Cipla

CERTIFICATE OF ANALYSIS
s CEPTHDHAKAT AHAJIH3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484038

Batch Quantity / Q6nem cepun;

5845packs / ynakoBok

{AR No / Anaantnuecknii oruer No : ARF/102/2024|Date of Analysis / /lara anannaa:

10.07.2024

Date of Mfg / lata nponzBoacTia:  06/2024

Date of Expiry / 'ogen ao:

05/2027

Analysis performed according ND / Anaans nposeaén me H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 NG13745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [Mokazarenn

Ne Result / PesyabTaTthl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBeTctByeT

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. / [Tiockue Kpyrible TabReTKH co
CKOLUEHHBIMK KpagMM OT KOPHUHEROTO 10 TEMHO-
KOPHYHEBOTO 1IBETA C BKpareHusMu. Ha oanoit
¢TOpoHe TalneTkH Bbiaasneto crnoso «CIPLA», Ha
JIpYro# - nuHna painoMa.

2 Identification / [1oanHHHOCTL

2a} | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeercTBYET OKpauMBaHMe AMMMWAYHOTC PAcTBOPA B KpacHslH
AHTPax{HOHOBLIE I'IMKO3MABI i BeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTtBeTcTBYET chromatogram of the sample solution should
MeTrwmaparuapoxeudbenzoar corresponds to the retention time of the principle
{(B3XX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yIep:HBAHNUE OCHOBHOIC NUKA HA XpOMaTorpaMMe
MCTIBITYEMOrO PAcTBOPA LO.TKHO COOTBETCTBOBATE
BPEMEHH YIEPKHBAHHA OCHOBHOTO NUKA Ha
XPOMaTOrpaMme CTAHAAPTHOTO PAcTROPA
MeThInaparuapokcuben3oara (pasaen
«MeTwanaparnapoxcubeH30ar),

3 | Average weight / Cpennss
Macca

186.23mg / 186,23mr

189.99 mg +7.5% / 189.99 mr=7.5%

Remarks : The Product conforms to ND/
Npumeuanne: Mpogy«T cooTBeTCTBYET TpeboBaHWsM Hf]

Conclusion : APPROVED /
3amoyenune: OJOBPEHO

Checked by QC In-Charge /
HokymenT nposeper OKK: Q,Q b_,O

Approved by QA In-Charge /
AokymeHT ogobper QOK:

F=

Date /
Narta:

2-0.07 rory

Date /

Nata: 27 07 2oy
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHUO®HUEKAT AHAJIN3A

Page 2 of 4 /Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANIE®, TABJETKH 13,5 mr

Batch No/ Cepan Ne: 484038

Batch Quantity / O6nem cepun:  5845packs / ynakoBok

AR No / AaanTraecknii oruet Ne : ARF/102/2024|Date of Analysis / Jara anainza:  10.07.2024

Date of Mfg / lata npoussoacrea: 06/2024 Date of Expiry / Toaen ao: 05/2027

Analysis performed according ND / Auann3 nposeaés no H/L: IT1 N013745/01-180522, amend No. 1 dated

09.07.2024 / I N013745/01-180522, u3m

.Ne 1 or 09.07.2024

Ne

Test / MokazaTrens

Result / PesynsTarsl Specification / Hopma

4 | Uniformity of weight/
OnHOPOIHOCTE 10 MACCe

Complies / CooTseTcTBYeT 18/20) tablets NMT + 7.5 %/ 18/20 ne Gonee = 7,5
%
2/20 tablets NMT +13% / 2/20 He boage = 15%

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He boaee 6,0 %
MAacce TIPU BLICY LW HBAHHH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) ceHHo3u 0B Yepe3 120 Mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV =L1I.

OaHOPOAHOCTS 103HPOBAHHS

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=150:1L2=250.

[okazaTens npueMaeMocTd 438 n=10 AV < L1,

B cayuae, ecnu 3Hadenne AV npersnnaer L1,
MPOBOIAT MCTIHITAHKE Ha criedyloumx 20 obpasuax.
Jna n=30 AV < LI. Bce 3HaueHua xi JOIKHbI
VI10BJIETBOPATL HEPABEHCTBY:

IM-xil <0,01 =« L2 x M.

L1=150;L2=250

8 | Assay {Spectrophotometry)
KonnuecTeeHHO®  OMNpeneneHHe
{CnekrpodoroMeTprs)

From 12.15 to 15.33 mg (from 90.0 to 115.0 %) of

13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no [ 15,0 %)

13.97mriTab CEHHO3MIOR B NEPECYETE HA CEHHO3MA B B onHOH
TabneTke,

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue; MpodykT cootBeTcTBYET Tpebosanuam HI | 3akniovenne: OOOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
JokymeHT nposepen OKK: Qﬂw DokymenT ogobpen OOK: W
Date / Date / 29077 2e2-Y

28T 1oL Yy

Aara.

