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Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1 of 4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKHA 13,5 mr

Batch No / Cepus Ne :

485097

Batch Quantity / OdneM cepuu:

5843packs / ynakosog

AR No / Anammruuecknii otuer Ne : ARF/167/2025

Date of Analysis / laTa anaansa:  23.08.2025

Date of Mfg / JlaTa npou3BoacTBa:

08/2025

Date of Expiry / I'onen go:

07/2028

Analysis performed according ND / Ananaus nposeaén no HII: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 o7 09.07.2024

Test / NoxazaTens

Result / PesyabTarsi

Specification / Hopma

Description / Onucanve

Complies / CooTreTcTBYET

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. / [Tiockue kpyrible TabneTH co
CKOLIEHHBIMU KPASMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKparsieHuamu, Ha ogHot
cTopoue TadneTku ebiiaeneHo cioso «CIPLA», na
ApYroil - IMHKSA pasioma.

Identification / [10AIMHHOCTE

2a)

Anthraquinone glycosides /

AHTPAXHHOHOBbLIE [TTHKO3WAbI

Complies /
CoOTBETCTBYET

‘

Ammoniacal solution turns a reddish colour
OKpallnBaHWe aMMMA4YHOTC PacTBOpa B KPACHbINA
LBeT.

2b)

Methyl Parahydroxybenzoate
(HPLCY/
MeTtuanaparuapokcudensoar
{BXX)

Complies /
CooTBETCTBYET

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methy| Parahydroxybenzoate») / Bpems
VASPAKHBAHUA OCHOBHOTO 1K HA XpOMaTOrpaMMe
MCTLITYEMOrO PacTBOPa A0AAHO COOTBETCTBOBATH
BPEMEHH YACPKUBAHUA OCHOBHOTO MUKA Ha
XPOMATOrpaMMe CTaHIapTHOrO PacTBOPa
MeTUInaparuipokcubensoara (pasaen
«MeTunnaparnapokcHbeH3oar).

Average weight / Cpeanss
macca

190.87myg / 190.87mr

| 189.99 mg+7.5% / 189,99 mr +7.5%

|

Remarks : The Product conforms to ND/
Mpumeuanue; Mpoay«T cooTeercTayeT TpebosaHuam HI

Conclusion : APPROVED /
3axmovenune: OJOBPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK:

Approved by QA In-Charge /
HoxkymerT ogobped OOK:

=t o fpicor

Date /
[aTa:

2106 rer

Date /

Nara; AS- 632N

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTH®HMKAT AHAJIM3A

Pape2 of 4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAAE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485097 Batch Quantity / O6nem cepun:  5843packs / ynakoBok
AR No / Anaantuueckuii oruer Ne : ARF/167/2025! Date of Analysis / Jara anannza: 23.08.2025

Date of Mfg / Tara npoussoacrea: _ 08/2025 |Date of Expiry / Toxen no: 07/2028
Analysis performed according ND / Ananus nposenén no H/L: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PeayabTater Specification / Hopma
N Test / flokazaTens
4 | Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets NMT = 7.5 % / 18/20 ne Goaee « 7.3
OIHOPOAHOCTE 10 MACCe %o
] 2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 1 Lossondrying/IloTepsa B 1.8%% NMT 6.0 % / He 6onee 6.0 %
Macce npH BbICYILIMBAHUM

6 Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He smenee 70 % (Q) cerro3naos vepes 120 mun

7 | Uniformity of Desage units / AV =353 The acceptability index forn= 10 AV <LI.
OaHOpOAHOCTE 03HPOBAHINA 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:

iIM-x1| =0,01 = L2 = M.

L1 =150;L2=250

Moekazarens npremiaeMoct 114 n=10 AV < L1,

B cnyuae, ecnu 3Hadexde AV mpesbinaet LI,
MPOBOAT HCNbITaHNE HA cedyrowux 20 ofpasuax.
Adasg n=30 AV < L!. Bce 3naueHus Xi JOTKHbI
YAOBICTBOPATE HEPABEHCTBY:

IM-xi] < 0,01 x L2 x M.

LI =150.L2=25.0.

