Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDPUKAT AHAJIN3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch Ne / Cepust No ;- 484134

Batch Quantity / Oobem cepun:  5848packs / ynakoBok

- |AR No / Ananuraueckuii oTuer No : ARF/225/2024 Date of Analysis / Jara ananmuza: 22.11.2024

Date of Mfg / lata npoussojcrea:  11/2024 Date of Expiry / I'oaen o: 10/2027

Analysis performed according ND / Anan

09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

u3 nposenén no HII: TI N013745/01-180522, amend No. 1 dated

Ne

Test / [lokazaTens

Result / PeayabTaThl Specification / Hopma

1 Description / Onucanue Complies / CooTseTCTBYET 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 kpyribie TaJETKH CO
CKOLIEHHBIMHU KPasMH OT KOPHYHEBOTO 10 TEMHO~
KOPHMYHEBOTO LBETA ¢ BKparuieHnsMu. Ha oaHoil
cropoHe TabneTku BeiaasneHo cnopo «CIPLA», na
JIPYro# - JIMHUs pasnomMa.

2 Identification / IToanuHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OckpaliyBaHie aMMHaYHOrO PacTBOpPa B KpacHbIii
AHTPaXWHOHOBBIE TIIUKO3HIbI =
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBeTcTBYET chromatogram of the sample solution should
MeruinaparuapokcudeHsoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepiKMBaHHA OCHOBHOTO ITHKA HA XpOMaTOrpamMmMe
MCTIBITYEMOT0 pacTBOpa L0JKHO COOTBETCTBOBATh
BpEMEHH YAEPXKHBAHUS OCHOBHOIO TMHKa Ha
XpoMaTorpaMMe CTaHJapTHOro pacTBopa
MeTtuianaparuapokcnbensoara (pasaen
«Merunnaparuapokcubensoar).

Average weight / Cpenuss
Macca

(%]

188.17mg / 188,17mr 189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Mpumeuanue: MNpoaykr cootseTcTayeT TpebosaHusam HO | 3akntovyenune: OOOSEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / ID Approved by QA In-Charge / L
[okymeHT nposepeH OKK: ?a,j:—/‘ JokymeHT ogobpeH OOK: %
Date / Date / 22 \\.20

Darey 2-U-n.e3-y fara: >
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Cipla

- CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

-

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484134

Batch Quantity / O0bem cepun:

5848packs / ynakosok

|AR No / AnanaTauecknii oraer Ne : ARF/225/2024

Date of Analysis / ata anammza: 22.11.2024

Date of Mfg / lata npou3Boactea:  11/2024

Date of Expiry / 'onen go:

10/2027

Analysis performed according ND / Auann3s nposenén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl Specification / Hopma
Test / IToxasaTens

4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee * 7,5
OJHOPOJHOCTH MO Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %

Macce Mpu BICYLIHBAHHH

6 | Dissolution / 87-100% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cennosunos yepes 120 Mun

7 | Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV <L1.
OaHOpPOAHOCTE IO3UPOBAHHA 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=15.0;L2=25.0.

[Tokaszatens npuemneMoctu it n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npessimaet L1,
MIPOBOJAT MCMbITAHKE HA cnexyromux 20 obpasuax.
Ilnan=30 AV <LI. Bce 3Ha4eHHA Xi 10JUKHBI
YAOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;12=250.

8§ | Assay _(Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonunuecTseHHoe onpeneneHue 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,08mr/1a6 CEHHO3MJOB B TepecyeTe Ha CeHHO3HA B B oHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTByeT TpebosanuaMm HI

Conclusion : APPROVED /
3akntoyeHue: ONOBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge /
:%i_‘c-’.a

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /
Hara:

22 s\ .02y

Date /

Oara; e e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3IA

LY

-

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAI[E®, TABJETKHW 13,5 mr

_|Batch No / Cepust Ne: 484134

Batch Quantity / O6bem cepuu:

