Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3IA

Page 1 of 4/ Crp. 1 u3 4

[Product: SENADE TABLETS 13,5 mg

TIpoaAYKT: CEHAJIE®, TABJIETKH 13,5 mr

iBatch No / Cepust Ne : 484163

Batch Quantity / O6beM cepun;

5849packs / ynakosox

AR No / AnaauTHYeCKRi oTHeT Ne : ARF/264/2024

Date of Analysis / lata anaqmia:_26.12.2024

Date of Mfg / laTa npon3BoacTBa: 12/2024

Date of Expiry / 'ogen a0

11/2027

| Analysis performed aceording ND / Anann3 nposeaén mo HL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, nam. Ne 1 ov 09.07.2024

[.N‘e‘ ‘

Test / HokazaTentb |

Result / Pe3yabTaTh ‘ Specification / Hopma —\
[

1 | Description / OnucaHue

Compilies / CooTeeTCTBYCT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / TLnockue KpyTable TAONETKH CO
CKOUWEHHBIMY KPAAMH OT KOPUHHEBOTO 10 TEMHO-
KOpUMHEEOro UBeTa C BKpanneHuamu. Ha odKoi
cTopoHe TaBIETKH BBLIABICHO CNOBO «CIPLA», Ha
ApYroi - THHAA PaznoMa.

-

Tdentification / TlonnMHHOCTH

Ammoniacal solution turns a reddish colour i

2a) | Anthraquinone glycosides / Complies /
COOTBETCTRYET OKpalWkBaHie aMMHayHOre pacTeocpa B KpacHGI i
AHTPaXHHOHOBLIE MMHKO3H 1B v LLBeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLCY CooTBeTCTRYET chromatogram of the sample selution should
MeTunnapariapokcubeH30a7 corresponds to the retention time of the principle
(BXKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Mcthy] Parahydroxybenzoate») / Bpems
VASPIKUBAHKMA OCHOBHOTO NHKA HA XPOMATOrPaMMe
HCNBLITYEMOMe PACTBOPA TOMKHO COOTBETCTBOBATh
BPEMEHN YIEDKHBAHHS OCHOBHOIO NIHKA Ha
XPOMATOrpamMMe CTAHAAPTHOMO PACTBOPA
MEeTHNNaparnipokcniensoara (pasaen
«MernnnaparnapoxcnbeHsoar).

4

1a)

Average weight / Cpeanss
Macca

188.94mg / 188,94mr

189.99 mg £7.5% / 189.99 mr +7.5%

Remarks . The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteereTeyeT tpefosarusm HY

Conclusion : APPROVED {
Jaknwyenwe; OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepen OKK: 6%&/0"9 = C
: g i NokymeHnT ogo6pen OOK: g/‘,},/
Date / '
:_T_Z 2®o2 2024 Date /
; fata: 22\ 2 204

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page 2 of 4/ Ctp.2 13 4

[Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAJE®, TABJIETKH 13,5 mr |

Batch Quantity / O6bemM cepHH: 5849packs / ynaxoBok

‘Batch No / Cepus Ne: 484163

AR No / AnaauTauecknii or4er Ne : ARF/264/2024

Date of Analysis / /laTa anana3al 26.12.2024

Date of Mfyg / lara npon3BoacTBa: 1272024 Date of Expiry / ['oaen a0:

11/2027

| Analysis performed according ND / Auanns npoeexé

u no H/T: I1 N013745/01-180522, amend No. 1 dated
‘09.07.2024 / TI NO13745/01-180522, uam. Ne 1 ot 09.07.2024

Specification / Hopma

[ Ne | | Result / Pe3yabTaTh
Test / flogka3aTedb
4 | Uniformity of weight / Complies / CooTBETCTBYET 18720 tablets NMT = 7.5 %/ 18/20 ne Gonee L 7.5
OAHOPOAHOCTD 10 Macee %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | l.oss on drying / [ToTeps B 2.1% NMT 6.0 % / He 6oage 6.0 %
Macce NPH EbICYLIHBAHUH
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PacTpopeHue He wenee 70 % (Q) cennoinaos qepes 120 MuH
7 | Uniformity of Dosage units / AV =353 The acceptability index forn= 10 AV L1
OIHOpPOSHOCTE 103NPOBATHA 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=250.
IMokazaTeas npueMaemoctd 1A n=10 AV < L1
B cayuae, ecnu 3Hauedne AV npessitmaer LT,
NPOBOIAT HCTBITAHHE HA ceayommx 20 ofpasuax.
L1 n=30 AV < L1. Bce 3HaueHUs Xi 10.TKHE!
¥IOBIETROPATE HEPABCHCTRY !
M-xi <000 = L2 x M.
5 = S L1 —150:L2 =250
ssa ecrrophotomerry : 3 -
Koquecme(uupoe Oﬁpeﬂe:l:[H?][E)? 14.07mg/1ab / irom I_Ed.]5 I(; 13.35 mg (from ?U'U tq H3.0 %) of
(CrexrpodoTomerpus) Oennc;sn es ca culfled as sennoside B in one tablet. /
T 12,15 20 153.53 mMr (o7 90,0 10 115,0 %)
14.07Mr/Tad CEHHO3H0B B NEPECUETE HA CEHHO3HA B B 0HOH

| Tadnerke.

|

|

Remarks : The Product conforms to ND/
Npumeyanue: MpogyKT cooTeeTcTBYET TpeBoBaHnam HA

Conclusion : APPROVED ¢/
3akniovenune: QQUOBPEHO

Checked by QC In-Charge /
Nokyment npoBepeH OKK: '556_;!_ AL

Approved by QA In-Charge /
HokymeHT 0ac6peH OOK: fﬁﬂ

-

Date /
Harta:

