Cipla

CERTIFICATE OF ANALYSIS
g CEPTU®UKAT AHAJIM3A

Page1of4/Crp.1nu34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAZIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485010

Batch Quantity / O6bem cepuu:

5849packs / ynakoBok

AR No / Ananntnueckuii oruer Ne : ARF/020/2025 | Date of Analysis / lara anannsa: 22.01.2025

Date of Mfg / lata nponssoacrsa: _ 01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Auanus nposeaén no HI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Test / ToxkazaTenb

Ne Result / Pesyabrarsl

Specification / Hopma

1 | Description / Onucatne

Complies / CootpeTcTBYET

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. / Imockue kpyriabie TabneTku co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOrO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKparieHuamu. Ha oxHoi
cropoHe TabneTku BbinasneHo cnoso «CIPLAy, Ha
IpYTOi - IMHUS pa3ioMa.

2 | Identification / TlognnHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
I CoorpeTcTBYET OkpawinBaHie aMMHAYHOTO PAacTBOpPA B KPacHBIH
LIBET.
{ 2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution should
MeTunnaparuapoxcnbensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaepKUBaHHA OCHOBHOIO MHKA Ha XpoMarorpamme
VCITBITYEMOr0 PacTBoOpa JOMKHO COOTBETCTBOBATh
BpEMEHH YIEP:KUBAHHA OCHOBHOTO NHKA Ha
XpOMATOrpavMme CTaHIapTHOro PacTBopa
meTunnaparnapokcubensoara (pazaen
«MeTtwnnaparsapokcnGen3oar).

3 | Average weight / Cpejinss
macca

190.35mg / 190,35mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OOOBEPEHO

Checked by QC In-Charge / DL,0 Approved by QA In-Charge / _

[lokyMeHT nposepeH OKK: {;i: [lokymeHT onoBper OOK: éajz'ﬁ’(’:
k//

Date / _ o 7 Date / B
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Product; SENADE TABLETS 13,5 mg

Ipoxyxt: CEHAJIE®, TABJETKM 13,5 mr

Batch No / Cepusn No: 485010

Batch Quantity / Oobem cepuu:  5849packs / ynaxosox

AR No / Ananurnueckuii oruer Ne : ARF/020/2025 |Date of Analysis / lata anasmza: 22.01.2025

Date of Mfg / lata npoussogcrpa:  01/2025 Date of Expiry / I'onen go: 12/2027

Analysis performed according ND / Ananu3 nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / llokaszaTens

Result / PesyasTaThl Specification / Hopma

4 | Uniformity of weight /
OaHOpPOAHOCTE 110 Macce

Complies / CooTeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne bonee = 7,5
%
2/20 tablets NMT +15% / 2/20 ue Gonee = 15%

PactBopenue

5 | Loss on drying / Iloteps B 22% NMT 6.0 % / He Gonee 6,0 %
MAacce MpH BBICYIITHBAHHI
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cenno3naos uepes 120 mux

7 | Uniformity of Dosage units /
OnHOPOIHOCTE J03MPOBAHHA

AV =6.0 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 « L2 x M.

L1=15.0;L2=25.0.

[Noxasarens npuemiemocty 1na n=10 AV < L1.

B cnyuae, ecnu 3HaueHue AV npesbinwer L1,
MPOBOJAT MCTIBITAHKE Ha cheayiomux 20 obpa3suax.
JIlna n=30 AV <L1. Bce 3HaueHus Xi JO/DKHbL
YIOBIETBOPATL HEPABEHCTBY:

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

L1=150; L.2=25,0.

8 | Assay (Spectrophotometry)
KonuuecTBEHHOE OnpeneneHue
(CnextpodoTomMeTpus)

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

14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 10 115,0 %)

14,1 er/.ra6 CEHHO3HJI0B B nepeCHETe Ha CEHHO3U A Ber OJIHOI'FI
Tabnerke.

