Cipia

- CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A
Page1o0f4/Crp.1mu34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 485066

Batch Quantity / O6bem cepun:  5844packs / ynaxosox

AR No / AnanuTrdecknii oTyer Ne : ARF/092/2025| Date of Analysis / laTa anannza: 01.04.2025

Date of Mfg / laTa npou3soacrea:  03/2025 Date of Expiry / T'onen no: 02/2028

Analysis performed according ND / Anasmm3 nposenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09,07.2024 / 11 N013745/01-180522, uam. Ne 1 ot 09.07.2024

o Test / IoxazaTemn

Result / PesymTaTsi Specification / Hopma

1 | Description / Onncanue Complies / CootBercTByer 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. / IInockne xpyrisie TabneTku co
CKOIIEHHbIMH KPasMH OT KOPHYHEBOTO A0 TEMHO-
KOPHYHEBOrO LiBeTa ¢ Bkparnennamy. Ha onso#
cropore Tabnerxn BriaBneHo caoso «CIPLA», va
ZPYTOii - THHHS Pa3aoMa.

2 | Identification / [TowmBHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
P S T CootBercrByer OxpalnHBaHKHEe AMMHAYHONO PACTBOPA B KPACHSIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBercTBYET chromatogram of the sample solution should
MeTtammaparsapokcabensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAEKHBAHAA OCHOBHOTO IHKA HA XPOMATOrpaMMe
HCOBITYEMOT0 PACTBOPA [I0JDKHO COOTBETCTBOBATH
BPEMEHH YAEP)KHBAHHS OCHOBHOIO MMHKA HA
XpOMAaTOrpamMMe CTAHJAPTHOTO PacTeopa
MmeTunnaparuapokcubensoara (pasgen
«Mernmaparunpoxcuabenszoar).

3 | Average weight / Cpennss
macca

190.55mg / 190,55mr 189.99 mg +7.5% / 189,99 mr £7,5%

¥

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanne: Mpoaykr cooTeeTcTRyeT TpeboBaHuam HL | 3axmoyenune: OQOBPEHO

e(.041225

[ara:

Checked by QC In-Charge / -+ 9 Approved by QA In-Charge /
[okymeHT nposepeH OKK: %" ; LokymenT opo6per OOK: %
Date / Date /

02 0Oy.2025

[ara:

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
CEPTHOHUKAT AHAJTHA3A

Cipla

Page2 of4/Crp.2 3 4

" |Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 485066 .

Batch Quantity / O6bem cepan:  5844packs / ynakosox

AR No / Anaanrnyecknii oruer Ne: ARF/092/2025

Date of Analysis / laTa ananm3a: 01.04.2025

Date of Mfg / IaTa npoussoacrsa: _ 03/2025

Date of Expiry / I'oaen no:

02/2028

Analysis performed according ND / Ananns npoeeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyasTaTs: Specification / Hopma
- Test / Mokasaresms

4 | Uniformity of weight / Complies / CooTBercTByer 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee 7,5
OnHOpPOAHOCTs MO Macce %

2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / Tloteps B 2.1% NMT 6.0 % / He Gonee 6,0 %

MaCCe NPH BHICYIIHBAHHH

6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cenroznnos gepes 120 mun

7 | Uniformity of Dosage units / AV=53 The acceptability index forn= 10 AV <L1.
OHOPOAHOCTE NO3HPOBAHUS 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=150;L2=25.0.

TloxasaTem npuemnemocts ans n=10 AV <L1.

B cayaae, ecnn 3nauenne AV npesnimaer L1,
IPOBONAT HCMBITAHAE Ha cienyiommx 20 obpasuax.
Jns n=30 AV <L1. Bce 3nagenns X1 NOJDKHBI
VAORJIETBOPSTL HEPABEHCTRY!

