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LOSARTAN POTASICO
COMPRIMIDOS RECUBIERTOS 50 mg

A Subdepartamento Registros y Autorizaciones Sanitarias
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ACCELRATED STABILITY STUDY REPORT
Name of product Losartan Potassium Tablet 50 mg | Batch No EMD8018
Description of the pack | 10°s Alu — PVC Blister pack Mfg. Date Aug —2018
Description, Identification, Avg.
i 1:3'::?:;:‘523“ Wt, D.T, Dissolution, Organic Expiry Date Jul - 2021
Impurities, Assay, MLT.
Storage 40°C £ 2°C and
Date of Initiation Aug—-2018 :)ondmons DlisdaTi
ool Feb — 2019
completion
RESULTS OF ANALYSIS
TBaT LIMITS INITIAL 3 Month 6 Month
Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, round biconvex, round biconvex, round biconvex,
Bessiption fil_m coated tablgt fﬂ.m coated table_t film coated tablgt fil.m coated tablgt
with V2 embossing | with V2 embossing | with V2 embossing | with V2 embossing
on one side & plain | on one side & plain | on one side & plain | on one side & plain
on other side. on other side. on other side. on other side.
The retention time
of the major peak
of the sample
Identification spbatfon, Complies Complies Complies
corresponds to
that of the standard
solutions obtained
n assay.
Avg. Wt 25;27 mp~—110.72 104.5 mg 103.8 mg 105.8 mg
D.T NMT 30 Mins. 6 mins 45 sec 7 mins 8 min
1191% 2]93% 1]191% 2]90% 1]191% 2]91%
Dissolution N.L.T. 75.0% (Q) 3193% 4195% 3192% 4]192% 3193% 4194%
5]95% 6]96% 5194% 6194% 5191% 6]90%
Organic Impurities
1-H-Dimer: N.M.T. 0.5% 0.009% 0.010% 0.012%
2-H-Dimer: N.M.T. 0.5% None detected None detected 0.002%
Total Impurity NMT. 1.0% 0.009% 0.010% 0.014%
. : NMT 15.0 when
chgilf:;:llty of detgrrpined on 10 24 - 341
individual limits
Assay 95.0% to 105.0% 101.3% 100.45% 99.80%
Microbial Limit Test
Total aerobic microbial count
Bacterial Counts NMT 1000 cfu/gm 50 cfu/gm - 40 cfu/gm
Fungi NMT 100 cfw/gm Nil - Nil
Test for specified microorganisms:
E.coli Absentin 1 gm Absent - Absent
Salmonellae Absent in 10 gm Absent - Absent
Pseudomonas Absent in 1 gm Absent - Absent
Stap.aureus Absentin 1 gm Absent - Absent
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REAL TIME STABILITY STUDY REPORT

Name of Product Losartan Potassium Tablet 50 mg Batch No EMD8018
Description of the pack 10’s Alu — PVC Blister pack Mfg. Date Aug —2018
Parameters and Test methods monitored Description, Identification, Avg. Wt, D.T., Dissolution, Organic Expiry Date Jul— 2021

Impurities, Assay, MLT.

Storage conditions

30°C £ 2°C and 75% + 5% RH

Date of Initiation Aug —-2018
Date of completion Aug — 2021
RESULTS OF ANALYSIS
TESTS LIMITS
INITIAL 3 Months 6 Months 9 Months 12 Months 18 months 24 Months 36 Months
Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex,
film coated film coated film coated film coated film coated film coated film coated film coated film coated
Description tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2
embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on
one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain
on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side.
The retention
time of the
major peak of
the sample
solution
Identification corresponds to Complies Complies Complies Complies Complies Complies Complies Complies
that of the
standard
solutions
obtained in
assay.
A 95.27 mg —
vg. Wt 110.72 mg 104.5 mg 103.2 mg 105.6 mg 104.8 mg 104.5 mg 103.7 mg 103.5 mg 105.8 mg
D.T NMT 30 Mins. 6 mins 45 sec 7 min 7 min 15 sec 8 min 8 min 8 min 20 sec 8 min 45 sec 9 min
NLT. 75.0% 1191% 2]193% 1191% 2]190% 1192% 2191% 1192% 2]93% 1191% 2]93% 1193% 2]193% 1193% 2]92% 1191% 2]189%
Dissolution N 3193% 4]195% 3192% 4]194% 3193% 4]193% 3]93% 4]191% 3193% 4]195% 3190% 4]194% 3]191% 4]90% 3191% 4]92%
Q 5195% 6]96% 5]95% 6]94% 5192% 6]94% 5193% 6]94% 5194% 6]91% 5191% 6]91% 5189% 6]90% 5]188% 6]91%
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EMIL INDUSTRIES PVT. LTD. e by s
Name of Product Losartan Potassmm Tablet 50 mg Batch No EMDS01S
Deseription of the pack 10's Alu — PVC Blister pack Mifg, Date Aug -~ 2018
Paaiaetis wnl Tt wetivimontoosd Description, Identification, Avg. Wt, D.T., Dissolution, Organic Expiry Date Tul - 2021

