Slpia

CERTIFICATE OF ANALYSIS
: CEPTHOUKAT AHAJTA3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485096

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

‘AR No / Asanutuuecknii order Ne : ARF/166/2025|Date of Analysis / lara anaau3a: 20.08.2025

Date of Mfg / laTa nponsBogcTsa:  08/2025 Date of Expiry / Ioaen jo: 07/2028

Analysis performed according ND / Anann3 nposenén no H/: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

» Test / Ioxa3zaTenb

Result / PesyasTathi Specification / Hopma

1 | Description / Onicanue Complies / CooTBeTCTRBYET 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. / Ilnockue Kpyrisie TaGneTkH €O
CKOLIEHHBIMH KPasiMy OT KOPUYHEBOIO IO TEMHO-
KOPHYHEBOro LBeTa ¢ BkparuieHuaMu. Ha onHol
cTopoHe TabnerkH BeiaasneHo cnoso «CIPLA», Ha
Apyro# - THHWUS pasiioMa.

2 | Identification / TlomuHHOCTD

-

N

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpalnvBanie aMMHAYHOIO. PACTBOpPA B KpAaCHbIH
AHTPaXMHOHOBBIE TIHKO3HIbI sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTtuinaparugpokcudeH30atT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
yIepXKHBaHHA OCHOBHOTO MHKA Ha XpoMaTorpamMme
HCTIBITYEMOTO PACcTBOPA JIOMKHO COOTBETCTBOBATh
BPEMEHH Y/IEPKHBAHHsA OCHOBHOTO MHKa Ha
XpOMaTorpaMMe CTaHIapTHOrO pacTBopa
METHINaparuapokcubensoara (pasaen
«Metranaparuapokcubensoar).

3 | Average weight / Cpennss
macca

189.36mg / 189,36Mr 189.99 mg £7.5% /189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cootseTcTeyeT TpeGosanvam HI | 3akniovenune: O OBPEHO

Checked by QC In-Charge / Lo
[okymeHT nposepeH OKK:

Approved by QA In-Charge / o/ Wwof
HokymeHT ogobpex OOK: - 22—

Date /

fara: Lo 08101

“ | Date/

~ .ana: 2\.D8~0_9’15

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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CERTIFICATE OF ANALYSIS

~

CEPTUOHKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485096

Batch Quantity / O6bem cepun:

5845packs / ynaxoBok

‘AR No / AnamuTauecknii orger Ne : ARF/166/2025

Date of Analysis / lata ananm3a: 20.08.2025

Date of Mfg / Hata nponssogcrea:  08/2025

Date of Expiry / 'ogen go:

07/2028

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

Result / PesyabTarhi Specification / Hopma
. Test / llokazaTens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e Gonee = 7.5
OnHOpPOIHOCTb M0 Macce %

2/20 tablets NMT +15% / 2/20 He Gonee + 15%

5 | Loss ondrying / [loteps B 1.7% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BhICYLINBAHUA :

6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cennosnnos uepe3 120 mux

7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn= 10 AV <L1.
OnHOpOIHOCTD 103HPOBaHHA 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.

Li=15.0; L.2=250.

[okasarens mpruemnemocTd st n=10 AV <L1.

B cayHae, ecni 3Ha4enne AV npessiinaer L1,

MpOBOJAT HCMbiTaHKE HA cnenyronx 20 ofpasuax.
= Jna n=30 AV < L1. Bce 3HaueHnA Xi JOMKHBI

YIOBJETBOPATH HEPABEHCTRY:

M-xi| £0,01 x L2 x M.

L1=15.0;12=250.

