Cibla

CERTIFICATE OF ANALYSIS

N CEPTHOUKAT AHAJIN3A
. Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykt: CEHAJIE", TABJIETKH 13,5 Mt
{Batch No / Cepns No : 482040 Batch Quantity / O6nem cepum: 5850 packs / ynaxosox
AR No / Aranurraeckuii oraer Ne :  ARF/087/2022|Date of Analysis / Jlara aranmsa:  04.04.2022
Date of Mfg / Jlara npoussoacrsa:  03/2022 Date of Expiry / T'onen no: 02/2025

Analysis performed according ND / Anamns nposenén mo HJI: [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxa3zarenn Result / PesyasTate! Specification / Hopma

1 | Description / Onucanue Complies / CootsercTByeT 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 kpyrisie TaOneTKH co

| CKOUICHHBIMM KPasiMH OT KOPH4HEBOFO. IO TEMHO-
KOpHYHEBOTO [BeTa ¢ BKparuienuamu. Ha oanoii
cropose Tabnerku Bbiapiero cnoso «CIPLA», Ha
ApYTOii - TMHAA pa3noMa.

2 | Tdentification / Hopmanoers

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsetcTBYET OxpamMBaHie aMMHAYHOIO PAacTBOpa B KPacHbIH
AHTPaxXUHOHOBbIE TTHKO3H]IBI s,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTcTByeT chromatogram of the sample solution should
MerunnaparuapokcubeH3oaT corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YAEPKMBAHUSA OCHOBHOIO MK HA XPOMATOrpaMme
HCOBITYEMOTO PacTBOPa AODKHO COOTBETCTBOBATD
BPEMEHH YAEPKHBAHNA OCHOBHOIO ITHKA Ha
XPOMATOrpaMMe CTaHAAPTHOTO PacTBOPa
MeTunaparugpoxcubensoara (pasnen
«MeTtunnaparuapoxcubensoar).

3 | Average weight / Cpennss 186 81mg / 186,81mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca
Remarks : The Product conforms to ND/ | Conclusion : APPROVED /
Mpumeyanme: MpoayxT cooreercTeyet Tpebosannam HYl | 3aknouenne: OQOBPEHO _
Checked by QC in-Charge /5 Approved by QA in-Charge / o3
OokymeHT nposepeH OKK: - lg &\ cuns JokymeHT ogobper OOK:
Date / ©4:04:202 2 - Date / O\oW L0
flarta; dara:
FMQC603-15-06

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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CEPTUO®HKAT AHAJIM3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Iipoayit: CEHAJE®, TABJETKH 13,5 Mr

Batch No / Cepua Ne: 482040

Batch Quantity / O6nem cepum:

5850 packs / ynaxosox

AR No / Asanurageckwii oraer No :

ARF/087/2022|Date of Analysis / JlaTa amanmza: 04.04.2022

Date of Mfg / lara npoussoacrsa:  03/2022

Date of Expiry / T'onen no:

02/2025

Analysis performed according ND / Anamms mposenén mo HJ/I: I1 N013745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne. Test / [foxazarens

Resuit / Pmysﬁ;rn*rm

Specification / Hopma

4 'ﬁnifofmity of Wéighf 7
OnHOPOOHOCTS MO Macce

“Complies / Cootsercrayer

18/20 tablcts NMT + 7.5 %/ 18/20 re Gonee + 7,5
"%
'2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

OaHOPOIHOCTL AO3UPOBAHUA

5 | Loss on drying / Tloteps B 3.0% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BHICYIDHBAHHK
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cexnosumos yepes 120 Mux
7 | Uniformity of Dosage units / AV=35.1 The acceptability index forn=10 AV <LI1.

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=25.0.

Ilokasarens npuemnemocty ami n=10 AV < L1

B cnyuae, eci 3nauenne AV npessnmaer L1,
TIPOBOJISIT HCTILITAHKE Ha cepyomux 20 o6pasnax.
Jns n=30 AV <L1. Bce 3Ha4eHus Xi JOHKHBI
YAOBJNETBOPATE HEPABEHCTBY:

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

L1=:15,0;1.2=25,0.

