C

ERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIV3A

Page 1 of 4/ Crp. 1434

Cipla

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484160

Batch Quantity / O6beM cepHn:

5846packs / ymaxoBok

AR No / AnaianTaueckni otuer Ne: ARF/261/2024

Date of Analysis / lata anasmnsa; 23.12.2024

Date of Mfg / laTa npox3BOACTBA:

12/2024

Date of Expiry / Fogen ao: 1172027

Analysis performed according ND / AHa.1H3 ipoBe/IEH 110 HJ: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Ne

Test / Tloka3aTeab

Result / Pe3yinTaThl

Specification / Hopma

1 Description / Ornucakne

Complies / CooTpeTcTBYET

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. / [Tnockue Kpyrabie TabIeTKH CO
CKOLIEHHBIMH KPAAMH OT KOPHUHEBOIO A0 TEMHO-
KOPHUIIEBOrC UBETA ¢ BKPAILTEHUAMI. Ha onnoit
CTOpOHE TabaeTku Beinasneno caoso «CIPLAY, Ha
apyrof - NHHUS pasioma.

2 Identification / [lom1MHHOCTE

!

[ 2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour !
CooTBeTCTBYET OKpalMBAHHE @MMHAYHOIO PacTBOpa B kpacHblii
AHTanHHOHOBb[B TMKO3HABL uBeT
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC) COOTBETCTRBYET chromatogram of the sample solution should
MerTianaparunpokeyeHsoart corresponds to the retention time of the principle
(BAX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIepAKUBAHUA OCHOBHOTO MUKA HA XpOMBTOrpaMMe
UCNBLITYEMOTO PACTRONA NOJBKHO CODTBETCTBIBATD
RPEMEHH YAEPKHBAHMR OCHOBHOTY [IMKA HA f
XpOMaTtolipaMme CTaHIapTHOTO PAcTBOp4 |
MeTHInaparuapokcubenzoara (pasae

| «MerranaparnpokcHbensoar).

3

Average weight / Cpenas
| Macca

196.57mg / 190.57mr

18999 mg £7.5% / 189,99 Mr =7.5%

Remarks : The Product conforms to NDf
Mpumeuanue: Npoaykr cooTBeTCcTBYET TpeboBannam HI

Conclusion : APPROVED /
3axmovenune; OQJOEPEHO

Checked by QC In-Charge /
DokymeHT npoeepeH OKK: .—-;E_—L,\_D

Approved by QA in-Charge / P
Hokyment oacBpen COK: ﬁ)

Date /
Hara:

2812 rery

Date /
« flata:

2812 204

FMQC003-15-10

Cipla _Ltd.,CipIa 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
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Produci: SENADE TABLETS 13,5 mg_

poxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne; 484160

Batch Quantity / O61em cepun:

5846packs / ynakoBox

AR No/ AHaIuTHICCKHH oTaer Ne : ARF/261/2024|Date of Analysis / lata anaansa: 23.12.2024

Date of Mfg / lata npomseoacTBa:  12/2024

Date of Expiry / Toaen 0:

11/2027

Analysis performed according ND / Aua/iu3 IpoBeIén no HII: IT N013745/01-180522, amend No. | dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

FNE Result / PezynbTatbl Specification / Hopma
Test / TokazaTennb
4 | Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee £ 7.5
OIHOPOTHOCTS N0 Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee £ 15%
5 | Loss ondrying / [Totepsa B 2.2% NMT 6.0 % / He Bonec 6.0 %
MAaCcCe TPH BLICYUIIMBAHUK
6 | Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenne He menee 70 % (Q) cennozunok veped 120 muk
7 | Uniformity of Dosage units / AV =55 The acceptability index forn=10 AV <LI].
QOniopeIHOCT 1O3HPOBAHUS 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,
Li=150.L2=250.
TlokaszaTenn npueMnemMocTu Aaa n=10 AV <L1.
i B enyuae, ecnu 3navenne AV npesniuaer L1,
NPOBCAAT HCMBITAHHE Ha crenyownx 20 ofpasuax,
Jasa n=30 AV < L. Bce 3HaueHUS XI 10.TKHb]
YIACB.IETBOPATh HEPABEHCTRY;
[M-xi| <0,G1 x L2 % M.
: Li—150;L2=250.
Assay (Spectrophotometry) F :
b rom 12,1 58.53
KonuuecTsennoe onpenenedue 14.05mg/tab ¢ : 3 to 15.53 mg (from 90'0 0 115.0 %) of
(CriexTpodor sennosides calculated as sennoside B in one tablet, /
POGOTOMETpI) OT 12,15 20 15,53 mr (071 90,0 20 115.0 %)
14.05Mmr/T26 CEHHOIXIOB B NEpecyeTe Ha CeHHO3UA B B onHo#H
| TadneTke,
Eemarks : The Product conforms to ND/ Conclusion ; APPROVED /
Chockad by G DoAY c00TBRTCTRYeT TpeGosanusm HA | awmiouenwe: ONOGPEHO
y n-Charge / A =
) pproved by QA In-Charge /
floxymenT nposepen OKK: Pf'/u HAokymenT ogobper OOK%J : ,,,.fff':f,
Date /
Dava: 2 %101 Date /
' fata: 2212 2o
FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIH3A