8 | Assay {Spectrophotometry) ‘ From 12.15 t0 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTBeHHOE  OTIpEeNeHKe 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekTpothoTOMETPHA) O1 12,15 10 15.53 mr (o1 90,0 no 115,0 %)

14.00Mr/Tad CEHHO3MIOB B MepecyeTe Ha CeHHOo3ka B B onnoii
TabaeTke. J
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: Mpoaykr coocTeeTcTayeT TpedosaHuam HO | 3aknioverne: OQOBPEHO
Checked by QC In-Charge / :}ﬂ[ t. o Approved by QA In-Charge/ &7 \\np
. . Kl
HokymeHT nposepeH OKK: o HokymeHT oaoBped OOK:
Date / o e ey K Date / 5 C.0% 2028
) 208N el 25-0% 202
Larta: 23 | Data:
FMQC003-15-10

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

Cipla

Page3 of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAAE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485097

Batch Quantity / O6bem cepHu:

5843 packs / yIaKkoBoOK

AR No/ AHaJHTHUECKHH oT4yeT Nt ¢

ARF/167/2025 Date of Analysis / lata ananmza:  23.08.2025

Date of Mfg / /lata npoussoactBa:  08/2025

Date of Expiry / l'ogen j10:

07/2028

Analysis performed according ND / Anann3 nposeaén no HJI: [1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / [MokazaTens

Result / PesvibTaThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxaune

MCTHIT napamnpoxcnﬁemoma
(BXX)

0.039mg/tab

0.039mr/Tab

0.028 - 0.056 mg/tab. / Ot1 0,028 a0 0.056 mr/rab.

10 | MICROBIAL LIMIT TEST/ MuxpoGuoaornueckas 4ucToTa

102} | Total Aerobic microbial count / 20
Obwee qncao aspobHbIX

MHKPOOPTaHH3IMOB

Not more than 107 cfu/ g / He Goaee 107 /r

0B} | Total combined yeast and mould
count / Ofulee Yucao
NJIECHEBbIX H APOHIKEBBIX

rpubos

<10

Not more than 107 cfu/ g /He Gonee 107 /1

10¢) | Bile tolerant gram-negative
bacteria/ Y cToHUUBbIC K
NEACTBHIO HKEAUN

rpaMoTpHLATeIbHbIe DaAKTEPHH

Absent /OTCyTCTBYHOT

Not more than 107/ g / He 6oaee 10°/r

10d) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin 1 g/ OrcyTetBue B |

{ 10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin | g/ OTcyTcTBHE B 1 T

101 | Salmonelta

Absent / OTCYTCTBYHOT

Absentin 10 g /Orcyrerene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwuenue: OAOEPEHO

Checked by QC In-Charge / %\ to2

Approved by QA In-Charge / q/&w

Date /

OokymeHT rposeped OKK:
22 2wl %cH]
fata: = <

Date /

HokymenrT ogebpeH OOK:
Hata: 2588 202

FMQC003-15-10

Cipla Ltd.,Cipka House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-63. Tuem Industrial Estate. Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIMU3IA

Cipla

Page4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 485007

Batch Quantity / O6nem cepun:  S843packs / ynaxonox

AR No / Anaaurnvyeckuii oruer Ne : ARF/167/2025

Date of Analysis / JaTa anaanza: 23.08.2025

Date of Mfg / /lara mpoussoacTBa:

08/2025

Date of Expiry /Togen g0:

07/2028

Analysis performed according ND / Ananns nposenén mo H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uam. Ne 1 o1 09.07.2024

Test / [TokazaTenn

Result / PesyibTaTs!

Specification / Hopma

11 | Package / ¥nakoBka

Package / ¥naxoska - 20 tablets
in a blister made of
PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [to 20 Tabnetox B
OnucTep 13 NJCHKK
NONHBAHUNXIOPHIHO
{ONUITHIIEHOBOT/
NOJHBHHUITHACHXTOPUIHOH ) 1
amomuHiesoit ¢onbr, no 25
GNUCTEPOR B KAPTOHHYIO MAuKy
€ BJIOXEHHEM 25 UHCTPYKLHI
110 NIPUMEHEHHIO,

Package / Ynaxoska - 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 carten. / [To 20
TabaeToK B 6aMCTED U3 IUIEHKN TPeXCIoRHOH
(MBX/TT/TIBJIX) u amomunnesoi doasry. [lo 2
uny 3 OaucTepa BMECTE ¢ HHCTPYKLHEH NO
NPHMEHEHHIO B KAPTOHHYIO nauky. [1o 20 Talnetok
B 0JMCTEP U3 MICHKH MOIUBHHUAXAOPUAHOM
(noaudTHAeHOBOH / NONUBUHUANLEHXAOPUAHOI) 1
aoMHHUEBOR Gonbri, no 25 Ganctepoes B
KAPTOHHYIO NAUKY C BIOKEHHEM 25 HHCTRYKUUHA 1O
MPUMEHEHUIO.

12 Labeling / Mapkuposka

According to ND /

B cooteeteTBUM ¢ HJL

13 Storage conditions / V¢a0BHA
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyXoM MecTe Np Temneparype He

Boiwe 25 °C.

14 Shelf life / Cpok roaHocTy

3 years/ 3 roga

Remarks : The Product conforms to ND/
Npumeuaume: MNpoaykT cootseTcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3awouenme: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / (/ wap.
OokymeHT ogobpen OOK: A e

DokymeHT npoeepeH OKK: P
3 D
P 51 0or0rs Do 2508

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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