Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

-

-

Page 1of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne : 485063

Batch Quantity / O6bem cepun:

5850packs / ynakoBok

AR No / AnannTnyecknii oruer Ne : ARF/088/2025|Date of Analysis / lata ananusa: 28.03.2025

Date of Mfg / lata nponssoacrsa:  03/2025

Date of Expiry / T'ogen fo:

02/2028

Analysis performed according ND / Ananns nposenén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [lokazaTens

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onncanne

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. / TTnockue kpyribie TabieTk co
CKOIUEHHLIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOpPWYHEBOTO LiBeTa ¢ BKpanienusamu. Ha onnoi
cTopone Tabnetku BeinasneHo cnoso «CIPLA», Ha
IOpYro# - THHHA pasjioma.

2 | Identification / IToAIMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpallluBaHie aMMHMAyHOro pPacTBOPa B KpacHbIi
AHTPaXHHOHOBBIE TTHKO3HIbI B
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTuianaparsapokcubeH3oar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEepP/KHBAHHS OCHOBHOTO MMHKA HA XPOMaTorpamme
MCMILITYEMOTO PacTBOPa HOJKHO COOTBETCTBOBATh
BPEMEHM YICPWUBAHHA OCHOBHOIO IMHKa Ha
XpOMATOrpaMMe CTaHapTHOTO pacTBOpa
MeTHnaparuapokcubensoara (pasaen
«Merunmapardapokcubensoar).

3 | Average weight / Cpennss
macca

189.34mg / 189,34mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Npogykt cootBeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknouyenune: OOJOBPEHO

Checked by QC In-Charge / ‘?p .’
HokymeHT npoeeper OKK: gl

Approved by QA In-Charge /
DokymeHT ogobpeH OOK:

G

Date /

Jara: 28 -02 202X

Date /
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
> Page 2 of 4/ Ctp.2 uz 4

-

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

|Batch No / Cepus Ne: 485063

Batch Quantity / O6nem cepun:  5850packs / ynakosok

AR No / Ananurngecknii oruer Ne : ARF/088/2025

Date of Analysis / lata anaanza: 28.03.2025

Date of Mfg / lata npousBoacrea:  03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Auanu3 nposeaén mo HJ/I: IT N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne
Test / [lokazaTennb

Result / PeaynbTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnQHOPOAHOCTB MO Macce

Complies / CooTBetcTBYeT

18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toreps B 1.9%

Macce IMpH BbICYUIMBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 78-90%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunor yepes 120 MuH

7 | Uniformity of Dosage units / AV =57

OIHOPOAHOCTh 103HPOBAHUA

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=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.

[Noxazarens npuemnemoctu ansg n=10 AV <LI.

B cnyuae, ecnu 3Hauenue AV npessimaet L1,
NPOBOMAT MCIbiTAHHE Ha cheayrommx 20 obpasuax.
Jnan=30 AV < L1. Bce 3HaueHUs Xi HO/DKHbL
YOOBNETBOPSATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuectseHHoe onpeneneHue
(CnexTpodoTomeTpHsi)

14.06mg/tab /

14,06Mmr/1ab

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 10 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3M/IOB B MepecueTe Ha CeHHO3u B B onHO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanwue: MpoaykT cooteeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknoyvenue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[HokymeHT nposepeH OKK: 4-39/@,.0 [okymeHT 0gobpeH OOK: %
g:::l 8§ o\ re2rE E:ﬁf 238 03 .2025
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Cipla

CERTIFICATE OF ANALYSIS

i CEPTUDPUKAT AHAJIM3A
. Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 485063 Batch Quantity / O6bem cepun:  5850packs / ynakoBok
*|AR No / AnannTayecknii oraer Ne : ARF/088/2025 | Date of Analysis / laTa anann3a: 28.03.2025
Date of Mfg / Jlata npounssoacrsa:  03/2025 Date of Expiry / I'ogen fo: 02/2028

Analysis performed according ND / Anaan3 nposenén no HJL: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma
o Test / [loka3aTens
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
CoanepxaHnue 5
MeTHINaparuApokcubensoara 0,042mr/126
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 44cToTa

10a) | Total Aerobic microbial count / 20
O61mee 4ncno adpodHbIX Not more than 10° cfu/ g / He 6omtee 10° /r

MHUKpPOOPraHnu3MoB

10b) | Total combined yeast and mould ) Not more than 107 cfu/ g /He 6omee 10° /r
count / Ob1ee yucio <10
IJIECHEBBIX U POIKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10* / g / He 6onee 107 /r
bacteria/ YcroliuuBble K
JNICHCTBUIO XKeN4u
rpaMoTpuLaTelbHble OaKTepHH

10 d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ OrcyrctBue B 1 r
10e) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytctBHe B [ T
100 | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g /OrcytctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootsetcTyeT TpebosaHuam HA | 3akntoyerue: ONOBPEHO
Checked by QC In-Charge / (~F Approved by QA In-Charge /
[okymeHT npoBepeH OKK: “’_E/ [HokymeHT ogoBper OOK: W
Date / Date /

s l \’O . et
fata; 2% 9L lozx” [ara: B3 rOD L
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

Cipla

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485063

Batch Quantity / O6bem cepun:

5850packs / ynakosox

AR No / Anaauraaecknii orger Ne : ARF/088/2025

Date of Analysis / laTa anannza: 28.03.2025

Date of Mfg / lata npoussoacrsa:

03/2025

Date of Expiry / Toaen go:

02/2028

Analysis performed according ND / Ananu3s nposeaén no H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Moka3zaTennb

Result / PesynbTaTsl

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 TabneTok B
bnucTep U3 (IeHKU
MOMHBHHHIXJIOPUAHON
(monmaTHIIEHOBOI/
MOJMBHHHUIUAEHXTOPHIHOH) H
aMOMHHHEBOH (osbru, mo 25
OTMCTEPOB B KAPTOHHYIO MAYKY
C BJIOKEHHEM 25 HHCTPYKLUMH
MO NPHMEHEHHIO.

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
25 patient information leaflets in a carton. / ITo 20
TabeToK B GIHCTEp W3 NJIEHKH TPeXcoiHOMH
(MBX/MISMBIX) u antomunuesoii ponsru. IMo 2
WK 3 GriucTepa BMeCTe ¢ HHCTPYKIHeH mo
MPHMEHEHHIO B KapTOHHYIO nauky. ITo 20 TabneTok
B GIIHCTEp M3 IUTEHKH MONHBHHHIIXIOPHIHOIH
(MONMATHNIEHOBOH / NONHBHHIITH ACHXIOPHAHOI) H
amoMHHHeBOR (oabru, no 25 Grucrepos B
KapTOHHYIO Ma4yKy C BIOKEHMEM 25 HHCTPYKUME 110
NMPHUMEHEHHIO.

12 Labeling / MapkupoBka

According to ND /

B cootBetcTBHM ¢ H]

13 Storage conditions / YcnoBus
XpaHeHHs

In a dry pldce, at temperature below 25 °C. / B cyxom MecTe Npu TeMnepaType He

Boimie 25 °C.

14 Shelf life / Cpok roaHocTH

3 years/ 3 rona

Remarks : The Product conforms to ND/
Npumeuanue: MNpoaykT cooTBeTCcTBYET TpebosaHusam H

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK:

= &

Approved by QA In-Charge /
[JokymeHT ogobper OOK;

=

Date /

lata; 25" 0% 1ok

Date /
DaTa:

2.8:0% . 0025
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