Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page 1 of4 /Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485015

Batch Quantity / O0bem cepun:

5848packs / ynakoBok

‘AR No / Anaauruieckuii oraer Ne : ARF/025/2025

Date of Analysis / [lara anannza: 27.01.2025

Date of Mfg / laTa nponssoacrsa: _ 01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Anann3 nposenén no HII: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Iloxazarens

No Result / PeyabTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTtBeTcTBYET

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. / ITnockue kpyrible TabneTku co
CKOLLIEHHBIMH KPasMH OT KOPUIHEBOTO IO TeMHO-
KOpPHUHEBOrO [IBeTa ¢ BkparneHusmMu. Ha onHoit
cropone tabneTku BoigasneHo cnoso «CIPLA», Ha
ApYyroil - IMHKS pasnoma.

2 | Identification / [TonMTHHHOCTH

2a) | Anthraquinone glycosides/ Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpawBaHue aMMHauHOro pacTBOpa B KpacHblid
AHTPaXHHOHOBBIE TJTHKO3MIbI fiie :
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBetcTBYET chromatogram of the sample solution should
MetunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPHHUBAHHA OCHOBHOIO MHKA HA XpoMaTrorpaMmme
UCTIBITYEMOTO PACTBOPA JOMKHO COOTBETCTBOBATh
BPCMEHH YCPKHMBAHWA OCHOBHOIO NMHUKa Ha
XpomMaTorpaMme CTaHAapTHOTO pacTBopa
meTunnaparuapoxcnbensoara (pasaen
«MeTunnaparnapoxcuoeHsoar).

Average weight / Cpeanss
macca

(95 ]

190.42mg / 190,42mr

189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cootsercTeyeT TpebosaHuam HIO

Conclusion : APPROVED /
3akntouenune: O0OBEPEHO

Checked by QC In-Charge/ __ 40
HokymeHT nposepeH OKK: 'ﬁ

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

=

Date /

[Hara: ki

Date /

ol 2.0\ 2025
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAIIE®, TABJETKH 13,5 mr

Batch No / Cepusi No: 485015

Batch Quantity / Obsem cepun:  5848packs / ynakosox

AR No / Anamutnuecknii oraer Ne : ARF/025/2025|Date of Analysis / fara anannza: 27.01.2025

Date of Mfo / lara npoussoacrea: _ 01/2025 Date of Expiry / I'ogen no: 12/2027

Analysis performed according ND / Anann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / IlokazaTeis

Result / PesynbTaTh! Specification / Hopma

4 | Uniformity of weight /
OaHOPOLHOCTL MO Macce

Complies / CooTBetcTayer 18/20 tablets NMT = 7.5 % / 18/20 ne bonee = 7,5
% .
2/20 tablets NMT +15% / 2/20 ne Gosee + 15%

5 | Loss ondrying / TToteps B 2.4% NMT 6.0 % / He Gonee 6,0 %
macce NpH BbICYLIHBAHHH
6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHue He menee 70 % (Q) cennoznnos uepes 120 mun
7 | Uniformity of Dosage units / AV=53 " | The acceptability index forn=10 AV <LI.

OIHOPOAHOCTD A03UPOBAHHS

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:

IM-xi| 0,01 % L2 x M.

LI =15.0; L2 =25.0.

[ToxasaTens npuemaemocty ama n=10 AV <LI.

B cnyuae, ecnu 3Hauenne AV npessimmaet L1,
OpOBOAAT HCMBITAHME Ha cnenytounx 20 obpasuax.
Jina n=30 AV < L1. Bce 3Ha4eHHs Xi JTOMICHBI
YIOBJIETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonudecTseHHOE OMnpeaeneHne
(CnexrpodoTomeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.99mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)

13,99Mmr/1a6 CEHHO3UIOB B Nepecyere Ha ceHHo3nz B B oJHO#
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTeyeT TpebosaHuam HL | 3aknioueHue: OOOBPEHO
Checked by QC In-Charge / : Approved by QA In-Charge / 4
HokymeHT npoeepeH OKK: zf:;(_,__ﬂ LoxymeHT oao6peH OOK: %gg\i;/
Date / | - Date / = g
flara: 27 .21 o2k fara: 20\ 2025
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepuss No: 485015

