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Dehydrated culture mediuiT
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ENDO AGAR
Medium for coliforrns

'llYPlcAL FORMULA (S4)

nfirmatorv test,

DipotassiumPhosphale 3.5

Peptone
Lactose

Agar
Sodium Sulphite
Basic Fuchsin

10.0
10.0

.1 5.0
2.5
0.5

Final pH = 7,5 + 0.2 at 25 "C.
DIRECTIONS
Suspend 41.5 g of powder in 1 fiter of distil|ad or deionized water. Heat to boiling with frequent and carelul overturnings until
complete dissolution. Autoclave at l21 'C for l5 minutes. Evenly disperse the precipitate when dispensing. Use immediate;ly

DESCRIPTION
ENDO AGAR is used for confirrfring the prersence of coliforms organrsms.
TECHNIOUE
For the oonfirmation of prersumptive tests with liquid media, subculture tubes showing gas, or acid and gas formatlon, onto fln
Endo Agar plate. Incubate at 36 * 1 'C for 24 hours. Lactose fermenting coliforms (e.9. E. colr) give rise to deep red coloniels
which colorthe surrounding mefium and possess a golden metallic sheen. Non-lactose fernrenters form colorless translucgnl
r;olonies, against the pink to colbrless medium.
QUALITY CONTROL

wing, homdcteneous.
e.

Prepare.tj medium
Appearance: opalescent urith prPcipitates.
Color: pink,

Characteristics
etely inhibited

red colonies w / green metallic s;heen

colorless to pink colonies
PERFORMANCE AND LII\4ITATIONS
lf the medium is to be userj the $iame day it is rehydrated, it does not need to be auloclaved. Boil to dissolve completely befpre
dispensing into plates.

STORAGE
The powder is very hyglroscopic: store the powder at 10-30 'C, in a dry environment, in its original container tightly closed anrJ

use it before the expiry date on |he label or until signs of deterioration or contamination are evident. The medium should be:

used the day it is prepeirecl: if it is necessary stcrre in the dark at2-8"C for no more than 3 days.
REFERENCES
1 . Endo, S. (1904). Uber ein Veffahrenzum Nachweis der Typhusbacillen, Centr. Bakt,, Abt 1 , Orig, 35:109-.1 1O.

2, American Public .Health Assfciation,(1975). Standard methods for the exarnination of water and waslewater, 14th ed,
PRESENTATION

LIOFILCHEM s.r.l.
Via Scozia, lnd.le - 64026, Roseto D.A. (TE) - ITALY'
Phone + 745 Fax +390858930330
Website: wrvw.lidfilchem.net E-mail: liofilchenr @ liofilcherm.net

j

Product REF V
ENDO AGAR (12.0 t) 61 0020 500 g

ENDO AGAR (2.4 t) 620020 100 g

TABLE OF SYIVIBOLS

f Barchcode
-T}1 c'

lllrc
ti0n. concuil
)mpirnyrng {ocurl1onts d lvlarl ufaclu I t! r

\17 contr'r'rs sLrttrcrc.t

V lor .<n] roJts
-)i$ r<,:cl .r'va! rr,.].rl

'i{t 
. lroill :joi[Lar

Ef;*1".?" ? Fri
ha

lrle,
lla lvith calc f? usc bz

-l
1 

rempcralurrj



-q

E

.g
s

o;i
.So
.g) t

Ji: q
cooc 

=

;3 *c P,v-
OL WJ ]
>o : y:

cU 6 @

,;9 I rirq x o
^',t
:; q i
aa 

^ 
;

X: E;L
!u o

ta 6x I
6r! 

= 
q,y

i;9

*b9 F 3R
U oo .'l< oqt^, o- i9;.-o/o
q>o L-(!a!.^ 

^:--I o;; =x J

>x 6 -:-
o:-l o-,
LEo oRr-*
.Yieo U -.i>

'-O: 
/l,X.Y -

H€-E + 
=pE 

s
; I E X H@; -d &:; ilo a F
9 o o X *oS=
6f= 9i s ;.: -;

!c
o
0oo
.a

U;
ii
=
o

.a
o

c
Grj

Oi^E-

EU)
9=

-F:F:N
OEor
m oi':
) oL)(4 og)t o=
>+*'{oH-'
@ 6€
esF
^OX<"/ o
J.O ha: .:
(/):y
t*'i;
T:J
P53
3Fg
E- 

='aEi
utlj 6

E

t-OE

eolN:3E
icio

*9

o

o

t:
o
,c
_!

(9
i:
o

_c

o

N
E

LU

ti
E
E
€
.9
;
3
3
o

!)
o

z"

it
I
ili
lf (5_t- Q{'tda
o@
u,p

g6
:1
oJ La
'1 S

+45

Hf3
Ntq
.c :RN -.i

qo(nc
:(f.T J:
-0-

J
lj
q

E
IJJT
o
t!

T

o
C

E
O

ll
.a
a)
E
o
ll
o

d
E

c
E

);
F:.:

[-i
F.o
<P
rj i;t
-oo@

--i
NX
o L'u

@

oLo
iTE

3 Pb
E : : :!*EE E i lieilo I ; ----I o 

= d(isql d
i ! Y :- A!'E r . gf€: ix E ; --..: : : ;BiF ;o : u) c tr dr v€ * € sgE€ sE E E as:i ;
i-trJo

=9-Ho :! d
; tF #o E
F dto ; d",

; a3 ;i , E5-: 
-5 
E t '3-5,i Fet gH a 'Ftrs *gi BBz, :; i; H-i:.., iI5 iF;; :p +* i ii:= rE, r:si 

=a sg :€5: is; ; ;pp=";! 8E SF:?;5 3e= +SEEgg;8 3E hEe:fl!; i€E ,r i€: 'sE sgig"J:! ;; I a p o

EI;;3nig;;; rg* g lE$EsE=
.t a: €s.tFs#! €'rs F : kKe:P E;; QE Filfs;gi Pp: or o !
E: ;,F E:6Eiis ;Fs .s ) 15- dd! ,t;_ pa:t:lE f FE dg€9-= - si! :

