Cipla

CERTIFICATE OF ANALYSIS

by

CEPTHOHUKAT AHAJIU3A

Page 1l of 4/ Crp.1mu3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 481137

Batch Quantity / O0bem cepumn:

5849 packs / ynaxkoBox

AR No / Asamarngecknii oraer Ne : ARF/172/2021|Date of Analysis / JlaTa anammsa:  26.07.2021

07/2021

Date of Mfg / Jlara npoussoacTsa:

Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Ananus nposeaén mo HJ/I: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Hokazarennb

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

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. / ITnockue kpyrieie Tabiaerku co
CKOILIEHHBIMU KPAasMHU OT KOPHYHEBOTO [I0 TEMHO-
KOPHYHEBOrO 11BeTa ¢ BKpanneHusimu. Ha onHo#i
cropone Tabnerku BeiasneHo cnoso «CIPLA», na
JPYTO¥i - IHHHSA Pa3ioMa.

2 | Identification / ITopnMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercrByer OxpamuBaHHe aMMMAYHOTO PAacTBOpPa B KPACHBIM
AHTPaXHHOHOBBIE MTTUKO3H/BI et
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
MetunnaparugpokcubeHsoar - corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepXKHUBaHHs OCHOBHOTO ITHKa HA XpOMaTorpamMme
HCIIBITYEMOTO PacTBOPa JOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPXKUBAHHS OCHOBHOTO ITHKA Ha
XPOMATOrpaMMe CTaHapTHOTO PacTBOpa
meTuinaparuapokcubersoara (pasmen
«MerunmnaparuapokcHbeH30ar).

3 | Average weight / Cpennsa
macca

187.42 mg / 187,42 mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: NpoaykT cooTeeTcTayeT TpebosaHmam HL

Conclusion : APPROVED /
3axknrouenume: OQOBPEHO

Checked by QC In-Charge / D Approved by QA In-Charge / ¢\ £¢
HokymeHT nposeper OKK: giﬂw NokymeHT op06peH OOK: (’CS&,\
Date / Date / 0 2O

flara: R w740 Jlara; i
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Cipla

CERTIFICATE OF ANALYSIS
n CEPTUOUKAT AHAJIM3A

Page 2 of 4/ Ctp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481137

Batch Quantity / O0bem cepun: 5849 packs / ynakosok

AR No / Ananuraaeckuii oraer Ne : ARF/172/2021|Date of Analysis / lara ananmaza:  26.07.2021

Date of Mfg / Jlara npoussoacrea:  07/2021 Date of Expiry / I'ogen go: 06/2024

Analysis performed according ND / Anaaus nposeags mo HJL: I1 N013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Test / loka3zaTens

Result / Pe3yabTaThl Specification / Hopma

OnHOPOIHOCTE TIO Macce

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne bonee +7,5

%
2/20 tablets NMT £15% / 2/20 ue 6onee £ 15%

Pacreopenue

5 | Loss on drying / IToTepsi B ° 13% ° NMT 6.0 % / He Gonee 6,0 %
Macce IPH BBICYIIHBAHIH
6 | Dissolution/ 78-88% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units /
OnHOpPOIHOCTDL AO3UPOBAHHUSA

AV=52 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=730

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0,L2=250.

IMokasarens npuemiemocTn ama n=10 AV <L1.

B cnyuae, ecnu 3navyenne AV npeseimaer L1,
NPOBOAAT HCTIBITAHHE Ha CreayroLux 20 obpasuax.
s n=30 AV <L1. Bce 3HaueHHs Xi TOJIKHBI
YIOBJIETBOPATh HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTeeHHOE OMNpeneneHue

(CnexrpodoTomerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.86 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,86 mr/rab CEeHHO3HIOB B [IEpEcYeTe Ha ceHHO3ua B B onHOM
Tabnerke.

