Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJTH3A

Pagel of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepua Ne: 484039 Batch Quantity / O6bem cepun:  5BSOpacks / ynakosok
AR No / Apasurnueckuii oruet Ne : ARF/103/2024 i Date of Analysis / lata anaanza: 11.07.2024
Date of Mfg / JaTa nponspoacrea:  06/2024 Date of Expiry / I'oaen go: 05/2027

Analysis performed according ND / Agann3 nposeaén no H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 or 09.07.2024

No Result / PeayiibTaThi

Test / [fokasaresis

Specification / Hopma

1 Description / OnucaHune

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
ling on the other. / [Thockue kpyrabie TaGieTKy co
CKOIIEHHBIMY KPasM¥ OT KOPHYHEBOTO 10 TEMHO-
KOPUWYHEBOIO 1IBETA € BKpaniaeHuAMU. Ha oxnoH
CTOpoHe TaluieTky Bhraasneno cnoso «CIPLAY, Ha
Ipyroi - THHKA pa3ioMa.

2 Identification / IloannHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTEYET OxpalilMBaHHe aMMHA4YHOTO PAacTBOPa B KpacHlit
AHTpaxiHOHOBbIE [JIHKO3IWIbI
LIBET.
2b) | Methyi Parahvdroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootReTcTRYET chromatogram of the sample solution should
MeTuanapariapokcHoeH3oaT corresponds 1o the retention time of the principle
{BXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahvdroxybenzoate») / Bpems
YACPAKHBAHMA OCHOBHOTO IMHKA HR XPOMarorpaMme
HCNBITYEMOrQ PACTBOPA A0JIKHO COOTBETCTBOBATh
BPEMEHH YICPXKHWBAHKWA OCHOBHOIO NHMKa Ha
XPOMATOTPAMME CTAHAAPTHOTO PacTROpa
MeTuanaparkapoxcudensoara (paznen
«Metunnaparnapokcndensoar).

L

Average weight / Cpennss
Macca

188.00mg / 188,00mr

189.99 mg +7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpogykr cooTeeTcTByeT TpebosaHuam HL

Conclusion : APPROVED !/
3akntoyexue; OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymenT npoaepeH OKK: i &2 DokymeHT oaobpen OOK: %\/{
Date / : ‘ : Date / G ot PoA
[lata: 250" 2e y [ara: 2G0T el

FMQC003-15-09
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CERTIFICATE OF ANALYSIS

-~

CEPTHOUKAT AHAJIHU3A

Cipla

Page2 of4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg Npoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepna Ne: 484039 Batch Quantity / O6bem cepun:  5850packs / ynakoBok
AR No / Anaaututecknii oraer Ne : ARF/103/2024|Date of Analysis / lara anamuza: 11.07.2024

Date of Mfg / lara npoumssoagerBa:  (6/2024 Date of Expiry / 'oaen no: 05/2027

Analysis performed according ND / Auanns nposenén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uam. Ne 1 ot 09.07.2024

No Result / PeayanTtaTo

Test / INokaszaTenn

Specification / Hopma

4 | Uniformity of weight /
OnHOpoAHOCTE MO Macce

Complies / CoorseTcTRyeT

18/20 tablets NMT + 7.5 % / 18/20 He Sonee + 7.5
%
220 tablets NMT +15% / 2/20 He Gonee + 15%

5 Loss on drying / [loTepsa B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MPpH BeICYLHBAHUK
6 Dissolution / 78-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He Menee 70 % (Q) cennosnnos uepes 120 MuH
7 | Uniformity of Dosage units / AV =353 The acceptability index forn= 10 AV <LlI.

(JAHOPOMHOCTD JO3HPOBAHHS

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

AV < LI1. All values of xi must satisfy the
inequality:

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

L1 =150;12=250.

lokasarens npuemnaeMocTn aas n=10 AV < 1.

B cnyuae, eciy 3HaueHue AV npepsimaer L1,
IPOBOJAT UCMBITAHKE HA caenyrwux 20 obpasuax.
A n=30 AV < L1, Bee 3HadeHus Xi 40I%HbI
YIORIETBOPATL HEPABEHCTBY:

IM-xil 0,01 x L2 x M.

L1=150,L2=250.

8 | Assay (Spectrophotometry)
KonnuecTBeHHoe onpenencuue
(Cnextpodoromerpusn)

13.94 mg/tab /

13,94mr/Tad

From 12.15 to 15.53 mg (from 90.0 t0 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 30 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3WAOB B NepecueTe Ha CeHHO3WD B B ofHOH
TabaeTke,

Remarks - The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTCTBYET TPeBoBaHWaM HI

Conclusion : APPROVED /
3aknwvernue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

AoxymenT nposeper OKK: = HokyMenT ogobpeH QOK: %
Date / Date / _
Dara: o LS | et Loy Nara: 2407 2014

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsuta 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 CEPTHOPHKAT AHAJTH3A

Page3 of4/Crp.3 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJAETKH 13,5 mr

Batch No / Cepus No: 484039 Batch Quantity / O6nem cepan:  5850packs / ynakonpok
*|AR No / Anaautraeckuii otuet Ne : ARF/103/2024|Date of Analysis / JaTta ananuza: 11.07.2024
Date of Mfg / lata nponseoacrea:  06/2024 Date of Expiry / T'ogen ao: 05/2027

Analysis performed according ND / Anaaun3 npopeaén mo H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No Result / PeiyabTaThl

Test / [MTokazaTeaw

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHInaparnipokcHbeHsoara
(B3KX)

0.042mg/tab

0.042Mmr/Tabd

0.028 -- 0.056 mg/tab. / O1 0,028 no 0,056 MriTad.

