Cipla

CERTIFICATE OF ANALYSIS
. CEPTHGUKAT AHAJTN3A

Pagel of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepna Ne: 484088

Batch Quantity / O6sem cepun:

- 5845packs / ynaxeBok

AR No / Anaawrruecknii otuer Ne : ARF/172/2024|Date of Analysis / Jarta ananuza:  26.09.2024

09/2024

Date of Mfo / Jata npou3sojgcrea:

Date of Expiry /T'oacr fno:

08/2027

Analysis performed according ND / Ananus nposenén nmo H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyibTaThl

Test / Tloxkazarenn

Specification / Hopma

1 Description / Onsicanue

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. / [Inockne kpyribie TabneTkn co
CKOIIEHHbIMH KPasiMH OT KOPHIHEBOTO JI0 TEMHO-
KOPHYHCBOrO UBeTa ¢ BKparieHusMu. Ha omnoit
cTopore TadneTky BeiaasneHo cioso «CIPLA», Ha
NpYTOii - THHWSA paszIoMa.

2 | Identification / TloamuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootreercTBYET OkpaillMBaHHe aMMHAYHOrO PAcTBOpa B KpacHbiil
AHTpBXHHDHOBLIe TJIHKO3HIIBI LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTBYET chromatogram of the sample solution should
MeTrnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPIKUBAHHS OCHOBHOTO MMHKA HA XPOMATOrpaMme
HCIILITYEMOr0 PAacTBOpa AOIKHO COOTBETCTBOBATh
BpeMEHH YAePKHBAHMS OCHOBHOIO MHKa Ha
XpoMaTorpaMMe CTaHJapTHOro pacTBopa
Metunnaparnapokcudensoata (pasaen
«Merunnaparuapoxcudensoar).

(V%]

Average weight / Cpensist
Macca

188.60mg / 188,60mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTayeT TpedosaHuam HI

Conclusion : APPROVED |/
3aknwyeHue: OOOBPEHO

Checkel by QC In-Charge / .s 2%
[NokymeHT nposepeH OKK: —ff =

Approved by QA In-Charge /
[okymeHT onobpen OOK:

HA=

Date /

<. 2e2-\Y
Nara: it

Bt el

Date /

ﬂaTa: b7l q * Qfoﬁkj
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHATU3A
- Page2 of 4 /Cip. 2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 484088 Batch Quantity / Oobem cepun:  5845packs / ynaxoBok
‘AR No / Ananutuueckuii otuer Ne : ARF/172/2024 |Date of Analysis / lata anaanza: 26.09.2024
Date of Mfe / Tara npoussozcrea:  09/2024 Date of Expiry / onen no: 08/2027

Analysis performed according ND / Ananus nposexén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [TokaszaTenb

Ne Result / Pe3yaibTaThl Specification / Hopma

OIHOPOIHOCTE 110 Macce

4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7,5

%

2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

OﬂHOpOﬂHOCTb O03UPOBaHUA

5 | Loss ondrying / [Toteps B 2.2% NMT 6.0 % / He 6oaee 6,0 %
Macce MpH BEICYIIHBAHUH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpenue He menee 70 % (Q) cenno3unos yepes 120 MuH
7 | Uniformity of Dosage units / AV=56 The acceptability index forn= 10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0; L2:=25.0.

[MokazaTesns npuemaemocts st n=10 AV <L1.

B cayqae, eciu 3sHadenue AV npesbiaer L1,
NPOBOJAT MCNBITaHKHE Ha crienyronmx 20 odpasuax.
JIng n=30 AV < L1, Bce 3Ha4eHus Xi JOJKHBI
YIOBIETBOPATEH HEPABEHCTRY:

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

L1= 15,012 =250.

8 | Assay (Spectrophotometry)
KonmniecTBEHHOE OTpeleneHHe
(CniekrpodoTomeTpHs)

13,97mr/Tad

13.97mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 o 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B MepecyeTe Ha CeHHO3MA B B ogHOM
TabneTKe.