?ii FiH *iit5;ii**si €:E aE;sE; E EiFti ?

fiai fitf igtttattiscs;€+s qEFtfiH:E $s$t$ E

E;5 EHd E#+++3iE5c5E:+f; 5EF5E$5i gfi$;5 
E

E

T"

:ii o

IP
o

o@
*'r.r3PSE
EV N - O r O

efi
-P=o3
P 9: O:*; .
Frr o*cc N

< 63,1 6
J RPt n
; ,€9.3-o
E PFT= Q]JI :: 5;,5;
i c?.5 fr i#Jo x : vl t 9i o
i.:= ii^" h,or
E,t;FEsSf

8

!
o

Fo

e

B

'6
E

,E

3E

F\
D-

I

E

6

E5
.9E

OE

l-r.{

E

= B

XI
E

46

E!
>ts:::;
gE

{<

o
I

u
J

s

.9
E"
E,9
3i
sfi
s>
o

E

I
!
3

IIJ

I
ts

u
@
q
o

a
@

t
c
Ic
t

-
o
I
Fot
m

o

=
@

F
t
o
L

dc
t



s.;
I

-g
F'rt

ll

=E

.99

-F4

tl
.q

5g
69

EV
EE
N
ln)V

tdl
tala

u.-
^-+{n:qEt
9::: Szg{!
o.9

5
6
E

.I

E

E

!

@

!

E

I>:I

EiE
.RE

<.
I'P
!!

3fr

lj {$
ui EI

J sq

T

.v

59-
E E Pq,E!
E 6 6ii E-5o ,t 00{+

E i: e !s

o:-
E-t tr)g: o!!:i :: = 9.g E3: EEEE
'E Aro€ IE:* 8888
* =9;l 3E=3
€ :E.r 5

9P EESF d.9Fg EEbo s tF=.-
=b9::; 5 .E:;8^3

# 5Ei::E iS,is6
= tEEqq: x'38F;5'g 

=(5 =.E!! F € 3 ^d tu;i < 6 ii6td
fi.i' B_ "., E i.3 Lfr S

I
.g

E

'6

.9
a!:

.si':

€
E
E
-e3t

;;
F6

:7

o u.i': f I
6 dvI Zs

HV H*r> trtr

gc$gEgFEiuFifiE;jEi
I FFEEf :B i €i ig ig ggle

;E3gggEE*EFgEFfliEggEH5 tlrs; E.€ :e jlf EA fi . EEt,.'F EE FE€+$ 5e€ gi sE :* €; € is:iiH :a'*s :-sri H ;.5: z; ;; :.U c+ i -e

Eg;EE*EEiF:Egfi#EEFg,c$gjaq]iEg; ;ii;EgE flE;€ 6}E€f 
€€*efF;F€is€gc,riEi€ €$ ;

Eff i!€S*FgE9E fE g$ Eg Erge ;EI;fi €r*ec gE*EiI;
F€€ E+spf F;EE= :H Y€Fi g ;E:* !€e E E E E

iE F ; E€fiE g+3 s *i * ;Eg,; E, i:3i :E; E_'eZ 5p!$E_ €*Fi;gr. EEB* egFEEs*[ E

raal F $E EFiit r:,:: g:iig 
EEtE Eg $i'.. " i

6.oggog.€qoqooosNoooNo6

=
U
E,

Ff,

O:q

E
z,P
:J9
S: ->* o.-uJ <9
#i FE

q<
=.@<Ez>

tolt>lE

E.^
^roR*lgEt
9::: ezgqF
- t*o9

'-c*6r!trr BFE
,'\ d'6 c !l

<; -ol rF-g ;i; r *.ii! :
= 

A' OqEli; ci
8 3t s eEp?.i :1€-giEi.i{; !<HuluEEXi)il9iX *

E i-Eg$;g$1+i;pF

.E

6

'6

.9
E
l!
.9

E

E

E

.9

o
'-

>l

G

U'
E
E



ii
g

:a9\
()g

t;ilr-(
:
.q

6p

OP

N.
lh!>V

6c
aii

)
7<

O-

tiit
Itul
w)

E

>9?
;l

,\l/a?,!i{{r

f

Dfl

E

-

@ooosooN$o

o ESo'I 0 ii
E€s:Sd6P*9
:F 9S P

g:t F:*xdsd
YAA@O

l

E

.9

5

E
=
E

F
3

.E

.!

Er6o
:6
E EEo:-
otd
; *go[o
3p!c
obolpC i .le.:35E.9 _6 :_!i= il
b o -s- ;!:SgE -q ; g 3;(6 ,, -; c=t 6IiF{Efi# c E E * H ;:.Yl 

=6;- {; I d I io ;= er,.di;
:J ; H E, !E ;E:E;€5 3A #is9'r.i€ pgiiusE

o <9 li :El FftlE; trop9ps: Et:u ,, e o uor ee-=6 <.6 !.;"b .4 3z 2; ,,,E 9El:Y;l :: -E. iF A.'i SEIEE:IHE E ;:E:;;J€ 3Fi: :". 
=P 

3Sfi!fl H- ts ro>r-r'r e tot: q!* 0g FnE:31 E; nr! < " o

er s.6 Hd ?dt<*oa.roj8 Ei a.-^ ; fi

.9

!

E

[51t>lt-l

E ei s E F P! , i

; *rs : il! lg'i *i te €Ii
giiEEieliiEiiiiEfiii
u"'i;iiif;ietiii;tr6i i ;ia iF€g iri t' : ;ii
;u**ii;!iliiiiiiigiiigi Eii ; ggi iEii il iii i ,iii;u ';i E* *'t 

;iEi Ef tii g q=ii::
ir 

'tig 

*' *ut fiagg, ui slii * ?iE *gss+E [iti :a iit g :a;g Eii d:i a ': eie,]i$]
si ;i;;-;g Esi gEEiI it E;g:3t f;i=ii{r

gi 
EFtiA IEi EEEA, E3}aE, Hii, Ei$E ffi Ei:Ii'lEE

*:9€
IOOO

z

E

tr
mE!l uJ

E.:JIXffiH M
F
U
o
g.

