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Liofilchem'
RAZIONE DI CONFOnmITA Ctr / DC: DECL,,lRrtllON OF CONFORil'TITI

DICIIIARAZIONE UT' C:CINT'ORMITA CII

lchem@ S,r.l,, con Secle Legale in Via Scozir, S4026 tlolero ds,gli Ahrrrir.zi (T$) Ilalin, in Ugrrlitl cti.

dispositivo medico-diagnlostico in vitro elencrto nrllltr tnbclla tlleglfn l(evisione -]2' I till

I,

2.
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che il dis
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autoritd n

prodotto;
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manufacturel

l. that the,abo
and its rele

2, the above

3. that the t

4, lhat thg uta

,5, that, ltirlr i

prr:dur;h-;

6, ttrrrt tlre dev

l{riseto, {)7,06

ofitchem@ S.r.l., registered office in Via Scozia;640:16 l{oseto cleg$iAbr:uzzi (TIi} Ital]y, ris a

the in vitro medical-diasnostic device li.sted in the atfaohscl tal-]l*, llevisiul 32.1 of 07.06,0(]17

hereby certifies under its r:wn responrtibiLily

mentioned device complies with atl the applicnb)e prnvi*iurts ol'Dir*ctive 9817q/EC (Arl

nt transposition into national law; 
)

ntioned is nor included in Annex II , List A and 13 of Dilestive 98179/EC;

ical documentation referred to at Annex III of the lllircrr:tive gBnqlEC is avtiltrble or thc
t'ocluct

t thp

EC DECLARATION O.lr' C On* IIORMIUII

: in cluc.slion, was i:rtroclucecl into thc tnalkct proviclxl rvillr Cl1 tnnrk.,

rex lll)

national a horities in its facility ancl that this docr-rlrentirtion slral.l be kept. f'or 5 yeals atter the lusc

has becn r ufactured: i

Iiir:tuling proccss l'ollorvs sLritable principler; of quality llssllfanc$;

lerncnteri nld keep L1p to clatc, a post-fr"oclttclion sttrverillattfl.e syste.ttt fol nrrlttilor

Dirormn]'l'ecnico/ Technicll l.lirector'
Dolt' Silvio BrQcqr:
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O Liofilchem@ - ChromaticrM Candida- (ev0.1 /08.07 2015

ChromaticrM Candida
: seleqtive medium for the isolation and differen{iation of
spp directly from clinical and n{nclinical speci$ens,

homogeneous, light beige.
t, very light beige.

lnstructions For

Chromatiq
species di
C.tropicali!,

Although pi
attributed
prornpt initi

Peptone

Chlor
Ch

Agar

I'inal pH

is ihe seleC

the lqasis of

lnocUlate
30-37"C for

After, i

the lD

ID

Candida

Car

Candida

Candida

C

See

Dehydrate!

acids,'gritrogen, carbon, vitamins and minlrals for organisi

ibitingimost of the bacteria, Chromogenic mix allows to iQ

J morp!'rology of the colonies. Agar is the $olidifying agen$

growth. Chlorampheni
tify the Candida genus on

Suspenfi 50.7 g of the powder.in 1 liter oJ gistilled qt {*iit^* Y*"I.}'I well. Heat

to boil Strutlng nr"quently until completely' dissolved. DO NOT AUTOCLAVE.

Melt the cont th at 100"C (loQsing the cap partially

removdd) unt screw the cap and check the homogeneity o

the disgolved ng the bottle upside down. Cool at 45-50oC,

mix wqll avoiding foam formation and aseptically distribule into Petri dishes.

directsireaking, spread plating or membfane filtration method, Incubate aerobically

the cQlor and the morphology of the col and interpretthe results as indicated in

Creen

Prepared

hgelof2



O Liofilchenro - ChromaticrM Canclicla- Rev0l /08 07 2ills

STORAGE
The powder is

tightly closed,
expiry date on th label or if product shows any evidence of contamination ,or any sign of deterioration.

SHETF LIFE

Dehydrated 4 years.
Medium in bott 1 year.

: 6 months.Ready-to-use plzr

QUALITY CO
Plates are int>cula with the microbial strains indicated in the QC table.

Inoculum for ctivity: 50-100 CFU

ivity: 104-106 CFU.lnoculum for sel

Incubation c,rndi : aerobically at 35 :L 2'(ltor 24-48hours.

{lC Table.

Candida albicans

Candida krusei

Candida par,aps

Candida tropicali

Escherichia c:oli

taphylococt:us a

ECAUTIONS
contain hazardous substances in concentrzrtirrns exceeding the limits set by current

legislation a rrd
'ore is not classified as danqerous. lt is nevertl^reless recomnrended to consult the safety

rrect use. The product is intended for in vitro diagnostic use and must be used only by

hygroscopic, store ther powder at 
.l 0-30'C, in a dry environment, in its original contai.ner

bJttles and prepared plates at 2-8oC away fronr light. Do not use the product beyond ih

Disposal of vvaste be carried out according to national and local regulations in force.

Bernaerts, 1994. CHtLoMagar Candida, a nerw differential mediurn for presumptive

identificatiorr
2. Wingard, JR"

f clinically important (lanclida species. J. Clin. Microbiol. 32:1923-1929.
)portance of Candida species other than C, albicans as pathogens in oncology patients. Clin

WARNINC AND
The product Coes

data sheet for its

properly trained

DISPOSAL OF W

BIBLIOGRAPHY
1. Odds, F.'rl. A,

lnfect Dis. 1

3. Pfaller, Flust
4. Maerlenr; jA.

PRESENTATIICN

Chromaticrvr Ca

Via Sjcozia

ators

STE

5;20: 115-25.
and Coffman.1996. J, Clin. Microbiol, 32:1923-1929.
storv of the developnrent of azole derivatives. J Clin Microbiol Infect. 2OO4; 10: 1-1 O.

Contents Ref.

90 mm ready-to-use plates 20 plates 11612

Chrornaticrel Ca 60 mm ready-to-use plates 20 plates 1 63692

Chromaticrv'Ca Bottles 6 x I00 rnl bottle:; 481110

L_nromatrc""' L_a ida Dehydratedmediurrr 500 g of powder 610613

ChromaticrY' (la ida Dehydratedmediurrr 100 5; of powder 620613

,ij f--:i

I

TIOFIIL HEM@ s.r.l.
ona ind.le, 64026 Roseto degli Abruzzi (Te) ltaly
8930745 Fax +39 0858930330 www.liofilchem.net Iiofilc

\'-)

ATCC@ 10231 Cood Creen colonies

ATCC@ 14243 Cood Pink colonies

is ATCC@ 22019 Cood Pale pirrk-white colonies

ATCC@ 750 Cood Blue colonies

ATCC@ 25922 Inhibited

ATCC@ 25923 Inhibited

Fragile, handle
with care

Do rrot reLrse

I vD frJJi:",,DJX'Ji::'r'

{ ,',ill,l,'i,',-
Contains sufFicient tbr
<n> tests

TABLE OF SY

LOT

,,..,.c€i,
loti::,,,),\"

REF

n netTel. 139

Page 2 of 2
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ET{DO AGAR
Medium for coli s confirmatory test,

(sn)
'10.0

10.0

15.0
2.5
0.5

"c.

the presence of coliforms organismsi.

OUALITY CONTROL
DehJdtated mediunr
Apoearance: f ree-f lrrwin
Color: rnedium purple.

Prerl-efed mc_djlrm

to oolorless mediurn.

nomog€)neous;.

Appearance: opales;cent
Color: pink.
lncubalion conditiorrs:
Microorganism
Staphylococcus aureus
Escherichia coli nl
S a I m o n e I I a typh i m u ri u m

,1' .
,t',;

th precipitates. ,,,,,.

1 'C for 24 + 2hours, i:.
Fh^v^^r^v:..+i-.' I

Association,(1975). Standard methods for the examination of water an,l wastewater,

TYPICAL FORMUL.A
Peptone
Lactose
Dipotassium Phosphate
Agar
Sodium Sulphite
Basic Fuchsin

ENDO AGAR is userd for
TECHNIQUE

PEHFORMANCE AND
lf the medium is to be u

dispensing into platr:s,

STORAGE

2. American Public
PRESENTATION

ENDO AGAR (2.4 l)

TABLE OF S

T'he powder is very hygr
use it before the expiry
useci the day it is prepar

REFERENCES
1. Errdo, S. (1904). Uberr Verfahrenzum Nachweis der Typhusbacillerr. til;entr. Bakt., A,bt 1 , rCrig. 35:109-110'

Dehydrated culture nrediu m
Rev, 0 - 3rd Ed, 2004

Paoe 1 of 1

.l 4th r:d.

