GCipla

CERTIFICATE OF ANALYSIS

~

CEPTHOUKAT AHAJIV3A

"Page10of4/Crp. 1 u34

Product: SENADE TABLETS 13,5 mg

Tponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485028

Batch Quantity / O6nem cepun:  5842packs / ynakosoxr

AR No / Anaantaaecinii oruer Ne : ARF/044/2025 | Date of Analysis / lata anaansa: 13.02.2025

Date of Mfg / Jlara npoussoacrsa:  01/2025 Date of Expiry / Togen go: 12/2027

Analysis performed according ND / Ananu3s nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 05.07.2024

No

Test / okaszaTens

Result / Pesynbrarhl Specification / Hopma

I | Description / Onucanune Complies / CooTseTcTBYET 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. / Tlnockue kpyribie TabneTku co
CKOLIEHHBIMH KPasgMH OT KOPHUYIEBOr0 10 TEMHO-
KOPWYHEBOTO LBETA C BKparenuami. Ha oanoi
cropose Tabnerky Boiaapneso cnoso «CIPLA», na
IPYTOii - JINHKA Pa3noMa,

2 | Identification / TloaTMHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OxpaluKBanie aMMMadHOro pacTBopa B KPacHblii
ABTPaxHHOHOBbIE TJIHKO3HIIBI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunmaparnapokcubensoar corresponds to the retention time of the principle
(BOHKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YIepAHBAHNA OCHOBHOTO NIHKA HA XPOMaTorpaMme
HCIMBITYEMOTO PACTBOPA JOIKHO COOTBETCTBOBAT
BpeMeHH YAepPHKHBaHHT OCHOBHOTO MHKA Ha
XpOMAaTOrpaMMe CTaHAAPTHOTO PacTBopa
meTHaTaparaapokenGensoaTa (pazaen
«Merunnnaparuapoxcnbensoar).

Average weight / Cpeznss
macea

L

186.58mg / 186,58mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cooteeTcTayeT Tpebosanuam HI | 3aknioyeHue: OOOBPEHO

Checked by QC In-Charge / )
NoxymeHT nposepeH OKK: QDE_LJ

Approved by QA In-Charge / VAT
NokymeHT ogoBper OOK: C@?/‘

Date /

flara; V302 -werE

Date / 1%.02:2025
[ara:

FMQCO003-15-10
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Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485028

Batch Quantity / O6vem cepun:

5842packs / ynakosok

AR No / Ananurnueckuii oruer Ne : ARF/044/2025

Date of Analysis / lara anannza:  13.02.2025

Date of Mfg / lara npoussoacrea:  01/2025

Date of Expiry / I'onen no:

12/2027

Analysis performed according ND / Ananns nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 09.07.2024

No

Test / IToxazarennb

Result / PesyapTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOpOAHOCTb MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT £ 7.5 %/ 18/20 ne 6onee + 7.3
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

OnHOPOAHOCTH A03MPOBAHHSA

5 | Loss on drying / [Totepsa B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIHBAHHU
6 | Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBOpeHue He menee 70 % (Q) cennosunos vepes 120 Mun
7 | Uniformity of Dosage units / AV =57 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:

[M-xi| £0,01 x L2 x M.

L1=15.0; L2 =25.0.

[Toxkaszarens npuemnemocty g n=10 AV <L1.

B cnyuae, eciu 3Hauenue AV npesbimaer L1,
NpOBOAAT HCITbITAHKE HA crenytowux 20 odpasuax.
Jlnan=30 AV < LI. Bce 3HaueHus Xi DONMKHEI
YIAOBJIETBOPATb HEPABEHCTRY:

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

Ll =185,0; L2=25,0.