3"%"2‘10’11"

I

Date /

Harta: 28122024

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIUIA

Page 3 of 4/ Crp. 3 w34

[Product: SENADE TABLETS 13,5 mg TipoaykT: CEHAJIE", TABJIETKH 13,5 mr %
‘Batch No / Cepna Ne : 484163 Batch Quantity / O6bem cepuH: 5849packs / ynaxkoBok
AR No / AnajinTudecknii oTaer Ne : ARF/264/2024|Date of Analysis / lata ananusa:26.1 2.2024 ~]
| Date of Mfg / laTa mpos3poacTBa: 12/2024 [Date of Expiry / U'onen ao: 11/2027

Analysis performed according ND / Ananus nposenén no HA: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, pam. Ne 1 o7 09.07.2024 )

L

rNg ] Result / Pe3y1bTaTh | Specification / Hopma
Test / TlokazaTedb
9 | Content of Methyl 0.038mg/tab \ 0.028 _ 0.056 mg/tab. / Ot 0.028 10 0,056 mriTal.
parahydroxybenzoate(HPL.C)/
Coxnepxanue l
{(BO¥KX)

MeTHNNaparuapokcuensoala 0.038M1/Tal \

|
10| MICROBIAL LIMIT TEST/ MukpoGuoorseckas 4ucToTa

10a) | Total Aerobic microbial count / 50 |
OBwee SUCN0 aIPOGHBIX ' Not more than 10° cfu/ g ¢/ He Gonee 10 /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu g {He Goee 10° it
count / OfLlee Yneno “10
MACCHEBBIX M IPOKIKEBBIX )
rpubor

16 ¢} | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Sonee 10 i

bacteria’ ¥ cTORYHEBIE K
AeHCTRHRD HEITUH
rpaMOTPHUATEILHEIE DAKTEPHH

10d
} | Staphylococcus aureus Absent /OTCY TCTBYHOT Absentin1 g/ OtcyrcTBHEB | T
Io . - - _ -
¢} | Escherichia coli Absent /OTtcyTeTBYIOT Absentin | g/ Orcyrergues 1 r
WwhH | g !
almonella Absent / OtcyTeTBYIOT i Absentin 10 ¢ / OtcyTcTaue B 10 ¢
Remarks . The Product conforms to ND/ Conclusion : APPROVED |

Mpumeyanue: Npogykr cooTseTcT
: 8
Checked by QC In-Charge / yet Tpefosaqnam HO | 3aknwyenue: OOBEPEHO

hecked by QG In-Charg :‘gﬁ_‘ir-ﬂ Approved by QA In-Charge / /@;\\CO‘P

AekymenT ogobper QOK:

Date /
Hara: 2.2 12 oy Date /
Jara; 2812 2o

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 13

"Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484163

| Batch Quantity / O6bem cepun:

4
]
]

5849packs / ynakosox

AR No / AHajHTHYeCKHH oT4eT Ne : ARF/264/2024

Date of Analysis / laTa anasnza: 26.1 2.2024

Date of Mfg / /laTa npoH3BOACTEA; 12/2024

Date of Expiry / I'onen go:

11/2027

Analysis performed according ND
09.07.2024 / T N013745/01-180522, w3m. Ne 1 ot 09.07.2024

/ Ananus nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated

L

Ne Result / Pe3yasTaTbl

Test / TMokalaTehb

Specification / HopMa

Package / Ynaxoska - 20 tablets
in a blister made of
PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / [lo 20 TadneTox B
OIHCTEP U3 NINEHKH
NOTHBUHIXJIOPUIHOH
(MOAMITHIICHOBOH!
NOMUBHHHNKIEHX TOPHIHOH) H
ATOMUHKEROH Gonbry, no 23
OAUCTEPOB B KAPTOHHYIO TAUKY
C BAOKEHHEM 23 NHCTPYKUWH
[0 MPUMEHEHHIO,

11 | Package / ¥nakoska

Package / Ynakoska - 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 ina
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. /Tlo 20
Ta6IeTOK B GJMCTED M3 MIEHKH TPEXCNOAHOM
(MBXTIXTIBIOX) v amomuniesoii goawru. e 2
WNE 3 BnucTepa BMECTE € MHCTPYKLKEH 1O
NPUMEHEHHIO B KApTOHHYHO mauxy. TTo 20 Tabnetok
B BAKCTEP H3 TLIEHKH NOTHBHHIIXIOPUIHOA
(moau3TUNeHOBOH / NOTHBHHUINAEHXI0PHAHOA) H
aAoMHUHHEBOH Gonsry, 1o 25 6IWCTEPOB B
KAPTOHHYIO TIAYKY € BAOKEHHEM 25 HHCTPYKUWH MO
TIpUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B cooTteeteTsrud ¢ HJT
13 | Storage conditions / Yenosns In adry i
S ry place, at temperature below 25 °C. / ;
o inad 25p°c, p elow 25 °C./ B cyxoM MecTe ITpH TeMnepaType He
i4 Shelf life / Cpok roanocti 3 vears / 3 rona

Remarks : The Product conforms to ND/
Mpumesanue: NpoayKT coOTBETCTBYET TpeBoBAHWAM HA

Conclusion : APPROVED §
3aknwvenne: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepen OKK: P %
: ’FZEL AokymeHT opobpen OOK: ﬁé”\/"’
Date /
[ara: 2-E-2. 2024 Date /
, R e,

Cipla _le‘.Cipla House, Peninsula Business Park, Gan
At Simchem Pvi. Lid., Plot No. 60-65, Tuem [ndustr

FMQC003-15-10

‘patrao Kadam Marg, Lower Parel, Mumbai - 400013. India
ial Estate, Tuem. Pernem Goa -403512 . .