LIOFIL EM s.r.l.
Via S Zona Ind.le - 64026, Roseto D.A. (TE) - lT'ALY

Phone 58930745 Fax+390858930330

mirflnil{Tl

Final pH = 7.5 * 0,2 at

DIRECTIONS
Suspend 41 .5 g of in 1 liter of distilled or deionized water. Heat to boiling with frequent and careful overturnings tlntil

cornplete dissolutiolr.
DESCBIPTION

ve at 121 .Cfor 15 minutes. Evenlydispers;ethe precipitatewhen dispensing. Use immc'diaite,ly.

For the confirmatiort rrl mptive tests with liquid rnedia, subculture tubr:s showing gas, or acid and gas formation, ontp an

which color the surroun
Endo Agar plate. at 36 + 1 'C for 24 hours. Lactose fermenting r:crliforms (e.g. F. colrJ give rise to deep red r:oloiir:s

g medium and possess a glolden metallic sheern. Non-lactose fer nenters fortn colorless translLicent

colonies, against the pi

fuu lnt lvlu t

d the same d3y it is rehydrated, it does not need to be autoclaved. Boil to dissolve conrplet'ely trefore

rpic: store the powderr at 10-30'C, in a dry environment, in il,s original container tightly closecrl ilnd

on the label or until r;iqn$ of deterioration or r:ontamination ilfe evident" The medium should her

: if it is necessary store in Lhe dark at 2-8 'C for no more than i3 days.

ENDO AGAR (12.0 l) 500 g

100 g
-

Cr)ntains suffieient
for <n;. lo-ct-s

;:+:S- Kccp .rtay trlrn

{$\ hcat sourccE"l Bittr:hcods Caution. consuli
accompanylng documc|lls l{ uanurucrurer

Webs;ite: ,liofilchem.net lE-mail: liofilchem@liofilchem.net
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Dehydrated culture mediu m

Bev. 0 - 3fd Ed, 2004
Page 1 of 1

IOLOGICAL
by enzymatic hydrolvsis of animal tissue.

-OGICAL is an enzymatic hydrolysate of meat that supplies a limpid, colorless and vqry

t is used in the preparation of culture media as a nitrogen source readily available for

HiIt
mEmm

bacterial growth. lt is general use very nutritive peptone, with neutral pH.

PHYSICO-CHEMIC CHARACTERISTICS

TECHNIOUE
Peptone Bacteriolog can be used as an ingredient of dehydrated culture media and need dissolution

or deionized water sterilization by autoclaving,

QUALITY GONTROL
Dehydrated powder

homoqeneous.

STORAGE
The powder is very roscopic: store the powder at 10-30 oC, in a dry environment, in its

closed and use it be the expiry date on the label or until signs of deterioration or cont

REFERENCES
1. Standard Methods
2. J. Daiy Science, 1

PRESENTATION

Examination of Water and Sewage, 15th ed., (1980).
277: (1933).

Product

500 g

TABLE OF SYMBOL

LIOFI M s.r.l.
Via Scozi Zona lnd.le - 64026, Roseto D.A. (TE) - ITALY
Phone +
Webs;ite:

45 Fax.+390858930330

PEPTONE BAC
Peptone obtaine

USE
PEPTONE BACTERI
stable waterv solution,

>12.5Y"
q-amino nitroqen AN

61 1 701PEPTONE BACTE

621701

6117015

C{lntalng sL/tli6lof!l
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PI-IENYLALANIN
Medium for enete

TYPICAL FORMULA
Yeast Extract
Disodium Phosohate
Sodium Chloride
DL-Phenylalanine
Agar
Final pH = 7.3 + 0.2:. at 2l

DIRECTIONS
Suspend 26.0 g ol powd,

Sterilize in autoclave at 1

DESCRIPTION
PHENYLALANINE AGAI
f rom other enteroba,cterii

TECHNIQUE
lnoculate the slant with tr

80272) and 3-5 drops of
A positive test is indical.e
reaction in 1-5 minutes" (

QUALITY GONTROL
Dch1rr[ated mediunt
Appearance : free-f lowing
Color: light tan.

Prcparel_rncdtum
Appearance: slightly opra

Color: light amber.
lncubation conditions: 3€
Microorganism
Escherichia coli Z !
Enterobacte r ae rog,e ne s
Proteut; mirabilis
Proteut; vulgaris

STORAGE
The powder is very hygrr
use it before the expiry d

Store prepared tubers at I

REFEFENCES
1, Ann. Inst. Pasteur. (19

2. Pub. Hlth Lab. (1957)

PRESENTATION

Dehydrated culture mediu m

Rev.0-3tdEd.2004
Page 1 of 1

: AGAR
obacteri a d ifferentiation

@/t)
3.0
1.0
5.0
2.0
15.0

in 'l liter of distilled or deionized water. Heat urnlil complert,ely dissolved. Distribute into fitral tulltlrs.

1'C for 15 minutes. Allow the mediurn to solidil'y in a slantr:d position'

is a medium recommendecl for the differentiation of rnembers oI Ihe Prc.tteus and Providerncia cirouprs

;t organisms and incubate at 36 + 1"C for 113-24 lrours. Add 3-{, drops of Ferric Chloride 10% (Qode

O. INHCI solutionloa,24hoursculture.Rotatethetubestor,rretandloosenthegrowth.
by the forrnation of a c;harercteristic green color. ,Proteus and F'rovidencta groups give a pos;itivt'

ther members ol Enterobac:teriaceae give negative reactions.

homogeneous.

>scent without precipitate.

t 1 'C for 1 8-24 hours.
ATCC Growth Reaction
25922 good
13048 good
25933 good +
13315 good +

;copic: store tlre powder at 1O-30 "C, in a dry environment, in its original con

te on the label or until sig;ns; of deterioration or r:<lntamination iate evident'
-8 "C.

4) 87: 375-386.
5:153.

Edlt
llnlTrrrilT|

Product REF

PHENYLALANINE AGI (1s.2 r) 6'10039 500 g

PHENYLALANINE AGI r (3.8 r) 620039 100 g

TABLE OF SYMBOLS

f Batchcodrr
ll Caution, consult
t I accompailying documonts 1{ uonurn.ru,"|. \-f,/ crcfuains sutficient

\/ lor <nr' lost,s At KeeF-rweLy {rprn

REF] 
""f,s'-Y-' T

F|.agllB,
haRdlo wilh caro tr us6by J* ffffif,ijt"*

rl*ii#
IEM s.r.l.
Zona Ind.le - 64026, Roseto D.A. (TE)- ITALY
)858930745 Fax.+390858930330
vw,liofilchem.net E-mail: liofilchem@liofilchem.nel,



l-ol
t>tt-l
tgt

4

E

g
E

€

E

}E
;:
:3

<;

9o
;+

ES
.eB
u.?

r
@

E

d

EB

=E

.FX
>H'*;
d9,| €:/*
qri
=>'c

ilg
FH
P'
!H

cL=

N-
s-8

3F

Hr'€

EE
.ll >.

