Cipla

CERTIFICATE OF ANALYSIS
) CEPTH®UKAT AHAJIU3A
Pagel of4/Crp. 1134
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHALE®, TABJIETKH 13,5 mr

Ratch No / Cepusa No: 482050

Batch Quantity / O6bem cepun: 5854 packs / ynakosoxk

AR No / Avasmragecknii oraer Ne : ARF/100/2022|Date of Analysis / {ara apammsa: 20.04.2022

Date of Mfg / lara npoussoncrsa:

04/2022 Date of Expiry / T'ogen no: 03/2025

Analysis performed according ND / Anamis npoeenén mo HI: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IHokazaTens Result / PesyasTaTn: Specification / Hopria
1 | Description / Onucanue Complies / Cootsercreyer 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. / ITnockue kpyribie TabneTky co
CKOLUEHHBIMH KPasiMH OT KOPUYHEBOrO 10 TEMHO-
KOPUYHEBOro [BETA ¢ BKparuieHusMu. Ha oaHoil
cropone Tabnerku BeiaasneHo cinoso «CIPLA», ua
APYTOii - THHUA pazioMa.
2 | Identification / ITopnunuOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercrByer Oxpaunpanue aMMHAYHOTO PAcTBOPA B KpaCHBIi
AHTPaXUHOHOBBIE TTTHKO3HIIbI pra
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootserctByer chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKHUBAHHA OCHOBHOTO MHKA HA XPOMATOTPaMMe
HCIBITYEMOrO PacTBOPA HOJUKHO COOTBETCTBOBATH
BPEMEHH YICPXKMBAHHUA OCHOBHOIO IMHKA HAa
XpOMaTorpaMme CTaHAaPTHOTO PacTBOPA
MeTHamaparuapokcubensoara (pasnen
«MeTtunmaparuapokcubensoar).
3 | Average weight / Cpenuss 187.51mg / 187,51mMr 189.99 mg £7.5% / 189,99 Mr £7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: MNpoaykr coorTeeTcTByeT TpeGosaHuam HI | 3akntouenune: OQOBPEHO
Checked by QC In-Charge(/ % Approved by QA In-Charge / a
JlokymeHT npoeepeH OKK: ‘ Glaete LokymeHT onoBper OOK: %/'
Date /

Date/ 5~ 042095

[ara:

2 0O 2022

[ara:

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 AHAJIU3A
. Page 2 of 4/ Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepna Ne: 482050 Batch Quantity / O6bem cepum: 5854 packs / ynakosox

AR No / Asanurudeckuii oraer Ne : ARF/100/2022 | Date of Analysis / Jlata amanmza: 20.04.2022

04/2022

Date of Mfg / JlaTta npoH3BoJICTBA:

Date of Expiry / I'onen no:

03/2025

Analysis performed according ND / Anamms nposenén o HJ/I: [T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarenb

Result / Pesyabrarnt

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOIHOCTD MO Macce

Complies / CooTtBercryer

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / IToTeps B 2.6% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYIIHBAHHH
6 | Dissolution/ 84 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV=351 The acceptability index forn=10 AV <L]1,

OnHOpOIHOCTH NO3HPOBAHUA

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.

[Toxkasarens npuemaeMocTs it n=10 AV <L1.

B cny4ae, ecnu 3nadenune AV npepbimaer L1,
MPOBOAAT HCMBITAaHKE Ha caenyomux 20 obpasuax.
s n=30 AV <L1. Bce 3HaueHHA X1 IOKHBI
yIOBJIETBOPSATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonudecTseHHoe onpejeneHue

(CnextpodpoTomerpus)

13.98 mg/tab /

13,98 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 o 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3HUJIOB B MepecyeTe Ha ceHHo3ua B B onHOI
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeuanme: [MpoayKT cooTBeTCTBYET TpeboBaHusam HJ