Remarks : The Product conforms to ND/
MNpumeyanue: Mpoaykr cootsercreyet Tpebosaduam H

Conclusion : APPROVED /
3akntoueHue: OOOBPEHO

Checked by QC In-Charge /

> o Approved by QA In-Charge /
HokymeHT nposepeH OKK: ¢i et LokymeHT ogobpen OOK: W/
Date / . i Date / 1 ]
[Oara: 2 @ PR Nara: 2709202y
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Cipla

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHATE®, TABJIETKH 13,5 mr

Batch No / Cepua No: 484088

Batch Quantity / O6bem cepun:  5845packs / ynaxkonok

AR Ne / Anannrayecknii oryer Ne : ARF/172/2024

Date of Analysis / lata ananusa: 26.09.2024

Date of Mfg / Kata npoussoacrsa:  09/2024 _|Pate of Expiry / I'ogen jo: (8/2027

Analysis performed according ND / Ananu3s npesenén no HJI: II N013745/61-180522, amend No. 1 dated
19.07.2024 / Ii N013745/01-186522, u3m. N 1 ot 09.07.2024

No

Test / IlokazaTeinb

Result / PesyasTaThl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHIIaparuapokcubensoara
(B2AX)

0.043mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 no 0,056 mr/Ta6.

0,043mr/Tab

16 | MICROBIAL LIMIT TEST/ MukpeOuonoruieckas 4HucTota

10a) | Total Aerobic microbial count /
O61ee y1CI0 a3pobHBIX
MHUKPOOPTaHM3MOB

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

10b) | Total combined yeast and mould
count / O01uee gyuciIo

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

<10
IIECHEBBIX H JPOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He 6onee 10° /r
bacteria/ Y croiuusbie K
JEHCTBHIO JKEeITIH
IpaMOTpHLATENbHbIE OaKTEPHH
10°d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyTctBHe B | I
10¢) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyrctBue B L r
106) | Salmonella Absent / OtcyreTBYIOT Absentin 10 g / OrcytcrBue B 10 g

Remarks : The Product conforms to ND/

Conciusion : APPROVED /

Mpumeyanue: MNpoaykr cooteeTcTByeT Tpebosanuam HO | 3aknroverue: OJOGPEHO

Checkell by QC In-Charge / : . Approved by QA In-Charge / T
HokymeHT nposepex OKK: ‘VC’C = [oxkymeHT ofobpen OOK: %
Date / . ) Date / 09,

[ara; =i B Rty Jara: 2729 kst
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

-

Page4 of4/Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Hp(ﬁlyRT: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484088

Batch Quantity / O6nem ecpun:

5845packs / ynaxkonox

AR Ne / Ananutuueckuii oruer Ne : ARF/172/2024

Date of Analysis / iata ananusa:  26.09.2024

09/2024

Date of Mifg / laTa npousnojcrsa:

Date of Expiry / ogen g0

08/2027

Analysis performed according ND / Auanuz nposeaén mo HI{: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne

Test / Moka3zaTen

Result / PeayabTathl

Specification / Hopma

Package / Ynakoska
in a blister made of

GJIHCTep 13 MINEHKH
TOJIHBHHUIIXTIOPHAHOH
(DOMHATHIIEHOBOI/

Mo MPUMEHEHHIO.

Package / Ymaxogka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 Tabnerok B

MOMUBHHWIIEHXIIOPUAHOH) H
ANFOMUHHEBOH QONBTH,
67HCTEPOB B KAPTOHHYIO MAYKY
¢ BIIOXKEHHeM 25 HHCTPYKUHIT

Package / Ynakoska - 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
23 patient information leaflets in a carton. / ITo 20
TabneTok B 6IMCTED U3 MIEHKH TPEXCIOHHOH
(NMBX/TIS/TTBAX) 1 amomuuneBoit doasru. [To 2
uiu 3 baucTepa BMECTe C HHCTPYKL#eH mo
MpAMEHEHHIO B KapToHHY!0 nauky. [To 20 tabneTok
B ONHCTEp U3 MIEHKH MOTHBHHHUIXIOPHIHOM
(NoAUATHIEHOBOT / TIOMUBUHUIASHXIOPHIHOI) U
anoMuHHeBOH (oibry, mo 25 GnHcTepoB B
KapTOHHYIO MayuKy C BIOKEHUEM 25 MHCTPYKUMIl 110
TIPAMEHEHHEO.

no 25

12 Labeling / MapkupoBka According to ND /
B coorsercrum ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mMecTe npH TemnepaType He
XpaHeHus Beime 25 °C.
14 Shelf life / Cpox ronHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyganne: MNpogykT cooteeTcTayeT TpeGosanmnam HI

Conclusion : APPROVED /
3axnwouenune: OOOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

Rokymen nposepen OKK: = &~ [lokymeHT onoBpeH OOK: %ﬁ/k
Date / L. O Date /
lara; &<t rorH Naras 2719920y
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