€6
B.e
>E

=s@o

:;
o
tr

q

-E
U

o
3o
o

o

u

U

Y
@

z-o

.9
a
3o

E

o
J

doe

o
N

g
o

;;
o

(
o

E

=o

o
O

h

o
E

o
OD

4

o

o
u

o

db

o

z

ormFooNOoONF*GO

xtL-

e3B
E {{8;;"
xc)oo-h

5€OU
trtr
aq)
EEyl 'tr E* >>F'bn

ddd
@@@

ooo'= 'tr 'E33-=zzz

N

o

E

N
x

o

@

o
!

z

N̂

E

a
a
6
't
o

ooc
'=

Eq

5
N
6

ep

D
N

U
)
E
e
b4

E
I

q
z
o

Eu
G
o

6

g
E
6
(li

I
@c

F
E

E
E
E

t@6.=
+;
xfl

+.E
of
EE
;.E
'Ec
7d

OF
rcc
., f

FE
=trfie

t;<9
.E f H:i jc tz<--

EU i #g]I E +EgE fr *3
v a v X=

=t €sEg
E E HiE $
-E:& :; FE.:= y o c c

F# E $*€
;E E# EE
EE EE.E=
E€ E H.9€

€E :EE€
E I .=ri.=:
- a J2 ii=

f t €e€:iii 3>2tr

E? iEE P'ilt 
= 

g;B
Ec . E eE$ +

$EE H;F6I
i = ,^ = > = i ^-e:Fg:C>^

.Hii g E.E€E
g

:t xfrE5-!
9.1!qtr
AHd=l

J
q
@
ds
:t-
E

o

Gm

€a
E
o

q

6

-E

q)

E

E
o

o

a
f,
d
E
0

x

I
\9

a
@

E
u6
cl

uij

EJI

s:
Fqo),<

Y.Y
>EE'

d

a

Uo

c
U

c

6

o

J.E

a
o

G
o

a
.9
d
@

N+

o

E

c

x

o

o

NN

o

a

N
x
N

o

.g

c.l

a
o

T
E
6o

E

6
@

o

fz

3
O

!

e

.=

G

c
6
o
;:

'Eo

3
tr

.9

o

o
E
tr

(!

F6
Eo

auFJ::
7-

P€c1

N

o

fi

*
o
d

I

=N

.g

s
o
cl

N

a\
I

-

o
E

N

o

o

6
E

d
@

o

z

o
E
E
o

I
E

.;

E

;
@

d
tr
'E
d

m
:;
x
U
a
!

o'tr
d
q

OJ

6

=o
G
o

6

5
o

N

N

U

->
.9

o

i;c
.9
.=
E
o

Foi'84
5Fl

z
s

0

u

o

z

f"

q

=z

d@

c
,g

z

gr
I !:a

-z
Eg

€
@
N

EF
NA
cts

I EeF :@3 po.g

< :x5 riI+ S"i ..
F. <EE
E EE$
; L i^A

i a.Ee
", Z9i
! EHi rFE "*
r J:ds E{

.fo

>EEc
o
U

;.'
.94
EHg9
3*
so

d-

9UOo
CF

E;
4>
'= 

.>

=vda

EE

n=YUdo
L:

o
U
o
N

sN

E;
o
E

Io
E

Fo
EE
id

$E
:H

h9

f6

a=';=
Eo
>5
iE

EA
F .E^
Xn?

.gE

ui=
Ed

OU
^'t;:

x>
EP
X-
.H;
itd
E.e

ox
9fi
89



o

E
o

o
I

E
E

o

o
!
I

a
g

q

N

E

o
t

E
E

U,.,

.6T
0
p
E
't-

c
R
6

+
x
u

E

F
fi

Tp
o
A

c; d .EE €? ;*
€: E ;E;:: i€ €;,

i; ; iiitE *+i e* :iF

Egi*isEiEsii:F.gi

igtEiEiirii9fiiiif'
ii i ;cigst iig F FE ;'iE i

aiil€ii€iiiiiiE=iii'lii3
* =fuiE 

*r!'== 
t[iitifflt .iF3ii;E

: Eai,i i -El it eErEE si Ettr;lff€liifi

l EIgIe E3 EI E:;FEi; i3;}IEggIiEsE

cA

si E

X;;
< 3" 5Y!i!:
iF^L^v

6!

c.l
.9o

9o

o-

v-

'ift

-t

c'rF

e;

:!

o
o

ozoo
o

o
5

:t
o

o
oo

ll om
):oo

-dEic
o o\o

!

:=
14-

:i^ IliF * n
,-a a )
t==^ ?t E

.( <<

o oo
iJ.OE

'r gg
,tOO

oo

3

T: g E E X

ri 3 ; H F u
':: q x I # p 2-;ir E h ! :ipl,:E:!U
:: b g" .4 : *
!7! > i * ..?

i! ;: v z i a:l[d F : .E ejt:& ; h- L Pg!: i e e ; egle "" A i = . Ci:E p a i : E :;;e::6F:+€;;=1 i E € : i
+i Ea : + 6 s 5
ti !;- : E I l:i::;urEs:;
".n x - 9 ; g! .?
a:ir r ; tu-- I
-,r EI : i E € E

iiFi i € { : 3 ,,FiYi E .9 i n '! :lli:;$E .9 ; E "lq9=EE!f-T:;
l;E; ; a > ; I -;i

iigg e i i F ! itti:# E ! : l.' > .in-9 ! E = u g::i
;i ;F E a = 

z a-:,:€ 3 a F tr rJ i::Y: C O h o)-ri9"! ? = T F q c1

<i.E> : ; ; i,, l :i
Y.!|E.S - 

=^d 
6'E:: ::

Eirr: : >€g Hii'::i[:pj j :gf El"3 :i
Ei;;i H: ilEr#gdrilll.::3: <i *2 !l;?[.;o,
9i;:= = i i= it i*EF ti-; zii:E: a; ti;; ft**; f-b:i II !i.e Y -jt s; E;at u=, € d il <

zii#E F s qz Es t5 +cii.ii a
<c,io 6FE s-

3fi EE 6i5 a- si r + .,, E

E
'-

o

.9

g

l

€

N

c

E]t>lL:I
\r,,

:
=o

!

€t

r:i d
:t

<T

8o

UT

;o
E

o
-
oo
o
u

to
I
o

oo

s
E

E

€
E

o

I
o
5

5
o3

E

E
E

I

o

o

5
3

E5
!

o

Ef,
f

()
-9

6

o

o

5

_9

o

o
t

<)

U
4

-i:
9U

of
in9

3b3

sHE *ro h ts
ouF x,s!; s

ts

I

r
@

4
!
L)

r
o
!

!

io;-;d6

l

/^^
c^lY)

l

1r
A

.i

s
.1

!E

=L

2,',I
o:

E

E

U
J

E

€

p

6.; Z
>q r -

e _6

i6dP6>>J

o".

U5

'ii 
>

o;
.E7

o-

'i; 0

o:

- --
: cqc
' F- A: i:9:
' ; i.Yt i-\, ::=!

[.. i]:E<- >.x;
! rci.lc
; r:.9!qi ..;-
-. 9^ 9:a
. o ::* e

== = !?!9

.' di )rYE

= F"=* .r; I-, ;=
' F€ r:*Vo= i

':f u_ J >

.=; i:iii
E : IJ!;

zF. ii ! a u
? !i It!E= !
dF: V90- !
<p: 3 9o o u
E€$ p::E E
<aL 6F-OJ O

!

rY -.: .e
tk 9ot .= a.9 qd ! *- *> d a: x- +z ;y i.*E

uF Yi 9U c oE *cJ >- 9

=F :t ;i:ES i: !!?Lh :6 ;- z
!l E> i._6 E
rc: Fv E90o = 5a -E q

Lft- bE 6YIg9: v-c r:;e'b= in -!t
-. cA f ; X:.:VEv ll Ec"t
Y. ;7. :; ;i E

5e t: E

d- ;! S
EF U.i;
A= EE E
_Ee :3F
I o o = ".fE;

o.-6 9.! ;>;
!=9"_.=-;-,g:f +!:s5i tr n= ,

;6 PE -, =; EEe ;i;ise E€: ?.8 zg ?gF 6:e€H i- --0:6 3tsE
{:;E si i
X E E ?P E

zd7'j vEE
99 s"E I n Y
E:.3,E 5E:g;19 E€ F
SE F d : i Y



I

€

o
E

:
.il

b

6+N
ri .9

:i; fl.
tsY3 d::3

<g
i63

go
q1

Ji-

a:q

.l3
lloiiT
gE

|':

r

U

4

o

3

;
@I

F-
E

E

c
o

2A
'=d

ov

6i

F=>ds:

nnllt$+
FN=99io

x >E

us;

&66trtrtr
UdUEEE
v.v.a
ooo

EEtr
ooo
ooo
ooo

o

o

E

E

o
o

N

N

a

o

6

q

q
o

h

o

c

N
x
€

o

U
o
5

sl

o
o

N

o

!