Irt.R-

:3_: H'5-;"
l!tr

ii-
Io.*

=p: E'

5- d"
Fud

-
6',!€:
s.g>6

tEtt>lt-l
J
6
E r--
@ ri

"1 lXl6 tYl< trl

6(5d(5ts
.E

;

e

fl 6E
; E; ,,,r EE Hp

==q 
il: 53i;, N3 6"

I

P{:"
1B
6-

F! r,

O
ch
6N<!;

=8Ffs:z
oEmN!2

F
:o".cF-4
:1F{ft:=, a s
X;+!-aR'E-sP a
I d j - Li E i'tr E

.a
oo
o

E
o
0-
(/):
'o
o

.N

o
E
o5
c
.e
6
o
.9
o
o
E
oo
'-
a
o
o
.2to
oc

AF
<b
r.n i
z=_
>!
s.l tr

.Q
ID'E

=oui 3

€ccclqqg9oNoo6

9

6
!
.s

3

l:

o6

-'!

"'i :ir't' /- r

*? -;\i

i,t ' li

o,r,

,"rl



q

I

-

lEtt>ltan
\r/tJ

'd

66

D

E

EF

o6
-tal
(-1

€

s

-

-a
3!

DO

o

f;ltoltJl

E

d-E

*
6
E

i5
PR
s*:
sd
lolt>lt3

E

rlUIEl

E<:
-Ed

.p .^e.9

f; 99 dt

'd ;-.-:-.. E F

E aii iEg :b@ 93

; ;9 r .-e.E

E E55 EiI 3:: €E
jNo

w

ffi
',!i4
r#.

ffi

ffiw
ff

'#e

'w

6i;
w.*
m#{e
iFEW+

ffi
^4s*
#
.€

d

+

Er
+E
.-:
N-9

€E
pi
€€
E=
6'6

\ iiHo3E
-Pll
oFgsNg
o.iE
lE 8r!o2i
Jsi

*I oit=E

=

o
@
Jooz

I
I

o

E
9od2
6B
ddHSE

i>
SE-

u6

2x
Fa

rp

i^o!
-.;N
F.-:i >+o 6g9 e>-q
dFi

6

e

E

e

6

.9
6

.E

I

,9

fE

IP
fl

'6
g

.g

*e

E-

:,q
l-e

E

i;

t

E

E

frt

ld
t2

.E

5

.0b
E

tp

'dlo-

is
d

^E

I

E

.9

o-

s

I

z'

=

!9

;
E

P

.q
g

i.9

z

;
6

.9
o

in

,,P
i=

iB
i3

t@
rE
il

:E d

l:

oO
DX:

(t,
A
EH{
olu(,
ulqlq
H
ol
=ct
o{tt
dJ

FUPgE

:EEt
:E3F
-gj

UP
=94resfE9:g6Eg
=FCL

'rtPE



miEitll-rfiIl

Dehydrated culture ntediunl
Rev,,0-3"tEd.2004

Page I of 1

Medium for eneterobac ria differentiation,

TYPICAL FORMULA (S/|)
Yeast Extract 3.0
Disodium F'hosphate
Sodium Chloride
D L-Phenylalanine
Agar

1.0
5.0
2.O

15.0
Final pH = 7.3 + 0.2 at 25 "C.

DIRECTIONS
Suspend 26.0 g of powder in 1 litpr of distilled or deionized water. Heat until completely dissolved. Distribute into linal tubes.

Sterilize in autoclave at 121'C foi 15 minutes;, Allowthe medium to solidify in a slanted position.

DESCRIPTION
pHENyLALANINE AGAR is a mddium recornmended for the differentiation of rnembers of the Proleus and Provident;la groups

f rom other enterobacteria.

TECHNIQUE
Inoculate the slant with test orgar]risms ancj irrcubate at 36 + 1'C for 1B-24 hours. Add 3-5 drops o1 Ferric (lhloride 10% (oodq

80272\ancl3-5dropsof a0.1 NICl solutionloa24hoursculture.Rotatethetubestowetandloosenthegrowth.
A positive test is indicated by the 1'ormation clf a characteristic green color. Proteus and Providencia groups give a positivg

reactlon in 1-5 minutes. Other mdmbers oI E:.nterobacteriaceae give negativtl reactions.

QI.JALITY CONTROL
Dehydrated medium
Appearance: f ree-f lowing, homogeneous.
Color: light tan,
Prepared nredium
Appearance: slightly opalescent i,vithout prer:ipitate

Color: light amber.
lncubation conditions: 36 t 1 'C for 18-24 hours.
Microorganism ATqC
Escherichiit coli | 259?2
Enterobacter aerogenes 1 30+8
Proteus mirabilis 259fl3
Proteus vulgaris 133J5

Growth Reaction
good
good
gooo +
gooo +

STORAGE
The powder is very hygroscopic: store the powder at 1O-30 "C, in a dry environment, in its original containertightly closed arld

use it before the expiry date on tl]re label or until signs of deterioration or contamination are evident.

Store prepared tubes at 2-8 'C,
REFERENCES
1 . Ann. Inst, Pasteur. (1 954) 87: p75-386.

