Cipl

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A

Pagel of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayer: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485027 Batch Quantity / O0bem cepun:  5846packs / ynakoBok
AR Ne / Ananntauecknii otuer No 1 ARF/043/2025|Date of Analysis / lata anamusa:  12.02.2025
01/2025 Date of Expiry / Tonen no: 12/2027

Date of Mfg / iaTa npou3soacTBa:

Analysis performed according ND / Ananns nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PesyasTaThi

Test / flokazatenn

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. / [Tnockue kpyrabie TadbaeTiu o
CKOLUICHHBIMH KPasMH OT KOPHIHEBOTO 10 TEMIIO-
KOPHYHEBOTO 1IBETA ¢ BKpanneHusamu. Ha oauoii
cTopoHe Tabnerku BoinasneHo cnoso «CIPLA», Ha
JpYroii - TUHKA pasaoma.

2 Identification / TlopnuHHOCTB

Ammoniacal solution turns a reddish colour /

2a) | Anthraquinone glycosides/ Complies /
) CooTBeTCTRYET OxpalunBaHue aMMHAYHOrO PacTBOpPa B KPACHLIH
AHTPaXHMHOHOBBIE TIIHKO3H/1bl fiiiges:
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTByeT chromatogram of the sample solution should
MeTtunnaparsuapokcnieH3oar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepPHUBAHHS OCHOBHOTO IMUKA HA XPOMATOrPAMME
HCIIBITYEMOrO pacTBOpa A0MKHO COOTBETCTROBATE
BPEMEHH YAEPH HBAHHA OCHOBHOIO I1HKa Ha
XPOMATOrpaMMe CTAHIAPTHOrO PacTsopa
merTunnaparuipokcndensoara (pasien
«MeTunnaparuapoxcudeHsoar).

Average weight / Cpennaa
mMacca

)

192.96mg/ 192,96mr

189.99 mg £7.5% / 189,99 Mr+7,5%

Remarks : The Product conforms to NDf
Npumeyanue: MNpoaykr cootseTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3axknwvuenue: OOOBPEHO

Checked by QC In-Charge / ol s
HokymeHT nposeped OKK: g‘jo’E-

Approved by QA In-Charge /
HokymeHT ogobpeH OOK; &

Date /

fara: l2-c2.2 e

Date /

| 1022025
[aTta:
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- CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

-

Page2 of 4/ Crp.2 n3 4

Product: $ENADE TABLETS 13.5 mg

Hpeayxr: CEHAJE", TABJETKH 13,5 mr

.|Batch No / Cepusi Ne: 485027

Batch Quantity / O6nem cepuu:

5846packs / ynakosor

AR No / Ananutavecknii oruer Ne : ARF/043/2025 | Date of Analysis / Jara ananusza: 12.02.2025

Date of Mfg / ara npouszsoacrea:  01/2025

Date of Expiry / Tonen po:

12/2027

Analysis performed according ND / Ananu3s nporeaén no H/I: I1 N(G13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Iloxasareln

Noe Result / Pesyabrars

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTS N0 Macce

Complies / CooTBeTCTBYET

18720 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / Iloreps B 1.8%
Macce MpH BeICYLIUHBAHUH

NMT 6.0 % / He Gonee 6,0 %

OnHOPOAHOCTL AO3HPOBAHHS

6 | Dissolution/ 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PactopeHue He menee 70 % (Q) cennosugos uepes 120 mun
7 | Uniformity of Dosage units / AV=5.0 The acceptability index forn=10 AV <LI.

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.

Ll = 15,0, L2=250.

IMokaszarens npuemmemMoctd i n=10 AV < L1.

B cnyuae, ecnu 3navenue AV npessiiaer L1,
NPOBOAAT MCMBITAHME Ha cneayrounx 20 obpasiax.
Hns n=30 AV < L1. Bce 3HaueHus Xi JOMKHB
YIOBJIETBOPATH HEPABEHCTBY:

[M-xil <0,01 x L2 x M.

Ll=15,0:12 =25,0.