8§ | Assay (Spectrophotometry)
KonuuecTBenHoe onpeneneHue
(CrniektpooTomeTpus)

13,89mr/Tad

13.89mg/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 (ot 90,0 no 115,0 %)
CEeHHO3M/0B B MepecyeTe Ha CeHHo3uI B B oaHOI
TabreTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteercTeyeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: 92611 L~ LokymeHT ogobpen OOK: %d)”
Date / _ - Date / %, ,02.+2025
[Hara: \asd et Hata: V&

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAZIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npoH3BOJACTBA:

Batch No / Cepnst Ne: 485028 Batch Quantity / O6sem cepuu:  5842packs / ynakopox
AR No / Anaautnuecknii oruer No : ARF/044/2025 | Date of Analysis / lata anannza: 13.02.2025
01/2025 Date of Expiry /T'open no: 12/2027

Analysis performed according ND / Ananus nposeaén no H/: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / Ilokasarean

Ne . Result / PesynasTaTsl

Specification / Hopma

9 | Content of Methyl 0.040mg/tab
parahydroxybenzoate(HPLC)/
Conepikanue
MeTHInapariaporcubensoara 0,040mr/7ab
(BAX)

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

10 | MICROBIAL LIMIT TEST/ MukpoGHoI0rHYECKas UiCTOTa

count / Obuiee uucio
TIJICCHEBBIX H HPOH{)KE!BBIX

<10

10a) | Total Aerobic microbial count / 50
O6uee 4ueno aspodHbIX Not more than 10* ¢fu/ g / He Gonee 10* /r
MFKPOOPraHn3MOB

10b) | Total combined yeast and mould Not more than 10” ¢fu/ g /He Gonee 107 /r

rpudos
10¢) | Bile tolerant gram-negative Absent /O1cyTcTBYIOT Not more than 107/ g / He Gonee 10° /r
bacteria/ YcToliuHBbIe K
JCHCTBUIO HKeIIu
rpaMoTpHLATeNLHbIe OaKTepHH
10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ Otcyrereue B 1 T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 r
101) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpodykT cootBeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3akntoyeHue: OOOBPEHO

Checked by QC In-Charge / ,
JOokymeHT nposeper OKK: -

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

Date /

[Oara: il

Date/

1% ¢02~2028
[aTa:

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHA)IE@, TABJIETKH 13,5 mr

Bateh No / Cepun Ne: 485028 Batch Quantity / Oobem cepun:  5842packs / ynaxosor
AR No / Anaautnuecknii oruer Ne : ARF/044/2025|Date of Analysis / lara anammza:  13.02.2025
01/2025 Date of Expiry / T'onen no: 12/2027

Date of Mfg / Jara npon3sojacTBa:

Analysis performed according ND / Ananau3s nposeaén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, uzm. Ne 1 or 09.07.2024

Ne Result / PesynanTars! Specification / Hopma
Test / TTokasatens

11 | Package / ¥YnakoBka Package / Ynakoeka - 20 tablets |Package / Ynakosxa - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/BVDC 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. / TTo 20 Tabnetok B 25 patient information leaflets in a carton. / Tlo 20
OauCTep M3 IUIEHKH TabneTok B 6aucTEp M3 IUIEHKH TPEXCNOHHOI
MOJMBHHKMIIXJIOPHAHOI (TMIBX/TIS/TIBAX) 1 aniomuHueBoii Gonsru. [To 2
(momudTHNEHOBOI/ win 3 GMcTepa BMECTe ¢ HHCTPYKIIei 1o
NOAMBUHHITHACHXIOPHIHON) U [IPUMEHEHMIO B KaPTOHHY10 nayky. Ilo 20 TabneTok
amoMHHHeBOH (onbru, 1o 25 B OUCTEp W3 MUICHKH NOMHBHHUIXIIOPHAHOI
GAMCTEPOB B KAPTOHHYIO NAYKy |(MOJMITHIECHOBON / MONTHMBUHUIMASHXIOPUIHOIM) 1
€ BJIOJKEHHEM 25 HHCTPYKLUHIT amomunuesoii Gonbru, no 25 6aucrepos B
10 NPHMEHEHHIO, KapTOHHYIO MUKy C BIOMKEHHEM 25 HHCTPYKUHIT 110

TIPUMEHEHHIO.

12 Labeling / Mapkunpobka According to ND /
B coorsetcteuu ¢ HJ|

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temreparype He

XpaHeHHs sbime 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpogykT cootBeTcTByeT Tpebosarnuam HI

Conclusion : APPROVED /
3aknwouvenue: OJOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / %E;‘/{f

NokymeHT npoeeper OKK: P HokymeHT ofobpen OOK:
Date / .o . i Date / 1% .o 200
[fara: i [ata: - e

FMQC003-15-10
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