2. Pub. Hlth Lab, (1957)15:153.

PRESENTATION

Product REF
\-F7

PHENYLALANINE AGAR (1 9.2 61 0039 500 g

PHENYLALANINE AGAR (3.8 620039 100 g

TABLE OF SYMBOLS

lqf BnrchcodD T Qaulion, cor):rul]i.

itcc9rrpAr,yrn9 (0curllcnts d [,1an ufactu r'er
\T7 contu'rts sLrllicror'!l

[l for <n] tcsts
:iil hcr.L) .l\,,rilv iri-),'
,41, f, ir(riii sorrr( 'j

E fi:J;'f,?'" Iilx llc,
ll6 wilh carc

fJ usoovH \ ;|flilr,:J:'"'

64026, Roseto D.A. (TE)- ITALY
Fax +390858930330

nert E-mail: liofilchem@liofilchem.net
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USE
GL a sourcb of energy readily available for bacteria irr fermentation tests (i'e' Salm.ttnella 

.

typ etrichia fo/i ferment glucose). lt is free frorn other siugars and from starch, protelrrs ano

me is usef generally uiO.sy" concentration; high corrcentrations are used for the prreparation Ol

sol

Dehydrated culture medium
Bev.0-3,dEid.2004

Page 1 rrt 1

GLUCOSE
Glucose for bacteriologi

PHYSICO.CHEMICAL CHARACTERISTICS

Standard

DCI Name Dextrose

Ph. Eur. Name Dextrosum / Gluoosum

ILJPAC NaMC Glucrrse

Solubilitv in water at 5'lo Complele

Humiditv < 0.50 %

Specific Optical Rotation +52.5/+53.5
Molar weiqht 180

Soecific weiqhl 750 q/lt

pH 51

Aciditv s 0.15 ml

Ash < 0.10%

Reducinq suqar Conform

Granulometry 98% lower to 70 Mesh
45% lower to 1400 Mesh

TECHNIQUE
Glucose can be used as an irfgredient o1' dehydrated culture media ancl need dissolution in distilled or deionizecl

water and sterilization prefera]bly by filtra.tion.

QUALITY CONTROL
Dehydrated powder
Appearance : f ree-flowin g, ho(nogeneous;.
Colour: white.

STORAGE
The powder is very hygr,:sco$ic: store the powder at 10-30 "C, in a dry environment, in its original corrtainer tiglrtly

closr:d and use it before the fxpiry date on the label or until signs of deterioration or (ontamination are evidernt.

PRESENTATION

TABLE OF SYMBOLS

Via Scozia, Zond tnd.te -64026, Roseto D.A. (TE)- ITALY

Phone +3908589{10745 F:ax +390858930330
Websrte: www.lidfilchem.net E-mail: liofilchem@liofilchern.net .)

:I.
',., ''l l] : ' "' \

.-l:1. .l :. . "

Product REF

GLUCOSE 61 1 601 500 g

(lLUUUDE: 621 601 100 g

GLUCOSE 6'11 601 5 ii Kg

!q Batcrr cortc T Git(
i{cc

Ol1. COI)AUfL

rr'rpaviying alot;urnonls l{ 
t'xanLirercturer
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N4{rrliGal 0DVico
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Optochine Test

Diagnostic discs for pneumococci identification.
ry'*
DESCRIPTION
Optochirrr: lest is constituted by papEr discs, each rlne

contairring li pg of Oplc,rchin (EthylhyflrocL.tpteine

h yclroch I ori c.le), r.rsed ior cl i iferenti ati n51 Str ep tocor:c t''
pncut'noniae frorr the other alpha hatrlolytic streptococtri

CONTENT OF THE PACKACES

Each pacl<ap-e r:ontai ns:
. 2 cartridges with 50 discs each, fackaged in a heat-sealed

contai ner.
. Dryer.

PRINCTPLE Or rnt MfTHoD 
i

arouncl the <1isc of Optochrrr.

COMPOSITION
Each disc contains -5 pg oi Optochin

PREPARATION OF THE SPECIMEN
1 Mixed r:ultures or clirrical specirtrens must not be used to

deternrine susceptibil ity to Optophin.
2. lnoculate a tube of Brain Heart lIfusion Broth (ref 2o104)

rvith pure colonies of the nricrolr-ganism uncler

ex anr I lr il Lto n.

3 lncubate at 3(r + 1 "C overnight

TEST PROCEDURE
1 , Take the cartriges conlainer frorri the tefrigerator and leave

it on the test bench until it reaches room temllerature (about

the disc of Optochin

INTERPRETATION OF THE RESULTS

PRECAUTIONS

pathogenic agents

STORACE

deterlot ation

DISPOSAL OF USED MATERIAT

PRESENTATION

After use, Oplochine Tesl and nralctial ll-ral has (lon-rc intl)

contact with the sarnple tnust be clecotrtatlitralecl .rrr(l clisllostlcl

of in accordance witlr tl-re techrriques usecl in tlre lallor.rtrfry lor

decontamination and dis;losal of ;lorentially infc'cted nr.rl[:r ral

BIBTIOCRAPHY
. htqrs://www.gov. u k/govern t.trenVu p loerds/systeni/u 1l l!a ds/a I

tach tnent-data /file/ 39 11 9) 3 ff P )5i ) pcli
. J. Lab. Clin. Med,, 49 641 , 1957
. J. Clin. Path., B: 58, 1955

Serological Studies orr Pneumococci, Mrtn ksga4t cl,

Cope:nhagen, Oxforcl University Press, London, 1 949

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

I 
Product

[on..firr. r""
Ref. Test

es01 
|l 

on

TABLE OF SYMBOTS

lmof llv11",D1.8"-o;ti' q9 r)o,,o,,,(,
i ' 

''-' v"dital Device

l-ReF] cntotogue nunrber ? Fragilc,han e rvifh i-'rrtc

d Marufacturer V l":l]',.''s 
suificietrr ibr <rr>

i8;;.', ,A:.'.1';l;iili,'i'J".1,,,".,,The test organisnr is considered sensltive to Optor:hin and

presunrptively Streptococcus pneumpniae if the inhibition zone I 1 Temperature limitarion ILOT] t.,.t, .od"
is > I4 nrnr clian-reter. Tl-re presunrptiire identification trrust be

confirrred by serological tests.

LIOFILCHEM@ S,r,l.
Via Scozla, Zona lnd,le - (r4026, fioseto degli Abruzzi (TE) - ITALY

Tel +39 085893074.5 Fax +.t9 O$See.lO:.tO Wetrsite: rvww.liofil:herr neL E-nrailr liofilchem@lioiilcherl net



RIUM SU T PHATE STAN DARD
a preparazione rJi sospetrsioni di nricrorganisnri

r preparing suspensions of rnicroorganisnts;'

DESCRIZ|ONE DEScRIPTIoN

CIistanc|ardMcFar|andVeIlgollouti|izz{rticotrrestanc|ardditorbidir)McFar|andstanrJartlsat'ertsedastUrbic||tysLat|ards
rle|la1lreparazionede||e'.'i"'.''"",l'l;.,;'8;;i;;edinpartico|arofsuspensiot-tsofmicroorganit'..^:1|.^..:j]:
ff"';;li";;6"L.i""" l"!ii ino.rl lutt"ri.iper I'esecuzione preparation of bacterial inocula {ot perfor rnins antitrricrobial

clell anribiogranrnra. susceptibility testing.

