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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUHUKAT AHAJIM3A

Pagel of4/Cip. 1 m3 4

Product: SENADE TABLETS 13,5 mg

poaykt: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepna Ne: 484020 Batch Quantity / O0beM cepun:  5850packs / ynakoBok
AR No / Anaantnyecknii oryer Ne : ARF/076/2024 Date of Analysis / JaTta anaamia: 15.06.2024
Date of Mfg / laTa mponigoactBa:  05/2024 Date of Expiry / I'oaen 10: 04/2027

Analysis performed according ND / Ananns nposeaén mo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyapTaTsi Specification / Hopma
Test / MokazaTtens
1 Description / Onuncanue Complies / Coorsercrayer 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. / Ilnockue kpyrisle TabreTKH co
CKOLICHHBIMH KPasMH OT KOPUUHEBOTO A0 TEMHO-
KOPHYHEBOTO LIBETA € BKpanieHuamu. Ha oanoi
cTopoHe TabieTKH BbidapneHo cnoso «CIPLA». Ha
JNpYFOH - IHHUA pazioma.
2 | ldentification / TTonnuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercrayer OKpaluMBaHHE AMMWAYHOTO PacTBOpPAa B KpacHbii
AHTPax MHOHOBBIE NIHKO3NIIB]
UBCT.
2b) | Methyl Parahydroxybenzoate Complies / Retention 1ime of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should

MeTtunnapardapokcubeHzoar
{(B3XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yIEPHKHBAHUA OCHOBHOTO MUKA H& XpoMarorpaMme
MCTILITYEMOrO PACTBOPA TOJKHO COOTBETCTBOBATH
BpeMEHH YICPAKHBAHHA OCHOBHOIO NHKA Ha
XPOMATOrPaMME CTAHIAPTHOFO PACTBODa
MeTHanaparnapokcubensoara (pasnen
«MetuanaparuapokcnbeHzoar).

Average weight / Cpennss
Macca

Lot

186.58mg / 186,58mr

189.99 mg +7.5% / 189.99 mMr £7.5%

Remarks : The Product conforms to ND/
NpuMevanue: MpodykT cooTeeTCTBYET Tpebosannsim HI

Conclusion : APPROVED /
3awmovyenue: OQOOBPEHO

Checked by QC In-Charge / Lp
HokymenT nposeper OKK: —z‘fo’

Approved by QA In-Charge /
HokymeHT ogobpen QOK:

T

Date / 20Ty

Narta:

Date /

DNata: A0 2oy

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®HKAT AHAJH3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust No: 484020

Batch Quantity / Odnem cepun;

5850packs / yrakopok

AR No / Ananutnuecknii oraer Ne : ARF/076/2024|Date of Analysis / JlaTa arannsa:

15.06.2024

Date of Mfg / Iata npouzsoacrea:  05/2024

Date of Expiry / T'onen a0:

04/2027

Analysis performed according ND / Anaan3 nposeaén no HI: I1 N013745/01-180522, amend No. 1 dated
109.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PeayabTarel

Test / MMoxazarens

Specification / Hopma

4 | Uniformity of weight /
OIHOpPOOHOCTh N0 Macce

Complies / CooreetcTyet

18/20 tablets NMT & 7.5 % / 18/20 we Boaee + 7.5
%
2/20 tablets NMT £15% / 2/20 e Sonee + 15%

5 | Loss ondrying / Toteps B 2.3% NMT 6.0 % / He Oonee 6,0 %
MACCe fIPH BLICYILIMBAHHK
6 Dissolution / 80-93%; NLT 70 % (Q) of sennosides in 120 minutes
PacTropeHHe He menee 70 % (Q) ceHHo3nzoB yepes 120 mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV < LI,

O1HOPOHOCTL AQ3MPOBAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

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

‘Maxi| < 0.01 x L2 x M.

L1 =150;L2=25.0.

[loxazaTens npueMnemocti ana n=10 AV < L.1.

B cayuae. ecnu 3HaueHne AV npeebiutaeT L1,
[IPOBOAAT HCTIRITAHHUE HA CNeayroKx 20 odpainax.
Hna n=30 AV < L1. Bee 3HaueHns Xi 103 Hbl
YAORIETROPATE HEPABEHCTRY:

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

L1=150;L2=250.

8 | Assay {Spectrophotometry)
KoauuectBeHHoe omnpeneneHue
{CnekrpodoTomeTpus)

13.87 mg/tab /

13.87mr/Tad

From 12,15 to 15.53 mg {from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O7 12,15 10 15,53 mr {07 90,0 10 115.0 %)
CEHHO3HIOB B TIepecUeTe HA CEHHO3IUA B B oano#
Tabnerke.

Remarks : The Product conforms to ND/
MpumMeuanune: MpoaykT cooTBETCTBYET TpeBosaHuam HA

Conclusion : APPROVED /
3akmoyenme: OQOBPEHC

Checked by QC In-Charge / LR
HokymeHT npoeepeH OKK: ﬁ

Approved by QA In-Charge /
HokymeHT ogofpen QOK:

G

Date /

Jara: Lq‘cw'loLL\

Date /

2N 0o - 1ot
Oata; Ao !

