Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDOHUKAT AHAJIU3A

Page 1 of4/Crtp.1 83 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE*, TABJIETKH 13,5 mr

Batch No / Cepus Ne; 484016

Batch Quantity / O6bem cepun:  5847packs / ynakoBok

AR No / Anasmrnueckuii oruer Ne : ARF/072/2024 Date of Analysis / laTa anaaunza: 11.06.2024

Date of Mfg / laTa npoussoacrea:  05/2

024 Date of Expiry / Toaen no; 04/2027

Analysis performed according ND / Anann3 nposeaén no H/I: II N013745/01-1806522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uam. Ne 1 o1 09.07.2024

Ne Result / PeayabTaThl Specification / Hopma
Test / TlokazaTelnb
1 Description / Onucanue Complies / CooTseTcTBYET 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. / [1nockue kpyribte TadaeTK €O
CKOLIEHHBIMH KPasMK OT KOPHUHEBOIO 10 TEMHO-
KOPHYHEBOrC UBeTa ¢ BkpariedusMu. Ha onnoi
CTOpOHe TabaeTkH BuLAABAEHO ¢10BO «CIPLA», Ha
JPYTO# - TMHHSR pa3oma.
2 Identification / TIOAMHHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtseTcTBYET OkpallMBaHWEe aMMHAYHOrO pacTeopa B KPacHbIH
AHTPaxMHOHOBLIC TIIMKO3HAbL
UBET.
2b) ) Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
Metunnaparuapokcudenzoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yaAepKHBAHHA OCHOBHOTO ITHKa HA XpoMaTorpaMme
HCMBITYEMOTO PAcTBOPA AONHKHO COOTBETCTBOBATD
BPEMEHH VASPNKHBAHWA OCHOBHOTO NUKA HA
XpomaTtorpamme CTaHAapTHOrO pacTeopa
Merunnaparuapokcubensoara (pasaen
«MeTHnnaparnapokcubensoar).

3 | Average weight / Cpeanss
macca

186.86mg / 186,86mr 189.99 mg +7.5% / 189.99 mr +£7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: MpoaykT cooteeTcTayeT TpebosaHuam HO | 3aknwvenne: ONOBPEHO

Checked by QC In-Charge / C9
HokymeHT nposeped OKK: =:E’ )

Approved by QA In-Charge /
DokymeHT oaotped OOK: W

Date / L CeT. 1oL
[ara: 2-H “

Date /

ﬂaTa: "Z’Ct -0 7’ 20?-’%
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®UKAT AHAJIN3A

Page2 of 4/ Crp. 23 4

Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJAE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484016 Batch Quantity / O0bem cepun:  5847packs / ynakosok
AR No / Anaautuvecknii oraer Ne : ARF/072/2024 | Date of Analysis / Tara ananuza: 11.06.2024
Date of Mfg / lara npon3sogcrsa:  05/2024 Date of Expiry / I'ozen no: 04/2027

Analysis performed according ND / Anannz nposexén no HJ/L: 1 NO13745/01-180522, amend No. 1 dated
109.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / Flokaszarens

No Result / PeayabTaThl

Specification / Hopma

4 ! Uniformity of weight /
OIHOPOAHOCTE 10 Macce

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee = 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee = 15%

5 | Lossondrying / [Toteps B 2.3%

Macce NpH BuICYLIHBAHHH

NMT 6.0 % / He 6onee 6.0 %

6 | Dissolution / 77-97%,

PacTeopeHue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (QQ) ceHno3naor yepes 120 MuH

7 | Uniformity of Dosage units / AV =50

OﬂHOpOﬂHOCTb ZO3NPOBAHKA

The acceptability index forn= [0 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 = M.

LI =15.0;L2=25.0.

[Tokazateab npueMaeMocTH ans n=10 AV < L1

B cavuae, ecnu 3naueHue AV npessiuaer LI,
MPOBOAAT HCTBITAHKE Ha cneayrowsx 20 obpasuax.
Jast n=30 AV < L1, Bce 3naueds Xi 101 Hbl
YAOBIETBOPATb HEPABEHCTRY:

‘M-xi; £0.01 = L2 x M.

LI =150.L2=250.

8 | Assay (Spectrophotometry)
KonuuecTsennoe omnpeneneHue
{CnexTpodOTOMETpHA)

14.02 mg/tab /

14,02mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O1 12,15 10 15,53 mr (o1 90,0 1o 115.0 %)
CEHHO3HI0B B fiepecyeTe Ha ceHHO3KMA B B 0aHO#
TadJeTke.