Conclusion : APPROVED /
3aknouenne: OOQOBPEHO

Checked by QC In-Charge =

Approved by QA In-Charge /

B

[lokymeHT nposepeH OKK: Oeevne [okymeHT opobpex OOK:
Ky 12 Seacnil
Date/ ., ~.p4.202 Date / ) _
o 2.0:04:202 72 Dara: 7 0-04~2072-2
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A
Page 3 of 4/ Crp.3 3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482050 Batch Quantity / O6bem cepum: 5854 packs / ynakoBok
AR No / Ananaringecknii oraer Ne :  ARF/100/2022 | Date of Analysis / lara anamaza: 20.04 2022
Date of Mfg / Jlata npoussoacrea:  04/2022 Date of Expiry / I'onen no: 03/2025

Analysis performed according ND / Ananus nposeaén mo HJI: TIN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / [Tokazarens Result / PesyabTaTni Specification / Hopma
9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copepxanue
MeTuinaparupokcubensoara 0,045 mr/ra6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruieckasi 4HcToTa

10a) | Total Aerobic microbial count /
OBuiee uuC/IO a3pOGHBIX 10 Not more than 10* cfu/ g / He Gonee 10° /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10” /r
count / OBmee 4ucno <10
TJIECHEBBIX M APOMIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyTeTBYIOT Not more than 107 / g / He Gonee 107 /r
bacteria/ Ycroituusbie k
IEHCTBHIO XKeTuH
rpaMoTpHIaTenbHble bakTepuH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
10e) | Escherichia coli Absent /OtcyTeTBytOT Absentin 1 g/ OrcyrctBue s 1 r
109) | Salmonella Absent / OtcyTeTByIOT Absent in 10 g / Otcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpoaykr cooteeTcTByeT Tpebosanunsm HI | 3aknoyenne: OQOEPEHO

Checked by QC In-Charge /", -\ Approved by QA In-Charge / -
[okymeHT nposepeH OKK: “1% 8l arul LokymeHT onobpeH OOK: %
Date/ o ~.04 2022 Date / 9 0 -c\-2-02-2-

Hara: [ara:

FMQCO003-15-06

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
f CEPTUO®UKAT AHAJIU3A

Paged4 of 4/ Crp. 413 4

Product: S.ENADE TABLETS 13,5 mg

Tipoayxr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne : 482050

Batch Quantity / O6sem cepum:

5854 packs / ynakoBok

AR No / Ananmriaecknii oraer Ne : ARF/100/2022| Date of Analysis / lata anannza:  20.04.2022

Date of Mfg / Jlata npoussoacrea:  04/2022

Date of Expiry / I'oxes go:

03/2025

Analysis performed according ND / Anamms mposeaén mo H/L: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IloxazaTennb

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ynakosxka
in a blister made of

OGnucTep U3 NIEHKH

(monuaTHIEHOBOH/

IO NPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

[TOJIMBHHIIIXJIOPHIHOH

OJIMBHHUJIACHXJIOPHAHOM) H
aoMHHUEBO# (onbry, no 25
GnMCTEPOB B KAPTOHHYIO MadKy
C BJIOXKEHHEM 25 HHCTPYKLHI

Package / Ynaxoska - 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
TabneTok B OnucTep M3 IJIEHKH TPEXCIOHHOM
(MIBXATI/MIBAX) u amomunneroit donsra. Ilo 2
Wi 3 GrucTepa BMECTe ¢ HHCTPYKIHEH 110
NpPUMEHEHHUIO B KapToHHYI0 nauky. ITo 20 Tabnerok
B DJIHCTEp U3 TIEHKH NOJHBHHUIXIOPHIHOH
(MOIHATHIEHOBOH / TOMHBHHHIIAEHXIOPHIHOIM) H
amomuHueBoit Gonbry, 1o 25 Gauctepos B
KapTOHHYIO Ma4Ky C BJIOKEHHEM 25 HHCTPYKLHMHA MO
[PUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorserctuu ¢ HJT

13 Storage conditions / Ycnoeus

XpaHeHMs Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe 1npu Temneparype He

14 | Shelflife / Cpok ronsocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cooreeTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3aknouyenue: OJOBPEHO

Checked by QC In-Charge £, -\
JokymeHT nposepeH OKK: \\8 gl

Approved by QA In-Charge /

HokymeHT opobper OOK:
Date! 2 o0.04'202 2 Date / o OM Do
[ara: [ara: L

FMQCO003-15-06

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




