Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust No: 483019

Batch Quantity / Oobem cepun:

5842packs / ynakoBok

AR No / Anaanruaecknii oraer Ne : ARF/039/2023 | Date of Analysis / lara anannza: 24.03.2023

Test / llokaszarennb

Date of Mfg / lara nponssoacrea:  02/2023 Date of Expiry / I'oaen g0: 01/2026
Analysis performed according ND / Anamms nposeaén no H/I: ITN013745/01-180522
Ne Result / PesyabTaTsi Specification / Hopma _

1 | Description / Onucasue

Complies / CooTsercrayer

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 kpyrabie Tabnerkn co
CKOLLIEHHLIMH KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOro LseTa ¢ Bkpannesnsmu. Ha oxHoi
cropote Tabnerku BoiaasneHo cnoso «CIPLAy, Ha
APYTOi - THHHA pa3noma.

2 | Identification / ITo/uTHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
ORORES TRROS Coorsercrayer l(l)licel'armuuaamde aMMHA4YHOIO PAcTBOPAa B KPAaCHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
Merunnaparuapokcubenszoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep)KHBAHHSA OCHOBHOTO MMHKA Ha XpOMATOrpamMme
MCMBITYEMOTO PACTBOPA J0JDKHO COOTBETCTBOBATH
BPEMEHH Yep)KUBAHWUA OCHOBHOIO MHKA Ha
XPOMATOrpamMMe CTaHAaPTHOTO PacTBopa
MeTHInaparuapokcubensoara (pasnen
«MeTtnnmaparnapokcubensoar).

3 | Average weight / C penHsis
Mmacca

188.65mg / 188,65mr

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

Remarks : The Product conforms to ND/
Mpumeyanwme: MpoaykT cooTsercTayeT TpebosaHwsm H/

Conclusion : APPROVED /
3aknouenune: OOOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -

HokymeHT nposepeH OKK: P HokymeHT ogobpeH OOK: %
/

Date / . Date / N

Rara 29.04- 2003 ara: 24 .. 02223
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Page2 of 4/Crp. 2 3 4
Product: SENADE TABLETS 13,5 mg IMpoaykT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 483019 Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Anaanragecknii oraer Ne : ARF/039/2023 | Date of Analysis / /IaTra apamsa: 24.03.2023
Date of Mfg / Jlata nponssoacrsa:  02/2023 Date of Expiry / I'onen go: 01/2026
Analysis performed according ND / Ana;ms nposeaén no H/I: [T N013745/01-180522
Ne Result / PesyabTaTsi Specification / Hopma
Test / llokazaTennb

4 | Uniformity of weight / Complies / Cootsercryer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OnHOPOAHOCTE TIO Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

5 | Loss on drying / IToreps B 2.6% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BhICYIIHBAHHA

6 | Dissolution / 83-92% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV=51 The acceptability index forn= 10 AV <L1.
OnHOpOIHOCTS I03HPOBAHHA 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 * L2 x M.

L1=15.0;L2=250.

IMokasarens npuemnemocTu ana n=10 AV <L1.

B cayuae, ecin 3navenue AV npesbiuaer L1,
NIPOBOJIAT HCNBITAHKE Ha creayromux 20 obpasuax.
JMns n=30 AV < L1. Bee 3HaueHHs Xi 10MKHbI
YAOBJIETBOPATH HEPABEHCTBY .

[M-xi| < 0,01 * L2 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
KonuuectsenHoe onpenesnerue 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnexrpodoTomerpus) Ot 12,15 no 15,53 wmr (o1 90,0 a0 115,0 %)

14,00mr/Ta6 CEHHO3HMIOB B MepecyeTe Ha CEHHO31A B B 0/1HOI
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykr cooreercrayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: ’l_\ﬁ‘lp— HokymeHT ogobpex OOK: gé/dg
ey 2904905 Py 29 042022

FMQCO003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A
Page3 of 4 /Crp.3 w3 d
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHA,I],EO, TABJIETKH 13,5 mr

Batch No / Cepusi No: 483019

Batch Quantity / O6bem cepun:  5842packs / ynakoBok

AR No / Anamrauecknii oraer Ne : ARF/039/2023 | Date of Analysis / /lara anammsa: 24.03.2023