N

E

9.

o
o

ii

o

c

€

o

e

o
o

N

o

4

N

o

Y

{.1

@
o

!

x
N

o

o
I
o
o

.9e=*';OEE=
EE.E g

EEEEZ|-JE5

=? SEdNEE
+4=liEF;55
:4tr=iE, t;leEE: 5 :ru.E
= 

c, Ecic
s $ Es"E
= .z !i Fc
j i$*€ie
tE€5s€E
E*;3; E E

;g s=;E$
F?+qeefiu

;E E;FEE$

:s:!?Eir
:€EE:33l
.91E tE l- F

€sg$E€€E
J6i d+

og

';
'F
d
@
E

U

;
N

d

'E
d

@

=E

o

I
3

c
q
6d
3
ts

6

*ctE{ e
l!:{ -. >

3Ig:
#e E

ffi8i
,s! Edl

ye
EO
E9

.eS! s:^;6-
g^

PT

6.O

6!Gg,dY

*v
.!2 o
c9:€
QH

.EF
an4
gr
Ei;x
Sbc'duo362
9'-;.=:x6d F
a66vc cio;
=sjj!3 >
a>.F
Etg

*
E
q
6q-
9

-9

€o
g

E

I
3

o
o
@

.9
e
,5

o
_v>

9.9

k9
<E
HXIUX.
H.E

a.g

=€
F!

!9flB;
=ai;Eo 92

.= x-b5 3

-p9
E;.Ep@!
.d<:q >g
= 

ot
:J:€
='a r

.g E't
-u1Fg bEx^c
d+'-i
iJ5 *o- qP
-dl:
Ee€
;PE

N

6

o

-

B

; -6^

EE
=iie€;=
:F
.e>
=vu>

9o

;€=;=x
!c
66
Ex
qN

=€€P

Yhoo
Eo
--6o!

==
.be
)Ft.=p!{

E9
.=:.>;'6E

o>

d

o
E

s

.E

6

.E
cl

E

=

6

o
E
Uo

N

.;
q

o

g.l

=

aT
J

;+ ,,i.x! $5>'=d)
c l*!9E:U-E.s p 

=;EE<
ft E FF'q-.t p>
'Xo.en
Fq e6
6go;
ggE.:
EI* E
.:E N C
E 6'b 8o

e rEr_ uf I.gE<:
:.46
< >x o

*9:f
:s-e'>
9 M: J
@c x o

iiE e.c!3 P EEE'; bG: = tr9- !=,i9ug

uq
3o
o

=tEI

1-

E F;
Itx
.s !l=
S" g:
:o-
€.9 l-?

u'; x
,=; g
F' c

g BP

d.o.=
> 5.=

3E X

9p+diYXcf,-L
c7 C
.-'r E
.=J-
HEEo; o
'E g.z
6! OI -+.YE F<9=
XE,H
.F*-o
FE.U
E;L
sEoxi.g >

€.E F
Eg:Ea9t
f;E=

::'.,':

o

i * ::*.

(uN
Ec;
q^
5N

o.=

e

gl
o

@

o

G

E
d

I
o

o

o

tr

;
n

o

a
U

o
E

EE
*+

9=
F.O

.i< fftr,^

:d_.8
-Euii
€5*".U'tv9€
! ii^ b
EsbT
= 

E.: Fd:E.x
.- 6 0*

55s€ #t = 5-o l-
EEEE 9F:=E V

d

g

€

o

o

I
e
o
E

sa
o

N

.9

E

9
o
E
o

o

E
E
o
E

q

€
o

.g

I
q
'=
-go

gE
lg
,9()
7,2

E

d<eroi-
s?
EO

. Pso
q 

-=; ,qY
d eXI ou
g 

=6";.Atr@
E ;NF
; oJFiii.E .: iEf F;:"t -g lt.=e 4J*9H (,;6
+ :c
= 

G!

u =o

=!
5;

o

I

ts6
u
EI

o
o

o
o

6
J

d

d

o



lolt>lt:t

\r/

e
E
g -........

.9
@

!
E
H

r-ir

>€
=ErB

sl
F.g

€g
EB-n
iB' ps

r R.Eqi El
g+*
III EE
E eHq,es
F -e'8
o ,x?l''! so

tolt>lT:J

\/

t

€
I

'g
d

I

rn

6
=E

>€
<tr
'Bn3tr3
!E

r=
gB

pfi
I Es,i Y+
a"FEe;
IU.ENE sB
9.Efr
H !6r X6o ,xTl''l ez

(j

f

N

6
@

o

o
2

.;
d

3
o

'-

AE

Fo
.E=

'at 3

58'r8

b9
EE
JZ
RBoo
h>
=odq.i+;o
E!iF
9;
EEhifrii

.s

o
Fo

o

eop

o

b
o

o.;
.z

P

F

i
8

d

E
dB
e$da
=x
ER

I

E

o

E

g
o

o

6
q
q

;
c..{

.t
o
ts

a

P

Eo

=

t
o

o

o

ro

H

.E eer! E'-
E ** | I

o@@o

E r:EE
E E6EE

33EE
qRRRxxxx
?ki:E

3*s I66 6',

E.ENX3.E c963
A E 5* H

H FB.HEFESTd
E 6fi,SE

'-
e
oo

o
d

F,'
;JuE
9Er6:

RE

-6
FE

g>

d5

gp
g?s

JO
6 .90

oo

N;EC
q,P
60
Eo

Ei;2
Etr

9F

P

93
FY
dN
3fr
Egt

ao
6g

.9J
b6
e,

9E
'=.=
OF

Ed
o:

tE
oh
ft€
bt
EP,
6..;

ELqo

i-c
EF

!!>
.q*
ho
,;E
:og

itr n;'

ft
'F.

Y
il

3,sE EqE nr'
Pl i+
= EliPq d=6

- !l q-oe
5E .. :t; F
Eli.Eq'iE
:F!-giEqi C JIE H

ElFiSgCE

E

e
o

o

o

z

E

d

c
6
t

'6

!tcq
o

F

o

E =-.g tt i'

EPS
.0 6ts
H ;.-
H =EE6 EEE
E 8EH
E EA6g.:kh

E EFE
d 5EE

ag
+

ts
oo

ts

E
E

a

E

.;
o

-g
f
s
oo

E
fr

,1!

t8

iE

t-s

iE

t.9
tfi

o

.c

o

',T
d
2I
-9

Io

o
o

6

dd
*.E€!
iF

T€fta

oo
*o 

ut

^-p

*r
5ri
EP
ON

N6
@o

FXx€
ihE

FJ
€B
lo

, n>

9 EE\ .Y> .=''
E E!d E.sq Hf,E 9<

€ HE_E =nI 06

> Ee
d rvo

C- E,EE S;E €+F X0E F-o: xe
N g!

> Eob .ceF =7Eg€.E EH
E 5ex rt
u sT.4 .9.i
u ;!J! Ha€ ot
N IUE

d €EEE gE
.6 vt :':
P € Eig'5 ::
N Cl EFE=" {;
EH

ti.l EE
=E 

VE

! a 60.EE EE

3s #
6E6st.H
E3Ex# sEs C

*p.=
:s g

E€,YE!
-eg6:4Ix,: g

;9€ g
o{ o E
:.b I .gv;:6 !
gKE iU{O --E: s6F fr>; -oEE !

HF d
H EJ .E

*el 3
€e*€
E'EY g

Fg; B

$;* E

:p$ EeiE c
i-1.: E

.-iu H
6 F{ *9E-S r

FEH $t
4EAEE
EF.C F::
#s.q ix

FO
ci rt

E
N
d

ct
o{
Qr
eE
EEE
th 4 il.

o

go

p6

6zo
F

II
o
U4o

o
d

F!+6
I-F'
;EHIe9:s
zi:-!8J-

|:]HU
*-F*
:JEEb*; s;
z"J,r!r i-
F

tsOOOOF

N

N

I
q)

E

6
g
E

3
::

I

E

=PbI
<E
ostt.E'il8
46

QE
<9
dr5
c0#

tE

i.e-k+€d
s8 9 6 3 e



o

-
o

E

Nood
N

oo
()

:u,
l!