Cipla

Page 3 of4/Crp.3u3 4

[Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepun N2: 484160 Batch Quantity / O6bem cepru:  5846packs / ynakoBoK
AR No / AHATHTHYeCKHA oTeT Ne ;. ARF/261/2024]Date of Analysis / lata anamsa: 23.12.2024
Date of Mfg / llata npousBoacTea:  12/2024 Date of Expiry / T'onen go: 11/2027

Analysis performed according ND / Ananns nposeaés no H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 or 09.07.2024

N | | Result / Pesy.1bTaThl Specification / Hopma
Test / [lokazaTens

9 Content of Methy! 0.040mg/tab 0.028 —0.056 mg/hab. / O1 0,028 a0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)Y
Conepxanve
MeTHNaparkapokcuber3oara 0.040Mr/Tab
(BIXX) '

10 | MICROBIAL LIMIT TEST! MukpoGnoaoradeckas YHCTOTa

i0@) | Total Aerebic microbial count / 40
Oofwee 4ucao adpobHbIX Not more than 10* efu/ g / He Goee 10 i
MHKPOOPraHH3IMOB

10b) | Total combined yeast and mould Not more than 10° cfi’ g ‘He Gonee 107 i1
count / Obiiee yHCNo <10
ITECHEBEIX H PO EBRIX
rpubor

10¢} | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He 6onee 107 /1
bacteria’ YcToungbie K
AetCTBMIO skeNvH
rpaMoTpHLEATENBHEIC DAKTEPHA

10 d} | Staphylococcus aureus Absent /OTtcyTeTBYIOT Absentin | g/ OtcyTetBuer | ¢

10¢) | Escherichia coli Absent /O1cyteTByioT Absentin | g/ Orcyretauer 1 1

100 | Saimonella Absent / OtcyTeTBYIOT Absentin 10 g / OreyteTBre B 10 g

Remarks : The Product conforms 1o ND/
Mpumevanwme: Mpoaykr COOTBETCTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3aknwvienne: QROBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / 2
OKYM - ge
ﬂ ¥YMEHT nposepeH OKK: Pﬁ/w ﬂOKyMeHT OHOGDEH Q0K }g’ﬁ-'
Date /
. - 7. Date /
fara: 2% 12262y | Dara: 2B L2004

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOPHKAT AHAJIA3A

Page 4of4/Crp. 4u3 4

[Product: SENADE TABLETS 13,5 mg

TIpoaykt: CEHAJIE®, TABJJETKM 13,5 mr

Batch No / Cepus Ne: 484160

Batch Quantity / O0bnem cepun:

5846packs / YilaKOBOK

AR No / AHATHTHICCKHE 0T9eT Ne ARF/261/2024! Date of Analysis / JlaTa ananusa: 23.12.2024

Date of Mfg / lata npoH3BOACTBA; 12/2024

Date of Expiry /T'ogen no:

11/2027

Analysis performed according ND

/ Auaaus nposenén no HJ: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / TI NO13745/01-180522, u3m. Ne 1 ot 09.07.2024

.N'9|

Test / [Moka3zaTelkb

Result / PesynsTathl

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

0ANCTED W3 TICHKH

{(110NH3THAEHOBOH/

no NPUMEHEHHID.

Package / Ynaxoska - 20 tablets

PVC/PE/PYVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
a carton. / [Te 20 TabneTtox B

MONMBHHUAXNOPUIHO

NOIHEHHMTHICHXIOPUIHOH) H
ANOMHHUEEOM GObrI, N0 25
' DIMCTEPOB B KAPTOHHYIO MAYKY
C BAOKEHHEM 25 HHCTpyKUMH

Package / ¥naxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflct 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. /Tle 20
TaBNeToK B GnUcTEp M3 [LIEHKH TPEXCIOHHOR
(NMBX/NAIBAX) W A THOMUHKEBOH donsru. ITo 2
wan 3 6nucTepa BMECTE C MHCTPYKLHEH NO
OPHMEHEHUIO B KAPTOHHYIO NAYKY. [To 20 rabieToK
B OJIUCTEP M3 [UIEHKH [IONMBHHWIXA0PHIHO A
(NOXMITHIEHOROI / MONUBMHIAKIEHXIOPHIHOH) U
ATFOMHHMEBOH (onbrH, Mo 25 6nUCTepoB B
KAPTOHHYIO MAYKy ¢ BIOWEHHEM 25 HHCTPYKLMI No
[PUMEHEHHIO.

12 Lab¢ling / MapkupoBka According to ND /
B cooteeteTBun ¢ HJL
13 Storage conditions / Ycnoaua Inadrypl 25 9C. 1
place. at temperature below 25 °C. /B ¢
j M Ina dry plac p YXOM MECTE TIPH TEMIIEPATYpPE He
14 Shelf life / Cpox romaocTu 3 years /3 roda

Remarks : The Product conforms to ND/
Mpumevanne: MpoaykT cooTBeTCTBYET TpefioBaHusm HA

Conclusion : APPROVED |
3aknwouexwue: OJOEPEHO

Checked by QC In-Charge /
HokymeHT npoeepen OKK: ’;EQ‘:‘J?

Approved by QA In-Charge /
AdoxymenT ogobped QOK:

e
e

Date /

ara- 2312 - 1ror 4

Date /

fata: 2% 2004

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Busin 3
fa Lid,, . ess Park. Ganpatrao Kadam Marg, Lower Parel, M i i
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