Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

-

Page 1 of 4 /Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485064

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Ananarauecknii oruer Ne : ARF/090/2025 |Date of Analysis / laTa ananusa: 29.03.2025

03/2025

Date of Mfe / [lata npoH3BOJACTBRA!

Date of Expiry / T'osen no:

02/2028

Analysis performed according ND / Anajiu3 npoBeéH no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / IlokazaTtesnb

Result / PesyabTaThbl

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. / [Tnockue Kpyribie TabIETKH CO
CKOLLEHHBIMH KPaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPWYHEBOTO LIBETA C BKparieHuaMu. Ha onHol
cropone TabneTku BoinasieHo cinoso «CIPLA», Ha
JpyTO¥i - JIMHHA pasjioma.

2 Identification / ITognHHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OkpaluvBaHie aMMHAYHOTO PacTBOpa B KPacHbIH
AHTpaxMHOHOBbIE TITHKO3N/1bI .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTseTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeHzoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKMBAHHST OCHOBHOTO MHKa Ha XPOMATOrpamMMe
UCIBITYEMOIO PACTBOPA JOJIACHO COOTBETCTBOBATh
BpeMeHH YIEPKHBAHUA OCHOBHOTO TTHKa Ha
XpOMATOrpamMMe CTaHAapTHOTO pacTBOpa
meTunnaparuapokcubensoara (pasaesn
«MeTunnaparupokcudeHsoar).

3 | Average weight / Cpennsis
macca

189.32mg / 189,32mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MPo/yKT COOTBETCTBYET TpEOOBaHMAM HAO

Conclusion : APPROVED /
3akntoyenme: OQOBEPEHO

NokymeHT nposepeH OKK:

Checked by QC In-Charge / @

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

B

Date /
Jara:

2—“ A 0:) L} LJ)'L.’)"

Date /

[ara: 249.9%.2025
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHDPHUKAT AHAJIM3A

Page2 of4/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No/ Cepusi Ne : 485064

Batch Quantity / Oobem cepun:  5846packs / ynakoBok

'AR No / AnaanTnueckuii oruer Ne : ARF/090/2025

Date of Analysis / lata ananu3za: 29.03.2025

Date of Mfg / Jlara npoussoacrsa:  03/2025

Date of Expiry / 'ogen go: 02/2028

Analysis performed according ND / Auanu3s nposenén no HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [MokazaTennb

Result / PesyabTarsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOJIHOCTE 110 Macce

Complies / CootercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [loTeps B 1.9%

Macce 1pu BbICYUIHBAHHUH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 77-87%

Pactsopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenHo3nnoB vepes 120 mun

7 | Uniformity of Dosage units /
OnHOPOMHOCTH NO3HPOBAHHA

AV=52

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=230

AV < L1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=250.

[Tokazarens npuemnemoctu s n=10 AV < L1.

B cnyuae, ecnu 3Hauenwe AV npesbiwaert L1,
MPOBOAAT MCTbITaHHE Ha creaytouiux 20 obpasuax.
Jnan=30 AV < L1. Bece 3Ha4yeHus Xi 10K Hbl
YHAOBJIETBOPATEL HEPABEHCTBY:

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

L1 = 15,0; 1.2 =25,0.

8 | Assay (Spectrophotometry)
KonuyecTBenHoe onpeneneHue
(CriextpopoTomeTps)

14.01mg/tab /

14,01mr/Tab

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 %)
CEHHO3MIOB B MepecyeTe Ha CeHHO3uA B B o1HOM
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooteercTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwovenue: OOOBEPEHO

Checked by QC In-Charge / i. ;

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

-

Date /
Hara:

OokymeHT nposepeH OKK:
29 0%, Loy

Date /
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Cipla

CERTIFICATE OF ANALYSIS |
. CEPTH®HUKAT AHAJIM3A

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485064

Batch Quantity / O6bem cepuu:

5846packs / ynakoBok

AR No / Ananatruecknii orger Ne : ARF/090/2025|Date of Analysis / [lata ananu3za: 29.03.2025

Date of Mfg / lata nponssoacrsa: _ 03/2025

Date of Expiry / 'onen mo:

02/2028

Analysis performed according ND / Anaau3 nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / llokaszarens

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepixanue
MeTHlnaparuapokcubensoara
(BO¥KX)

0.042mg/tab

0,042mr/Tab

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

10 | MICROBIAL LIMIT TEST/ Mukpo6Honora4eckas 44CToTa

10a) | Total Aerobic microbial count / 10
OOuee YKUcs10 a3poOHBIX

MHWKpPOOPraHM3MOB

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / OB1iee uucno
MJIECHEBLIX H JPOHIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ VcroiiuuBble K
NEUCTBHIO XKETUH

rpaMoTpHLIaTeNbHblE DaKTEPUH

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin | g/ OrcytcTBHe B I T

10¢) | Escherichia coli

Absent /OTcyTCcTBYIOT

Absentin 1 g/ OtcytcTBUe B 1 T

101) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g /OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTBYeT TpeboBaHnamM HIl

Conclusion : APPROVED /
3aknroyeHue: ONOBPEHO

Checked by QC In-Charge / (@{\}

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FE

Date /

[okymeHT npoeepeH OKK:
[ara: 29 o3 oy

Date /

[ara: 29.02.2025

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

485064

Batch Quantity / O6bem cepun:

5846packs / ynakoBok

AR No / Amanuradeckuii oruer Ne : ARF/090/2025

Date of Analysis / laTa anaamza:  29.03.2025

Date of Mfg / lara npoH3BOACTBA:

03/2025

Date of Expiry / I'ojen no:

02/2028

Analysis performed according ND / Asanu3 nposeaén mo HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [loka3zaTens

Result / PesyabTatst

Specification / Hopma

11

Package / ¥ nakoBka

Package / Ynakoska - 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 TaGneTok B
BrucTep U3 MIIEHKH
MOMUBUHUIXJIOPHAHOH
(MonMITUIEHOBO/
MONMHBHHUIHAESHXIOPUAHOI) 1
anoMHHUEBOit (onbry, no 25
O/MCTEPOB B KAPTOHHYFO Ma4yKy
C BJIOYKEHHEM 25 MHCTPYKLHH
Mo NPHMEHEHHTO.

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. / ITo 20
TabneTok B OJIHCTEP W3 MIEHKH TPEXCIOHHON
(MBX/TI/TIBIX) u antomutneBoii doneru. [To 2
uitK 3 6aucTepa BMECTE ¢ MHCTPYKLUME 1o
npUMeHeHUo B kapToHHyo nadky. [To 20 Tabnetok
B GIMCTEP W3 TUIEHKH MOJMBUHUIXIOPUIHOM
(MONMATHIIEHOBOH / MONMUBHHHITUAEHXJIOPUAHOI) W
aMIOMHHHEBOI (onbru, o 25 6IMCTEPOR B
KapTOHHYIO auKy C BJIOMeHUeM 25 UHCTPYKUMH no
NPUMEHEHUIO.

12 Labeling / MapknpoBka According to ND /
B cootercTBuun ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHus Bbiwe 25 °C.
14 Shelf life / Cpok rogHocTu 3 years/ 3 rozga

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooteeTcTByeT TpebosaHuam H/l

Conclusion : APPROVED /
3axknwoyenune: OQOBPEHO

Checked by QC In-Charge / (@

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

FhE

Date /

HokymeHT npoeepeH OKK:
fata: 29,08 Lory

Date /

29:03%.20256
[ata:

FMQC003-15-10
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