Batch Quantity / O6bem cepuu:

5848packs / ynakopox

AR No / Ananarunyeckuii oruer Ne : ARF/025/2025

Date of Analysis / Jara ananmuza: 27.01.2025

Date of Mfg / laTa nponssoacrea:  01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Anann3 nposeaén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / lloxazarens

Ne Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuanaparuapokcudersoara
(BDXKX)

0.044mg/tab

0,044mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpotuonoruueckas Y4cToTa

10a) | Total Aerobic microbial count / 40
O61iee uncao adpobHbIX

MHKPOOPraHu3IMoOB

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

10b) | Total combined yeast and mould
count / O6uee uncio
TUIECHEBBIX M APONIKEBBIX

rpudoB

<10

Not more than 10" cfu/ g /He 6onee 102 /r

10¢) | Bile tolerant gram-negative
bacteria/ YeTokiuusble k
JIeCTBHIO JKETUH

rpaMoTpHLaTe/IbHble OaKTepUH

Absent /OtcytcTByroT

Not more than 10°/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B I 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ Orcyrcteue B 1 r

101) | Salmonella

Absent / OtcyTeTByIOT

Absent in 10 g / Oreyrerue 5 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TpeboBaHuam H/

Conclusion : APPROVED /
3akntoyenue: OJOEPEHO

Checked by QC In-Charge / Diw

[okymeHT nposepeH OKK:

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

RO

Date /

fara: 27 s hieta”

Date /

[ata: 2O TOLY
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

-

Page 4 of 4 /Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485015

Batch Quantity / OGnem cepuu:

5848packs / ynaxonox

AR No / Ananunruvecknii orger Ne : ARF/025/2025

Date of Analysis / lara ananuza: 27.01.2025

Date of Mfg / lara npoussogersa:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Auanuz nposenén mo HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesysnibTaThbl Specification / Hopma
Test / IoxazaTens
11 | Package / ¥Ynakosxka Package / Ynaxoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [To 20 TabneTox B 25 patient information leaflets in a carton. / ITo 20
6nMcTep M3 NIEHKH TabneTok B 61MCTEp M3 MISHKH TPeXCaoiiHoii
MOMMBHHUIXIIOPHIHO i (MBX/AIS/MBAX) u amomutuesoii ¢ronbru., o 2
(monuaTHNCHOBOI/ ui 3 GucTepa BMecTe ¢ HHCTPYKIHUeit mo
MONHBHHWINACHXIOPUAHOH) M [TIPHMEHEHHUIO B KApPTOHHYIO nauxy. [To 20 tabneroxk
amoMUHNEBOH (hosbru, no 25 B OIIMCTEp W3 NIEHKH MOJHBHHWIXAOPHIHOH
OIHCTEpOB B KAPTOHHYIO Mauky |(MOMMITUICHOBOH / MOMMBHHUIMAEHXIOPHIAHOM) 1
C BIIOJKEHHEM 25 HHCTPYKLUIT antoMunuesoit gonsru, no 25 GaucTepos B
MO MPUMEHEHHIO. KaPTOHHYIO MAYKY C BIOMKEHHEM 25 MHCTpYKLHIi 1Mo
NPUMEHEHHIO. -

12 Labeling / MapkupoBka According to ND /
B coorerctBun ¢ HJJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyxom MecTe npu TemMmepaType He

XpaHeHus Beime 25 °C.
14 Shelf life / Cpok rogrocTs 3 years /3 roga

Remarks : The Product conforms to ND/
lNMpumedanue: NpoaykT cooTeercTByeT TpebosaHnam HL

Conclusion : APPROVED /
3akmwovenune: OOOEPEHO

Checked by QC In-Charge / %L}"

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /

Dara: 27 el oy

Date /

fara: 27+ 012005
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