CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3ZA

Cipla

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484170

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Auanzruuecicuii oruer No : ARF/275/2024

Date of Analysis / JMaTa anannza: 04.01.2025

Date of Expiry / I'ogen go: 11/2027

Date of Mfg / Jlata nponssoacrsa:  12/2024

Analysis performed according ND / Ananu3 nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloxa3aTelib

No Result / PesyabTaTet

Specification / Hopma

1 Description / OnucaHue

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. / TInockue kpyrasie Tabnetku co
CKOLIEHHBIMH KPasiMH OT KOPHUYHEBOTO 0 TEMHO-
KOPHYHEBOro uBeTa ¢ BKparnneHnaMiu. Ha oaHoit
cropoue Tadnetky BohinasneHo cinoso «CIPLA», Ha
LpYro# - THHUA pasioma.

2 Identification / IloanuuHoCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpawuBaHugé aMMHAYHOrQ PacTBOpa B KpacHblit
AHTPaxHHOHOBbLIE [JTHKO3H/bI i 7
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYeT chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHKUBAHUS OCHOBHOIO IMHKa HA XPOMaTOrpaMme
HCIBITYEMOTrO PacTBOPa AOMKHO COOTBETCTBOBATE
BPEMEHH YIePIKHBAHHUA OCHOBHOIO IMUKa Ha
XpOMAaTOrpaMMe CTaHIApTHOTO pacTBOpa
MeTHanaparuapokcubenzoara (pasaen
«Merunnaparuapokcubenzoar).

3 | Average weight / Cpeass
macca

187.81mg / 187,81mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyuanue: Mpogykt cooTeeTcTayeT TpeGosanHuam HI

Conclusion : APPROVED /
3akntovyeHue: OQOBPEHO

Checked by QC In-Charge / =
[okymeHT nposepeH OKK: 6;6«

Approved by QA In-Charge /
HokymeHT opobper OOK:

v

Date /

fata: 94 etarers

Date /

Nara: 0\ .0\-2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page2 of 4/Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg Iponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepag Ne: 484170 Batch Quantity / O6neM cepum:  S843packs / ynakoBok

AR No / Ananurryeckuii oruer Ne : ARF/275/2024|Date of Analysis / Jara apaansa: 04.01.2025

Date of Mfg / lara nponssogcrsa:  12/2024 Date of Expiry / Togen oz 11/2027

Analysis performed according ND / Amamms nposenén mo HIT: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. N2 1 o1 09.07.2024

Ne Result / PesyapTaThl Specification / Hopma
Test / IloxazaTens »

4 | Uniformity of weight / Compilies / CooTBeTcTRYET 18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee 7.5
OIHOPOIHOCTE [0 Macce %

. 2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [Totepsa B 2.3% NMT 6.0 % / He Gonee 6,0 %

MacCe NMPH BRICYITHBAHIH

6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 mihutes
Pactropenue He smenee 70 % (Q) cernoznnor wepes 120 MyuH

7 | Uniformity of Dosage units/ . AV =37 The acceptability index forn= 10 AV <L1.
OnHOPOIHOCTE KO3BPOBAHNA 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 = L2 x M.

L1=150;1L2=25.0,

[Tokazarens npuemneMocts ang n=10 AV < LI,

) B cnyuae, ecnu 3nadenne AV npepsimaer L1,
TTPOROST UCHIBITAHME Ha Clemyromux 20 obpazuax.
HOran=30 AV = L], Bee aHaueHus X1 QOMKHE!
YIOBNETBOPATE HEPABSHCTBY:

IM-xi} <0,01 x L2 = M.
L1=15,0; L2 =25,0. ]

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuaecTpensoe  onpeneleHue 14.10mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnextpodioTomerpus) : Ot 12,15 30 15,53 mr (o1 90,0 1o 115,0 %4)

14,10Mr/1a6 CEHHOZMAOB B [IepecyeTe Ha CeRHOINA B B omHOH
TaGnerxke,

Remarks : The Product conforms to ND/f
Mpumeuanne: MNpogykr cooTBeTeTBYET TpeboraHuaM HO

Conclusion : APPROVED /
awnwvyerne: OLOOBPEHO

Checked by QC In-Charge / -~
OokymeHT nposepeHd OKK: ?3-0»}‘/_)