4

*€
r:':o

;: + : E ii. : i = 6+::.:dijF E 3 * g

5r: ! ?,8 t5_33 ! ,= i -E

:1: ! I : E
5i* : ! ! dg:--r t' 3 : bsF.Y , i a i o

Ele E iEriR
."_E> :. 4 ; E Y F.E== .cj c P t .9 -lts-ryip- 3 : E F-p8d ; .0 r. 2 c @g;n =* E ; b € EIlE:tr"!r$cE " o x.gas i ii .9 E S -= ts" : A .! tr c :t.g; 'o J C H ! {l55E E 8",: d -2 UEi: C E r = E ;;i+ F 9vg:;
oi " c < .l o313 io : 3 P -E -3;9: .! - : .: F g:;E 5 1 r\ :q;fl, i c\29 EEi;F:ij i : ,\ n €"4;9: 6 J F :

,-ilg-C .s o ECi
l:H! g : H-: --.8!::.S!.S F d dEi d;.-:;;+i s + FHi o"FE
E!,!g Hs E,:Hi,E3af 33f 2E EEi!9Esa*",g:: ifr r{=frE#€!€a
;E:: ?i gIc:iEHI?E€
E:"r,2 FE Eii,5*onr>>>
fe#E3=,N;

6

E

o
E

€

5

G,9

-' :FrY, c:,

6T

* -('c
.-. -_o

.2*9

JSE:

=i di rt

,9p

JY
o1

co
]!

dii

.lE
cH

i9
Xe
*f

t b -i q Erl :,^ 
=5 = --

FE s: :r a lt 3

:85*EE*€ €:? si

;in ;E ?*5 i iii t;
g€s,iFigiEiEii:i
;;ai !t 

=tei 
I t'i $i I;:;:i; :iE; !.i tgi:i nEEE i3, F

* Eit; ;€ iti;: g E!: *i i
E at+ e aE Ec;=: = Eii Ei ia E*+s ta E;fu e*

i !1;; ii,5illi tl ;*' €i t

- n :aii 5,E=;t.Eii ;i A;I _ ii ; ;
r "- iF*i$ q -i;"-:! dgH ; E€ :Ezi$sEcilt gitiEEEt€ti:

;E-;3!3 iiiEe Efl !l ,Ei=:E Eiisf {

tol
t>ll-l
1.L,6

3

o

-

E
3o

o

I
Eo

E

o

E

E

?

E
E

z
tr
Fz

c
@

U
J
IJ

4

E5
€
E

E

E
o

2

E

'-
E

c

rl

o
U

E
J

!

E
!g
E

E
o

c
E

I
o
6

:t
()

g
E'

L:

<(

E

T
!

E
E

o U

F

c
a

2

E

.g

g- o
B! q

EE E
,!o 5
9= r

:5
Eo
03 )

3- E-n)
i.c

9) a

u q Ynu7 .: i
o o 9!

^c

Gtr Aq
.s6 !6 

='L,i A tr )
zPq eE 3-+ =:i!o Ea 9
t6Es Pd <u!-./.Eb c6 Y9:cc.3c 4x:ctrcc >az c,= + c b

'O

E
o

FE
8-:

E
o

I
I

6

95

i3

a

b

o

r)rxl

E
g)

.99

.l

!
€

J
i

E?

(^l>I
;.j
.94
.P .9
p9

.s i5

P

hE

.)

z

F

e

!
E

q
q

o

ccc-

333t
6 - d!
UUU"

ii

ocoo

a

@@UUup

,-.9
ga
i!

I
F

E
'i
J
.q
o

o
F

v
c
0

e
o

E

c

E

c

E
a

F

I

o
F

.g

3

a
o

a ., o
,!

<4. 
=, 

I

I c ,8ra = 5P
di E 9E
i -E xt.' u 3=
it.
=: c Yi

.!J 66
!r:)!-

Uou>.J'- o9; o

;;i€t
'=:!dF

.9.2€;
FEa.> q
ea-98
F: Oi=n:<!E

> t\ - - 
^rEcc.Y

J.^:= -u< ai i1 i1{
gL'!Sg

gr

;4.
.9
!

:

U>

U-tu-
=^

F; 9P
:, Ub
:r op
_-j (!.9 rc

r <E*E" >-€ E

-? +€ E
i L c-
U .Y f,:
{] YT6z v v_
I <_:! z.e;
+i Ep
.3 .o E
-I Eft
.\=q

_G-.9
GC
>e

=troo



:
!
;

tElt>lI-l

\,,

.o.g ;

Is:; 5

e i lta H rE E lig L 2:!o E >-"-5 -e [: 6 .s :9 .i] .i

+ [ f i; E i:=! t s rit f Tilrt E, , E d,;a ! !:;
5 $-; r i:;i 9 !i*iti +E *$+*,F;frIi; ;i iit,: tE :r;[tifi aqi i[E jtar;
j: *3j ;;! -.ee jjE: i; gf-g

3 IE; ,; i:r =;ii +i9 ;i iiEI J u: 07 ::; +i j;

I ;":: i= $+E i:'; 5; i::E
* is;;s !ii .rici ltI Es iis
I i!f- Fg i€e g e;l +iii t; t;i! F;;;iA +!: ilni li;+ t; inli, :;i;-Es :t.3 I i;:il i,;,:ii Ei;?s! =c€e YYH +itE :; :l:;
fis;isia+Eie;- = i;i: iE ;iE
e rEr!cyE xsriE " E il:j =:i E]:

E; iiilg?[ Fii i i:;T€ aji;; Ei{ '=:ri 
z

i; if FiFiF E;; I Ei$$E :t1ii El: Eiiil ?9i E-u-*,"o ztti 3gii5 Ejl{f 6er ;., . E

{
s
,}

a

,6
b

3

vb

d !=
.Q ?*
; 9a

3u 0 i

p

2

':

o trd

-.i -: '

j' .;

iE
3=
a --

I
f,

Dfl

ld>V

=_3
3

63

o Ed

, IFIt' tqi

l-1

@H

-
€.{

5b

9e

-$'t -d

'6a
'r-
g.e
9H
9o

-o

ii s-

ot'
.9U

.EX
a;

E
6
f-

5
-=

)

"l"',,,

:\
i

I

,:i'f, .

= i'3 rE

6 8T +tr:
i' E .pi rrl 'd

+ ii 9. I E6 jri .d 3
C o, '. <r 9 = 

'r.6 !q-;io.-jr:!
,. : ;: o- r { '; r

r ; ;,! '7, i1:;
9 o = *i ; :I 244€r)
i I E g iz d i!: r

b i, o E iiq i i;,=r l : I ii g s 1rs; * 
= 

ii 
- 

i N !2 v; 2 b -- 
-r' T s U t: E: ( ' : i El i. :.{:i E g i i li3 H sHP-g + E , E ;E ; €gsi o + ; 

= 
!,; $ iil:

E i, i ip: i'; I ;i,iir * ; . "*ti " i:; i $i;n+ t' 4 : Ej: : gZZ i,z j_ ::t;€S q S"! *: i E :-fl'.p lii F€ * ir o
!! -i 

=4-d 
:" P9a - dLz Pt: =J si'17.9; 1 Y=; L dI: ilo =:ini;ri i: E;: I :€[ l;i :i ;i+tf i !:t=;;t; tiii lls {r ri,€it ,3, pE! xt r:: Sypy ti; ;s {irts+ .! ;RE:F f5a ;i 3 r[ -r+;€!t : iet-i€ TE; :,e i;:' €i €ii if+ ; ;;;5Ei #:E tng ii!, lc r,$;q; 6 q; Hi a F, r:: i T?Plr ; i E, rE s;:i

'*E ii i;r;:J;JJg iii f,f ! :.s ;;l E

;l; t ra:Y=: Eje-e: r:e$ HE "jj :;H j jg;+,:! Hi€q ', l;Ei J= brii,iti r -ty;exc i!;l_ i i;:* [i ti*9! i;+*;i-i:;;:s -i:,=! ei iiil€E :,i s:;tai€ ;;; i 3f eri :riEe b- .o?i€ii$o E't E9-*iP",. :i5 Fl i5:il€r F!il, ;: tsr !ii:i ui$ :ilitqi E:l gFxii!: E:; 3 :: i.!-t 5i;c.E {r,} Ei ql
*.: 0A R_^_".- En'o*f 3€ ss; EiliE ;:; E.,.

