Cipla

CERTIFICATE OF ANALYSIS
N CEPTUDHUKAT AHAJIM3A

Pagel1of4 /Crp. 1 n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust No: 485133

Batch Quantity / Q6nem cepnn:

5843packs / ynakoBok

AR No / Apaaurnuecknii oraer Ne : ARF/208/2025

Date of Analysis / lara ananuza: 06.10.2025

Date of Mfg / lara nponssoacrsa:  09/2025

Date of Expiry / I'ogen no:

08/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IToxazaTenn

Result / Pe3yabTaThi

Specification / Hopma

1 | Description / OnucaHue

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. / [Tnockue kpyrabie TabneTkn co
CKOLICHHBIMH KpasiMi OT KOPHYHEBOT™O 10 TEMHO-
KOPHYHEBOIO LIBETA C BKpPAIUIEHUAMH . Ha OJIHOM
cTopoHe TabneTky BbiiasieHo cnoBo «CIPLAY, Ha
ApYToii - MUHUSA pa3jioma.

2 | Identification / [TomwIHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpaluyBaHie aMMHauHOTO PacTBOPa B KPacHbIif
AHTPaXMHOHOBBIE TTTHKO3MBI HEET
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CootBeTcTBYET chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YAEPKHBAHWUS OCHOBHOTO MHKa HA XPOMATOrPaMMe
MCTLITYEMOI0 PacTBOpPA JI0JDKHO COOTBETCTBOBATh
BpeMEHH YIep)KHBaHUSI OCHOBHOTO ITHKa Ha
XpomaTtorpaMme CTaHAapTHOTO pacTBOpa
MeTuanaparuapokcibensoara (pasnen
«MeTtunnaparsapokcHbeH30ar).

3 | Average weight / Cpennsis
macca

191.47mg / 191,47mr

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

Remarks : The Product conforms to ND/
Mpumeyvanue: MNMpoaykT cooteeTcTBYET Tpebosanusam HI

Conclusion : APPROVED /
3aknwouyeHue: OQOEPEHO

Checked by QC In-Charge / ’j,e:
{0

HokymenT nposeper OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

et

S

Date /

;s OG0 eyt

Date /

[ 060 2605
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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485133

Batch Quantity / O6bem cepun:

5843packs / ynmakopox

AR No / AvaauTudecknii otuer Ne :

ARF/208/2025 | Date of Analysis / Jlara anaamsa: 06.10.2025

Date of Mfg / lata nponsBoacrea:  09/2025

Date of Expiry / I'onen no:

08/2028

Analysis performed according ND / Anann3 nposenén no HJI[: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, n3am. Ne 1 ot 09.07.2024

Test / okaszarenn

Result / PesyapTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTB MO Macce

Complies / CootBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT +£15% / 2/20 He 6onee + 15%

5 | Loss on drying / Iloteps B 2.3%

Macce Nnpu BbICYLUMBAHHH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 81-90%

PactBopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos uepes 120 muH

7 | Uniformity of Dosage units / AV=3535

O}IHOpOﬂHOCTb NO3UpPOBAHHA

The acceptability index forn=10 AV < L1,

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 x L2 x M.

U= 150512 =250,

ITokazarens npuemiaemoctv aas n=10 AV <L 1.

B cnyuae, ecnu 3Havenue AV npessiimaer L1,
MPOBOAAT HUCMbITAHHE Ha Crienyrownx 20 obpasuax.
s n=30 AV < LI. Bce 3Ha4enus Xi TOMKHbI
YHOBJIETBOPATE HEPABEHCTRY:

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

L1=150; £2=250.

8 | Assay (Spectrophotometry)
KonuuecrseHHoe onpejaeneHue
(CnekrpodoTomeTpiisn)

14.06mg/tab /

14,06mr/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 no 15,53 mr (ot 90,0 0o 115,0 %)
CEHHO3MJIOB B NIEPECUCTE HA CEHHO3KUA B B 0/1HOI
TabneTke.