Remarks ‘: The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpogykr cooTeetcTayeT Tpebosanuam HI | 3aknioueHue: OQOBPEHO

Checked by QC In-Charge / Zp

Approved by QA In-Charge /

[NokymeHT npoeepeH OKK: o HoxkymenT ogobpeH OOK:
Date / g o Date / 2 6v0T. 2024
Jara: ok LT hey ] [Nara: L
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 481137

Batch Quantity / OGbem cepun:

5849 packs / ynakoBok

AR No / Aratarnaeckmii oraer Ne : ARF/172/2021|Date of Analysis / [lara anamuza: 26.07.2021

Date of Mfg / Jlara npoussoacrsa:  07/2021

Date of Expiry / I'onen no:

06/2024

Analysis performed according ND / Anaius nposengn no HJI: 11 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / llokazarenb Result / PesynbTaThl Specification / Hopma
9 | Content of Methyl 0.045 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTuIaparuapokcuden3oara 0.045 mr/fa6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckas Y4CToTa

10a) | Total Aerobic microbial count /
Obmee 4HCI0 a3poOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 107 /r
count / OGmee 4HcIO <10
TUTECHEBBIX H JPOAOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10> / g / He Gonee 10° /r
bacteria/ Ycroiuusbie K
JefCTBHIO JKeI4H
rpaMoTpULaTenbHble GaKTepun

10d) | Staphylococcus aureus Absent /OTCYyTCTBYIOT Absent in 1 g/ OtcyrerBue B 1 T

10 ¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcrBue s I 1

101) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrctsue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: [poayKT COOTBETCTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknouenne: OQOBPEHO

Checked by QC In-Charge / .y’
NokymeHT nposeper OKK: 7£/C/J

Approved by QA In-Charge /
NokymenT ogobper OOK:

Date /

Nata: 26 O

Date /

2697 202\
Jata: =

TMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481137

Batch Quantity / O0bem cepun:

5849 packs / ynakoBok

AR No / Anamarageckuii otger Ne : ARF/172/2021|Date of Analysis / /lara amamusa:  26.07.2021

Date of Mfg / Jlara nponssoacrsa:  07/2021

Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Amamms nposenén mo HJL: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazarenn

Result / PeayabTars:

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6nnc1‘ep H3 MJICHKH

(nonusTHIEHOBOH/

MO MPHMEHCHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabneroxk B

HOJIHBI/IHHJIXJIOPHLIHOI;‘{

NONHBHHIIIEHXIIOPUAHOMH) 1
amoMuHIeBOI1 dosbry, no 25
GIHCTEpPOB B KAPTOHHYIO MMAYKY
C BJIO>KEHHEM 25 HHCTPYKLHH

Package / Ynaxoska - 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
TabneToK B OIMCTEp M3 TUIEHKH TPEXCIOHHOMH
(IIBX/TI2MIBX) u amomunuesoit donsry. Io 2
uiu 3 GmHcTepa BMECTE C HHCTPYKLIHEH 1Mo
MPHUMEHEHHIO B KapTOHHY0 nauky. Ilo 20 rabnerox
B OJIHCTEp M3 TUIIEHKH MOJTMBHHUIXIIOPHAHOI
(MOMU3THIEHOBOH / MOMUBUHHIIIEHXIOPUIHOMN) H
aFOMHHHEBOI (Gonbry, 1o 25 bnuctepos B
KaPTOHHYH Na4Ky C BIOXKEHHEM 25 HMHCTPYKLMI 110
NPHMEHEHHIO.

12 | Labeling / Mapkupopka According to ND /

B cootsercteuu ¢ H|

13 Storage conditions / Ycnosust

XpaHeHHA soie 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoaykT cooTseTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
JokymeHT nposeper OKK: ?;{iw

Approved by QA In-Charge /
OokymeHT onobpeH OOK:

W e

Date /

[lata: AL 0T Lo

Date /

fata 2607 202

FMQC003-15-06
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