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CERTI FICATE OF ANALYSIS
240728058

Name of oroduct Amoxicillin Trihydrate Compacted Batch NO 309'14058004
Packíns 25 00kq/drum Pieces 40 drums +'ldrum
Eatch weroht 10?4.4Okq Specilications EP
Mfq. Date 1U05t20f4 Exo.Date 04/2018
Date of testino ?lfi7no14 Date of report 28107/2014
Storage Sore in the airtight containar
CEP:No. R1'cEP 2007-191.Rev 01
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ZHUHAI UNITED LABORATORIE§ CO., LTD.

Pharmacopoela quality: Cornplies with th€ curreni eOiiioñs of USp, Ep & Bp
Manufactured according to ICH eI Gláp for Apls
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TESTS SPECIFIGATIOH§ RESULTS COHCLUSION
IAPPEARANCEI

IDENTtFtCATtON¡

lsoLUBrLrTY]

ITESTS]
pH
Specific op$cal rotaüon
Related substances

N, N-Dirnethylaniline

Water
Sulphated ash

Assay

Residual solvents
a) Acetone

h) Dichloromethanr
c) Triathylamíno

d) N,N-dimethytacotamide

e) Toluene

I Pivalíc acld
Bulk Density
Tapped Density
Particle sÍza

A whits or almost white crystall¡ne
powder and granufe.
Examine by lR absorpüon
spectrophotometry. comparing with
the speclrum obtalned v{¡th
amoxicillin trihydrate CRS
It is slightly soluble in wate¡ very
slightly sofuble in elhanol(96 percent),
practicalty insoluble in fatg oils. tt
dissolves irr dilute acids and dllute
solutions of alkali hydroxides.

3.5 - 5.5
+290 *+315

Any specified irnpuritydl 0%
Any unspecífied impurity
{ 0.f070
Totalimpuftles( 3.0%

NMT 20 pprn

{Not used In process)
11.5o/o * 14.5%
NMT1.O%

95,0%-102,0% CraHrtNsOsS
(calcufaied on the anhydrou¡ basis) .

NMTE00pprn

NMT600ppm
NMT300pprn

NMT1080ppm

NMT600pprn
NMTl000ppm
0.45 glml- 0,65g/mt
NLI0,65s/ml
NMT357o of partlcleer NLT850 u m
NLT4O0/oof partlclee :8§0 u m-180 u m
NMT30% of parllcles: NMT180 p m

A whjte crystalline
and granule.
Coñforms

Conlonns

powder

4.4
+300

0.320/6

o.o7%

0,78%

Conforms

12.8rlo
0.050%

ss.7%

43 ppm

2S4ppm
84 ppm

257 pprn

296 ppm
734 ppm
0.54 g/ml
0 78 gfml

6o/o

760/o

19%

Conforms

Conforms

Conforms

Conforms
üonforms
Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms
Conforms
üonforns

C0HCLUSIOHT The resutts EP tions.
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ZHUHAI UNITED LABORATORIES CO., LTD.

CERTI FI CATE OF ANALYS I S

rmacopoela quahty s

Manufaclured accordrng to ICH Q7 GMP forAPls
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No,240518008
Name o[ ¡¡roducl Amoxicillin Trihvdrate Comoacled Batch NO 30914057001

PaEktnq 25.00kq/drum Pieces 4O drums +1druñl

Batch wetght 1006 80ko Speclficatrons EP and Enterpnse standard

Mfq Date 12/0512014 Exo Date 041?018

Dale of teslrno t2l05f20f 4 Date of report 1 8t05t2014

Storaqe Slore in lhe airlioht container
CEP No R1-CEP 200 191-Rev 01

TESTS SPEC]FICATIONS RESULTS CONCLUSIO¡I

IAPPEARANCE]

Soluhrlrty

ITDENTTFTCATTONJ

IrESTSl
pH
Specific oplical roi,ation
Related substances

N, N"Dimelhylaniline

Water
Sulphated ash

Assay

Residual solvents
a) Acetone

b) Dichlorornethane
c) Trrethylamíne

di N.N-drmeihylaceiamide

e) Totuene
Q Pivalic acid

S) Pyridine
Bulk Density
Tapped Density
Parlicte srze

Mícrobial Lrmrl

A whrle or almosl white crystalline
powder and granule
It is shghtly soluble an lvatef, very
slightly soluble in ethanol (98 percent),
practically insoluble in fatty orls. lt
dissolves in dilute acids and dllule
sotuüons of alkali hydroxides
Examine by lR absorptíon
spectrophotometry- comparing wilh
the spectrum obtaíned wtth
ámoxicillin tnhydrale CRS

3.5-55
+290 -+315

Any specified impunty{1 0%
Any unspecrfied irnpurily
( 0,1090
Total impurilies( 3.0%

NMT 20 ppm
(Not used in process)
f 1.5% * 14 5%
NMT1 O%

95.On/o-1OZ Oolo CrsHrsNc0sS
(calculaled on lhe anhydrous basls) -

NMT800pPm

NMT608ppm
NMT300ppm

NMT1090ppm

NMT600ppm
NMfl000ppm
NMT200ppm
0.45 g/ml- 0659/ml
NLTo 659/ml
NMT35% of partrcles, NLT850 u m
NLT4O%ol parliclestESO rr m*180 tt m
NMT30% of particles: NMT180u m

NMT r000 bacleria per grtm
NMT 80 molds and yaasts Per grafli
E.coli shoutd be undetecteble in 1

gfam.

A whrte crystalltne
and granule
Conforms

Conforms

powder

threshold

45
+298

0 23olo
<Reporhng
lÍmit0 05%
0,470/o

Conforms

1? 80/t
0 080%

100 0%

37 ppm

1 S4ppm
57 ppm

223 ppm

225 ppm
683 ppm

2pprn
0 53 g/ml

0 74 glml

4o/o

79%
17%

Conforms

Confor¡ns

Conforms

Conforms

Conforms
Conforms
Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms
Conforrns
Conforms

Con[orms

CONCLUSION' The results conform with EP and Enterprtse siandard
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