Impurities, Assay, MLT.

Storage conditions

30%C £2°C and 75% = 5% RH

Date of Initiati Aung ~ 2018
e i B Date of completion Apg — 2021
. RESULTS OF ANALYSIS
TESTS LIMITS ;
INITIAL 3 Months 6 Months 9 Months 12 Months 18 months 24 Months 36 Months
Organic Impurities e
1-H-Dimer: NMT. 0.5% 0.009% 0.010% 0.013% 0.015% 0.0168% 0.018% 0.021% 0.022%
2-H-Dimer; NMT. 0.5% None detected None detected 0.001% 0.003% 0.005% 0.006% 0.008% 0.009%
Total Impurity NMT. 1.0% 0.009% 0.010% 0.014% 0.018% 0.021% 0.024% (.029% 0.031"%
NMT 15.0 when
Unitormity of determined on 24 ) ) ) 5 5 ) 97
Conmtent 10 individual ' '
limits
950% to 0 i) 0. 1) 0 0 1] (]
Assay 105.0% 101.3% 100.90% 100.75% 100.50% 100.20% 99.90% 99.70% 99.45%
Microbial Limit Test
Total aerobic microbial count
Bacterial Counts . e 50 ofu/gm - - - - “ - 55 cfu/gm
chi'gm
_ NMT 100 .
Fungi ki Nil - - - - - - Nil
Test for specified microorganisms:
E.coli Absent m 1 gm Absent - - - - - - Absent
Salmonellae Absentin 10 gm Absent - - - - - - Absent
Pseudomoias Absent in 1 gm Absent - - - - - - Absent
Stapaureus Absent in 1 gm Absent - - - - - - Absent
_riapleadat”
Approved By

Wir. S. M. Daptardar
7> /QA Manager
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ACCELRATED STABILITY STUDY REPORT

Name of product Losartan Potassium Tablet 50 mg | Batch No EMD8019
Description of the pack 10’s Alu — PVC Blister pack Mfg. Date Aug —2018
Description, Identification, Avg.
:,tl;;l:;t:::n?:‘o(iégst Wit, D: f., Dissolution, Organic Expiry Date Jul - 2021
Impurities, Assay, MLT.
Storage 40°C £ 2°C and
Date of Initiation Aug—-2018 g’;‘:lz}ons B Es AR
i Feb — 2019
completion
RESULTS OF ANALYSIS
LT LIMITS INITIAL 3 Month 6 Month
Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, round biconvex, round biconvex, round biconvex,
Dasedinon film coated tablgt fi}m coated tablqt fil.m coated tablgt fil.m coated tablgt
with V2 embossing | with V2 embossing | with V2 embossing | with V2 embossing
on one side & plain | on one side & plain | on one side & plain | on one side & plain
on other side. on other side. on other side. on other side.
The retention time
of the major peak
of the sample
Identification whiten Complies Complies Complies
corresponds to
that of the standard
solutions obtained
n assay.
Avg Wt 19115;7 mg=110:72 103.7 mg 104.2 mg 1042 mg
D.T NMT 30 Mins. 6 min 8 min 8 min
1195% 2]97% 1192% 2192% 1]194% 2]93%
Dissolution N.L.T. 75.0% (Q) 3195% 4]96% 3191% 4]91% 3191% 4]91%
5193% 6]93% 5195% 6]94% 5195% 6]90%
Organic Impurities
1-H-Dimer: NMT. 05% 0.006% 0.008% 0.010%
2-H-Dimer: N.M.T. 0.5% None detected None detected 0.001%
Total Impurity N.M.T. 1.0% 0.006% 0.008% 0.011%
; ] NMT 15.0 when
[Clg;ic;;x?xw of detg:rmined on 10 23 - 34
individual limits
Assay 95.0% to 105.0% 100.2% 99.95% 99.70%
Microbial Limit Test
Total aerobic microbial count
Bacterial Counts NMT 1000 cfu/gm 60 cfu/gm - 30 cfu/gm
Fungi NMT 100 cfu/gm Nil - Nil
Test for specified microorganisms:
E.coli Absentin 1 gm Absent - Absent
Salmonellae Absent in 10 gm Absent - Absent
Pseudomonas Absentin 1 gm Absent - Absent
Stap.aureus Absentin 1 gm Absent - Absent g
YAds L?:f‘JO\&g’O
/ DR [
IS0 o \,ﬁpproved By

