Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

-

Page 1 of 4/ Ctp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npon3soacrsa:

Batch No / Cepusi No: 484125 Batch Quantity / O6bem cepun:  5844packs / ymakosox
AR No / Ananaruaecknii orger No : ARF/213/2024 | Date of Analysis / lata anamsa:  13.11.2024
10/2024 Date of Expiry / I'ogen go: 09/2027

Analysis performed according ND / Anamms nposenéu mo HJI: IT N013745/61-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 or 09.07.2024

Test / IlokazaTensb

Ne Result / PesyabTarst

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTcTByCT

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 kpyriabie TabneTky co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOTO 110 TEMHO-
KOPHYHEBOTro LBeTa ¢ BKparuienusamu. Ha onHoii
cropoHe Tabnerku BeiasyieHo cnoso «CIPLA», Ha
APYroit - THHHSA pa3nomMa.

2 | Identification / TToniHHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTayer OxpauuBaHde aMMHA4HOrO PacTBOpa B KpacHBIi
AHTPAXHHOHOBbIC TTHKO3HIBI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time, of the principle peak in the
(HPLCY CooTsercrByer chromatogram of the sample solution should
Merunnaparunpoxcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yAepKHBAHUSA OCHOBHOIO MHKA HA XPOMATOrpaMme
MCIIBITYEMOrO PACTBOPA HOJDKHO COOTBETCTBOBATH
BPEMEHHU YIEPKHBAHHA OCHOBHOIO IMHKA Ha
XpOMaTorpaMme CTaHJapTHOrO pacTsopa
MeTHinaparuapokcubensoara (pasaen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpeauss
macca

188.31mg / 188 3 1mr

189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT coorsercTeyeT TpebosaHuam HA

Conclusion : APPROVED /
3akmrouenune: OQOBPEHO

Checked by QC In-Charge /
JlokymeHT nposepeH OKK: %U

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

=

Date /
[ara:

12 -1, Loz y

Date /

[ara: 3:1\-202Y
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Cipla

» CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIVI3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAE®, TABJIETKH 13,5 mr

- |Batch No / Cepust Ne: 484125

Batch Quantity / OGbem cepun:  5844packs / yniakoBok

AR No / Auanurnsecknii oraer Ne : ARF/213/2024 | Date of Analysis / lara ananusa: 13.1 1.2024

Date of Mfg / lata npomssoacra:  10/2024 Date of Expiry / I'ogen no: 09/2027

Analysis performed according ND / Ananus nposenés no HIT: 1T NO13745/01-180522, amend No. 1 dated
$9.07.2024 / TI N013745/01-180522, uzm. Ne 1 o1 09.67.2024

Ne

Test / Hloka3zaTeanb

Result / Pe3yapTaTh! Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5

Pacreopenue

OnHOpOAHOCTD TI0 Macce %
2/20 tablets NMT +15% / 2/20 e Gonee + 15%
5 | Loss on drying / IToreps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce Npu BHICYIIHBAHHH
6 | Dissolution/ 85-95% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOAHOCTS NO3HPOBAHUSA

AV =538 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| €001 x L2 x M.

L1=150,L2=250.

TMoxkazatens npuemiiemoctu uist n=10 AV < L1.

B ciyuae, ecnu 3Hauyenne AV npesbiaer L1,
NPOBOAAT HCMbITAHHE Ha creayromux 20 ofpasuax.
Jns n=30 AV <L1. Bce 3Hauenus Xi I0JKHbI
yIOBJIETBOPATE HEPABEHCTRY:

[M-xi| £0,01 x L2 x M.

L1=15,0; L2=125,0.

8 | Assay (Spectrophotometry)
KonugecTpeHHoe oOnpeneneHyue
(CnekrpodoTomerpus)

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

14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,09Mr/Ta6 CEHHO3MIOB B MEpecYeTe Ha CeHHO3K B B 0/1HON
Tabnerxe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootBeTcTayeT TpebosaHuam H/ 3axmouenune: OQOBPEHO

Checked by QC In-Charge / _ Approved by QA In-Charge /

[lokymeHrT nposepeH OKK: %’j HokymeHT ofobper OOK: %@/Z\}ﬁ‘—/
Date / . Date / U ‘

fara: B Ry [ara: \ 51\ 202y
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cip

