Cipl

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page 1 0f4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

INpoaykr: CEHANE®, TABJETKMH 13,5 mr

Batch No/ Cepus Ne: 485026

Batch Quantity / Obbem cepun:

5844packs / ynakoBox

AR No / Anaanrhyecknii oruer Ne : ARF/042/2025 | Date of Analysis / Jara ananusza: 08.02.2025

Date of Mfg / laTa nponsBoncrea:  01/2025

Date of Expiry / T'onen go:

12/2027

Analysis performed according ND / Ananu3 nposenén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, nzm. Ne 1 o1 09.07.2024

No Result / PesyabTaTsl

Test / IloxkazaTenb

Specification / Hopma

1 | Description / Onucanue

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 kpyrasie TaGneTku co
CKOMIEHHBIMH KPasMH OT KOPHIHEBOTO JI0 TEMHO-
KOPUYHEROTO 11BeTa ¢ BKpanneHusMu. Ha onHoil
cropoHe TabneTku BoiaasieHo cnoeo «CIPLA», na
ApYTOii - THHUS paszaoma.

2 Identification / [lognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET Oxpawmpanie aMMMayHOTO PacTBOpPa B KpacHLIif
AHTPaxMHOHOBbIE ITHKO3HIbI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubenszoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpemst
YACPHUBAHHA OCHOBHOTO TTHKA HA XPOMaTOrpaMme
HCMLITYEMOFO PacTBOPa J0/DKHO COOTBETCTBOBATL
BPeMeHH YACPIKUBAHMSI OCHOBHOIO MHKA HA
XpOMaTOrpaMMme CTaHAAPTHOrO pacTBOpPa
mMeTHnnaparuipokcnbensoara (pasaen
«MeTtunnaparuapoxcudensoar).

[95]

Average weight / Cpenuss
Macca

190.54mg / 190,54mr

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

Remarks : The Product conforms to ND/
MpumMeyanue: Mpoaykr cooteercTeyeT TpeboBaruam HI

Conclusion : APPROVED /
3aknroueHue: O0OBPEHO

Checked by QC In-Charge / %‘D—"
LokymeHT nposepeH OKK: b -

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

P

Date /

Jara: o2 rona”

Date /

[ara: WepirZoe 5
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CERTIFICATE OF ANALYSIS
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- Page 2 of 4/ Crp.2 u3 4

“

Product: SENADE TABLETS 13,5 mg TIpenyxr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepuist Ne: 485026 Batch Quantity / O6bem cepun:  5844packs / ynakosok

AR No / Ananutuyeckuii oTuer Ne : ARF/042/2025|Date of Analysis / lata ananuza: 08.02.2025

Date of Mfg / lara npoussoactea:  01/2025 Date of Expiry / I'onen mo: 12/2027

Analysis performed according ND / Auanns nposenén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No ! Result / PesyabTaTh!

Test / TloxazaTenn

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTD MO Macce

Complies / CooTBercTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 e 6onee + 15%

5 | Loss ondrying / IToTeps B 2.2%
MAacce NpH BbICYIMBAHNK

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides i 120 minutes
Pacrsopetne He menee 70 % (Q) cennosnos yepes 120 muH
7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV < L.

OJJ.HOpOIlHOCTb HNO3MpOBaHUA

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 xL2 x M.

L1=15.0;L2=25.0.

[Toxasarens npuemaemocTd g n=10 AV < L1.

B cnyuae, ecinu 3navenue AV npesbimaer L1,
NpOBROAAT HCHLITaHKE Ha cneayrolux 20 obpasuax.
Jnan=30 AV < LI. Bee 3HaueHHs Xi AOJKHbI
YJIOBJIETBOPATE HEPABEHCTBY:

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

L1 =150; L2=250.

§ | Assay (Spectrophotometry)
KonuyecTBeHHOE OMpeneicHUe
(CnexktpodoTomeTpHs)

13,93mr/Tab

13.93mg/tab /

sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3HJI0B B Tiepecyere Ha CeHHO3MA B B 01HO#
TabneTke.