Approved by QA In-Charge /
DoxymeHT opaobpern OOK:

AR

Date /

fata:  © foh LOLE

Date /

ﬂaTa: OL\ «Q \-?/02/5

.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484170

Batch Quantity / O0bem cepuu:

5843packs / ynakoBok

AR No / Ananurnuecknii oruer Ne 1 ARF/275/2024 |Date of Analysis / lata ananu3sa: 04.01.2025

Date of Mfg / laTa npoussoacrsa:  12/2024

Date of Expiry / I'onen jo:

11/2027

Analysis performed according ND / Auau3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uizm. Ne 1 ot 09.07.2024

Test / Iloka3zaTtennb

No Result / PesysibTaThl

Specification / Hopma

0.044mg/tab

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepikanue
MEeTHNaparuapokcHbensoara 0,044mr/1ab
(BOXKX)

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

10 | MICROBIAL LIMIT TEST/ Mukpo61onoruueckas 4iucTora

102) | Total Aerobic microbial count / 20
O01ee 4ucso aspobHbIX

MHKPOOpPraHu3moB

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

10b) | Total combined yeast and mould
count / Obuee uucno
TUIECHEBBIX H IPONOKEBLIX

rpubor

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Y croiiuussie K
NEeUCTBHIO KEMUH

rpamMoTpUuaTenbHble faKTepuu

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCcTBYIOT

Absentin 1 g/ OtcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin 1 g/ Otcyrcreue B 1 ¢

10f) | Salmonella

Absent / OTcyTeTBYIOT

Absent in 10 g / Orcytcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT COOTBETCTBYET TPEBGOBaHNAM HO

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge /
JokymenT nposepeH OKK: %C’J’

Approved by QA In-Charge /
[HokymeHT ofobpen OOK:

A

Date /
Jarta:

© X ot 2028

Date /

[ata: 0\4-0\.202.5

FMQC003-15-10

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




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

484170

Batch Quantity / O6bem cepuu:

5843packs / ynaxkoBok

AR No / Auajsradecknii order Ne : ARF/275/2024

Date of Analysis / lata anannza: 04.01.2025

12/2024 Date of Expiry / 'onen jo:

11/2027

Date of Mfg / [laTa npousBoAcTEa:

Analysis performed according ND / Auann3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024 .

Ne

Test / IToxkasareib

Result / Pesyastarsl

Specification / Hopma

11 | Package / YnakoBka

Package / ¥Ynaxosxa - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / TTo 20 TabneTok B
GnucTep U3 NICHKH
NOJIMBUHHUJIXIOPHAHOMH
(MONUITHNEHOBOH/
OTHBHHHUIIHASHXIOPHIHOI) 1
amoMHHuEeBo#H donbru, no 25
OnHCTEPOB B KAPTOHHYIO MAYKY
C BJIOMKEHHEM 25 HHCTPYKLUMH
0 MPUMEHEHHIO.

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. / TTo 20
Tabnetok B GMUCTEP W3 NIEHKH TPEeXC0iHOH
(MBX/TI2/MIBAX) » antomuHuesoii donsru. ITo 2
unu 3 Gaucrepa BMeCTe ¢ MHCTPYKLIMEH 1o
MPUMEHEHHIO B KapTOHHYO nauky. [To 20 tabnerok
B GiHcTep U3 MIEHKH MOJTHBHHUIXITOPHIAHOMN
(NMOMMATHNEHOBOH / MONHBUHHANAEHXIOPHAHON) U
amoMuHucgoﬁ (oneru, no 25 GnMCTEPOR B
KapTOHHYIO MAayKy C BJAOKEHHEM 25 HMHCTPYKLUMit no
MPHMEHEHHIO.

12 Labelihg / MapkupoBka

¢

According to ND/

B cootsercteumn ¢ HJ]

13 Storage conditions / Ycnosus
XpaHeHHs

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

Beime 25 °C.

14 Shelf life / Cpok rogHocTH

3 years/ 3 roaa

Remarks ; The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTyeT Tpebosaruam HJ

Conclusion : APPROVED /
3aknroyenue: OOOBEPEHO

Checked by QC In-Charge / %\Q/EJ

[okymeHT npoBepeH OKK: i

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /
Nara:

OO 2roLE

Date /
[ara:

OY .0\ 2025

FMQC003-15-10

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