§ | Assay (Spectrophotometry)
KonuuecTReHHoe onpenenexue
(CnextpodoTomerpns)

14.05mg/tab /

14,05mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CCHHO3MJIOB B Mepecuere Ha ceHHo3ua B B oaHoii
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT coorsetcTByeT TPeboBaHUAM H

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge / _”_c(/;_\/-t;_p
HoxymeHT npoeepeH OKK: v

Approved by QA In-Charge / W
[okymeHT ogobpen OOK: ¥

Date /

ﬂaTa; \LO 2,"1__5')_{

Date /

=
| 02 200205
[ata:

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIVI3A

-

Page 3 of 4/ CTp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHANIE®, TABJIETKH 13,5 mr

Batch No/ Cepnn Ne: 485027 Batch Quantity / O6bem cepun:  5846packs / ynaxoBok
AR No / Anaantuueckuii oruer Ne : ARF/043/2025|Date of Analysis / lara anammsa:  12.02.2025
01/2025 Date of Expiry / I'ogen fo: 12/2027

Date of Mfg / laTa npoussoacrsa:

Analysis performed according ND / Ananus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesynbTaThbl

Test / TloxkaszaTennb

Specification / Hopma

9 | Content of Methyl _
parahydroxybenzoate{HPLC)/
ConepsxaHue
MeTHanaparuapokcubensoara
(B2XKX)

0.041mg/tab

0,04 1mr/tad

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

10 | MICROBIAL LIMIT TEST/ MuxpoOuoiorsyeckas 4ucToTa

102a) | Total Aerobic microbial count/ 20
OBuiee umncsio adpobHbIX Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gosee 107/

count / OGLuee uneso
MICCHEBbIX 1 APOIKAEBbIX
rpudos

<10

10¢) | Bile tolerant gram-negative
bacteria/ YcToliuusbie K
AefiCTBUHIO KETUH

rpaMoTpHLATEeIbHBIE GakTepHi

Absent /OTcyTcTBYIOT

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

10.d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyteTBHe B | T
10 ¢) | Escherichia coli Absent /OTeyTCTBYIOT Absentin 1 g/ OrcytctsueB I r
101) | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooteTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3axkntoyenue: OOOBPEHO

Checked by QC In-Charge / .
NokymeHT nposepeH OKK: 996-:@‘9

Approved by QA In-Charge /
OoxymeHT ogobper OOK:

N
S

Date /

e Mo AT

Date /

O 0T
[arta: 1z i §

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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s CERTIFICATE OF ANALYSIS
' CEPTHOHKAT AHAJIM3A

-

Paged4of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE", TABJAETKMH 13,5 mr

{Batch No / Cepust Ne: 485027

Bateh Quantity / OGvem cepnu:

5846packs / ynaxosor

AR No / Ananutugecknit orger Ne : ARF/043/2025

Date of Analysis / JaTa anann3a:

12.02.2025

Date of Mfg / Jata npoussoacrsa:  01/2025

Date of Expiry / I'ogen no:

12/2027

Anaiysis performed according ND / Ananus nposenén mo HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / Moxkazatens

Result / PesyasTars!

Specification / Hopma

11 | Package / Yrakoska
in a blister made of

OaucTep U3 NISHKK

(MonUAITHIEHOBOH/

T10 NPUMEHCHHUIO.

Package / Ynaxosxka - 20 tablets

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

NOJUBHHHIXIOPHAHOM

MOJIHBUHHIHAEHXIOPHIHOIM) 1
AMIOMUHMEBOH (osibru, 1o 25
ONUCTEPOB B KAPTOHHYIO MUKy
C BIOJKEHHEM 25 HHCTPYKUMH

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. / ITo 20
TadneToK B OsIHCTEp M3 NAGHKH TPEXCnoiiHoil
(NBX/M2MBAX) n amomubueBoi dosru, ITo 2
unH 3 bructepa BMECTe ¢ HHCTPYKLUHMeit 1o
MpUMEHEHHIO B KapToHHyo navky. ITo 20 tabnetox
B OITHCTEp U3 MICHKH MONABHHUIXIOPHIHOH
(momu3aTHNEHOBOM / MONHBHHUIIMAEHXJIOPUAHOIT)
amoMuHUeBOH (honbru, no 25 GnucTepor B
KapTOHHYIO MauYKy C BIOMEHHEM 25 MHCTPYKUHH MO
MPHUMEHEHHUEO.

12 Labeling / Mapkuposka According to ND /

B coorBercTeum ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs! BbiLe 25 °C.

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

3 years /3 roga

Shelf life / Cpok rognocti

Remarks : The Product conforms to ND/
Mpumeuanue; MNpoaykT cooTBeTcTeyeT Tpebosanuam HO

Conclusion : APPROVED /
3akntwoyeHue: O0OBEPEHO

Checked by QC In-Charge / P
[lokymeHT nposepeH OKK: 351“""

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

Date /
[ara:

oL 12l

Date /

Nara: {22+ 02-~ 2025

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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