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

Remarks : The Product conforms to ND/
Mpumeuanme: Mpoaykr cooteetcTyeT TpebosaHuam HL

Conclusion : APPROVED /
3akntoyeHue: OO0OGPEHO

Checked by QC In-Charge / f) ol Approved by QA In-Charge / L
. P v . e

[okymeHT npoepeH OKK: T [okymeHT ogoBpern OOK: % =2

Date / — Date / . ~

s . 01r.102K fare: Woz.2028
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Cipla

CERTIFICATE OF ANALYSIS

s CEPTHOUKAT AHAJIM3A
Page3 0of4/Crp.3n3 4
Product: SENADE TABLETS 13,5 mg Hpoxyxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485026 Batch Quantity / O0bem cepuni:  5844packs / ynakoBok
AR No / Ananuruueckuii oruer Ne : ARF/042/2025|Date of Analysis / {ara ananusa: 08.02.2025
Date of Mfg / lata nponssoacrea:  01/2025 Date of Expiry / T'onen go: 12/2027

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

Ne Result / PeayibTaThl Specification / Hopma
Test / Iokasaresin
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepikanue X
Men-mnapamﬂpoxcnﬁeuzoa'ra 0.040Mmr/Tad
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonornyeckas 4ucToTa

102) | Total Aerobic microbial count / 70
OGiuee uncno aspobHBIX Not more than 10" cfu/ g/ He Gonee 10*/r

MHKpPOOpraHu3MoB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gosee 107 /r
count / O01ee yucno <10
TIGCHEBBIX W IPOAIKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 10° /r
bacteria/ YcToiiuuBsie K -
IeHCTBHIO Kenun

rpaMoTpULATENBHbIC DaKTEPHH

10.d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OtcyrctBue B 1 1

10 ¢} | Escherichia coli Absent /OtcyTcTBYIOT Absentin I g/ OtcyrctBre B 1 1
109 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Orcyrctue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cootseTcTByeT Tpebosanuam HA | 3akntoyeHue: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / i
[okymeHT nposepeH OKK: ““E,’—p—zw HokymeHT opgo6pen OOK: %
Date / - Date / \\.oo.. S

Rave Wl leil Dara: \ TR
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Ciple

CERTIFICATE OF ANALYSIS

LY

CEPTUOUKAT AHAJIM3A
) Page4of4/Crp.4u3 4
Product: SENADE TABLETS 13,5 mg Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Bateh No / Cepun Ne: 485026 Baich Quantity / O0bem cepun:  5844packs / ynakosok
AR No / Ananurnyecknii orvaer Ne : ARF/042/2025|Date of Analysis / laTa anannza: 08.02.2025
Date of Mfg / Jata npoussoacrea:  01/2025 Date of Expiry / T'onen o: 12/2027

Analysis performed according ND / Ananus nposesén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynnTaTs Specification / Hopma

Test / TlokazaTesib

Il | Package / ¥Ynakoska - | Package / Ynaxosxa - 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. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
BaucTep U3 NAeHKU TabneTok B G1MCTeP U3 NMEHKM TPEXCNOIHOT
HOJMBHHUIXJIOPUIHOT (IIBX/TI/MTIBAX) u antomunneBoit onsri. ITo 2
(monuaTHNEHOBOMH/ uid 3 GucTepa BMECTe ¢ HHCTPYKUME 1o

MNOTHBHHUIMACHXIOPHAHON) 1 (MPUMEHEHHIO B KapToHHY!0 mauky. [To 20 tabnetok
aIOMHHHEBOH (ponbru, no 25 B OIMCTEp M3 IUIEHKH HOTHBUHUIXIOPHIHOL
GmucTepos B KapTOHHYIO mauky |(MOMHITHACHOBOH / IONHBHHUINACHXIOPHAHOM) H
C BIOMEHUEM 25 HHCTPYKUHE anoMHHKHEBOH (onbru, mo 25 GiucTepos B

[0 MPUMEHEHHIO. KapTOHHYIO MAUuKy C BJAOMKEHHEM 25 MHCTPYKLHil 1o
NPUMEHEHUIO.
12 | Labeling / Mapkuposka According to ND /
B coorsercteumn ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe Ip TeMepaType He
XpaHeHHs BoIE 25 °C.
14 Shelf life / Cpok rogHoCcTH 3 years /3 rona
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanune: MNpoaykT cooteeTcTBYeT TPeboBanuam HI | 3akniouenune: OQOBPEHO
Checked by QC In-Charge / - Approved by QA In-Charge / —
HokymeHT nposepeH OKK: %"‘) HokymeHT ofobpeH OOK: %‘%‘15/
Date / ‘ o Date/ .09 .2002<
fata; 9% 1oL fata: : -
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