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, Permem Goa -403512
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Cipla

Page 3 of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepast Ne :

484020

Batch Quantity / O6bemM cepnu:

5850packs / ynakosok

AR No / Apanurnueckuii oruer Ne : ARF/076/2024 | Date of Analysis / lata ananuaa: 15.06.2024

Date of Mfg / laTa npon3soacTea:  05/2024

Date of Expiry / T'ogen 30: 04/2027

Analysis performed according ND / Anaan3 nporeaén no HJR: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No

Test / [okazaTennh

Result / PesyibTaThi

Specification / Hopma

9 | Content of Methyl
Conepxanue

(BXKX)

parahydroxybenzoate(HPLC)/

METHN naparuﬂpoxcuﬁemoam

0.043mg/tab

0,043mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Ta0.

10 | MICROBIAL LIMIT TEST/ Mukpo6unonornueckas 9MCcToTa

Obwee uKcno aIpodHBIX
MHKPOOPFaHH3IMOB

10a) | Total Aerobic microbial count /

20 Not more than 10 cfw/ g / He Gonee 10° /r

count / Obulee unucno
FUIECHEBBIX W IPOKIKEBBIX
rpubos

10b) | Total combined yeast and mould

<10

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

10¢} | Bile tolerant gram-negative
bacteria/ Ycroituusbie k
AeACTBUIO KEAYH

rpaMOTpHLATENbHbIE HAKTEPHH

Absent /OtcyTcTRYIOT

Not more than 10°/ ¢ / He 6onee 107 /1

10d} | Staphylococcus aureus

Absent /OtcyTeTByIOT Absentin | g/ OtcytetBeB 1 1

19 ¢} | Escherichia coli

Absent /OtcyTcTBYIOT Absentin |l g/ OtcytcTBHEB I T

100 | Salmonella

Absent / OTCyTCTBYIOT Absent in 10 g / Oreytetene B 10

g

Remarks : The Product conforms to ND/
Mpumevanue: MpoagyKT cooTBeTCTBYET Tpebosarnam HI

Conclusion : APPROVED /
3axnwovenne: OQOBPEHO

Checked by QC In-Charge /
HokymenT nposeper OKK:

=

Approved by QA In-Charge /
HAokymeHT ogobpen QOK: ﬁ:\iﬁ’—

Date /
Dara:

M\QT.L@Lq

Date /

Nata: 1907 1024

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 Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTU®UKAT AHAJIH3A

Page 4 of4/C1p. 413 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mir

Batch No / Cepna Ne 1 484020

Batch Quantity / O6nem cepun:

5850packs / ynakoBok

AR No / AganuTuuecknit otuer Ne: ARF/076/2024

Date of Analysis / lara asaanza:

15.06.2024

Date of Mfg / Tara npomssoactea:  05/2024

Date of Expiry / I'oaen go:

04/2027

Analysis performed according ND / Ananus npoeeaén no H/L: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

|

Ne Resuit / PesyasTaThl Specification / Hopma
Test / IlokazaTenn
/ ¢ /

11} Package / Ynaxonka i}azkﬁ%:téryr::é(:z?a - 20 tablets Package / YnaKQBKa -20 tablets ina blistgr made pf
PVC/PE/PVDC film and three-lgyer PVC:PE/EVD(; f"llm aqd alumman foil. 2
aluminum foil, 25 blisters with or 3 blisters and a patient mformatlor] leafletina
25 patient information leaflets in carton. 20 tablets in a bllsFer mafin? of PVC .

4 carton. / [1o 20 Tab1eToK B fPE!P\./DC. ﬁ?m anq alummum.foﬂ, 25 blisters with
BAMCTED K3 TICHKH 25 patient mﬁformanon leaflets in a carto:l. / I}O 20
[OMBHHATXAOpHAHOH TabneTox B finueTep U3 NNeHKHA TpexcoitHoi
(HOTHITHAEHOBOH/ (TIBX/TI3/HBAX) ¥ almoMHHHEBOR (b(zﬂbﬂd. o 2
MO AMBHHILLICHXIOPHAHOM) i unu 3 bnucrepa BMeCTe € HHCTPYKLUMEN 110
ATIOMPHHCEOH GOMbIH, 110 25 MPHUMEHEHHKY B KAPTOHHYEO Nnayky. 1o 20 Tz‘tlﬁnerox
6IHCTEDOB B KAPTOHRYHO NA4KY B GaHcTep W3 ILICHKH NOSHBHHHAXAOPRIHOI
¢ BIONCHIEM 25 P{HC';pVKuMﬁ (nonuamnengson { NOAMBHHWLIEHXTOPHIHOM ) H
10 FPHMEHEHHIO. d amoMurueBoit Goabru. no 25 aUcTEpoB B
KAPTOHHYIO [AvKy ¢ BIOWeHUeM 25 HHCTpYKLUWH no
NPUMEHEHUIO.
12 Labeling / MapkupoBka According to ND /
B cootsetcTeun ¢ HJ]
13 Storage conditions / Yc¢i108na In a dry place, at temperature below 25 °C. / B cyxoMm MecTe NpH TeMIEpaType He
XPAHEHHA Bhile 25 °C.
14 Shelf life / Cpok roanocTti 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Npumeyauume: NpoaykT cooTseTcTeyeT TpeboaHuam HJ

Conclusion : APPROVED /
3axnwyeHune: OQOBPEHO

Checked by QC In-Charge / _
HokymenT nposeped OKK: ’;Tfﬁt"ﬁ

Approved by QA In-Charge /
OokymeHnT ogobpen QOK

=

Date/ . .o 21024

[ara:

Date /
HaTta:

L0 2oLy

FMQC003-15-09

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