Date of Mfg / /lara npon3BoacTBa:

02/2023 Date of Expiry / 'osen 102 01/2026

Analysis performed according ND / Ananms nposeaén no H/L: I1 N013745/01-180522

Ne Result / Pe3yabTaTsbi Specification / Hopma
Test / llokazaTens L
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepskanne
MeTHInaparuapokcHOeHs3oara 0.043mr/Tab
(BOXKX) '
10 | MICROBIAL LIMIT TEST/ MukpoOxonoru4eckas 4ucrora

10a) | Total Aerobic microbial count /
O61mee 4HCI0 a3pOOHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / O6mee 4HcnO <10
M7IECHEBBIX H APOKIKEBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ Ycroiitusbie K
NEHCTBHIO KeIT4H
rpaMoTpHLaTeNbHbIE GaKTepHH

10d) | Staphylococcus aureus Absent /O1cyTCTBYIOT Absent in 1 g/ Otcyrcreue B 1 r

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrcrBue B 1 r

109 | Salmonella Absent / OtcyTcTByOT Absent in 10 g / Orcyrcrenes 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpwumeuanue: MpoaykT cooteeTcTayeT Tpebosaruam HI | 3aknoyenue: OAOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JokymeHT nposepeH OKK: &y—w [okymeHT ogoBpeH OOK: 8&
Date / Date /

2a.04- .0
[Jara: . > lara: 314, 0\M~202.%,

FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 483019

Batch Quantity / O6bem cepumn:

5842packs / ynakoBox

AR No / Anamaragecknii orger Ne : ARF/039/2023

Date of Analysis / lara apaymsa: 24.03.2023

Date of Mfg / lata nponssoacrea:  02/2023 Date of Expiry / 'oaen xo: 01/2026
Analysis performed according ND / Anams nposenén mo HJL: T N013745/01-180522
Ne Result / PesyabTarst Specification / Hopma
Test / Hokazareasn
11 | Package / YnakoBka P / =
kag inagk&?:ﬂ?:é‘::? 20 thvlees Package / Ynakogka - 20 tablets in a blister made of
PVC/Pi-L/PVDC Bt and three-layer PVC/PE/PVDC film and aluminum foil. 2
alusnimim foil. 25 blistess with. | 3 blisters and a patient information leaflet in a
25 patient info,rmation leaflets in | S2TON 20 tablets in a blister made of PVC
& catton. LTI 20 T36ETOK /PE/PVDC film and aluminum foil, 25 blisters with
6nucre§ S e 25 patient information leaflets in a carton. / ITo 20
& TabneTox B OiHMCTEp M3 TUIEHKH TPeXCJIOHHOMH
?:;?Imu neHOC;l;lfHI/IHOH (IIBXAIDMIBAX) u amomusanesoii dosisru. [o 2
b esxnOpHAHOH) 1 unu 3 Gucrepa BMECTe C MHCTPYKLUEit o
ATOMMHIEBOH (oM, 1O 25 NMPHMEHEHHIO B KapTOHHYIO nadky. I1o 20 tabnerok
B OJIHCTEp M3 IMUIEHKH MOJMBHHHIXIJIOPHIHOI
SJ:;O)KL HS:MK;I;T::HY'O '::;,:‘y (NONMITHIEHOBOI / MOMHBHHMIAEHXJIOPHIHOM) H
S — il amomMuEueBoi Gonbru, no 25 GnucTepos B
) KAPTOHHYIO NAYKy ¢ BIOXKEeHUEM 25 MHCTPyKuMii no
NIPAMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
. B coorserctenn ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMIiepaType He
XpaHeHHs Beime 25 °C.
14 Shelf life / Cpok roasocTu 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanme: Mpoaykr cooteeTcrayeT TpebosarHmsm HU

Conclusion : APPROVED /
3aknioyenune: OQOBEPEHO

Checked by QC In-Charge /
/‘;ﬁ/\ af
/

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FEE

[okymenT npoeepeH OKK:
Date / Rt

[ara:

Date /

[Jara: .o~ 1oly,

FMQC003-15-07
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