Cipla

CERTIFICATE OF ANALYSES
3 CEPTHO®HEAT AHATHEA

Page lof4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Mpoxver: CEHARE". TARTETEH 13.5 sar

Baich No / Cepusi Ne: 481194

Batchk Quantity ' Ofsew cepme= 5848 packs / ynaxosex

AR No / Asanaringecknii orger No :  ARF/253/2021 Date of Amalvsis / Bavs sssamsa: 11 102021

Date of Mfe / lata npomsBoactaa:  09/2021

Date of Expiry / T ases 30c

22024

Analysis performed according ND / Anams nposeas me HUL [T NOISTE5 00090007 Maw Nl o7 17.04 2020

Ne Test / ITokazarenn Result / Pesyanvarss 1 Specification / Hopwma
1 | Description / Onncanue Complies / Cooreercrsyer Flax orcuier taiblets Som brown to dark-brown with
Sewelied efiees and &sseminations. It has CIPLA
‘mooograss emibossed on one side and central break-
e om She other / Ilzocxue xpyrasie Tabaerxu co
CEONISEEROGE SpEEME OT KOPHYHEBOO 0 TEMHO-
‘SopeessescrD mEeT2 © sxpanneHusmu. Ha oxHoi
‘Croposse setoeTew ssizasneso cnoso «CIPLA», Ha
_IpeTOE - W P23IBOMA
2 | Identification / ITognusHOCTE
2a) | Anthraquinone glycosides / Complles / Ammomacal solution turns a reddish colour /
I ———— Cm Ospamwsssne 2MMEAYHOTO PacTBOPa B KPaCHBIH
2b) | Methyl Parahydroxybenzoate - Comples/ | Resemtion time of the principle peak in the
(HPLC)/ Coorsercrewer chromatogram of the sample solution should

MerunmaparunpokcubeHzoar

(BIXX)

. corresponds to the retention time of the principle

. pezk m the chromatogram of the Methyl
Parzhydroxybenzoate standard solution (refer test

- «Meshyl Parahydroxybenzoate») / Bpems

| YIepEMBaHHA OCHOBHOIO IMHKA HA XpOMAaTOrpaMmme
MCTEITYVEMOTO PacTBOPA JOJDKHO COOTBETCTBOBATH
SPeMOHE YASPKHBAHUSA OCHOBHOIO NMUKA HA
XPOMETOrpaMMe CTAaHIAPTHOTO pacTBopa
smeTHanaparnapokcudensoara (pasmen

- «MerunmaparuapoxkcnbeHsoar).

3 | Average weight / Cpenmsis
Mmacca

18750 me 7 1837 50 wr

| 18999 mg +7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoayKT cooTeeTcTEyST Tpetosasamn HI

Conclusion : APPROVED /
3axmovenne: OQOBPEHO

Checked by QC In-Charge/ >

S o e

Approved by QA In-Charge /

R

HokymeHT nposeper OKK: ~ LoxymenT ogobper OOK:
Date / 1 A8 s 92y Date / T y )
[ara: 1 Nata: |- €-202)
FMQC003-15-06
Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
3 CEPTH®HMEKAT AHATTI3A
3 Page2 of4/Crp.2 3 4
-+ SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE", TABJIETKH 13,5 mr
% No /Cepua No: 481194 Batch Quantity / OGses cepun: 5848 packs / ynakosox
No / Amammraaecknii oraer Ne 1 ARF/253/2021 | Date of Analysis / Tara anaansa: 11.10.2021
of Mfe / Jlata npomssescrea: 09/2021 Date of Expiry / I'oaen 30: 08/2024

wsis performed according ND / Anamus nposenén mo HJL: 1 N013745/01-091017, M3am. Ne 1 ot 17.04. 2020

: % | Test / okaszaTeab Result / PesyabTatnl i Specification / Hopma
4 | Uniformity of weight / Complies / CooTBeTcTByeT 18/20 tablets NMT = 7.5 %/ 18/20 ne Oonee +7,5
. OzHOpOIHOCTH MO Macce %
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%
3 | Lossondrying/Ilorepas 2.0% NMT 6.0 % / He Gonee 6,0 %
! Macce MPH BbICYITHBAHUH
| 6 | Dissolution/ 80-91% NLT 70 % (Q) of sennosides in 120 minutes
: PacTsopenue He menee 70 % (Q) cennosunos yepes 120 mun
"7 | Uniformity of Dosage units / AV=50 The acceptability index forn =10 AV <L,
= ! (OaHOPOIHOCTh NO3HPOBAHHA In the case where the value of AV exceedsL1, 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 xL2x M.

L1=150,L2=250.

[Mokasatens npremaemocT A n=10 AV <L1.

B cnyuae, ecan 3uauenne AV npesnimaer L1,
NPOBONAT HCTIBITAHME Ha caeayromux 20 obpasuax.
Jlns n=30 AV <L1. Bce 3Ha4eHHs Xi NOMKHBL
YOOBJIETBOPATE HEPABEHCTBY.