CERTIFICATE OF ANALYSIS
N CEPTUPUKAT AHAJIM3A
Page3 of 4/ Crp.3mz 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne ;- 484125 : Batch Quantity / O6sem cepun:  5844packs / ynaxonok
. |AR No / Arannrugdecknif oraer Ne : ARF/213/2024|Date of Analysis / ara asanuza: 13.11.2024
10/2024 Date of Expiry / I'ogen mo: 09/2027

Date of Mfg / lara nponzsoncrea:

Analysis performed according ND / Ananus nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
05.07.2624 / TT N0i3745/01-180522, mam. Ne 1 or 09.07.2024

Test / Iloka3aTennb

No Result / PezysnTaTst

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHInaparnipokcnbensoaTa
(BOXX)

0.038mg/tab

0,038mr/Tab

0.028 - 0.056 mg/tab. / Or 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxpobuosoru4eckas 4ucTora

10a) | Total Aerobic microbial count /
O0uiee uncno a3pobHbIX 20

MHKDPOOPIraHH3MOE

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

10b) | Total combined yeast and mould

count / Obwee uncno
MNJIECHEBBIX U npoxoxenmx

rpubos

<10

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

%

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroiuuseie k
JEHCTBHIO YKETYH

rpaMoTpHLATeNbHbIE OaKTepHn

Absent /OrcyrcrBytoT

Not more than 10° / g / He Gonee 107 /r

10 dy | Staphylococcus aureus

Absent /OtcyTeTByroT

Absentin 1 g/ Orcyrcteue B 1 r

10 ¢) | Escherichia coli

Absent /O-rcyfc-nayror

Absentin 1 g/ OrcyrcrBue B 1 1

101) | Salmonella

Absent / OtcyTeTByHOT

Absentin 10 g /OtcyrerBue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeercTeyer TpebosaHuam HA

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

Checked by QC In-Charge / P;E/ 0

[okymeHT npoepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK;

T

Date /

Nara: {g. \\.':_c’LLf

Date /

[ara: Lo ety

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHM3A

LY

-

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / [iara npou3BoacTsa:

. |Batch Neo / Cepusi No: 484125 Batch Quantity / O0bem cepun:  5844packs / ymakosox
AR No / Amamarnyecknii orger Ne : ARF/213/2024 | Date of Analysis / lara ananmsa: 13.11.2024
10/2024 Date of Expiry / I'ogen no: 09/2027

Analysis performed according ND / Auanmns npoeenés no H/E: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2624

No

Test / Ilokazarenb

Result / PesyabraThbr

Specification / Hopma

11 | Package / Ymakosxka

in a blister made of

Guucrep U3 nieHKH
MONMHBHHUIXJIOPUIHOMH
(nonuaTuneHoBOH/

o NpHMEHEHHHO,

Package / Ymakoska - 20 tablets

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

NOJIMBHHWIIEHXIOPHHOM ) U
amoMHHHeBoH (onbry, 1o 25
OnuCTEPOB B KAPTOHHYIO MAUKY
C BJIOKeHHEeM 25 HHCTPYKUHii

Package / Ymakoska - 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 ONUCTEp U3 TUIEHKY TPEXCIOHHO
(IIBX/II3/MIBAX) 1 amomunuesoii dombru. o 2
unu 3 GrucTepa BMECTe ¢ HHCTPYKLIMEH Mo
MPHMEHEHHIO B KapTOoHHYIO0 nauky. ITo 20 Tabnerok
B ONHCTEP W3 TUIEHKH MOJIMBUHMIIXJIOPUIHOM
(monuaTUNEHOBOI / MONHMBHHUITIEHXIOPHAHOM) H
ATIOMHHHEBOH QONLTH, Mo 25 GnucTepos B
KapPTOHHYIOMIAYKY C BIOIKEHHEM 25 HHCTPYKLMII NO
IPUMEHEHHIO.

According to ND /

12 Labeling / Mapxuposka

B cootsercteuu ¢ H|

13 Storage conditions / Ycnosus

XpaHEeHHA seite 25 °C.

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

14

Shelf life / Cpok roxsocTn 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTeeTcTBYeT TPebopaHuam HI

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: ﬁf/&*“g

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /
[ara:

[ W ey

Date /

Jara: e

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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