PRINclPlo PRINCIPLE
Turbidity standards are prepared by rnixing cherlicals that precitrPilate to

suspended bariunr su lphate plecipitate'
For each McFarland stanclarcl in table 1 is re:ported the correspotlclc:nt

density expressr:d in ceIls/m|. BacteriaI conCentratio|1 depetlc|s ot-t

rnicroorganisms size The rnerrtioned values in tablt: 1 represt:t.lI av(]ra8L'

uu,u", oi concentration valid for bacteria. For yeast, which are lJ,r11er in

size, these nurnbers should be divided by abouf 30

PROCEDURA PROCEDURE
Vigorously agitate the turbidity starrrlard on a nrechanical vot tex ntixet

just before usc

UsingadequateIight,conrparetlreturbidiq,oiabacteriaIsuspelrsiorltr'
the turbiditY standard.
Alternativeiy, u!;e the tufbidity standard to r:alibrale a electrotnelrit-

turbidimerer

INTERPRETAZIONE DEt RISULTATI RESULTS INTEIIPRETATION

L'utilizzocleplli stanclard McFarland consente la preparazione di inoculi McFarland standards will enable the prepafation oJ standardizell

sta.dardizzali da utilizzare-nerr" pio."ii,rr" per I'esr:cuzior.re inocula for usr: in tlre performattce of standarclized antinricrolli4l

dell antibiograrnrra. susceptibility Lersting procedures'

i r u.r*Lna standal 
Ieq"1ll/-la!l"l,t;i;;nu;^t 

/ o"",ity i."rr,r.u

BIBLIOGRAI:IA i BIBLIOCRAPHY
1. Mc Farland, l9tl7. J.r\nr.Med.Assoc.49: l176.
2. patricia M. Tille, 2014. Bailey & Scotr s DiJBnostic Microbrology, 13'h edition by MosLry, Inc., an affiliate Elseviet Inc

L CLSI M7-A,g,2o12.Merhodsfor dilutionJntinricrobial susceptibilitytestforbactefirthatgrowaetobical
4. CLSI M11-AT,2OOT.MethocJsfordilutionantinricrobial susceptibilitytcstinSof anaerol)icbaclctia.
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puo esisere usalo per are le specie di Proteus e Per

TE:ST RAPIDI PER IDENTIFICAZIOT.IE

IMPIEGO
Organismi che producono I' ima triptofanasi degradano
I'aminoacido triptof ano in piruvico, arnmonio ed indolo.

Organisms thal produce enzyme tryptophanase degrades

the amino acid tryptophan into pyruvic acid, amrnonia ttnd

indole, lndole is underlined Lty adding an aldehydic;

indicator that develops a strong green coloraliort. The test

can be used to differentiate Proteus species and for
presumptive irlentification of Escherichia coli

r4_B
It is necessary to perform indolo test on colonies isolated
from culture media containing tryptofane, like Plate count
itgar, Tryptic soy agar and others'

'INSIRtJCTrcN FON USE
. Pick up or)e stick from the container'
. With a pointed loop, touch the colony to sublecl fo

test and slide on the stic:k's edge.
. Add 2 drops of lndole Test Reagent
. Development of an immediate green coloration

indicates ttositive reaction

QUALITY CONTBOL
ubiected to test for,

of Escherichia aoli,

teus mirabilis
ATCC 25933 for negative control.

CONTENT
lndole Test,,,. ,,. " . . '. 30 Stick

L'indolo viene evidenziato agg
aldeidico che sviluppa un'intes

CONTENUTO
lndol,c Test...,
Indol,c Test Reagent.......

CONSERVAZIONE
lt.12'C

VALIDITA'
'I anno

PRODOTTO /

BIBUAGBAPHY

ngendo un indicatore
colorazione verde. ll test

ia coli.I'identificazione presuntiva di

N.B.
E' necessario eseguire il tesl 'indolo su colonie isolate
da terreni di coltura contenenti
agar, 

-lryptic soy agar ed altri.
triptofane, quali Plate count

MODALITA'D'USO
. Prelevare uno stick dal cohtenitore.
. Toccare con un'ansa apprlrntita la colonia da

sottoporre al test e strisci{re sull'estremitit dello stick

a

Aggiungere 2 gocce di lnQole Test Reagent.
Lo sviluppo di un colore vf rde immediato indica
una reazione positiva.

CON'IROLLO QUALITA'
Ogni lotto di INDOLE TEST $TICK viene sottoposto al test
pe-r lil produzione dell' Indol$ utilizzando ceppi batterici di

Escherichia coti A|-CC 259P2 per il controllo positivo e

Protetus mirabilis ATCC 25933 per il controllo negativo.

lnrlole Test Reagent.

STORE AT
.5- t2C

SHEI-F LIFE
1 yeetr

I x3ml

kA-awo -]
__--

pp. 63 67. New York, John WileY &

Am. J Clin. Pathol , 39:429'432, 1963

f NDOLO TEST srtcK
t rapido su stick per la determinazione dell'enzima triptofanasi'
pid test on stick for determination of tryptophanase enzyftte'
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O tiofilchern@ - OxidaseTest Disc - Rev2/{)40s 2(11(,

lnstr Lictior.rs Fot Use

ENCiI.ISH

Oxidase Test Disc
Rapi[1 test for detection of cytoc6rome oxidase etrzyn.ratic activity.

