Cipla

CERTIFICATE OF ANALYSIS
% CEPTHP®HUKAT AHAJIM3A

Page 1 0of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482008

Batch Quantity / O0bem cepun: 5848 packs / ynakoBok

AR No / Ananmraaeckmii oraer Ne :  ARF/038/2022|Date of Analysis / Jlata anammza: 07.02.2022

Date of Mfe / Jlata npoussoacrea:  01/2022 Date of Expiry / 'ogen no: 12/2024

Analysis performed according ND / Arams nposengn mo HJI: I1 N013745/01-091017, Hsm. Ne 1 ot 17.04.2020

No Test / IloxazaTens

Result / PesyabTaTe! Specification / Hepma

1 | Description / Onucanue Complies / CooTBeTcTBYET 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. / IInockue Kpyribie TaONETKH CO
CKOIIEHHBIMH KPasMH OT KOPHYHEROIO JIO TEMHO-
KOPHYHEBOrO 1IBETa ¢ BKparuieHnsMu. Ha onHoii
cropone Tabnerku BoigasneHo ciaoso «CIPLA», na
APYTO# - NHHHUA pa3nioMa.

2 | Tdentification / TTommuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AXHHOHOBHIE CIHKOSHEL CootBeTcTByeT g;:;amnsaﬂne aAMMMAa4HOrO PAacTBOpPa B KPACHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
MeTuimaparuapoxkcHdeH3oat corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEPKUBAHIA OCHOBHOTO ITMKA HA XpPOMAaTOrpaMMe
HCMBITYEMOTO PaCTBOPA IOJDKHO COOTBETCTBOBATE
BpEMEHH YIepKHBaHNsA OCHOBHOIO KA Ha
XpPOMATOrpaMMe CTaHAAaPTHOIO PacTBopa
meTunnaparuapokcubensoara (pasmen
«Merunmaparuapokcnbensoar).

3 | Average weight / Cpennss
macca

187.37mg / 187,37mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanme: MpoayKT cooTeetcTayeT TpebosaHuam HJl | 3aknioyeHue: OOOBPEHO

Checked by QC In-Charge /
[NokymeHT nposepeH OKK: % Crirte

Approved by QA In-Charge / _, \ ¢ —
NokymeHT ogobper OOK: %‘E’&

Date/ pv.p2.2022 _
[ata:

Date/ o¢g.o02-2c22
HaTa:

FMQC003-15-06

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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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA}IE® TABJETKH 13,5 mr

Batch No / Cepust Ne : 482008

Batch Quantity / O6bem cepun:

5848 packs / ynakosok

AR No / Asajiarageckmii orger No :

ARF/038/2022|Date of Analysis / [lata anammsa: 07.02.2022

Date of Mfg / lara nponssoacrsa:  01/2022

Date of Expiry / T'ojxen o:

12/2024

Analysis performed according ND / Anamms nposeaén mo HJI: TTN013745/01-091017, Msm. Ne 1 o1 17.04.2020

OnHOpOAHOCTD NO3MPOBaHUA

Ne Test / llokazaTene Result / PesyabTaTs: Specification / Hopma
4 | Uniformity of weight / Complies / Cootsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
O1HOPOZHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IloTeps 8- 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BLICYLIHBAHHH
6 | Dissolution / 82-91% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cenno3nnos depe3 120 Muu
7 | Uniformity of Dosage units / AV =47 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=250.

IToxasaTesns npuemnemocty st n=10 AV < L1

B cnyuae, ecnu 3Hauenne AV npessimaer L1,
MIPOBOIAT HCIBITAHUE Ha cnenyromux 20 obpasiax.
Jlna n=30 AV <L1. Bce 3Ha4YeHHUs Xi OOIKHBI
Y/IOBJNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE  OnpeeneHue

(Cnexrpodoromerpus)

13.95 mg/tab /

13,95 mr/rab

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 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3U/IOB B MIEpPECYEeTe Ha CEHHO3M B B 0HOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooteercTeyer Tpebosanuam HI

Conclusion : APPROVED /
3aknmovenue: OQOBPEHO

Checked by QC In-Charge
LokymeHT nposeper OKK: €) oot

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

HSe

Date /

Qlara: i i

Date /

e C%.02-202-2-

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indxa
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A
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Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg.

Mpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482008

Batch Quantity / O0bem cepun:

5848 packs / ynaxosok

AR No / Apanurngecknii orger Ne :

ARF/038/2022 | Date of Analysis / lara anammsa: 07.02.2022

Date of Mfg / Jlara npomssoacra:  01/2022

Date of Expiry / T'oxeH no:

12/2024

Analysis performed according ND / Amamus nposenén mo H/L: I1N013745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne Test / Ilokasarenn Result / PesynbTaTnl Specification / Hopma
9 | Content of Methyl 0.049 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanue
MeTUImaparuapokcuoeHsoaTa 0.049 mr/tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoriu4eckas 4ucToTa

10a) | Total Aerobic microbial count /
O6ee ymcno a3pobHbIX <10 Not more than 10* cfi/ g / He 6omee 10* /r
"MHKPOOPIraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /&
count / OGwmee gucIo <10
ILJIECHEBBIX U JPOFKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10° / g / He 6onee 10” /r
bacteria/ Ycroliuuselie k
JEeHCTBHIO XKETYH
rpamMoTpHIATeNbHBIe OaKTepuH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyTcTBHE R 1 T

10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absent in 1 g/ OtcyrcTBHe B I T

100 | Salmonella Absent / OtcyTeTByOT Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Npumeyanume: MNpogykT coorBeTcTByeT TpeboaHuam HI

Conclusion : APPROVED /
3aknouyenue: OOOBPEHO

Checked by QC In-Charge
[okymeHT nposepeH OKK: @f‘_ui

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

L

Date /

©7.02-20220—
Hara:

Date /
[ara:

Og 022022

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHA;[E@’ TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482008

Batch Quantity / O6bem cepuu:

5848 packs / ynaxoBox

AR No / Asasmraaecknii orger Ne :  ARF/038/2022|Date of Analysis / lata amamaza:  07.02.2022

01/2022

Date of Mfg / lara npounssoacrsa:

Date of Expiry / 'oger go:

12/2024

Analysis performed according ND / Anammus nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens

Result / PeaynabTaTs

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 MIeHKH

(MONMMATHAEHOBOH/

I10 IPHMEHEHHIO.

Package / Ymaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B

TIONUBHUHUITXIOPHIAHOH

HONMBUHHIIIEHXIOPHIHOM) H
aMFOMHHHEBOH (GONBTH, Mo 25
OIHCTEpPOB B KAPTOHHYH) MUKy
C BIOXKEHHEM 25 HHCTPYKLIMIA

Package / YnakoBka - 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 in a
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. / ITo 20
TabneTox B ONHCTEp M3 MIIEHKH TPEXCNOHHOM
(MBX/MI2/MIBAX) u amromuuneBo# donsru. 1o 2
uny 3 OnucTepa BMeCTe C HHCTPYKLHEH Mo
MPHMEHEHHIO B KapTOHHYI0 na4dky. ITo 20 tabnerok
B GuTHCTEp U3 MIIEHKH NONMBHHHIIXIOPHIHOM
(MOMMATHIIEHOBO# / MONMBNHIIIIEHXIOPHAHOM) 1
amoMiHIeBOH (onbry, mo 25 GnucTepos B
KapTOHHYIO MA4YKy C BJIOXKEHHEM 25 HHCTPYKUHit 1o
MPUMEHEHHIO.

12 Labeling / MapxkupoBka According to ND /

B cootsercteun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHA Boiure 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe Nnpu TeMnepaType He

14 Shelf life / Cpoxk rognocti 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanme: Mpoaykr cooteetcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknrouenue: OOOBPEHO

Checked by QC In-Charge [
HokymeHT nposepeH OKK: %CAU—Q

Approved by QA In-Charge / =
[HokymeHT ogobpeH OOK: %‘iﬁm

Date /
Hara:

OPle2: D62 7 .

Date /
JaTa:

0% ~-02~2202.2.
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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