L M S)E Daptardar

'+ YA Manager
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Tel: +91-22-42090200 i
E M l L ' N DUSTR‘ ES PVT‘ LTD' Email: infoggemiphammin !. L ZIII An 150 9001:2008 Certified Company
REAL TIME STABILITY STUDY REPORT
Name of Product Losartan Potassium Tablet 50 mg Batch No EMD8019
Description of the pack 10’s Alu — PVC Blister pack Mfg. Date Aug —2018
Parameters and Test methods monitored Description, Identification, Avg. Wt, D.T., Dissolution, Organic Expiry Date Jul— 2021

Impurities, Assay, MLT.

Storage conditions

30°C £ 2°C and 75% + 5% RH

Date of Initiation Aug —2018 -
Date of completion Aug —2021
RESULTS OF ANALYSIS
TESTS LIMITS
INITIAL 3 Months 6 Months 9 Months 12 Months 18 months 24 Months 36 Months
Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex,
film coated film coated film coated film coated film coated film coated film coated film coated film coated
Description tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2
embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on
one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain
on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side.
The retention
time of the
major peak of
the sample
solution
Identification corresponds to Complies Complies Complies Complies Complies Complies Complies Complies
that of the
standard
solutions
obtained in
assay.
95.27 mg —
Avg. Wt 110.72 mg 103.7 mg 103.8 mg 103.2 mg 105.7 mg 104.7 mg 103.5 mg 104.4 mg 104.9 mg
D.T NMT 30 Mins. 6 min 6 min 40 sec 7 min 7 min 25 sec 8 min 8 min 10 sec 8 min 30 sec 8 min
NLT. 75.0% 1195% 2]97% 1195% 2194% 1195% 2]194% 1193% 2]95% 1193% 2]94% 1191% 2]93% 1193% 2]91% 1191% 2]90%
Dissolution T 3]195% 4196% 3194% 4192% 3193% 4192% 3193% 4192% 3192% 4194% 3192% 4194% 3]190% 4]189% 3192% 4193%
Q 5193% 6]93% 5193% 6]95% 5192% 6]94% 5191% 6]94% 5191% 6]91% 5190% 6]92% 5193% 6]93% 5189% 6]191%
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Name of Product Losartan Potassiam Tablet 50 mg Batch No EMD8019
Description of the pack 10°s Alu ~PVC Blister pack Mfg. Date Aug - 2018
Puramelers and Test methods monitosed Description, Tdeatification, Avg. Wi, D.T., Dissolution, Organic pdiry Diuke Jul 2021

Impurittes, Assay, MLT.

