Cipla

CERTIFICATE OF ANALYSIS
‘ CEPTHO®UKAT AHAJIU3A
Pagel of4/Crp.1 134
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481126 Batch Quantity / O6bem cepum: 5848 packs / ymaxkoBox
AR No / Asanuradaeckuii orgaer Ne : ARF/157/2021|Date of Analysis / [lara anammza:  12.07.2021
Date of Mfg / Jlara npomssoacrea:  06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anamas nposeaén no HJI: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesyabTaTh! Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTByer 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. / IInockue kpyribie Tabnerku co
CKOIIEHHBIMH KPasiM# OT KOPHYHEBOTO 10 TEMHO-
KOpHUYHEBOro 11BeTa ¢ Bkpamnenusamu. Ha onnoi
cropone Tabnerku BeiasneHo cnoso «CIPLA», na
NpYTOil - NUHUA Pa3IoMa.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
xR CooTBercTByeT g:;amuaaﬂue AMMHAYHOTO DPAacTBOPA B KPACHBIT
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
MeTunnaparuapoxkcuden3oar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpPKUBAHHMA OCHOBHOIO [MHKA HA XpOMAaTOrpaMme
HCTIBITYEMOTQ pacTBOpa A0JDKHO COOTBETCTBOBATH
BPEMEHH YAEPKUBAHUS OCHOBHOI'O IMHKA Ha
XpPOMaTOrpaMMe CTaHIapTHOTO PacTBOpa .
MeTHIraparuapokcHdensoara (pasaen
«Metunmaparunpokcudensoar).

3 | Average weight / Cpennsis 189.23 mg / 189,23 mr 189.99 mg +7.5% / 189,99 mMr £7,5%
Mmacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: MpoaykT cooteeTcTByeT Tpebosaduam HI | 3aknoveHne: OOOBPEHO
Checked by QC In-Charge ™ = - | Approved by QA In-Charge / _ 5
NokymeHT nposepeH OKK: J 5:1_Ci§_ HokymeHT ogobpeH QOK:
Date/ 4 5.n17.2007 Date/  \2.09.2021
Hara: [ara:
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTHO®UKAT AHAJIM3A
5 Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus No: 481126 Batch Quantity / O0bem cepun: 5848 packs / ymakoBox
AR No / Ananurnaecknii oraer Ne : ARF/157/2021|Date of Analysis / laTa ananmza: 12.07.2021
Date of Mfg / lara npoussoncrsa:  06/2021 Date of Expiry / 'ogen no: 05/2024

Analysis performed according ND / Anamis nposeaén mo HJL: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTens

Result / PesyabraThi

Specification / Hopma

4 | Uniformity of weight /
OnHOPORHOCTE MO 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%

OIHOPOIHOCTH NO3MPOBAHKS

5 | Loss on drying / Tlorepsi B 3.2% NMT 6.0 % / He Gonee 6,0 %
MACCe MPH BBICYIIHBAHUH
6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacrtBopenue He menee 70 % (Q) cennozunos uepes 120 Mux
7 | Uniformity of Dosage units / AV=45 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=25.0.

Ilokazarens npuemnemoctu amsi n=10 AV <L1.

B cnyuae, ecnu 3Hagenne AV npessiuaer L1,
NpOBOJAT MCNBITaHKE Ha cnenyomux 20 obpasmax.
Jlna n=30 AV <L1. Bce 3HaueHus Xi JOJKHbI
YIOBAETBOPATH HEPABEHCTBY!

