Ciple

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIM3A

Page 1 of4/Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepnst No: 485024

Batch Quantity / O6bem cepun:

5843packs / ymakoBok

AR No / Ananurauecknii otuer Ne : ARF/040/2025|Date of Analysis / laTa anaanza: 07.02.2025

Date of Mfg / lata npon3soacrea:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Anaans nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/61-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesysibTaTsl

Test / IToxkazaTenb

Specification / Hopma

1 | Description / Onucarue

Complies / CooteTcTByEeT

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 kpyrnsie TabneTky co
CKOLIEHHBIMH KPasMK OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO LBETA ¢ BKpamneHuaMu. Ha oanoii
cropoHe TabneTku BolaasneHo cnoso «CIPLA», na
NPYroit - TUHUA pasnoMa.

2 | Identification / IToaiHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OxpaluBaHne aMMHaYHOIO pacTBOpa B KpacHblii
AHTPaxvHOHOBbLIE MTHKO3M/IbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTCcTBYET chromatogram of the sample solution should
MerunnaparsapokcibeH3oaT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHUA OCHOBHOTO MHKAa Ha XpOMaTorpaMme
HCIBITYEMOTrO PACTBOPA HOKHO COOTBETCTBOBATh
BpEMeHH yIep)KHBaHHS OCHOBHOTO ITHKa Ha
XpomarorpaMme CTaHAapTHOrO pacreopa
meTHnnaparpapoxcudensoara (pasnen
«MeTunnaparuapokcubensoar).

Average weight / Cpennas
macca

L

190.83mg / 190,83mr

189.99 mg =7.5% / 189,99 mr £7,5%

Remarks ; The Product conforms to ND/
Npumeyanue: MNMpoaykr cooTeeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknroyenune: O0OEPEHO

Checked by QC In-Charge / TP
NokymeHT npoBepeH OKK: ﬁe’

Approved by QA In-Charge /
[JokymeHT ofobpeH OOK:

Date /

L = Ty 4% . 263
fata: T-02 1ok

Date /

(8] 8 T o o M %1’5
[ara:

FMQCO003-15-10
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CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Cipla

Page2 of 4 /Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJAETKH 13,5 mr

Batch No / Cepus No @ 485024

Batch Quantity / O6bem cepnn:

5843packs / ynakosox

AR No / Ananutnuecknii oruer Ne : ARF/040/2025

Date of Analysis / lara ananuza: 07.02.2025

Date of Mfg / [lata nponssoacra:  01/2025

Date of Expiry / I'ogen no:

12/2027

Analysis performed according ND / Anann3 nporezén mo HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, usm. Ne 1 ot 09.07.2024

No

Test / Moxazareb

Result / PesynabTarthbl

Specification / Hopma

4 | Uniformity of weight/

Complies / CooTBeTCTBYET

18/20 tablets NMT £ 7.5 % / 18/20 me Gonee £ 7,5

OﬂHDpO,[[HOCTb JO3HpOBaHHs

OAHOPOAHOCTE IO Macce Y%
2/20 tablets NMT +15% / 2/20 He Gonee + 15%
5 | Loss ondrying / [Toteps B 2.3% NMT 6.0 % / He 6oaee 6,0 %
Macce npu BbICYIIUBAHIH
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennoznnos uepes 120 mux
7 | Uniformity of Dosage units / AV'=15.3 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,

L1 =15.0; L2=25.0.

[Moxasatens npuemmemocty st n=10 AV <L1.

B cnyyae, ecnu 3navenne AV npessrmaér L1,
NPOBOMAT HCTIbITAHNE Ha caeaytomux 20 odpasuax.
Jns n=30 AV < LI, Bee 3HaueHNA Xi NOMKHBI
YIOBNETBOPATH HEPABEHCTRY:

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

Ll =150;1L2=250.