F

tElt>lt:l
\.1/

r'

z :su ;:
I !F

J .i=.EA i

j

j
2

2

:.
!;

<3

aa-2

2 Esu ;:^
- !iv, .tr
- !:
j r-

!cr

-s
o

-g

E

E

9

.=
t
.s

j-

H

,E

.2

-
9

i-
rh

no d

=v rF' U
;j

:E z 
=-7 : ; q

qoN:::gq 9- H',

.:d 2.96il
r\- s 

=E 
-e i+ o

!:;3 -5 o -Y: A 
=t::J.:

:3 t n u=:^
q u I ^.qI : t
?fvvciy9

ii;. : i i : e-

e i = ts 5: iB; i p z g= - -!ie 3tj ...

EItzlt<l
sll=l

o
o

!
.=

€

ir!
.G

\g(!b
o.9

-)L 1
-9
o_

6
F

:i

I

.=

j

3

.=

.z

I-
.=

*g
v*

4.9 Y

90oo y s
:a, 1.P,

6A FY'

q 3 e lt? .6. 
=

!;:;joY

+.= z\'=i--
>9 v.-;--
j d 

=,i.

o

l
E
o

(t) a

.E

Lg

€;
p
a

f-t

tu1tzl
t1l

z

lil L
Ht 

=lil t
EIts

Et
E



O Liofilchemo - Optochine Test - Rev.3 / 27.02.2017

Using a sterile swab,
of blood agar such as

culture of the microorganism
incubation all the plates are
absence of an inhibition haro

ly inoculate the surface of a plate2.

3.

or Drooo aSar sucn as

Columbia Blood Agar
ryptic Soy Blood Agar (ref.11037),
ef. 1 1025) or other blood medium,

with the suspension
examination.

the streptococcus under

Using sterile tools,
inoculated surface.

y press one disc of Optochin on the

4. Turn the plate upside and incubate at 36 + l.C for
I B-24 hours in at e containing 5'/" of COz.
Check for presence bsence of an inhibition halo around
the disc of Optochin.

The test organism is sensitive to Optochin and
presumptively oneumoniae if the inhibition zone
is > .l 4 mm diameter. The motive identification must be
confirmed by serological

S.r.l.
Via Scozia, Zona -64026, Roseto degli Abruzzi (TE) - ITALY

Optochine Teqt

Diagnostic discs for pneumococci identification.

Optochine Test is consti by paper discs, each one
containing 5 pg of O n (Ethylhydrocupreine

hydrochloride), used for erentiating Streptococcu s

alpha-haemolytic streptococci.pneumoniae from the

Each package contains:
. 2 cartridges with 50 scs each, packaged in a heat-sealed

contat ner.
Dryer.

Optochin is an agent lly active against Streptococcus
pneumoniae, the other haemolytic streptococci are
resistant. The disc is plac onto the surface of a culture

the growth of streptococci,medium that is suitable
inoculated with a pure
under exami nation. After
examined for the p
around the disc of Op

Each disc contains 5 pg

'1 
.

2.

Mixed cultures or c I soecimens must not be used to
determine susceptibil to Optochin.
lnoculate a tube of Br

with pure colonies of
examination.

n Heart Infusion Broth (ref. 20104)
microorganism under

lncubate at 36 + .l 
"C

Take the cartriges from the refrigerator and leave
it on the test bench il it reaches room temperature (about
30 minutes). This will humidity being deposited on
the discs when the kage is opened, which could
prejudice their I stability.

Tel +39 08589307 Fax +39 0858930330 Website: www.liofilchem.net

C€@

Optochine Test is tested for susceptibility

Optochine Test cannot be classified as being hazardous

according to the r:urrent legislation. Optochine Test is a

dirposlbie device to Ue [sJa only for diagnostic use in
must bp used in thre laboratory by properly trained pers

using {pproved aseptic gnd safety methods for handling
patho$enic agents.

Store Optochine Test at:2O"C/r-B'C in the original pac

Keep e]way from sourced ofheat and avoid excessive c

tempeiature. In sr-rch colditions, the product will valid
until tlie expiry date indicated on the label. Do not use

that d{te. Eliminate without using if there are signs of '

deteri{ration.

tf').

of in

E-mail: liofilclirem@liofilchem,net

e, Optochine Test and material that has come
with the r;ample must be decontaminated and

with the techniques used in the labora

tion and disposal of potentially infected

hpps://www.gov
tac h ment_data /fil e/39 41 93 lT P 

-25 
i3

J. Lab. Clin. Med., 49: 641 ,'1957.
J. Clin. Path., B: 58, 1955.
Sgrological lltudies on Pneumococc
Cgpenhagerr, Oxford University Press)

J. Exp. Med. 22:269,1915.

After
conta

:2
€l

Optochin by usirrg Strep.tococcus pneumoniae ATCC@

for po;itive control, and Streptococcus pyogenes AfC(
19615 for negative contlol, inoculated on Columbia Bi

Agar vj,ith 5% of defibrinated sheep blood.

ry for
yial.

r,r rlcl:t

@ frJJ[:,?:gL"j'''

I Fragile,handle with

E Use by

\ Temperature lirnitation



@ Liof ilchern@ - Oxidase Test Stick ' Rev 4 / 04 05.201 r;

DESCRIPTIOI\
C)xiclase lest Slick is

Oxidase Test Stick
Rapid test for detection of cytochrome oxidase enzyrnatic activity.

cliaslostic test usecl for clifferentiation ancl nricrobial identification, particularly of Cram-negdtive bacteria,

quality Enulneration ol Eschetichia coii and coliform bacteria Part 1: Merrbrant: filtration nrethod forwaters witlt lotv

. Bact. 2:;:445-447

5I.J SIICKS BBO29

l v D nJji:'.iJ18J1.";:'i' Manulac[urel

Ternperature
limitation

LIOFIL s. r. l. ((
Via licozia ind,le, 64O26 Roseto degli Abruzzi (Te) ltaly

0745 Fax +39 OB5B9303li0 www.liofilchem.net

Instructions For Usf

ENc r_rstf

of
the basis of the: e of enzynre cytoclrronre oxiclase.

The procluct ith recommendations of EN ISO 
.l 
6266 ancl ISO 9308-1 for detection cf Pseudomonas aeruginosa ancl for

confirmation of E coli arrcl colifornr bacteria, respectively

CONTENTS OFTFIE KACES

Each package r:onta 50 Oxidase Test Stick

Iv4ETHOD PRIhJC

Ox icla se-pos itive procluces the enzyme cytochrome oxidase (incloplrenol oxiclase) that catalyzes the transport of electrons

fronr clonor conrpou (NADH) to electron acceptors (usually oxygen)

l etra nrethyl-p- ine clihyclrocfioride contained in OxidaseTest SLick acts as an artificial eleclron donor atrcl is oxidizerll

by oxiclase-positive

COMPOSITION

ia fonrirrg the colourecl cornpouncl inclophenol blue.

Oxiclase Test Stick is of a special paper with a zone impregnatecl with a solution of N,N,N',N''tetramethyl-p-

;lhenyleneclianr ine

TEST PROCEDURE
.l . Allow contairrer
2. Pick up one or

transfer a clrop

organisnr uncler i

l.IMITATIONS

Control strains are ir

{lC Table.

Disposal of wa,te n

BIIBTIOCRAPHY
. ISO 9308-l r201 4

OxiclaseTest Stick

SYMBOI-

come to room temperature before opening, for mininrizing conclensation on the stick.

e than one well isolated colony and wipe off by the :zone of the stick inclicated by arrows. Alternative ly,

Ie suspension of the test organism to the reaction zone of the stick or dip directly the point of the stick into

blue-purple color indicates a positive reaction. No color chatrge cc,rresponcls

igation cloes not procluce the enzynre cytochrome oxiclase.

e
tlre nricrobial

li. Exanrine fot an color change (within 60 seconds) at the position of the inoculaled area (NB. The usage of very clilut

nr icrobia I ions may result in longer reactiotrs time)

INTERPRETINC
to a rregalive test, i e. the1-he clevelopnrent of

l-he nrost suitable
[al<en frorn nredia
rnecliunr) carr give a

not use steel, n

recommenclec.

STORACE
Store at 2-B'C away nr light. Do not use the product beyond its expiry clate on the label or if product shows any eviclence of
conlamtnalton or a sign of cleterioration.

SHELF LIFE

2 years.