M-xi| < 0,01 xL2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KONHueCTBEHHOE OTIpeenenue 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 po 15,53 mr (ot 90,0 no 115,0 %)

14.01Mr/1a6 CEHHO3K/IOB B [iepecyere Ha ceHHO3ua B B oanoii
' tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ot €4 101y

[fara:

Mpumeyanue: MNpogykr cooTeeTcTByeT TpeboBaHuam HO | 3akmoveHne: OQOBPEHO

Checked by QC In-Charge / 7&/ Approved by QA In-Charge / -
DokymeHT nposepeH OKK: ; [NokymeHT opo6per OOK: W
Date / Date / O‘L-O"\*‘?-'O?—;

Oara:

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Tipoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne : 485066

Batch Quantity / O6bem cepum:

5844packs / ynakoBox

AR No / Ananutaaeckuii oaer Ne : ARF/092/2025 | Date of Analysis / aTa ananmza:  01.04.2025

03/2025

Date of Mfg / laTa npou3soacTsa:

Date of Expiry / I'onen no:

02/2028

Analysis performed according ND / Ananns nposenén no HJ: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Result / PesyasTaTs! Specification / Hopma
» Test / IToxa3zarens .
9 | Content of Methyl 0.041 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHnaparaapoxcubensoara 0,041 mr/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonorayeckas YacToTa

102) | Total Aerobic microbial count /
Obmee uncno adpobHsrx

MHKPOOPraHH3MOB

<10

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

10b) | Total combined yeast and mould
count / Obmee aucno
IUTECHEBBIX H APOXOKEBBIX

rpubos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ YcrofiuuBhie K
JIEHCTBHIO KEeT4H

rpamMoTpHLaTenbHbIe GaKTepHH

Absent /O1cyTCTBYIOT

Not more than 10%/ g / He Gonee 10% /r

10 d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBueB 1 1

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBreB1 T

109 | Salmonella

Absent / OrcyrcTByIOT Absent in 10 g / Orcyrcreuer 10 g

Remarks : The Product conforms to ND/

Npumeyanue: NpogykT cooteeTcTByeT TpeGosaHnam Hl

Conclusion : APPROVED /
3akmouenmne: OQOBPEHO

Checked by QC In-Charge /
[oxymeHT nposepex OKK:

=LA

Approved by QA In-Charge /
[LokymeHT oao6pen OOK:

=

Date /

[T -~ o
[lara: y tor<

Date /

fara: 02 -0M:2025

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
s Page40f4/Crp.4u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusn Ne : 485066 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / AsanuTnuecknii oryer Ne : ARF/092/2025 | Date of Analysis / laTa anannza: 01.04.2025
Date of Mfg / laTa npoussoacrsa:  03/2025 Date of Expiry / T'ogen ao: 02/2028

Analysis performed according ND / Anasnns nposenén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyasTaTs: Specification / Hopma

» Test / loxazarens )

11 | Package/ Ynakoeka Package / Vakoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 Tabnerox B 25 patient information leaflets in a carton. / ITo 20
6mucTep U3 ISHKH Tabnerox B 6IHCTEp B3 NUIEHKH TPEXCIOHHOM
T0JIH BHHAIDXJIODHAHON (TIBX/TI3MIB/IX) u amomuareBoi domnsra. Ilo 2
(nosmaaTHneHoBO#H/ aiu 3 GiHcTepa BMECTe C HHCTPYKLHEH 1o
NOJMBHHITAACHXIOPHIHON) B (MpEMeHeHnIO B KapTOHAYIO nauky. [lo 20 Tabnerok
amoMHHEEBOH donbra, no 25 B GHcTep M3 N/IEHKA NONHBYHHIIXIOPHIHOH
6MHCTEPOB B KAPTOHHYIO NAYKY | (MOMMITHICHOBOH / MOMTHBHHIIH AEHXNOPHIHOH ) B
¢ BIIOMKEHHEM 25 HHCTPYKIHIH amomuEneBo# Goseru, o 25 6nucrepos B
10 NMPHMEeHEHHIO. KapTOHHYIO AYKY C BIOKEHHeM 25 HHCTPYKuMii no

TMPHMEHEeHHIO,
12 | Labeling / Mapxuposxa According to ND /

B coorsercrsuum ¢ H{

13

Storage conditions / Yenosus
XpaHeHHSA

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

puinre 25 °C.

14

Shelf life / Cpox rogaocTa

3 years /3 rona

Remarks : The Product conforms to ND/

Npumeyanue: MpoaykT cooTeeTCTBYET TPebGoBaHUaM HI

Conclusion : APPROVED /
3aknoueHune: OJOBPEHO

Checked by QC In-Charge /
[OokymeHT npoeepeH OKK:

=f £

Approved by QA In-Charge /
HoxymeHT opobpeH OOK:

B

Date /

Saver ©l.o .10

Date /
[fara:

020422025

FMQC003-15-10
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