Remarks : The Product conforms to ND/
MpumeyaHue: MNpodykr cooTBeTCTBYET TpeboBaHusm H

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / O bt o Approved by QA In-Charge /

[okymeHT npoeepeH OKK: — t HokymeHT ogobpeH OOK: /@km_,o
Date / . Date /

Dara: Ot. o 1024 [ata: 6o r-renS
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Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485133

Batch Quantity / O6bem cepun:

5843packs / ynakoBok

AR No / ArasuTnuecknii oruer Ne : ARF/208/2025|Date of Analysis / [lara anaan3za: 06.10.2025

Date of Mfg / laTa nponssoacrsa:  09/2025

Date of Expiry / T'ogen jo:

08/2028

Analysis performed according ND / Anaan3 npoeenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Iloxa3zaTenn

Result / PesyabTaTbi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
meTHinaparuapokcubensoara
(B2XKX)

0.040mg/tab

0,040mr/Tad

0.028 - 0.056 mg/tab. / O 0,028 g0 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonorHieckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6uiee uMCII0 a3POOHBIX 10

MHWKPOOPraHu3MOB

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

10b) | Total combined yeast and mould
count / Obmee yncno
MJECHEBbIX M APOKIKEBBIX

rpudos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcroiiuuBbie K
NEeHCTBUIO XKEITHH

rpaMoTpHLIATeIbHbIE OaKTepHH

Absent /OTCyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTCTBYIOT

Absentin 1 g/ OtcyTcTBHE B 1 T

10e) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytctBHe B |

10) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT cooTeeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwouenue: OJOBEPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK: ' flb:s?

Approved by QA In-Charge / xoP
HokymeHT ogobper OOK: 5@/-\—-'

Date /

1o - &
[ara: el

oe-

Date /

[ara: 06102009
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnsi Ne: 485133

Batch Quantity / Oobem cepun:

5843packs / ynakosox

‘AR No / Asaantuuecknii oruer Ne : ARF/208/2025

Date of Analysis / lata apaan3a: 06.10.2025

Date of Mfg / lata npoussoacrsa: _ 09/2025

Date of Expiry / I'osen go:

08/2028

Analysis performed according ND / Auanu3 nposenén mo H/L: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Result / PesyabTatrhl Specification / Hopma

'NE Test / [MokazaTeb

11 | Package / Ynakoska Package / Vnakoska - 20 tablets |Package / Vnakosxka - 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. / ITo 20 TabneTox B 25 patient information leaflets in a carton. / Ilo 20
OnucTep U3 NNEHKH TabneTok B 6MCTEP M3 NAEHKH TPEXCHOIMHOH
MOJTHBHHHAXIOPHIHOM (MBX/MIDMIBAX) u amomunueBoit gonbru. ITo 2
(NonuITHAEHOBOH/ wiu 3 iMcTepa BMecTe ¢ HHCTPYKLUHMe no
MONHBUHHIMAECHXIOPHAHOH) H | IPUMEHEHHIO B KapTOHHYIO Mauky. [To 20 tabnerox
amoMrHUeBo# Qonbru, no 25 B OJMCTEp U3 TUIEHKH MOJMBHHHIXJIOPUIHOM
61MCTEPOB B KAPTOHHYIO 14Ky  |(NOMMITHIEHOBOMH / MONMBUHWIMAEHXIOPHIHOM) 1
C BIOXEHUEM 25 HHCTPYKUHi anoMUHKEBOI donbry, no 25 GmucTepos B
M0 MPUMEHEHHIO. KapPTOHHYIO MAuKy C BIOXKEHUEM 25 MHCTPYKLHIA no

[NPpUMEHEHULO.

12 Labeling / MapkupoBka According to ND /
B cootsetctBun ¢ H]

13 Storage conditions / Ycaosus In a dry place, at temperature below 25 °C. / B cyxom mMecTe MpH TeMIEpaType He

XpaHeHus Bbiwe 25 °C.
14 Shelf life / Cpok roaHocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumesanne: MpogykT cooTeeTcTBYeT TpEboBaHuAM HO

Conclusion : APPROVED /
3aknrouenune: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=t

JokymeHT nposepeH OKK: "‘;etd LokymeHT oaobper OOK:
E:i'l F=R o R Bl e E::(reajr 04 1002

FMQCO003-15-10
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