QUALITY CON

rres for the oxiclase test are those from culture media without clyes, indicators or inhibitors. Bacterial coloniet
r pH values below 5.5 (e.g. after the metabolism of carbohydrates r,,r'ith subsecluent acidification of the cr-rlture

lse negative oxiclase reaction. C.olonies taken from meclia containing nitrate may give unreliable fesults. Do

or irorr containing loops to pick the colony. A platinum or plastic loop, or woodetr applicaior stick is

icatccl in lhe QC table.

'i- ':1 ',

.. ri

..: .. li

.. ,),'/)4.t'
cherichia coli

tdomonas

WARNINC AND
Tlre procluct cloes
not classifiecl as It is nevertheless reconrmendecl to consult the safety clata sher:t for its correcl use. 

-fhe procluct is

intenclecl for in vitro use ancl nrust be used only by properly trained operators,

DISPOSAL OF
be carriecl out accorcling to national ancl local regulations in force

WDCM 00013 Negative, no color change

i/DCM 0002s _ryl,i"gjg:q blue-purple colo

TIONS
ain hazarclous substances in concentrations exceeding th

bacterial bar flora
. EN ISO 'l62rt6: Water quality .- Detection and Enumeration ol Pseudontonas aeruginosa - Methcd by membrane filtration (lSO 16266:2006)
. Steel K.l. (1')62) ).

PRESENTATIOI{ Contents Ref,

WDCM 00013 Negative, no color change

sa WDCM 00025 Positive, deep blue-purple colo

TABLE OF

LOT

Cata loliueREF
Caution, consult

Tel. +39

1/1

liofilchern@ liofi lchem.net



Bacitracin Test

Bacitracin Test sono dischi
Bacitracina, utilizzati per la

carta, impregnati con 0,04 unit)
fferenziazione degli streptococchi del

Gruppo A di Lancefield streptococchi beta emolitici
appartenenti a Gruppi' divers

Ciascuna confezione 2 cartucce con 50 dischi ciascuna,
confezionate in un c termosaldato, in presenza di un
essiccatore e un foglio istruz

La Bacitracina, antibiotico d attiva nei
streptococchi beta emo litici Cruppo A. Gli streptocchi di Cruppo C e

di Cruppo B sono resistenti, ll disco viene
terreno di coltura, idoneo per la crescita

C sono meno sensibill e

applicato sulla superficie di
degl i streptococchi, inocula con una brodocoltura allestita con colonie
pure del microrganismo in Dopo l' incubazione, vengono
esaminate le piastre e la oresenza o l'assenza di un alone di
inibizione intorno al disco

Ciascun disco d impregnato 0,04 ut di

1. Prelevare il contenitore cartucce dal frigorifero e lasciarlo sul
banco di lavoro fino al
(circa 30 minuti),, In tal

to della temoeratura ambiente

confezione si depositi
si evita che all'apertura della
di condensa sui dischi,

pregiudicandone la nel tempo
Inoculare u
quali Tryptic Soy Blood

la superficie di una piastra di agar-sangue
gar, Columbia Blood Agar o altro terreno

al sangue, con una col a dello streotococco beta-emolitico da
saggiare. BacitraCin T essere effettuato anche inoculando il
materiale clinico in esa
faringeo prelevato con

come per esempio l'essudato rino-
tampone, su una piastra di agar-sangue,
itracina sulla suoerficie inoculata.

oeg

3

4
5

Depositare il disco di
lncubare 18-24 ore a 3
Verificare la presenza o
al disco di Bacitracina.

assenza di un alone di inibizione intorno

vanno confermati con I'identificazione

+1"C

La presenza di un alorie di in zione di 10-1 B mm, intorno al disco di
Bacitracina, indica che lo E presumibilmente di Cruppo A.
Altri streptococchi beta
bordi del disco.

ici, non di Cruppo A, crescono fino ai

I risultati del test della
sierologia di Cruppo.
Semina del materiale clinico
La presenza di un alone di izione intorno al disco di Bacitracina, se

confermati dai dati della ia delle colonie e dell'emolisi.
depongono a favore della za di Streptococchi di Cruppo A, da
confermare mediante l'identi azione sierologica di Cruppo.

LIOFILCH
Via Scozia, Zona I - 64026, Roseto degli Abruzzi (TE) - ITALY
Tel +39 085 Fax +39 0858930330 Website: www.l iofilchem.net E-mail: liofilchem@l iofilchem.net

C€ IIYPJ. *"u,',','r'

Ogni lotio di Bacitracin Tesl viene sottoposto al test di alla

Bacitracin4 utifizzando una coltura di Streptococcus pyogenes TCC@

1 961 5 pgr il controllo positivo e di Streptococcus agalactiae A
13813 plr il controllo negatlvo, seminati su Columbia Blood I
5% di sangue defibrinato di inontone.

Bacitracin Test non b classificabile come pericoloso

della legjslaz,ione vi51ente, ma rientra nello specifico campodi
applicazione della normativa relativa all'obbligo di fornitura di
sicurezzi, perch6 pub causare fenonreni di allergia in soggetti r

caso di (ontatto con la pelle. Bacitracin Test b un dispositivo n
da usare solo per uso diagnostico in vitro, d. destinato ad un
professiQnale e deve essere usato in laboratorio da operatori
adeguat{rnente adde,strati, cbn metodi approvati di asepsi e di
nei confronti degli agenti patogeni.

Bacitracin Test a 2-B"C nella sua confezione origi
vicino a lbnti di calore ed evitare eccessive variaz cli

il devono essere decontaminati e smaltiti in accordo c

tecniche in uso in laboratorib per la decontaminazione e lo
di materiale potenzialmente infetto.

L. Ruoff, R.A. Whiley and D.Beighton.1999.
q.R. Murray, E.J.Baron, M.A. Pfaller, F.C.
(pd\ Manual 

'cf 
Clinical Microbiology 7th

N,4icrobiology, Washington, D.C.
W.R. Maxted. 1953 fhe use of bacitracin
liaemolylc Sveptococci.i.Cl in. Path.6 (3),

Non

data ditemperaiura. ln queste condizioni Bacitracin Test d valido fino
scadenz{ indicata in etichetta. Non utilizzare oltre questa data.

se vi sonp segni di deterioramento quali tracce di umiditi.

Dooo l'itilizzazione Bacitracin Test ed il materiale venuto a

2.

Dispositivo medico
diagnostico tn vitro

@| Numero di catalogo I ::H"'

\ Limiti di temperatura m Codice del louo



DESGRIZIONE
GIIAM COLOR Kll.e un kit
ne permette la differenziazione
si colorano in blu e Gram-nega
colorazione costituisce, i

cellulare, il primo livello di

CONTENUTO
I reagenti sono
forniti di tappo

a

a

a

a

PRINCIPIO DEL METOEIO
La colorazione di Gram d bas
combinarsi con lo lodio,
con la miscela alcool-acetone.
questa reazione e, una volta
colore, se trattati con l'alcool o
colorati in blu (batteri
con la Safranina assumendo

RACCOLTA DEI CAMPIONI
I campioni da sottoporre alla
orincioalmente da materiale
l-e colonie da sottoporre alla
da colture giovani ('18-24 ore)

PROCEDURA DEL TES'T
Preparazione e fissazion12
Utilizzando vetrini puliti, er

patologico. Lasciare essir:cari.'
rapidi sulla flamma. Eseguire
eccesso di riscaldamentc, Si
fissazi one,
Colorazione

1 Ricoprire il vetrino

2 Ricoprire il vetrino

3, Decolorare corr la

delicatamente ,:on
4. Ricoprire il vetrino

Osservare il

tmmerstone.