10 | MICROBIAL LIMIT TEST/ Mukpobuoiorudeckas HuctoTa

[0a) | Total Aerobic microbial count / |
Odbiee yHCn0 a3podHbIX 30 Not more than 10° cfu/ g / He oaee 10* /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Goaee 107/
count / Obulee yucno <10
TUIECHEBbIX H IPORGKEBBIX
rpHboE

16¢) | Bile tolerant gram-negative Absent /O1cyTCTRYIOT Not more than 107 < g He Boaee 107.r
bacteria’ ¥ cToliumnsble k
JEHCTBHIO ReTuH
rpaMoTpHuUaTeNbHble Sakrepuu

10 dy | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin i ¢/ OtcyrctBHe B |

ey | Escherichia coli Absent /OTCYTCTBYOT Absentin | g/ OtecyrctBue B I r

10 | Salmonella Absent - OTcyTecTBY1OT Absentin 10 g / OrcytctBre B 10 g

Remarks : The Product conforms to ND/
Npumeyadne: MNpoayKT cooTeeTCTBYET Tpedosanuam HA

Conclusion ;: APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge /
LokymerT nposepen OKK: =2 &2

Approved by QA In-Charge /
HokymeHT ogobper OOK:

FE

Date /

Nara: 2070 ey

i Date /

2-94- 07 202
Hara:

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

~ CEPTHO®HKAT AHAJHU3A
. Page 4 of 4/ C1p. 413 4
Product: SENADE TABLETS 13,5 mg IMpoayktr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepua Ne: 484039 Batch Quantity / O6nem cepun: 5850packs / ynakesok
AR No / Apamataaecknii oryer Ne : ARF/103/2024Date of Analysis / JaTa apaauza: 11.07.2024
Date of Mfg / TaTa npon3sogcrea:  06/2024 Date of Expiry / T'ogen no: 05/2027
Analysis performed according ND / Ananu3 nposenén no H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024
Ne Result / PesysTaTh! Specification / Hopma
Test / [Mokasarenn
1| Package { Ynaosxa if;azklfl%:téryr:jc};;)i};a - 20 tablets Package / ¥nakoska - 20 tablets in a blistf,zr made .Of
PVC/PE/PVDC film and three-lgyer PVC/PEfEVD(; film arid alummen foil. 2
alurminum foit. 25 blisters with 1o 3 blisters and a patient information leaflet in a
25 patient information leaflets in |S2HO": 20 tablets in a b]ISFEI‘ mad(le of PV(.: .
a carton. / Mo 20 TabIeToK B /PE/P\‘/DCl film anc'i alummum.fml, 25 blisters with
GMCTEp M3 TIGHKH 25’pat1em information leaflets in a carto:z. / I}O 20
OB HIIXTOPRANOIH Ta0AeTOK B ONUCTED U3 MIEHKM TpExCIoiHOH
(ROAMITHACHOBOR/ (l'IB)ﬂ(/I"I’B/I'IBJIX) W AEOMHUHUEROIH (13(3m,ru. Mo 2
O MBHHILICHXAOPH 1HOM) H M 3 0KCTEPA BMECTE C MHCTPYKHHEH NO
ATIOMHHHEBOR BOTBIK, 10 25 NPUMEHEHHID B KAPTOHHYK nauky. [To 20 tabnerok
BIHCTEPOB B KAPTOHKYIO NAUKY B DtHCTEp M3 MIEHKH MOSMHBHHWIXOPUIHOH
C BIOKEHHEM 25 MHCTPyKLUE {(NONMAITHIIEHOBOH / NOAMBHHKILISHXJIOPUAHOR) U
10 IPHMCHEHHIO. anoMuHHeBoil donsri, no 25 dnuctepos B
KapTOHHYK NAa4YKy C BIOKEHUEM 25 HHCTPYKUKA no
MPHUMEHEHNLO.
k2 Labeling / MapxupoBka According to ND /
B cooteercTBHK ¢ HJL
k3 Storage conditions / Yciosus In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu Temneparype He
XpaHeHHS sbiwe 25 °C.
14 Shelf life / Cpok roaHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanme: MpodykT cooTeeTCTBYET TpeboBanwam H

Conclusion : APPROVED /
3awmnovyeHune: OQOBPEHO

Checked by QC In-Charge /
[okymenT npoeeper OKK:

S

Approved by QA In-Charge /
PokymeHT oacbper OOK:

e

Date /
HaTta:

29 07T 10VY

Date /
Hara:

229071 2oy

FMQC003-15-09

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