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C ERTI FICATE OF ANALYS I S
No, 2407?8056

Name of Éroduci Amoxicil lin Trihvdrate C0moactod Ealch NO 309f4058002
Packing 25.00k§/drum Pieses 40 drurns +1drum
Batch weioht 1022.78k0 Soeeifications EP

Mlo Dale l2,IDsnO14 Exo Daie 0412018
Date of tesUnq 21fi7nou Dalo of report ?.8Í07ñ¿014

Storaoe Store in the airliqht conlainor
CEP:No Rl-CEP 2007-191-Rev 01

TESTS SPECIFICATIONS RESULTS COHCLUSIOH
IAPPEARANCE]

lrDENrFtcATloNI
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rrESrsl
pH

Specific oplical rolation
RelateO subslances

N. N.Dimethyfaniline

Water
Sulphated ash

Assay

Residual solvents
a) Acetone

b) D¡chforomBthans
c) Triethylamine

d) N,N-drmelhylacelamide

e) Toluene
f) Pivalic acid
Bulk Density
Tapped Density
Partida size

A white or almosl white crystalhno
powder and granule,

Examlne by lR absorplion
speclrophotomotry Comparing with
the speclrum obtained wilh
amoxicillin tfihydralB cRS
It is sl¡ghlly soluble in waler, very
shghtly solubte in ethanol (SE percent),
praciically lnsoluble in fatty oils lt
dissolves in dilute acids and diluts
solulions of alkati hydroxides

3.5*55
+290 -+315

Any specified rmpurily(1 0%
Any unspecifi ed rmpuriiy
< 010%
Tolal lmpurilres( 3 07o

NMT 20 ppm
(Not used in process)
11.5% - 14.50/0

NMT1,O%

95.0%-r02 0% CrrHrgN¡OsS
(calcufated on lhe anhydrous basls) ,

NMT800ppm

NMf600pprn
NMT300ppm

Ni/lTl090pprn

NMT60Oppm
NMT100Oppm
0 45 g/ml - 0,659/ml
NLTO.65g/ml

NMT35% of particlesr NLT850¡¡ m
NLT40%of parlicles.S50y m*180 p m
NMT30% of particles: NMT180r¡ m

A while cryrtalline
and granule
Gonforms

üonforms

4.5
+300

powder

0,32%
0 05%

0.81%

Conforms

12.8%
0.070%

99,70lo

52 ppm

332ppm
86 ppm

303 ppm

306 ppm
855 ppm
0 54 St/ml
0 76 giml
7olo

76Yo

17%

Conforms

Conforms

Conforms

Gonforms
Conforms
Conforms

Conforms

Confsrms
Conforms

Conforms

Gonforms

Conforms
Conforms
Conforms

with EP Specifications
Fnarmecopoe¡a qualily' complies with the currenl eJrt¡ons ot usp. gp a gp
Manufactured according to tCH eZ GMp lorApls ft fri ¿1\i*i¡-E
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