Remarks : The Product conforms to ND/

Mpumeuanue: MpoaykT cooteercTayeT TpebosaHuam HO | 3akmtoyeHue: OJOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / ) (=D Approved by QA In-Charge / o
[okymeHT nposeper OKK: 4}()/ : DokymeHT opo6per OOK: %ﬁ:‘ﬂ/}/
Date / = Date / . o < B 5
Heira; 22.0lrerx Hava; 22.+0)s 2025
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Cipla

CERTIFICATE OF ANALYSIS
: CEPTHUDOHKAT AHAJIM3A

Page30f 4/ Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepun Ne: 485010

Batch Quantity / O6nem cepumn:

5849packs / ynaxoBox

AR No / AuanuTnueckuii oruer No :

ARF/020/2025 | Date of Analysis / lara anannza: 22.01.2025

Date of Mfg / Jlata nponssoacrea:  01/2025

Date of Expiry / I'ogen go:

12/2027

Analysis performed according ND / Ananus nposeién 1o HJ: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, uzm. No 1 o7 09.07.2024

Test / TlokazaTeab

Ne Result / PesyabTaTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepikaHue
MeTuInaparipokcnoenszoara
(B2XKX)

0.040mg/tab

0,040mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoGunonornueckas YHCTOTa

10a) | Total Aerobic microbial count / 20
OG61uee 4HCIo a3pOGHLIX

MHKpPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / OG1ee uucio
TI7IECHEBLIX H JAPOKIKEBBIX

rpubos

<10

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

-~

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusble ¥
TIEHCTBHIO YKETHH

rpamoTpuuarenbHbie GaKTepHu

Absent /OTcyTcTBYIOT

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

104d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytcTBHE B 1 T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absent in 1 g/ OtcytetBue B 1 r

101) | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g / Otcytctue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MPOAYKT COOTBETCTBYET TpeboBaHuaAM HO

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge / SN W,
[okymeHT nposepeH OKK: ’5/C a

Approved by QA In-Charge /
NoxymeHT opobpeH OOK:

P

Date /

[ara: 22 .0t.r01X

Date /
Oara:

22..0): 2025
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CERTIFICATE OF ANALYSIS
k CEPTHOUKAT AHAJTH3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusnt Ne: 485010

Batch Quantity / O6bem cepumn:

5849packs / ynaxosok

AR No / Anasmutigecknii order Ne : ARF/020/2025

Date of Analysis / lata ananmuza: 22.01.2025

Date of Mfg / laTa npon3soacrea: _ 01/2025

Date of Expiry / T'onen no:

12/2027

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

No Result / Pe3yabTaTsl Specification / Hopma
Test / [TokasaTens

11 | Package / YnakoBka Package / Ynaxoska - 20 tablets |Package / Ynaxoska - 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 ina
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 TaGnerox B 25 patient information leaflets in a carton. / ITo 20
ONCTEp M3 NIEHKH * |Tabnetok B GiMcTep M3 NIIEHKH TPEXCAOHHO
NOJHBHHUIXTOPHAHOI (MBX/IT2/TIBAX) n amomuHureBoit onbra. [To 2
(monusTUNSHOBOH/ unu 3 GamucTepa BMECTe ¢ HHCTPYKLUME#H no
MOJHBHHHIUACHRJIOPHAHONH) H  |IPHMEHEHHIO B KapTOHHYI0 mauky. [To 20 tabnerok
anmoMuHneBoi (onsru, mo 25 B OHCTEp M3 NNEHKH NONMBHHUIXIOPUAHOI
OaKCTEPOB B KAPTOHHYIO Mauky |(MOTM3ITUNEHOBOH / TONHBUHMAMAEHXTOPHAHOMH) H
¢ BIOKeHUEM 25 HHCTPYKLUMI amoMHiHIeBol onbru, no 25 GiucTepos B
10 MPUMEHEHHUIO. KapPTOHHYIO Ma4Ky ¢ BAOMKEHHEM 25 MHCTPYKUMil no

MPUMEHEHHEO.

12 Labeling / Mapkuposka According to ND /
B coorserctein ¢ HJ

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

XpaHeHust ~Bbie 25 °C.
14 | Shelf life / Cpok ronnoctu 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cootBeTcTBYET TpeGosaHuam HII

Conclusion : APPROVED /
3akntoueHue: O0OBPEHO

Checked by QC In-Charge / D bLd
[okymeHT nposepeH OKK: ‘-"”;ﬁ’ ]

Approved by QA In-Charge /

JokymeHT oa06peH OOK: =

Date /
HaTta:

25 ~&l.rork

Date /

ﬂa 99 i 7/025
Ta:
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