[aTa:

FMQC003-15-09

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




CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Cipla

Page3 of4/Crp. I n3d

Product: SENADE TABLETS 13,5 mg

Ilpoayxt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 484038

Batch Quantity / O6vem cepun:  S84Spacks / ynakosok

AR No / AnaautHyecknit oruer No: ARF/102/2024 | Date of Analysis / Jara anaanza: 10.07.2024

Date of Mfg / lata nponssoacrea:  06/2024 Date of Expiry / 'oaen fa0: 05/2027

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

09.07.2024 / I1 N013745/01-180522, uzm

. Ne 1 ot 09.07.2024

Ne

Test / Tloka3zarenn

Result / PesyasTaTsl Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
Coaepxanue
METHINaparHapoKcHOeH30aTa
(BAKX)

0.044mg/tab 0.028 - 0.056 mg'tab, " Ov 0.028 10 0.056 mriTab.

0.044mr/Tab

10 | MICROBIAL LIMIT TEST/ Muikpobuonornueckas 4uctora

l0ay | Total Aerobic microbial count ¢
Obuiee yncno azpobHbIX
MHKPOOPTAHHIMOB

30 Not more than 10" ¢fu/ g / He Gonee 10° /r

Wb} | Total combined yeast and mould
count / OOuee yHCO

Not more than 10° cfu/ g /He Gonee 107t

<10

TL1ECHEBBIX H IPOAKEBBIX

rprdos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTRYIOT Not more than 10” / g / He 6os1ee 107 /r

bacteria’ YcroiiuuBeie K

LeHCTBHIO XKEI4H

rpamMoTpHuaTebHble fakTepuu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g 'OrcytetBiies | r
10 e} | Escherichia coli Absent /OTcyTcTBYyOT Absent in | g/ OtcytetBHe B I r
160) | Salmonella ‘ Absent / OteyTeTBYIOT Absentin 10 g * OtcyTeTBHE B 10 g2

j .
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanme: NpoaykT cootseTcTayeT Tpebosarnuam H | 3axmovenne: OQOBPEHO
Checked by QC In-Charge / £ LD Approved by QA In-Charge /
AokymeHT nposepeHd OKK: = e : NokymeHT ogobpen OOK: %ﬁ
Date / Date /
R Q). A

fara: 2. 07 Lovy fata. 2407 . 2024

FMQC003-15-09

Cipla Ltd..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg., Lower Parel. Mumbai - 400013. India.
At : Simchem Pvt. Lid., Plot No. 60-63. Tuem Industrial Estate, Tuem, Pernem Goa -40351(2




Cipla

CERTIFICATE OF ANALYSIS
» CEPTUDHKAT AHAJIM3A

Page 4 of 4 /Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

TMponyxT: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 484038

Batch Quantity / Ofbem cepun:

5845packs / ymakoBok

AR No / AnaantHueckni otuer Ne : ARF/102/2024

Date of Analysis / [lara anain3a:

10.07.2024

Date of Mfs / ata npoussoacrea: _ 06/2024

Date of Expiry / T'ozen ao0:

05/2027

Analysis performed according ND / Avasns nposeaén no H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / [lokazaTean

Result / PesyanTartsl

Specification / Hopma

11 | Package / ¥Ynakoska
in a blister made of

dnuctep U3 IUIEHKH

{NoOANITUIIEHOBOT/

nmo NpUMEHCHWIO.

Package / ¥Ynaxosxa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leafiets in
a carton. / I1o 20 rabneTok B

HOHHBHHMJXHOPH&HOﬁ

MOIHBUHWIIEHXJIOPHUIHOMH) 1
anoMuHHeBol honsru, no 25
DAHCTEPOB B KAPTOHHYIO MAYKY
C BAOWEHHEM 25 UHCTPYKUMHA

Package / YnakoBka - 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. / [1o 20
TabAeTOK B OIUCTEP NI NINEHKN TPEXCIORHOM
(TIBX/TI2/TIBAX) v aaomurueBoii honbru. [To 2
w3 daMeTepa BMECTE ¢ MHCTPYKUMER o
NPUMEHEHUIO B KAPTOHHYIO nauky. [To 20 rabnerok
B OHCTeD U3 MIEHKH NMOMHBUHUAXIOPHIHOH
(NOJUAITUIEHOBOH / NOAMBHHWILIEHXIIOPUAHOH) U
aMoMUHUEBOIH dobru, no 25 6aucrepos B
KapTOHHYIO NAUYKY C BJIOKEHHEM 25 WHCTPYKURil No
MPUMEHEHHIO.

12 Labeling / Mapkupoexa According to ND /

B cootBeTcTBHH ¢ H]L

13 Storage conditions / ¥cnosus

XPpaHEHHA Bbite 25 °C.

In a dry place, at temperature below 25 °C./ B cyXoM mecTe NpH TeMaepaType He

14 Shelf life / Cpok roaHocTH 3 years/3 rona

Remarks : The Product conforms to ND/
MNpumeuanne: NpoaykT cooTBeTCTBYET Tpebosanuam HI

Conclusion : APPROVED /
3aknwyenne: OOJOBPEHO

Checked by QC In-Charge / X
s K =Lt

HAokymeHT npoeeped OKK:

Approved by QA In-Charge /
AokymenT oaobpen QOK:

F-

Date /

Qaras 252 TrerX

Date /

[ata: 207 oy

FMQC003-15-069

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, Pemem Goa -403512