8 | Assay (Spectrophotometry)
KonuuectBeHHoe onpeleneHue
(CnektpodoTomeTpus)

14.11mg/tab /

14,1 1mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 10 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3M/I0B B MepecyeTe Ha ceHHo3ua B B ogHoit
TabneTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooteeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntovyenune: O0OBEPEHO

Checked by QC In-Charge/  _ i
LokymeHT nposepeH OKK: ’jiw

Approved by QA In-Charge /

[lokymeHT opoBpen OOK: @5]’5;

Date /

[ara: o T 0L Loy

Date /

Hars 0840 2ar Zgl ¥
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDPHUKAT AHAJIM3A

Page3 of 4 /Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJETKH 13,5 mr

Batch No/ Cepun No: 485024

Batch Quantity / O6bem cepun:

5843packs / ynakosor

AR No / Ananurnuecknii oryer Ne : ARF/040/2025|Date of Analysis / lara ananmnza: 07.02.2025

01/2025

Date of Mfg / lata npon3soacTsa:

Date of Expiry / 'onen no:

12/2027

Analysis performed according ND / Ananns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / Pesynbrars!

Test / Tlokazarens

Specification / Hopma

9 | Content of Methy!l 0.042mg/tab
parahydroxybenzoate(HPLC)/
Coaepsanne
MeTHInaparuapokcubersoaTa 0,042Mr/126
(BOXX)

0.028 —0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruueckas 4Y1cToTa

10a) | Total Aerobic microbial count / 30
O61wee yuca0 a9polHBIX

MHKPOOPTaHH3MOB

Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / OGruee uncio
TITECHEBLIX W [IPOAOKEBbIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuuseie K
JNeHCTBHIO XKenuu

rpamMoTpulaTesibHbIe GaKTEP HH

Absent /OTeyTCTBYIOT

Not more than 10°/ g / He 6onee 107 /r

10 d) | Staphylococcus aureus

Absent /OtcyTeTBYIOT

Absentin | g/ OrcytetBueB 1 r

10¢) | Escherichia coli

Absent /OtcyTcTByioT

Absentin 1 g/ OrcyrctBue B 11

101) | Salmonella

Absent / OtcyreTByioT

Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyauue: MNpoaykT cooTeeTCTBYET TpeGosaHuam HL

Conclusion : APPROVED /
3aknwyenue: O0OEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: 7;&1“) JokymeHT onobpeH OOK: Cg}@f"f‘l{t :
E::T,Zl 07-02 Lors B:_f,z:[ 0102 rpwrs
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Cipla

s CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Bateh No / Cepust Ne: 485024

Batch Quantity / O%bem cepun:

5843packs / ynakoBok

AR No / Auanurnuecknii oruer No : ARF/040/2025

Date of Analysis / lata anamuza: 07.02.2025

Date of Mfg / lara nponssogcrea:  01/2025

Date of Expiry / T'oxen no:

12/2027

Analysis performed according ND / Ananus nposeaén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PeayabTaTsl Specification / Hopma
Test / [Tokazarenb

11 | Package / Ynakoska Package / Vnakoska - 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. / Io 20 Tabnetox B 25 patient information leaflets in a carton. / ITo 20
OnucTep M3 NNeHKH TabNeToK B ONHCTEP W3 NIEHKH TpeXcaoiHo#H
TOJIHBUHHIXTOPHIHOM (IBX/II2MIBAX) n amomunuenoii doasru. ITo 2
(monHITHIEHOBOI/ uin 3 GiucTepa BMecTe ¢ HHCTPYKLUHE Mo
MOJIMBUHMIHICHXJIOPHIHON) U |IPUMEHEHHIO B KapTOHHYIO nagky. ITo 20 Tabnerok
anoMHHUEBOH (ponbru, no 25 B O/MCTEp W3 MUIEHKH MOJHBHHHIXJIOPHIHOM
G1HCTEPOB B KAPTOHHYIO Ma4Ky |(MOHITHIEHOBO / NOMMBHHHIMAEHXIOPHIAHO) 1
¢ BJIOMEHHEM 25 HHCTPYKIHIH AMOMHHUEBOMH (onbru, no 25 6aucTepos B
N0 NPHMEHEHHUIO. KapTOHHYIO MayKy ¢ BIOXKEHHEM 25 HHCTPYKLU 110

MPHUMEHCHHIO.

12 Labeling / MapkunpoBka According to ND /
B cootserctuu ¢ HJ

13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxoM MecTe Ipi TeMOepaType He

XpaHeHHA sbiwe 25 °C.
14 Shelf life / Cpok roaHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanue: MpoaykT cootsercTayeT Tpebosaruam HA

Conclusion : APPROVED /
3aknwyenune: O0OBEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: —‘—:6 s

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

Date /

© T i '
ﬂaTa: 02 .ro>

Date /
[fara:
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