i Storage conditions

30°C 4 2°C and 75% + 5% RH

Date of Initiati Aug —2018
AL ST . Date of completion Aug —2021
i RESULTS OF ANALYSIS
TESTS LIMITS 7
INITIAL 3 Months ‘ 6 Months | 9 Months 12 Months 18 months 24 Months 36 Months
Organic Impurities B .
1-H-Dimer: NM.T. 0.5% 0.006% 0.009% 0.011% 0.013% 0.015% 0.017% 0.019% 0.021%
2-H-Dimer: NMT 0.5% None detected None detected 0.002% 0.004% 0.006% 0.008% 0.010% 0.011%
Total Impurity NM.T. 1.0% 0.006% 0.009% 0.013% 0.017% 0.021% 0.025% 0.029% 0.032%
NMT 15,0 when
Uniformity of determined on 23 i i i i _ ) 41
Content 10 individual ' :
limits
9500/?‘ o 0, a. 154 U a (1A o (1]
Assay 105.0% 100.2% 09 80% 0% 65% 99 .50% 99.30% 99.15% 98.80% 98.65%
Microbial Limit Test
Total aerobic microbial connt
Bacteria! Counts NNET i 40 cfu/gm - - - - - - 45 cfu/gm
cfi'gm
- NMT 100 i :
Fungi ofgm Nil - - - - - - Nil
Test for specified microorganisms: ;
E.coli Absent in 1 gm Absent - - | - - - - Absent
Salmonellae Absent in 10 gm Absent - - : - - - - Absent
Pserdomonas Absent in | gm Absent - - - - - - Absent
Stap.attreus Absent i1t 1 gm Absent - - - - - - Absent

O Mr

o \ﬁaApplroved By
S M. Daptardar
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ACCELRATED STABILITY STUDY REPORT
Name of product Losartan Potassium Tablet 50 mg | Bateh No EMD&020
Description of the pack | 10’5 Alu— PVC Blister pack Mfg. Date Aug - 2018
Description, Identification, Avg.
Parameters and test ; i . , .
i Wi, DZT': Disselution, Organic Expiry Date Jul - 2021
Impurities, Assay, MLT.
Storage 40°C £ 2°C and
Date of Initiation Aug—2018 ;:)ontdltlrons Fdes LA RN
amwe o -
com pletion i
RESULTS OF ANALYSIS
TEST LIMIT
5 INITIAL 3 Month 6 Month
Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, round biconvex, round biconvex, round biconvex,
DBEGHBASH film coated tablet film coated tablet film coated tablet film coated tablet

with V2 embossing
on onge side & plain
on other side.

with V2 embossing
on one side & plain

on other side.

with V2 embossing

on other side.

on one side & plain

with V2 embossing
on one side & plain
on other side,

The retention time

of the major peak
of the sample
Identafication SR Complics Complies Complics
corresponds to
that of the standard
solutions obtained
n assay.
v Wi ;5527 mg—110.72 106 &:mg VAR g 65,8 ma
DT NMT 30 Mins. 7 min 7 min 20 sec 8 min 10 sec
1]95% 2]97% 1195% 2]93% 1195% 2192%
Dissolution NLT 750% (QQ) 3]194% 4193% 3]J92% 4191% 3191% 4192%
5]|96% 6]94% 5]93% 6]93% 5192% 6]91%
Organic Impurities
1-H-Damer: MR 08% Nomne detected 0. 006% 0.009%
2-H-Dimer: N.M.T. 05% None detected None detected 0.002%
Total Impurity N.M.T. 1.0% Nong detected 0.006% 0.011%
- . NMT 15.0 when
Iég;izﬁlty o detgn_nmed on 10 2.5 - 2.1
ndividual limits
Assay 93.0% to 105.0% 101.0% 100.73% 100.40%
Microbial Limit Test
Total aerobic microbial count
Bacterial Counts NMT 1000 cf/gm 50 cfu/om - 55 cfu/gm
Fungi NMT 100 cfu/gm Nil a Nil
Test for specified microorganisms:
Eocoli Absentin 1 gm Absent - Absent
Salmonellae Absent in 10 gm Absent - Absent
Pseudomonas { Absentin { gm Absent - Absent.
Stap. aureus Absentin I gm Absent = Absent

A}ﬁproved By

Mr S, M Daptardar
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Mangalam, Kulupwadi,
Borivali East, Mumbai

400066, INDIA =
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E M l L ' N DUSTR‘ ES PVT- LTD. Email: info@emilpharma.in - I ;=I| An 150 9001 : 2008 Certified Company
REAL TIME STABILITY STUDY REPORT
Name of Product Losartan Potassium Tablet 50 mg Batch No EMD8020
Description of the pack 10’s Alu — PVC Blister pack Mfg. Date Aug —2018
Parameters and Test methods monitored Description, Identification, Avg. Wt, D.T., Dissolution, Organic Expiry Date Jul— 2021

Impurities, Assay, MLT.

