Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUPUKAT AHAJIM3A

-

Page 1 of4 /Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE", TABJIETKM 13,5 mr

Batch No / Cepusi Ne : 485079

Batch Quantity / O6bem cepun:

5820packs / ynakosox

AR No / AnanmuTiuecknii oruer Ne : ARF/145/2025

Date of Analysis / Jlata anasanza: 23.07.2025

Date of Mfg / lata npoussoacta:  07/2025

Date of Expiry / I'ogen ao:

06/2028

Analysis performed according ND / Ananus nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / MMokasaTeib

Result / PesynbTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTtBeTcTBYET

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. / Ilnockue kpyrisle TabneTku co
CKOIICHHLIMH KPAasAMH OT KOPHUYHCBOI'O JIO TEMHO-
KOPUYHEBOro uBeTa ¢ BKkparmieHusmMu. Ha oaHoi
ctopose TabneTkH BolaaslieHo cioso «CIPLA», na
JIPYTO# - IMHKS pa3ioma.

2 Identification / TTonKHHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CooTseTcTBYET OkpamMBanne aMMHMauHOro pacTBOpa B KPacHbIii
| AHTPaXHHOHORBBIE TIMKO3H/IbI )
. LiBET.
"2b) | Methyl Parahg,drox_vbcnzoale_ 3 Complies / Retention time of the principle peak in the
(HPLC)Y I CooTBeTCTRYET chromatogram of the sample solution should
MeTuanapar i pokcnde H3oaT corresponds to the retention time of the principle
peak in the chromatogram of the Methyl

(BIXX)

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKHUBAHUA OCHOBHOIO IMUKA HA XpomMarorpamme
HCIIBITYEMOIO PacTBOPA A0/HKHO COOTBETCTBOBATh
BPEMEHH YIEePKMBAHHS OCHOBHOI'O ITHKA Ha
XpoMaTorpaMMme CTaHAapTHOrO pacTBOpa
mMeTuianaparuapokcnbensoata (pasaen
«MeTtunnaparuapokcibeH3oar).

3 | Average weight / Cpenuss
Macca I

191.18mg / 191,18mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms toc ND/
Mpumeyanue: Mpoaykr coorsercTayeT Tpebosanmam HI

Conclusion : APPROVED /
3aknwyenue: O0OBPEHO

Checked by QC In-Charge /
ecked by g %‘-—:i

Approved by QA In-Charge /

floxet

HokymeHT nposepeH OKK: HokymeHnT ogobperd OOK:
Date / Date /
.[IZTZ: 2% 072025 fNlata: 29.01. 2004
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIM3A

Page 2 of 4 / Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

IlpoaykT: CEHA,I{E®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485079

Batch Quantity / O6bem cepun:  5820packs / ynakosok

‘AR No / Ananuruueckuii oruer Ne : ARF/145/2025|Date of Analysis / Jlata anann3za: 23.07.2025

Date of Mfg / laTa nponssogcrsa: (07/2025 Date of Expiry / T'oaen no: 06/2028

Analysis performed according ND / Anann3s nposenén no HJ[: IT N013745/01-180522, amend No. 1 dated
09.07.2024 /I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Mokazarens

Result / PesyabTarei Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTE MO Macce

Complies / CootBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OﬂHOpOﬂHOCTb JO3HPOBaHMSA

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce Mnpy BbICYUIHBAHHH
6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacTteopeHue He menee 70 % (Q) cenHo3unos depes 120 Mun
7 | Uniformity of Dosage units / AV =73 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:

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

L1=15.0;L2=25.0.

[Tokazatens npuemmemoctd ans n=10 AV <LI.

B ciyuae, ecnu 3Hauenne AV npeseiaer L1,
NPOBOAAT UCHBITAHHE Ha crenyowmx 20 obpaszuax.
Jns n=30 AV < L1. Bee 3HaueHus Xi D0MKHbI
YIOBJIETBOPSITH HEPABEHCTBY:

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

L1 =150; L.2=25.0.

