEBBIX H APOAIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyrcTByIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ Ycroiiuusbie k '
TIEHCTBHIO KEeTYH
rpaMOTpHLATENIbHbIE DaKTepuH

10d) | Staphylococcus aureus Absent /OtcyTcTBYOT Absentin 1 g/ Orcyrcteue B 11

10€} | Escherichia coli Absent /OrcyrcTByrorT Absentin | g/ OrcyrctBie B 1 1

109 | Salmonella Absent / OTcyTCTBYyOT Absent in 10 g /Otcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: NpogykT cooTeeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3axknoyenne: OOOBPEHO

Checked by QC In-Charge {5\

Approved by QA In-Charge /

NoxymeHT nposepex OKK: ]g han=< HokymeHT on06peH OOK: %
Date I 3 (e ) Sy . 2 Al s Date l . S
[arta: : 1 Jata: Bk 0P
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

-

Paged of 4/ Crp. 4 w3z 4

Product: SENADE TABLETS 13,5 mg

Ipoxykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481186

Batch Quantity / OGbem cepun:

5852 packs / ynakosox

AR No / Ananurngeckuii orger No :

ARF/242/2021|Date of Analysis / /lara apamasza: 30.09.2021

Date of Mfg / Jlata nponssojacrea:  09/2021

Date of Expiry / I'ogen mo:

08/2024

Analysis performed according ND / Anamus nposenén mo HJ/L: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / okazaTensb

Result / PesyabTaTh!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

brHcTep M3 MIEHKH

(nomasTHNEeHOBOFH/

IO MPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 TabneTok B

I']OJ]HBHHP[J'[XIIOPH}IHO?!

MOMHBHHHIIEHXKIOPUIHOFH) H
amoMuHHeBoH donbry, no 25
OnHCTEpOB B KAPTOHHYIO MAYKy
C BIOKEHHEM 25 MHCTPYKLIMH

Package / Ynakoska - 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
Tabnerox B OnucTep U3 MISHKH TPEXCIOMHOM
(IIBX/II/MIBX) u amomuaueBoit onsru. ITo 2
win 3 GmcTepa BMeCTe C MHHCTPYKLIMEH 110
NPUMEHEHUIO B KapTOHHYO nayky. ITo 20 Tabnerok
B GucTep W3 NUICHKH NOJMBHHUIXJIOPHIHOM
(nOMMATHIEHOBOI / MONHBHHUIIAEHXIOPHIHOMH) H
aMOMHUHHEBOMH Qosbry, no 25 6iHcTepos B
KAPTOHHYH TA4Ky C BIOJKEHHEM 25 HHCTPYKLMIA 10
MPHUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cootsercrBuu ¢ HJ

13 Storage conditions / Ycnopus

XpaHeHHs Beite 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He

14 Shelf life / Cpok rogHocTH 3 years /3 roma

Remarks - The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteercrayeT Tpebosaqunam H

Conclusion : APPROVED /
3akntouyeHue: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: (:?3’4 Yain e

Approved by QA In-Charge /
OokymeHT ogobper OOK:

B

Date /

3@;(’)-‘1-2@7_1
Nara:

Date /

o202\
[ara: &)
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