Cipla

. CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTN3A
: Page1of4/Crp.1n3 4
Product: SENADE TABLETS 13,5 mg poaykr: CEHA,I{E®, TABJIETKH 13,5 mr
Batch No / Cepnst Ne: 485031 Batch Quantity / O6sem cepun:  5848packs / ynaxoBox
AR No / Anannruuecknii oruer Ne : ARF/047/2025 | Date of Analysis / lara anann3za: 17.02.2025
Date of Mfg / laTa nponssoncrsa:  02/2025 Date of Expiry / T'onen no: 01/2028

Analysis performed according ND / Ananns nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTaTtei Specification / Hopma

Test / IoxkaszaTenn

1 | Description / Onucanue Complies / CootBercTByeT 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 kpyrasie TabaeTkH co
CKOUIEHHBIMH KPasMH OT KOPHYHEBOT'O JI0 TEMHO-
KOPHYHEBOTO 1[BETa ¢ BKparuieHnsmu. Ha oxnoii
cTopoHe TabIeTKH BhIAaBneHo cinoso «CIPLAY, Ha
ZIpyro#i - IMHHuA pasioMa.

2 Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET Oxpausanne aMMHAYHOTO PAcTBOpa B KpacHLI
AHTPaxXHHOHOBbBIE TTMKO3H/BI g
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorseTcTByeET chromatogram of the sample solution should
MernnmaparuapoxcubeHzoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAep)KHBaHHU OCHOBHOTO MHKa HA XpOMAaTOrpamMmme
HCHBITYEMOIO PacTBOPa JOJMKHO COOTBETCTBOBATE
BPEMEHH Yy IepPHKHBAHHSA OCHOBHOIO MHKA Ha
XpoMaTorpamMMe CTaHIapTHOTO PacTBOpa
MeTHInaparnapokcubensoara (pazgen
«MeTtunnaparuipokcuGeH30ar).

3 | Average weight / Cpennss 186.90mg / 186,90mr 189.99 mg +7.5% / 189,99 Mr +7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooTsetcTByeT TpebosaHusm HL | 3akntouenue: OOOBPEHO
Checked by QC In-Charge / ﬁ- Approved by QA In-Charge / -
[NokymeHT npoBepeH OKK: HokymeHT ogobper OOK: @ﬁ
Date / \') 0L A0S Date / \e02- 2028
Harta: [ara:
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page2 of 4/Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne: 485031

Batch Quantity / O6bem cepuu:

5848packs / ynaxorox

AR No / Ananuruuecknii otuer Ne : ARF/047/2025

Date of Analysis / Tara ananuza: 17.02.2025

Date of Mfg / laTa nponssoacrea: 02/2023

Date of Expiry / I'ogen no:

01/2028

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

Ne Result / PesyanTaTs: Specification / Hopma
Test / ITokaszaTenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue onee + 7,5
OnHOPOOHOCTE TI0 Macce 3 %

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

5 | Loss ondrying / [Totepsi B 2.0% NMT 6.0 % / He 6osnee 6,0 %

Macce [pH BLICYIMBAHMM

6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He menee 70 % (Q) cennosunos gepes 120 mun

7 | Uniformity of Dosage units / AV =357 The acceptability index forn=10 AV <L1.
OnnopomHOCTh N03MpoBaHHs 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,

[lokasarens npuemaemoctn mjia n=10 AV <L1.

B cayuae, eciin snauenue AV npessimaet L1,
NPOBOJAT HCTBITAHKE Ha creayomux 20 obpasuax.
Hnan=30 AV < L1. Bee 3Hauenus Xi JOMKHEI
YAOBJIETBOPSTH HEPABCHCTRY:

[M-xi| £0,01 x L2 x M.