DESCRIPTION
OxidaseTest lli c test usecl for r.lrfferentiation and microbial ldentifir-;ltion, particrtlarly rlf Crarr-ncgatit bactr:r ia,

tlrer basis ol tlre ylrre cytochrorlre oxidase.

lhe proclrrct rra rJnrendations of EN ISO 16266 and ISO 9308-1 for cletection ol Pseuclontonas aeruS4irt ';a atlcl frrt

c:onfirrlation of ;lncl colifornr lracteria, respectively

CONI ENTS OF THE PACKAGES

Each prackage conlains I cartrid!e of 30 cliscs'

ON

METHOD PRINCIPLE
oxidase-po es tlre enzynre cytoch henol oxidase) that c alyzes the tratrsport rli electrotrs

l'ronr clonor [o etectron acceptors

Tetranlethyl dihydrochloride cont t Disc acts as an artif ial electron clotror atrd is oxiclizc(l

by oxidase- ing the coloured com lue'

COMPOSII ION
Each disc of OxiclaseTest Disc is irrrpregnatet.l witl'r a solution of N,N,N',N'-tetrarnethyl-p-pl'renyletrediarlritre clihycJtochlc'r icle

I EST PROCEDUR,E

L Allow c6ltainer to copte to r]oo',t terrperature before o;tenirtg, for rninirnizing condensation ot.r tlre cli-sc

longer reactions tirrre)

NNTEIIPRETING RESULTS
'fhe cleveloltnrent of a blue-pur.ple color indicates a positive reaction. No color chatrge corresllonds to a negative lcst' i c thc

organism unclet investigation dobs not produr:e lhe enzl'me cytochrome oxidase'

zardous substances in concentrations exceeding the limits set by current legislatiorr ancl tlrereiore i$

nevertheless recommencledio."nr"f, the safety"data sheetfor iis correct rse.Th" procluct is

an.l'smeai on Lhe disc. Alt"errratrvely, depostt one cltsc tnto a susl)t:rrsion of2. Pick up one or more than otre well isolated colony

tel;f orgallisln t )tt r^ *i--^Li-r -,,.^^^"i^,.. ...,,,o.,,rr i^
, ;br;;i" i;,'ih" a"u"top,.r.renI of a color within 60 seconds (NB. The usage of very dilute microbial suspensiotrs nray tesult itr

rnediunr) can give a false negatirfe oxidase reac from media contallllng nltrate lray Elve ulrrerr;rDrc rc5urt

not use sreel, ii.l.'ror" .r ir3;'F'";i;rj |",,p A platinum or plastic Ioop, or wooden applicator slick is

I IMITATIONSI IMIIATIONS

rnediunr)cangiveafalsenegarirfeoxidasereac frommedia..nl'llltFl'l'i: l:I9:"^::li:ll1:l'"'::,"]:' ""

reconttnended,

STORACE
Store at 2-B.C away fronr light. So not use the product beyond its expiry date on rhe label or if product shou's atry evidc:trcc 01

con[anrinaLiot.t or any sigtr of deferioration.

SHELF LIFE
'l year

QUALITY CONTROL
Control strains are irrdicated ir-r

QC Table.

QC table

WARNING AND PRECAUTI
-fhe product does not contain
not classified as dangerous. It is
intended for in vitro diagnostic and must be used only by properly trained operators

DISPOSAL OF WASTE
Disltosal of r,t,aste nrust ber carrifcl out accorcJing to national and local tegulatiotrs irr force

IBIBLIOCR,APHV
, ISO 910u 1i20l4 V\/iter qurlit),- Enunrerrtiorr rf Escherichia coliatrcl colifottr lrrcteria Prrt'1 Menrbtane filttation nrethod for watets with low

bacterial backgtound flora
EN l5O'16266:2008, Walet. Ll\ t)u IozDo:zuuo, vvdLer qud

. Steel K | (1962)J A1:pl Bact 2

PRESENTATION

Oxidase Test Disc

TABTE OF SYMBOLS

LIOFILCHE
Via Scozia zona ind
Tel. +39 08.5893074

ty - Detection and Enumeration ol Pseudontonas aeruginosa Method by membrane filtration (lSO I 6266;2006)

:445-447

Contents Ref.

30 discs 88004

i,Biltl,"J;il
Use by

Caution, consLrlt
lnsl uction For Use

rvith ,;,rr c

fiti not I

s. r.l .

, 64026 Roseto degli Abruzzi (Te) ltaly
Fax+39 0B5B9J033O www.liofilchenr.net

Negative, no color change

Positlve, deep blue-purple coloration

h vllro Diagnostic
Medical DeviceLOT eotch cod"

Contains sufficient for
<n> tests

(€ tLd

1/1

I iof i lchenr @ | iof ilcl-retn trel
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TIESCRIPTION
cto
b

c
(
c

GRAM COLOR KIT
le,f'E

Content

4 x 25{l ml

Do not reuse

Corrtains sufficienl for <n>

tes ts

Fragile, handle with carc

Caution. consult
accompanyln9 0oounlents

C;ONTENI'O
1 he reagents stic bottleb' sealed by therrno-induction
and provided ach Pack Pontains: _-

o 1 b ml of CrY{tal Violet {iolution
r 1 b ml of LugQl-PVP Solution
o 1 botlle oontaining 250 ml of Decplourant Solution
o 1 bottle oontaining 250 ml of Safr!nine Solutioll

(]OLLECTION I)F SAMPLES
l)amples to be srubjected to Gram staining {re usually clinical material and

rnicrobial culturtrs. The colonies to be subjf r;ted to Gram staining must be

taken frorn yourtg cultures (18-24 hours) orpferably oll an agaT medium'

then rinse delicatelY with water'
5. Dry,
6. Exantine lhe preparation under the microsoope with the objeclive

for intmersion.