8 | Assay  (Spectrophotometry)
Komiectsennoe onpeneneHue

(CnexrpodoTomerpus)

13.80 mg/tab /

13,80 mr/Tab

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 (o1 90,0 no 115,0 %)
CCHHO3W/IOB B TIEPECHETe Ha CeHno3ua B B onnoil
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanne: MMpoaykT cooTeeTcTeyeT Tpebosannam HI

Conclusion : APPROVED /
3axknroyenne: OQOBPEHO

 Checked by QC In-Charge {7
[okymeHT nposeper OKK: (\Fﬂ aue

Approved by QA in-Charge /
HokymeHT opobpeH OOK:

Ceis

Date /

fiaa: 0O4-04:2022 _

Date /

o404 207272
[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
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CERTIFICATE OF ANALYSIS
. CEPTHU®HMKAT AHAJIM3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 482040

Batch Quantity / O6bem ceprm:

5850 packs / ymaxosox

AR No / Auanurngecknii oraer No ;

ARF/087/2022|Date of Analysis / lata anammza: 04.04.2022

Date of Mfg / lata npoussoacrea:  03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Ananms nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

N Test / [lokazarens Result / PesyabaTi: Specification / Hopma
9 | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanne
METHIaparuapoKcuben3oaTa 0,053 mr/ra6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckasi 4ucTOTa

10a) | Total Aerobic microbial count /
O6uiee yncno a3poOHBIX 20 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHM3MOB '

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r |
count / Obmee uucio <10
IUIECHEBBIX U JIPOMOKEBBIX
rpubor

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Goxnee 10° /r
bacteria/ Ycrotliaupsie k
NEHUCTBHIO KEYH
rpaMOTpHIATENbHBIE OaKTepuH

10d) | Staphylococcus aureus Absent /OrcyreTByIOT Absentin 1 g/ OrcyrcTBHe B 1 T

10 e) | Escherichia coli Absent /QTcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 11

109 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Npumeyanne: Npogyxr cocoreetcTayeT Tpebosanuam HA

Conclusion : APPROVED /
3axmouenue: OQOBPEHO

Checked by QC ln—ChargeI
‘-.]\3 O Al

Approved by QA In-Charge /
[JokymeHT ogobpen OOK:

Date /

[okymeHT nposepeH OKK:
D4:04202 2
Harta: R

Date / bh.04., 2022
Hara:

FMQCO003-15-06

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

: Simchem Pvt. Litd,,

Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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-

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsn Ne: 482040

Batch Quantity / O0nem cepnm:

5850 packs / ynakopox

AR No / Anammrigecknii otaer Ne: ARF/087/2022|Date of Analysis / Jlara anaymsa:  04.04.2022

Date of Mfg / Jlara npomssoacrea:  03/2022

Date of Expiry / I'oaen po:

02/2025

Analysis performed according ND / Anasms nposenén mo HJL: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxkazaTens

Result / PesyasTaTsi

Spe.ciﬁcation / Hopma

11 | Package / Ynakoska
in a blister made of

OmucTep W3 MISHKH

(o3 THIEHOBOMH/

MO NNPUMEHEHHEO.

Package / Ynakoeka - 20 tablets

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

[OJIMBHHIIIXJIOPHIHO M

MONHBUHHIIACHXTIOPHIAHOM ) U
anioMuHIeBOi Gonbry, no 25

©MICTEpOB B KAPTOHHYIO TIAYKY
C BJIOXKEHHEM 25 HHCTPYKLIHH

Package / Ynaxkoska - 20 tablets in a blister made of
three-layer PYVC/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 biisters with
25 patient information leaflets in a carton. / ITo 20
Tabnerok B OHCTEp M3 MIIEHKH TPEXCIOHHOI
(TIBX/TID/MIBJX) u amomunmesoii ponsry. ITo 2
wnu 3 GnKcTepa BMeCTe C HHCTpyKUuei no
NPHMEHEHHIO B KapToHHY0 naydky. Io 20 tabnetok
B OIHCTED B3 NICHKH ROMMBHHAEXIOPAIROH
(nonuaTHNEHOBOH / NOMHBHHHUIIAEHXIOPHIHOH) H
aFOMHHHEBO QoTbru, 1o 25 GnucTepos B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 MHCTPYKUMH N0
PHMEHEHHIO.

12 | Labeling / Mapkiposka According to ND /

B coorsercteuu ¢ HIJ

13 Storage conditions / Ycnosus

XpaHEeHHA Boie 25 °C.

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

14 Shelf life / Cpok roagrocTn 3 yezirs /3 rona

Remarks : The Product conforms to ND/
NMpumevanue: MNpoaykT cooTseTcTayeT Tpedosanuam HA

Conclusion : APPROVED /
3axmovenne: OQOBPEHO

Checked by QC In-Charge (’@

Approved by QA In-Charge /

Bpedd

MlokymeHT nposeper OKK: Qorur DokymeHT ofo6per OOK:
Date/ o4 .042022 Date / ob4.04.2027°
Hara: Hara:

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 '