Storage conditions

30°C £ 2°C and 75% + 5% RH

Date of Initiation Aug —2018 -
Date of completion Aug —2021
RESULTS OF ANALYSIS
TESTS LIMITS
INITIAL 3 Months 6 Months 9 Months 12 Months 18 months 24 Months 36 Months
Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured Pink coloured
round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex, | round biconvex,
film coated film coated film coated film coated film coated film coated film coated film coated film coated
Description tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2 tablet with V2
embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on embossing on
one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain | one side & plain
on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side. on other side.
The retention
time of the
major peak of
the sample
solution
Identification corresponds to Complies Complies Complies Complies Complies Complies Complies Complies
that of the
standard
solutions
obtained in
assay.
95.27 mg —
Avg. Wt 110.72 mg 106.8 mg 105.9 mg 106.1 mg 104.5 mg 103.9 mg 104.7 mg 105.1 mg 103.7 mg
D.T NMT 30 Mins. 7 min 7 min 30 sec 7 min 50 sec 8 min 8 min 8 min 20 sec 8 min 45 sec 9 min
NLT. 75.0% 1195% 2]97% 1195% 2]93% 1193% 2]195% 1194% 2192% 1195% 2]93% 1193% 2]91% 1193% 2192% 1193% 2]93%
Dissolution T 3]194% 4193% 3194% 4194% 3]194% 4192% 3193% 4195% 3194% 4192% 3193% 4194% 3]194% 4193% 3192% 4190%
Q 5196% 6]94% 5193% 6]94% 5]196% 6]93% 5193% 6]93% 5194% 6]91% 5193% 6]94% 5]191% 6]91% 5189% 6]91%
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Name of Product Losartan Potassium Tablet 50 mg Batch No EMDS020
Description of the pack 10°s Alu — PVC Blister pack Mfg, Date Aug — 2018
Parameters and Test methods monitored Description, [dentification, Avg, Wi, D.T, Dissolution, Organic Expiry Date Jul - 2021

Impurities, Assay, MLT.

Storage conditions

30°C 4 2°C and 75% = 5% RH

Date of Initiation Aug — 2018 - :
Date of completion Aug — 2021
RESULTS OF ANALYSIS
TESTS LIMITS ; 1 :
INITIAL 3 Months 6 Months ‘ 9 Months | 12 Months 18 months 24 Months 36 Months

Osganic Impurities - .
1-H-Dimer: NM.T. 0.5% None detecied 0.005% 0.008% ‘ 0.009% 0.011% 0.012% 0.014% 0.016%
2-H-Dimer: NMT. 0.5% None detected None detected 0,002% | 0.003% 0.005% 0.007% 0.009% 0.010%
Total Impurity NM.T. 1.0% None detected 0.005% 0.010% 0.014% 0.016% 0.019% 0.023% 0.026%

NMT 15.0 when
Uniformity of determined on 55 ) i ) i ) 35
Content 10 individua! ' . '

limits

95 0% to ; .
Assay 105.0% 101.0% 100.89% 100.75% 100.55% 100.30% 99.99% 99.70% 99.45%
Microbial Limit Test
Total aerobic microbial count
Bacterial Counts ; 100 30 cfu/gm - - - - - - 45 cfu/gm

cfu/gm

; NMT 100 3 ;

Fungl cfw/gm Nil - - - | 5 . 4 Nil
Test for specified microorganisms:
E.coli Absentin 1 gm Absent - - . - - - Absent
Salmonellae Abgent in 10 gm Absent - - - - - - Absent
Pseudomonas Absentin t gm Absent - - - - - - Absent
Stap.aureus Absent in 1 gm Absent - - - - - - Absent

e 1 e e 0 e e

Rt

I./‘ \
\mpproved By

. Mr. $/M Daptardar

\ 7 *@, A Manager