INTERPRETATION OF THE RESULTS

r Oram-regative diplococci from Grpm-posilive ones

LIMITS
' Cirant staining provides a preliminary identification but does not

replace normal cultural
' Antibiotic therapy maY
. sensitive to decolourati instead

of blue.
. Cells laken from Young r

affrnity {or the stains lhan cells t{rken from ol
. Granr staining is altered by the flhysical des

wall ,tr protoplasm. In fact the c4ll wall of Gr ria

oonstitutes a barrier which impef es release let-

iodine complex from the cytoplaNm, and the cell wall of Grarn-
negative bacteria contains lipids soluble ln organic solvents that

!BE!ENr4rlcN
j Product Ref

GRAM COLOR KIT 80293

IABIE o! sYlvLBoLS

@l il"'.ffi,?3?il'1"''
a

r rr'lut":r"1":

IFEFI catalosue number

al

\ Temperaturelimitation Iagll lratch cocre

Liofilchem@
!,ia Scozia-7-ona induslriale i O+OZO Rosr;to deglt Abruzzi lel +39.085,8930745 - Fax

F.40411

Rev 3 / 09 05 2Ct1 /

perrmit decolouratron of the oytoplasm. flernce, micro-organisms
physically destroyed by an excess of heat do not react as

exPected to tho Gram stain test

PRECAUTIONS

with pathogeni0 agents.

Kll- iand anY m3torial
decolltaminatccl and
in the laboratory for
rrlaterlal.

BIBILIOGRAPHY
r Kruczak-f=ilipov, P., and R.G Shively.l992 Grarn stain procodurc'

p.1.5.1-1.5.18. In H.D lsenberg (ed.) Clinical .Microbiology 
F'tioceclrrrcs

ilandbook, vol. 1. Ametican Society for Microhiology, Washington,

D.C,
o MurraV, F'.R. (ed.) 1999. Manual of Clinical Microbiology, /th ed

Amerii:an Society crf Microbiology' Washington, D C

@
v
?
A

Web site: htlp/ltrylrrv]iofilchdm.net E-mail: liofi lchem@liofilchem net

r39.085,8930330

:J
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Bacitracin Test

DESCRIPTIOF.I
Bacitracin Test are paper discs impregnatefl with 0.04 units of Bacitracin
that are used to distinguish Croup A Lanclfield streptococci from other
beta haemolytic streptococci belonging to different Croups.

CONTTNT OF THE PACKACES
Each package contains 2 cartridges with 5Q discs each, packaged in a
heat-sealed container in the presence of a lryer and a sheet of
i nstructions.

PRINCIPTI OI: TFIE METHOD

COMPOSITION
Each disc is impregnated with 0.04 lU of Bf r;itracin.

TTST PROCEDIURE

3. Deposit the disc of Bacitracin on the ilroculated surface.
4. Incubate lor 18-24 hours at36 r, 1 "C.
5. Check for presence or absence of an i{hibition halo around the disc

QUALITY COI\JTROI
E tested for sensitivity to Bracitracin by qsing
S C@ 19615 culture for ther positive controf
a ATCC@ 13813 culture ibr the negative
c n on Columbia Blood A1;ar with 5%
d

PRECAUTIONS

STOMCE
Bacitracin Test r in their original packaging. b<r
not store them r do not exposer them to extessi,ve
temperature var ns, Bacitracin -[est 

can be used
until the expiry , . Do not use after this date.
Dispose of if the,y show traces of humidity.

DISPOSAT OF USED MATERTAI-
After use, Bacilr,rcin Test and the material that comes ir)to contact wiih
the sample must be decontanrinated and disposed of in accordance with
current laboratory techniques for the decontarnination and disposal !l
potentially infec[ed material.

BIBLIOGRAPHY
. K.L. Ruoff, R.A. Whiley and D.Beighton.1999. Streptococcus . ln

P.R. Murray, E..J.Baron, /r4.A. Pfaller, F.C. Tenover, R.H.yolkbrr
(ed) Manual of Clinical Mioobiology 7th ed. Arnerican Socidty, for
Microbiology, Washington, D.C.

. W.R. Mlarxted. 1953 The usct of bacitracin for itlentifyng Crotlp,4
haemol ytic Stre ptococci.J.Clin. PaIh.6 (3\,224-2:.26.

PRESENTATION

of Bacitrar:in.

INTERPRETATION OF THE RTSUTTS
Sowing previouqlaigq!4[ggl strain_

[ep] cut.togue number Fragile,handle with care

d 
Manufacturer

\.- 7
\z/ Lonrarns !,urnctent lor'<n:>
V tests

9?I
Use by /\ Caution, c:onsult

ar:comparrying documenl;

Tenrper,rture i imitation lLo=i] eut.h .o.r.

Do not reuse

TABLE OF SYMBOLS

ln Vitro Diagnoslic
Medical Device

LIOFILCHEM@S.r.l.

E-mail: liofilchem@liofilchem net

c( EE ,n ,'ll]1't,,o,,,



/ Code 80019

I 
. 2 bottles each containing 50 ml of

Each kit contains:

PRINGIPLE OI: THE METHOD

Code 80219

4 bottles each corrtaining 50 ml of EGG yOLK
1 Instruction sheet

EGG YoLK Ernubbn is a stabilised emuls;ion-of egg yolk for microbiological use, which is iadded direcly to nutrent media for'Bacillus an<r crostridium species on the ba!is or $reir"ierirtninase activitv.
the identification of

1' 
of medium Bacillus 

""reu" 
Agar Base (Mossel) cnde

i(t0 ml of Clostridiurn perfrigens Agar l:|ase' code dlCrilOT
.in the composition of other media, refer to the spec,ific

2. j be added to it.