5848packs / ynakosox

AR No / Ananntrueckuii oruer Ne : ARF/225/2024|Date of Analysis / lara ananuza: 22.11.2024

Date of Mfg / Jiata npoussoncrsa:  11/2024

Date of Expiry / logen go:

10/2027

Analysis performed according ND / Aranus nponenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesynbTaThl

Test / IToka3aTe)b

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHIaparuapokcudeH3oara
(BDXKX)

0.042mg/tab

0,042mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornueckas 4ucTora

10a) | Total Aerobic microbial count / 40
O6uiee unciio a3podHBIX

MUKPOOPraHH3MOB

Not more than 10* cfu/ g / He 6onee 10 /r

10b) | Total combined yeast and mould
count / Obmee uncno
TJIECHEBLIX H IPOHOIKEBBIX

rpubos

<10

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

LY

10¢c) | Bile tolerant gram-negative
bacteria/ Y cToHUHBEIE K
JNEeWCTBUIO eTdu

rpaMoTpHLATeNbHbIe GakTepHH

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyTeTBie B 1 ¢

10¢) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcytcTBue B 1 T

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcytcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteseTcTByeT TPeboraHwam HL

Conclusion : APPROVED /
3aknwyeHue: OOOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /
HokymeHT npoBepeH OKK: -%:B_t-ﬂ OokymeHT ogobpeH OOK: %
Date / Date /
21\ 202
Jarta: ey Jara: 3

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOUKAT AHAJIH3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAIE®, TABJIETKH 13,5 mr

Bateh No / Cepun Ne: 484134

Batch Quantity / O6bem cepun:

_5848packs / ynaxosok

AR No / Ananurugecknii oruer Ne : ARF/225/2024

Date of Analysis / Tara ananmza: 22.11.2024

Date of Mfg / laTa nponssogcrea: 11/2024

Date of Expiry / Toxen go:

10/2027

Analysis performed according ND / Ananu3s nposeaén no HJT: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / ITokasatenn

Result / PesyabTarst

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep U3 MICHKH

(monusTHIEHOBOM/

TI0 PUMEHEHHMIO.

Package / Ynaxogka - 20 tablets

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

[CJMBUHHIXJIOPUAHOI

[0JIMBUHHMITICHXIIOPHIHOH) U
AMOMHUHKEBOI Qonbry, 1o 25
GIHCTEPOB B KAPTOHHYIO MAUKY
C BIIOMKEHHEM 25 UHCTPYKLMIA

Package / Ynaxoska - 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. / ITo 20
TabneTox B GRMCTEp U3 TINEHKH TPEXCIOHHOM
(IIBX/MIS/MBIX) u amomunneBoit donsru. [To 2
HIH 3 GidcTepa BMECTe ¢ HHCTPYKIIHEH Mo
NPUMEHEHHIO B KAPTOHHYIO nmavky. ITo 20 tabnerox
B G1MCTEp M3 MUICHKH MONHBHHUIXIOPHIHOM
(monu3THNEHOBOI / NONHBHHUAACHXIOPUIHOM)
anfoMuHKeBoii honbru, no 25 GaucTepos B
KapTOHHYIOMAuKy C BIOKEHHEM 25 HHCTPYKUHiL Mo
NpHMEHEHHI0,

12 | Labeling / Mapkuposka According to ND /

B cootsetctriu ¢ HJT

13 Storage conditions / Ycnopus

XpaHeHHs Bele 25 °C,

Ina dry place, at temperature below 25 °C./ B cyxom mecte npu TeMIieparype He

Shelf life / Cpok rogtoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cootseTcTBYET TpEGOBaHUAM HJ]

Conclusion : APPROVED /
3akntoyenue: OQOEPEHO

Checked by QC In-Charge /
LokymeHT npoBepeH OKK: s X

Approved by QA In-Charge /
HokymeHT onobper OOK: %ﬁ

Date /

Nara: 2k & ey

Date /
[ara:

22 \\2024
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