INTERPRETAZIONE DEI RIS;
I microrganismi Gram-nerlativi
I microrganismi Gram-por,;itivi
l-a colorazione di Gram

o lbacilli

CONTROLLO QUALITA
Ogni lotto di GRAIV COL(IR
utilizzando una coltura di E
batteri Gram-negativi (colore
aureur; ATCC 25923 per tl

LIMITI

sensibili alla

Liofi

5
6

a

a

DELLE
contenuti in

gocciolatoio
flacone cont€rnente
flacone cont€rnente
flacone cont€rnente
flacone cont€rnente

la colorazione dei microrganismi, che
due categorie: Gram-positivi (Ciram+) che
(Gram-), che si colorano in rosso. Tale

con l'osservazione diretta della rnorfologia
tassonomica dei orocarioti

di Dlastica. chiusi in termoinduzione e

confezione contiene:
ml di Soluzione Cristal Violetto
ml di Soluzione Lugol-FrVP
ml di Soluzione Decolorante
ml di Soluzione Safranina

sulla proprietd che ha il Cristal Violetto di parogenl

comoosti non decolorabili con l'alcool o

batteri hanno una speciale affinita per
con il cristal violetto, non perdono il

la miscela alcool-acetone, restando
Altri oerdono il colore blu e si colorano

colorazione rossa (batteri Gram-negativi)

azione di Gram sono costituiti
e da colture microbiche

di Gram devono erisere prelevate
da terreni agatizzal:.i.

uno striscio della coltura o del materiale
aria e flssare al calore con passaggi

del camoione evitando un
adottare anche altri nretodi di

la Soluzione Cristal Violetto. Attendere '1

CONSERtt/AZIONE
Consenrare GRAM COLOR KIT a 10-25'C nella sua confezione qriginale

Non conservare vicino a fonti di calore ed evitare eccessive vdriaiioni di
temperertura, In queste condizioni il prodotto GRAM COLOR KIT d valido
fino alla dala di scadenza indicata in ertichetta. Non utilizzare oltre questa
data. Elirninare se vi sono segni di deterioramento (cambiamr:nti 0i colore
delle soluzrioni o presenza di precipitati grossolani).

ELIMINAZIONE DEL MATERIALE USATO
Dopo I'utilizzazione, i 'retrini colorati con il GRAM COLOR KIT ed il

materiale'venuto a contatto con il campione devono essere decoltaminati e

smaltiti in accordo con le tecniche in uso in laboratorio per la

decontaminazione e lo smaltimento di rnateriale potenzialmente iq)ft>lto

BIBLIOISRAFIA
r l{ruczak-Filipov, P., and R.G. Shively.1992. Gram s;tain

@l

minuto, quindi lavare tamente con acqua.
Lugol-PVP. Attendere 1

con acqua.
la Soluzione

minuto, quindi avare
zione Der:olorante flnche il preparato

libera coloranter 30-60 secondi), quindi lavare

PRESEN'IlAZIONE

TABELLA DEI SIMBOLIsecondi, quindi
la Soluzione Safranina. Ati:endere 30-60
delicatamente con acqua.

al microscopio con obiettivo per
Crispositivo mediccr
cliagnostico //ir vlfro

Non riutilizzare

TATI
di colore rosso

aiono di colore blu.
di differenziare:

I cocchi Gram-rrega
1a quelli Gram-positivi;
da quelli Gram-positivi;

lcoccobacilli Gram tivi da quelli Gram-positivi;l diplococchi
Gram-negativi da Gram-positivi.

viene sottoposto al controllo di qualitd
coll ATCC 25922 oet il controllo dei

ed una coltura di Staphylococcus
dei batteri Gram-positivi (colore blu),

La colorazione di fornisce una oreliminare identificazione
ma non sostituisce i

l'erapie antibiotiche
studi colturali del campionre.
rendere i batteri gram-positivi pitt

ed aDDarire di colore rosa-rosso
invece di blu.
Le cellule prelevate colture giovani di 18-24 ore hanno una
maggiore affinil:d per
colture vecchie.

rispetto alle cellule prelevate da

La colorazione di Gr viene alterata dalla distruzione fisica
del protoplasma; infatti la parete cellularedella parete cellulare

Via Scozia-;lon€l

F0041 1

Rev.3 / 09 05 2,0 t7

GRAM COLOR KIl'

,lei batteri Giram-posiiivi intt.'rponer una barriera che imqedisce il

rilascio del complesso Cristal Violetto-lodio dal citoplasina e la

parete cellulare rjei batteri Gram-negativi contiene lipidi solubili in
rrolventi orgianici che permettono la decolorazione del
rlitoplasma. Pertianto i microrganismi distrutti flsicarnente da un

eccesso di r:alon: non reagiscono alla colorazione di Cifaln conle
atteso.

d Fabbricante V ::i*rlisurricieniI

fREFI ruur"ro di c2taloso I Frasile manbggibid con cura

Web site:
64026 Roseto degli Abruzzi Tel, +39.085 8930745 - Fax
r.net E-mail: liofi lchem@liofilchem net

+39 085.8930330



mdc medical certiflcation GmbH
ReG

D-7019
Phone:

Germany

Fdx: 1-253597-1 0
11-253597-0

Internet: .mdc-ce,de

mdc medical

s ifin
Berl

developli'tent;
In vitib diaghosticrt

grouping,

Quality

gfflblh
7-32',[

manufacturing of
devices

The mdc audit has
meets all

Medical devicesi-,
Requ fot

EN ISO 1 +

EI. 3485

nt System

6 - llSO 13485:21016

20'18-10-23

managemetlt system
standard

systerns -
purposes

D1

P1
2A

0-22

45-121758
-16



of Gonform
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sifin d
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Konformitiit
Procddure,l'
Conformity a

Berlin, 10q04
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13088 Berlin, Germany 
I
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I

r Verantwortung, dass i

proprg re.ponslbiilt6 que./ declare on b,.l': own regpofsibility that

das Meditin kt (rVD):
(rVD):le dispositil

the medical (rVD):

Produkt
tre dispositif

allen en der Richttinie 98l79lEG entsprioh
remplit exigences de la Directive 98/79/EG qul le
meets all sions'of the Directive 9B/79/EG whieh to it.

Angewandte rmonisierte Normen: DIN El'l
DtN El'l
DIN EI\l

io 18113, DtN Htrt t3OAt,
3640, DIN EN 19612, DIN
o 13485

rtungsverfahren: Anhang lll
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Annex nll

2016-12
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ment procedure:

S ter Medizin
Agent de rit6 /Safety
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oMlA
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OMP
OME
OMF
oMp

Other
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$s ffi

EG -Konform i tdtse rkl iiru n g

laration de Gonforrnit6 / EG-Declaratlon of Conforrnity
((

Nr./No. 111

Wir i Nous I

sifin diagnos gmbh,
Berliner Alfee 17-321, 13088 Berlin, Germany

erklAren in e
d6clarons s

das Medizinp ukt (lVD);
le dispositif (rvD):
the medical de (rvo):

allen
rernplit toules I

meels alltlte

r Verantwortung, dass
e propre responsabilit6 que i declare on our own responsibility that

en der Richtlinie 98l79lEG entspricht,
exigences de la Directive 9Bl79lEG qui le concernait'
'isions of the Directive 98/79/EG which apply to it,

Anti-shigella dysenteriae tYPe I
Anti-Shigella dysenteriae tYPe 2
Anti-shigella ftexneri tYPe I
Anti-Shigella flexneri tYPe 2
Anti-Strigella flexneri tYPe 3

Anti-Shigella flexneri tYPe 4
Anti-shigella flexneri tYPe 5
Anti-Shigella flexneri tyPe 6

Anti-Shigella flexneri group 3,4 {y)
Anti-Shigella flexneri grouP $
Anti-Shigella flexneri group 7,8 {x)
Anti-Shigella sonnei S-forrn (phase l)
Antl-Shigella sonnei F-form {phase lf)
Anti-Shigella sonnei S. and F'form (phase

Sonstiges Produkl
Oiher rJevice/Auhe d isposi(if

EN lSO 13,185:2016, DIN EN 13612:2002
EN 13641:2002, DIN EN ISO 1497.

EN ISO 15tt23-1:2017, DIN EN I

and ll)

:=.-=,
Angewanrlte
Normes herrnr

rmonisierte Normen:
is6s appliques;

DIN
DIN
DIN
DIN

Applied harrn
EN ISQ 1B'113-2:2013, DIN EN

Konformitri rlungsverfahren: Anhang lll
Annexe ill
Annex lll

2021-10"22

Procddure d' uation de la conformitd:
Conformity as ssment procedure:

sifin diagnostics gmbh . Berliner Allee 317-321 ' 13088 Berlin ' Germany
Phone +49-30-9270 30-0. Fax +49-30-92 70 30-30' info@sifin.dq'vvww.sifin.de

q','ai

u -:i

Gultig bis:
Valable jus.qu'
Valid until:

Sicherheitsbea uftragter fur Med izin prod uktd
Agent de s6curit6 /Safety Officer

Berlin, 31 10.
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ITALCERT
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