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

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

8 | Assay (Spectrophotometry)
KonudecTseHHOE OnpeeneHne

(Cnextpodoromerpus)

13.90 mg/tab /

13,90 mr/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 10 15,53 mr (ot 90,0 50 115,0 %)
CEHHO3UIOB B liepecyere Ha ceHHo3un B B onHol
tabierke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTBeTCTBYET TpeboBaHuam H/1

Conclusion : APPROVED /
3aknwouyenue: OOQOBPEHO

Checked by QC In-Charge (" =X

JokymeHT nposeper OKK: 16 Glane

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

?6/

Date /
[aTta:

1202

Date /

fara: \2. 01 202
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIN3A
Page 3 of 4/ C1p. 3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 481126 Batch Quantity / O6bem cepun: 5848 packs / ynakosox
AR No / Asanurngecknii orger Ne : ARF/157/2021|Date of Analysis / lara ananmza: 12.07.2021
Date of Mfg / Jlara npoussoacra:  06/2021 Date of Expiry / 'onen go: 05/2024

Analysis performed according ND / Anamis nposenén mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Ilokazatensn Result / Pesyabrarhl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepxxanue
MeTHIaparuapokcuden3oara 0,048 Mr/Tab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Mukpofuosioru4eckas 4ucToTa

10a) | Total Aerobic microbial count /
O6uiee 9ucino a3podHbIX 20 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 / Obmee yucno <10
IUIECHEBBIX H JAPOHOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ YcroiiuuBeie K
[eHCTBHIO JKe4H
rpaMOTpHIATETbHbIE DaKTePHH

10d) | Staphylococcus aureus Absent /OTtcyTeTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrctBueB I 1
106) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykT COOTBeTCTByeT TpeboraHuam HLl | 3aknwyenue: OOBPEHO

Checked by QC In-Charge //”, Approved by QA In-Charge /

HokymeHT npoeepeH OKK: AB Oare HokymeHT ogoGpeH OOK: %‘?}/_E’
Date / 1;)_. B 0629 Date / \3017/9;‘\

[ara: [ara:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIN3A

Page 4 of 4/ Ctp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 481126 Batch Quantity / O6nem cepun: 5848 packs / ynakoBok
AR No / Ananurnueckmii oraer Ne : ARF/157/2021|Date of Analysis / lata anamaza: 12.07.2021
06/2021 Date of Expiry / I'ogen go: 05/2024

Date of Mfg / Jlata npon3sBoacTBa:

Analysis performed according ND / Anamus nposenén no HJL: TI1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HokazaTeib

Result / PesyabTaThl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynaxoska - 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 MICHKH
TONUBUHHITXIOPHIHOM
(monuaTHIIEHOBOI/
MOJMBHHHIIIEHXJIOPUIHOMH) H
AMOMHHHEBOH (HOJBIH, 110 25
GIHCTEPOB B KAPTOHHYIO Ma4Ky
C BIIOXeHHEM 25 HHCTPYKITHI
0 NPUMEHEHHEO.

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
TabneTok B GIHCTEp M3 TUIEHKH TPeXCIOHHOH
(MBXMI2/MBAX) u amomunnesoi onsru. ITo 2
unu 3 GnucTepa BMECTe C HHCTPYKLIMEH 110
NPUMEHEHHUIO B KapTOHHYIO nauky. ITo 20 Tabnetok
B GMcTep M3 [UIEHKH MONHBHHHIXJIOPHIHOM

(MTOJIMITHNEHOBOH / MONTMBMHHIACHXIIOPUIHOT) H

amoMHHKEBOH QOIbTH, 1O 25 GMUCTEpPOB B
KAPTOHHYIO I1a4Ky C BIOXKEHHeM 25 MHCTPYKLHii 1Mo
MPUMEHEHHUIO.

12 | Labeling / Mapkuposka

According to ND /

B cootsercreun ¢ HJ

13 Storage conditions / Ycnosust
XpaHeHHs

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

Beime 25 °C.

14 Shelf life / Cpok rogHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeuanne: MpoaykT cooTeeTcTyeT TpebosaHuam HI

3aknoyenue: OOOBPEHO

Checked by QC In-Charge // )
LlokymeHT nposepeH OKK: @ﬂ ane

Approved by QA In-Charge /
[okymenT ogobpen OOK:

B

Date /

j2.07-2021
[arta:

Date /
[ara:

12.07. 222
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