8 | Assay (Spectrophotometry)
KonnyecTeeHHOE onpejeseHue
(CrnextpodoTomMeTpris)

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

14.25mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,25Mr/1a6 CEHHO3MIOB B [IepecyeTe Ha CeHHO3Ma B B oaHOi
Tabnerke,

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: Mpoaykr cooreeTcTByeT TpeboBanuam HL | 3akntouyenme: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT nposeper OKK: ?jf:t,.} LokymeHT ogoBper OOK: W
Date / - Date /

[ara: Z2%.07.2r02 [ara: 29.01: 2025
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIU3A

Page3 of 4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485079

Batch Quantity / O0bem cepun:

5820packs / ynakogsok

AR No / Apanurnueckuii oruer Ne : ARF/145/2025|Date of Analysis / lata ananuza: 23.07.2025

Date of Mfe / iaTa nponssoacrea:  07/2025

Date of Expiry / I'onen no:

06/2028

Analysis performed according ND / Ananu3s nposeaén mo H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [loka3zaTennb

Result / Pesysibratsi

‘ Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara
(B2XX)

0.039mg/tab

0,039mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuosnoruueckas uucToTa

102) | Total Aerobic microbial count / 30
O0uiee ynco aspobHbIX

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obuiee 1yucno <10
MIECHEBBIX M APONOKEBbIX
rpubon

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10/ g / He Gonee 107 /r
bacteria/ Ycroituussle k
LEHCTBHIO MMM
rpamMoTpHuaTesbHble fakTepun

10 d) | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin 1 g/ OrtcyrcTeue B 1 1

10e) | Escherichia coli Absent /OtcyTcTBYIOT Absentin | g/ Otcyreteue B 1 r

100 °| Salmonella Absent / OtcyTcTByIOT Absent in 10 g / OrcyTetBre B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorBeTcTBYET TpebosaHuam HL

Conclusion : APPROVED /
3aknwoyexHue: OQOBPEHO

Checked by QC In-Charge /
et

HokymeHT npoeeper OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK: ga)\('oj-

Date /

[ara: 2 2.0 Lork

Date /

[ara: AN Zo2 S

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: SENADE TABLETS 13,5 mg

Paged4 of 4 /Crp. 4 u3 4

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485079

Batch Quantity / O6bem cepun:

5820packs / ynakosok

AR No / Asaaurngecknii oruyer Ne : ARF/145/2025

Date of Analysis / laTa anammza: 23.07.2025

Date of Mfg / IaTa npomssoactea:  07/2025

Date of Expiry / I'ogen mo:

06/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01—18052_2, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

-

Noe
Test / [MokazaTte/ib

Result / PesyanTaTs!

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

OaMcTep U3 IUIEHKH
ﬂOJIHBHHHJ'[XJ'IOpHILHOi"[
(rrosMaTHNeHOBOIT/

O MPUMEHCHHEO.

Package / Ynakogska - 20 tablets

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

[MOJIUBUHUITHAC HXJIOPUAHOM)
aNOMHHHEBOI (Qonbru,
OIMCTEPOB B KAPTOHHYIO Ma4yKy
C BIOXKEHHEM 25 HHCTPYKLHI

Package / Vnakoska - 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. / [To 20
TabneTok B 6JIMCTEp U3 IIEHKH TPEXCIIOHHOI
(MIBX/TIS/MBAX) u antomuunesoii onsru. 1o 2
unu 3 Gaucrepa BMeCTe ¢ MHCTPYKUHET 1o
NPUMEHEHHIO B KapTOHHYIO mauky. [1o 20 radnetok
B ONTMCTEp M3 MUICHKU NMOJHBHHUIXIOPHIHOM
(MonMITUNEHOROI / MOMUBHHKWIKAEHXJIOPHAHO#H) 1
amoMuH1eBoi Gonbri, no 25 6nucTepos B
KapPTOHHYIO MAUuKy ¢ BIOMKEHHWEM 25 MHCTPYKLUHii Mo
MPUMEHEHHIO.

no 25

12 Labeling / Mapkuposka According to ND /
B cootBetcTBuM ¢ HJ
13 Storage conditions / Y cioBus In a dry place, at temperature below 25 °C. / B cyxom mecTe npy Temmeparype He
XpaHeHHA J Boite 25 °C.
14 Shelf life / Cpox roraocti 3 years / 3 rona

Remarks : The Product conforms to ND/
MpumeyaHue: NpoaykT cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3akntoyenue: OOJOBPEHO

Checked by QC In-Charge / M

HokymeHT nposepeH OKK:

Approved by QA In-Charge / ; -

[okymeHT ogobper OOK: /

Bate/ . 5 g, o BBE

[ata:

Date /

Oara: 29-01 2025

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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