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTeeHHOE OnNpeneneHHe 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriexTpooTOMETpHSA) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,03mr/1a6 CeHHO3M/IOB B MepecyueTe Ha CEHHO3WI B B onHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTeeTcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3aknwouenne: OQOBPEHO

Checked by QC In-Charge / j e
/

Approved by QA In-Charge /
[okymeHT ono6per OOK: 2@.\/@»{1

[okymeHT npoeepeH OKK:
E:f;_" 0. 08201y " H::,Zf 2108 2008

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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CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIM3A

Page3 of 4 /Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne : 485096

Batch Quantity / O6wem cepun:  5845packs / ynakosok

AR No / Apanarageckni orger Ne: ARF/166/2025

Date of Analysis / laTa anaanza: 20.08.2025

Date of Mfg / lata npon3BoacTea:  08/2025

Date of Expiry / I'ogesn no: 07/2028

Analysis performed according ND / Anasn3 npesenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Result / Pesynbratsl Specification / Hopma
b Test / [lokazaTenn
9 | Content of Methyl 0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1m0 0,056 Mr{mﬁ.
parahydroxybenzoate(HPLC)/
Conepxanue .
MeTHINaparuapokcubeHsoarta 0,038mr/Tab
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGxonoruueckas 4YHCTOTa

O61uee 9uca0 a3pOoOHBIX
MHKPOOPTaHH3MOB

10a) | Total Aerobic microbial count / 30

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

10b) | Total combined yeast and mould
count / Obuiee yucIo

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

<10
TIECHEBBIX M POMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 107 / g / He 6omee 107 /r
bacteria/ VcTotiuussie k
JEeHCTBMIO eI -
rpamMoTpHLATENbHbIE OaKTePHI
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBre B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin I g/ OrcyrctBue B 1 T
100 | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / OrcytcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoayKT COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
HO | 3akniwovenune: OOJOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: ‘,:E/CJ

Approved by QA In-Charge/ -
HokymeHT ogobper OOK: - W
o

E::.-j  20-0% 1ers

-“ | Date/

21-0%-2025

=4 [Nara:

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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CERTIFICATE OF ANALYSIS
- CEPTHO®HKAT AHAJIM3A

Paged of 4/ CTp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485096

Batch Quantity / O6nem cepumn:

5845packs / ynakoBok

AR No / Asanuragecknii orger Ne : ARF/166/2025

Date of Analysis / lata ananuza: 20.08.2025

Date of Mfg / dara npoussoacrea:  08/2025

Date of Expiry / I'ofen go:

07/2028

Analysis performed according ND / Anaau3s nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PeaynsTarst Specification / Hopma

- Test / Ilokazatens

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynaxoska - 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 Tabnetok B 25 patient information leaflets in a carton. / [To 20
OnucTep M3 MICHKH TabneTok B GNHCTEp M3 MIEHKA TPeXCaoNHOM
NONHBHHIIXIOPHAHOH (MBX/MID/MBAX) u amoMunueBoi doasra. o 2
(monuaTHIEHOBO#H/ WK 3 6McTepa BMECTE ¢ HHCTPYKHHEH no
TIOMMBUHATHACHXIOPHAHOA) H | MPUMEHEHHIO B KApTOHHYIO nayky. [To 20 Tabnerok
amomuHHeBOH (ombru, no 25 B ONHCTEp U3 MIEHKH MONHBHHWIXIOPHIHOM
GNMUCTEpPOB B KAPTOHHYI) MayukKy |(MONH3THIEHOBOM / MONUBUHWINICHXIOPHAHOMN) U
C BIOXeHHeM 25 HHCTPYKUMi amoMuHHeBOH (onbry, mo 25 6nucrepos B
[0 NPHMEHEHHIO. KapTOHHYIO Ma4Ky ¢ BIOKeHHeM 25 HHCTpYKUMi no

[PUMEHEHUIO.
12 | Labeling / Mapxuposka According to ND /
- B cooteeTcTBHM ¢ H]{
13 | Storage conditions / Vcnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe TIpH TeMIiepaType He
XpaHeHHA Bhime 25 °C.
14 | Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanue: Mpogykr cooTeercrayeT Tpebosannam HO

Conclusion : APPROVED /
3axnwyenune: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / 7
HokymeHT npoeepen OKK: 'ﬁc},ﬁ OokymeHT ogobper OOK: /ﬁfgk‘/a{
Date / -“ | Date/ e

[iara: 26 .08.92018 < Do 21-08-202%"

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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