Remarks : The Product conforms to ND/
MNpumesanne: MNpogykT cooteeTcTBYeT TpebosaHuam HO

Conciusion ; APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge /
AoxymerT nposeper OKK: ibﬂ

Approved by QA In-Charge /
HokymenT ogqobpen OOK:

Date /
HaTa:

24q.el. 2ory

Date /
Hara:

L4 -0 2024
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTUDUKAT AHAJIU3A
Page3 of4/Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Tlpoaykr: CEHAI[E("{, TABJETKH 13,5 mr
Batch No/ Cepus Ne: 484016 Batch Quantity / Obvem cepun:  5847packs / ynakoBok
AR No / AnanurHdeckuii otuer Ne : ARF/072/2024| Date of Analysis / /laTa anaanza:  11.06.2024
Date of Mfg / Tara npou3soacTea:  03/2024 Date of Expiry / T'oaen no: 04/2027

Analysis performed according ND / Ananus nposeaén no HJ: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl Specification / Hopma

Test / IlokazaTelb

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / O7 0,028 10 0.056 mr/Tab.
parahydroxybenzoate{HPLC)/
CounepxaHue
MeThnapariapokcubeHsoarta ' 0,044Mmr/7at
(BKX)

10 | MICROBIAL LIMIT TEST/ MukpoGronoriieckas 4ucToTa

10a) | Total Aerobic microbial count /

O6wee yrcno aapoOHLIX 40 Not more than 10° cfu/ g / He Gonee 10 /v
MHKPOOPFaHHIMOB
100} | Total combined yeast and mould Not more than 107 c¢fu’ g /He Gosee 107 /1
count / Obuge uncno <10
L1ECHERBIX M IPOAGKEBbIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTcyTeTBYIOT Not more than 10° / g / He 6oaee 107 /r
bacteria/ YcToHuuBbIe K
DeHCTBHI) KENYH
rpaMOTPHLATENBHBIE OaKTEPHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OtcyTcTBHe B | T
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin | g/ OteytctBHEB I T
W1 | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / Oreyterere 8 10 g
Remarks ' The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanne: Mpoaykr coorseTcTayeT Tpebosanuam Hf | 3aknwoyenne: ONOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
L
HokymerT nposeped OKK: ’—f"u DokymeHT ogobper OOK: %ﬁ)//

Date /
Jara:

Date /

A0 2oL
Nara: 207 2oy

2. o, 202 4
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Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013. India.
At Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHKAT AHAJTHU3A

Page4of4/Ctp. 4134

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No/ Cepun Ne: 484016 Batch Quantity / O6bem cepun:  5847packs / ynakonox
AR No / Anannrnueckuii otieT Ne : ARF/072/2024!Date of Analysis / Jata anaauza: 11.06.2024
Date of Mfg / Aata npounssoacrsa: _ 05/2024 Date of Expiry / 'oaen no: 04,2027

Analysis performed according ND / Ananu3 nposenén no H/: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024

Ne Result / PesyabrarTn Specification / Hopma
Test / Ilokasare.1s
11 | Package / ¥naxoBka Package / Ynakosexa - 20 tablets .
- in a blister made of Package / Ynakoska - 20 tablets in a blister made of
-layer PVC/PE/ min il.
PVC/PE/PVDC film and thrfe I'fiye C/PE/ RVDC film aqd alu um foil. 2
. . . . or 3 blisters and a patient information leaflet ina
aluminum foil, 25 blisters with . \
53 patient information leaflets in carton. 20 tablets in a blister made of PVC
P , ) /PE/PVDC film and aluminum foil. 25 blisters with
a carton. / [1o 20 rabneTok B . , . . )
25 patient information leaflets in a carton. / [lo 20
6nMcTep U3 MISHKK v
M BHHHAX TOPHALOI TabneTok B ONUCTEP U3 NICHKKU TPEXCNOHHOI
J P o (ABX/MTXTBIOX) u anloMunueBoit goasru. [o 2
(MOIM3ITHUIIEHOBOTH/ " .
" uau 3 OnucTepa BMECTe ¢ RHCTPYKUME 1o
NOMUBHHKIICHXIOPUAHOH) U
3 TIPHMEHEHHIO B KapToHHYH nadky. [o 20 Tabnetok
amOMHHHEBOH donbry, no 25 _ - N
6 _ ~|B GAncTEp U3 MNEHKH NOAMBHHHIXJIOPHAHON
JIMCTEPOR B K&PTOHHYK) NA4Ky . N
. (NOAUITUACHORON / NONTUBUHW I AEHXIOPUIHOM) H
¢ BIOMWeHHEM 25 MHCTPYKLHH - ~
antomMuHuesoi honbry, no 25 dnucrepos 8
[0 MPUMEHEHHED. 5 "
KAPTOHHYIO [AYKY C BJIOWEHHEM 25 UHCTPYKUMH no
NPHUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cootseTcTRHK ¢ H],
13 Storage conditions / YcioBua In a dry place, at temperature beiow 25 °C. / B cyxoM MecTe NpH TEMIIEPATyPe He
XpaHeHus Bbile 23 °C,
14 Shelf life / Cpok roaHocTH 3 years/ 3 romga

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooteeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3akntouenne: OAOBPEHC

Checked by QC In-Charge /
HokymenT npoeepeH OKK: =f -’

Approved by QA In-Charge /
HoxymerT ogobper OOK:

e

Date / 28 . o1, 1824

OaTta:

Date /

1LA-C - Loz
[ata:

FMQC003-15-09

Cipla Ltd.,Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Gea -403512