[M-xi| <0,01 x 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
KonwdecTBeHHOE OTIPeencH’e 13.93 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Or 12,15 1o 15,53 mr (o1 90,0 no 115,0 %)

13.93 mr/Tab CEHHO3MIOB B MepecyeTe Ha CeHHO3HMA B & 0fHOH
: Taberke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MpoaykT cooTeeTcTayeT TpebosaHNAM HA | 3aknouenne: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposeper OKK: C\?ﬂ L e [okymeHT ogobper OOK: %:_S—é‘
Date / 1. 7072 Date / \7__-.1’-‘%?.(?’2.,\
Nara: ! 16 2a2] JaTta:

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




Cipla

CERTIFICATE OF ANALYSIS
: CEPTHOUKAT AHAJIHM3A

Page3of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 ser

Batch No / Cepua Ne: 481194

Batch Quantity / O6bem cepumn:

5848 packs / yaaxesox

AR No / Asaauragecknii orger No :

ARF/253/2021|Date of Analysis / lata apaamsa: 11.102071

Date of Mfe / lara npomssoacrea:  09/2021

Date of Expiry / I'oaen ao:

0872024

Analysis performed according ND / Ananms nposenéa no HJI: IT N013745/01-091017, Ham. Ne 1 ox 17.04.2020

N Test / Hokasatens Result / PesyabTarsl Specification / Hopma
9 Comem of Methyl 0.046 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 3o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
| Conepxarne

MeTHAnaparuapokcuoen3oata 0,046 Mr/Tab
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpobHonoriyeckas 4HCTOTa

108) | Total Aerobic microbial count /
O6iee 41Ca0 a3pOOHBIX <10 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfi/ g /He Gonee 10° /r
count / O6uee 4ucno <10
[IECHEBBIX U JIPOYKIKEBbIX
rpubos

10¢) | Bile tolerant gram-negative ~ Absent /OTcyTCTBYIOT Not more than 10% / g / He Gosiee 10° /r
bacteria/ YcTOHUHBBIE K
AEHCTBHIO KEJTYH
rpamMoTpHLaTeNbHble OaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

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

10) | Salmonella Absent / OtcyTcTRYIOT Absent in 10 g /OtcyrcTeue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: MNpoaykT cooTsetcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoyenne: OQOBPEHO

Approved by QA In-Charge /

| Checked by QC In-Charge £, 5\
[lokymeHT nposepeH OKK:  ~ lg Qe OokymenT ogobper OOK: %’
Date / 11.10.7_@1'\ Date / \L-{o- 202
[ara: Nata:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHUKAT AHAJIU3A

Paged of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481194 Batch Quantity / O6bem cepun: 5848 packs / ynaxorok
AR No / Anamnrugeckuii orger Ne :  ARF/253/2021 | Date of Analysis / Jlata ananmza: 11.10.2021
Date of Mfg / lara npomssoacra:  09/2021 Date of Expiry / Togen no: 08/2024

Analysis performed according ND / Anamus nposenén mo HJi: TTN013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / ITokaszarenn

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

bIMcTep H3 MieHKH

(nonusTreHOBOH/

MO MPUMEHCHHIO.

Package / Ynaxoexa - 20 tablets

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

MOIHBHHUITXIOPUIAHOMH

MONMBUHUIIEHXIOPHAHOH) K
antoMuHHEBOH Boabry, mo 25
DIMCTEPOB B KAPTOHHYK) MAYKY
C BIOJKEHMEM 25 MHCTPYKLHMiA

Package / Ynakosxa - 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 biister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a earton. / Io 20
TabaeTox B GHCTep U3 IUIEHKHM TPEXCNoitHOl
(MBX/TIS/MBAX) 1 amoMusuesoii honsru. Ilo 2
unn 3 OiucTepa BMECTE C HHCTPYKLIMESt 1Mo
NPHMEHEHHIO B KapTOHHYIO mavky. ITo 20 tabnerok
B OJIHCTEp M3 IUICHKH [OJHBHHIIXIOPHIHOH
(MoNM3THIIEHOBOIT / MOJMBUHNIIIEHXIOPUIHOH) H
ANFOMUHHEEOT (HONBry, No 25 BiicTepos B
KapTOHHYK) MAYKy C BIOXKEHUEM 25 MHCTPYKLMH 10
MIPHMEHEHHIO,

12 Labeling / Mapkuposka According to ND./

B cooTsercTBuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHA Beire 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temneparype He

14 Shelf life / Cpok roanocTi 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanune: MNpogykT cooTseTcTBYeT TpebosaHuam HJl

Conclusion : APPROVED /
3akntoyeHue: OOOBPEHO

- Checked by QC In-Charge / f‘@

Approved by QA In-Charge /

HokymeHT nposeper OKK: ATJITET [okymeHT ogobpex OOK: W
Date / ; Date /

i ] B oo 2 N 1020 2\
Hara: 1141 Hara: >

FMQC003-15-06

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