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE ompeeieHue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,02mr/1a6 CeHHO3HJ0B B IepecyeTe HA CeHHo3H A, B B oaHO
TalneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpeGoBaHuam HJ

Conclusion : APPROVED /
3aknoyenue: O[JOEPEHO

h b In-Ch gg
Checked by QC In-Charge / \ r‘\h

HokymeHT nposepeH OKK:

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

s

Date /

pria V) or0ns”

Date /

ﬂaTa: \Wrofl—'w‘zg
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHP®HUKAT AHAJIN3A

Page 3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485031

Batch Quantity / O0bem cepun:

5848packs / ynakosok

AR No / Anaanrnuecknii oruer No :

ARF/047/2025 | Date of Analysis / {aTa anaqmza: 17.02.2025

Date of Mfg / lata nponssoacrea:  02/2025

Date of Expiry / I'ogen fo:

01/2028

Analysis performed according ND / Anaaus nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / loxasaTenn
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue _
MeTHInaparuapokcubensoara 0,044mr/1a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ Muxkpobuonornyeckas 44cToTa

10a) | Total Aerobic microbial count / 50
O61ee yucio a3pobHbIX

MHKpPOOpraHM3MoB

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

10b) | Total combined yeast and mould
count / OGwee uncno
TJIECHEBBIX H IPOXIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Veroitunsbie k
JIeiiCTBHIO WelTuH

rpamMoTpHnaTenbHble faKTepun

Absent /OTcyTeTBYIOT

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

10d) | Staphylococcus aureus

Absent /OtcyTcTBYIOT

Absentin 1 g/OrcytctBHe B 1 T

10¢) | Escherichia coli

Absent /OTcyTeTBYIOT

Absentin 1 g/OrcyrctBue B 1 1

100 | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
MNpumMeyanue: MpoaykT cooteercTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OO0OBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge / g\g \

Approved by QA In-Charge /
OokymeHT ogobpen OOK:

BT

Date /

fara: V.or00s

Date /

Dara: \Mroz- 2025
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Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTHOHUKAT AHAJIM3A

Paged4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / Jlara npou3BoAcTBA:

Batch No / Cepusi Ne: 485031 Batch Quantity / O6nem cepun:  5848packs / ynakosok
AR No / Auagurauecknii oraer Ne : ARF/047/2025|Date of Analysis / lata anammsa: 17.02.2025
02/2025 Date of Expiry / 'onen fo: 01/2028

Analysis performed according ND / Ananus npoeenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IMokasaTenb

Ne Result / Pe3y:is‘ra‘rm

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnucTep M3 NIIEHKH

(nonusTHRCHOBOM/

10 MPUMEHECHHUIO.

Package / Ynakosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TaGnetox B

NONHBHHUIXITOPHIHON

NONMUBUHHIHICHXIOPHAHON) H
anoMuHKueBoi (onbru, mo 25
GJIMCTEPOB B KAPTOHHYIO HAYKY
C BIOIKEHHEM 25 MHCTPYKLUUi

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. / Ilo 20
TabneTok B GIHCTEP W3 TIIEHKH TPEXCIOHHOI
(IBX/TI2/MBAX) 1 amomuHueBoil ¢onasra. [o 2
unu 3 Gomcrepa BMecTe ¢ MHCTPYKLMEH 110
NpUMEHEeHHIO B KapToHHYI0 nadky. [To 20 Tabnerok
B GnucTep U3 MIEHKU NOTUBUHUIXIOPUIHOM
(MONUITHIIEHOBOH / ITOJTMBHHIIHASHXIOPHAHOI) 1
amoMiHieBoit Gomnsry, no 25 6aUCTEpPoB B
KapTOHHYIO MAYKy ¢ BIOMKEHHEM 25 HHCTPYKIHIi 1Mo
MPUMEHEHHIO. -

12 Labeling / Mapkuposka According to ND /

B cooreetctein ¢ H]T

13 Storage conditions / Ycnosus

XpaHEeHHs Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMneparype He

14 | Shelf life / Cpok rognoctH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykt cooTeeTcTBYET Tpeborannam HI

Conclusion : APPROVED /
3akntouyenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=
NokymeHT nposepeH OKK: (_\}&' [okymeHT onoBpeH OOK: %
T DT \oneces
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