Contents / bdttte
I

+Sy"lk- --"^^;i -l
Sterile physiolc'gicat solution ;:; ;i I

PROCEDl.,rlllE I;OR USE

3. Distribute in1:o Petri dishes.

Gontrol

St,rre EGG YOLK Emutsion at 2-8 "C in its d

TECHNIQUE A}ID INTERPR€TATION OF THE RESUL-IS
Flefer to the technical cJocumentation for-Bifc;illus cereus Agar Base (Mossel) code 610114 or 620114,or for Bacillus cereu$ Agar B,se (pemba) code610136or6;20136,orli>rclostrldiumperfritiensAgarBar;e code610)07 orazo2oz,orforthespecificmediumbeingprepared.
CIUALIry CONTROL

I lilOn: d.
2 :al cct
P :susb medi :[if:l'ffiff;i:,4?#,:n".5r"il?;Jfffl:"Blj#nji'":;?l?1*illo'""rented with EGc 'roLK Emuts,ion (1

ln ions:
M

f
l;
lE

E

I'
PI

must be used

on the labr:|. Do not use beyond that date. E

R,HFERENCES
. Mossel, D.A.A., Koopman, M.J. and. Shaidi, S.A. and Ferguson A.R. (1971)

PFIESENTATfON

packaging. ln such conditionr; EGG Y}LK Emutsion will renrain valid until the exprirydate indi,:ptedwithout using if there are signs of deterioration.

s, E. (1967) J. Appl. Microbiot, 15(3):650-653.
Microbiol. 21: 500-506,

rr ra I F02711
IVU I Rev.() / 06.04.2005

I iof i I c h e m@l i of I ch e m. n et

TABLE OF SYMBO

ATCC 11788
p,Tcc 14579
A,TCC 25922

slon

s/on

E \li7V
80019 2 bottles X 50

80219 4 bottles X 50

agnostic
evice

number

/<-n
tXJ Do lo! reuse

{ rulanutacturer \7 Contains sufficient forv <n> tests
-It

II , handle with tr Useby ,fl, Caution, consull
/ r f, accompanytng

documents
LOT

CHEM Bacteriolo
ziaZona Ind.le - 640

r085893074S Fax

ty Products
6 Roseto D.A. (TE) - ttaty

390858930330 Website:

C€@
www.li<tfilchent.net E-Mail: Iiofilch<



86 ffi siAloNAL Cfl JFtClm tff R
www.i( n el-certl Ficaflon.coIn

,IQlVcl, thc lsJodbl/on of the worldb first Eldjs
certiflcatioo bodles, h the la4ieit prirvlder ol manablne.it

ild,
IQNet ir * end &uflt!

o qlobe,

4:26414

I GESTIONE PER tA QLIALITA DI
Y MA,NAOEMENT SYST/i.M OPERATED BY

UTEST KIMA
ad Office
0 Arzergrande (PD) " ltalia
Operative Unlts

a Industriale Tognana - 35028 Piove di Sacco (PD) . ltalia
16 * 35020 Arzergrande (PD) - ltalia
ustriale Tognana - 35028 Piove di li,acco (PD) , ltalia
striale Tognana - 35028 Piove di S,aaco (PD) - ltalia
ria,12-35A2A Arzergrande (PD) - llalia
striale Tognana - 35028 Pjove di Sacco (pD) - ltalia

E CONFORME ALLI ruONVN I /S III COMPLIANCE WITH THE STANDARD

UNI HN
Sislema di Gestlone oer

PER LE SEGUENTI ATTI

EA: lit - 29

ernrinato ad uso prelievo ematico, liquidi biologici e urirre.
ione e produzione di Flolders (camicielt per prelievo s(lttotuoto,
I sangue e dei liquidi biologici. Progett,azione e produzione di
uzione di aghi e disprrsitivi sterili per il prelievo ematico,
i, terreni di coltura pef microbiologia, articoli in plas0ca per

hi sterjli Progetlazione e produzione distampi per arlicoli in
rie termoplastiche ad iniezione p-^r articoli medicali.
um for collection of haematohgrcal s,anrpieg biological.liquids
ctfon of haematological samples. De.sign and production of
ostlc kfts for blood and biological liqLtids analysis, Design and
producfiott of sterile needles and devfues for collection of

up: diagnostic kits, culturc media for micrcbiology, plastic
d sterile needles. Design and produr:tion of ntoulds for plastic
plastic materials [or nrcdical devices,

Riferini alla documentazionedel Sistem€ 
4i Gesljone per la Oualit6 aziendsle per l'applicabiliLA dej requigiij rjella 00rma di ilferimenl0,

Reler Io (he doeurnenlath)n ol the qj{lily Manageneni systen tu de6ils of appication lo rciereice standail rcquircrienls.
ll pres€nte 0ertificato e s0qq€tlo al lKpetlo del docurfenlo iClfu1 "Req0larnent0 per la cedifici]zi0ne dei ststetni.di gesiione" e al relalivo Schema specillco.

Theusealt1lheva|idtlyoIIhi*ce{lkateshalIsa|Bfylherequrneniso|ketC|Mdocin1enI"Rulesk|thece|[icalb

P(lrlnlomaziofii puntuali e agolomate ci e di()Ui al presenLe certiiicato,
si prega di con m.il

Ftr linely ud upfuted inlo in this cediticalet,

$$;;i;d;s;;;';i;;;;jEi;;i;;i;,;;i ;iaa;!$

CISQ is a rnenrber of

CISQ E la FederizlDne ltaliana dl OrqanlsiT'l (lj
Certiflcazlone del sleteml dl ge5tlone azlcndale.
CISQ /s d,e Itdlirn FedEntloi of maoageIl,e^t

sy*em CerA (ic ttlo A E o 6i q,

Data di scadenza
Expiing dale

17t01t2022

ts

O

6

Data emissione
Flrsf issue

1Bt01t20a,l

sGQ No 004 A



,{-!k*
*rt.*. K i* st,

CISIQ is a ntentber of

www.irlnel-certif lcbtlon.com

VACUTEST KtMAS.r.t.
VACUTEST KIMA S.r.l. via L. Da vtr

\/ia dell'lndustria,12- 35020 Afzefgrande (pD) * ltalia
i,22 Zona Inrjustriale Tognana - 35028 piove di Sacco (pD) - ltalia

E CONF:ORIVE ALLA NORfulA / /S III COMPLIANCE WITH THE STAI'IDARD

O 13485 i2016
td I Quality Managenent System

R fHE FOLLOWIN.G ACTIVITIES

EA:14 - 29

rnrinato ad uso prelievo ematico, liquidi biologici e urrne.
one e produzione di Holders (camicier) per prelievo sottovuoto
sangue e dei liquidi biobgici Progeftazione e produz.ione di
uzione di aghi e dispositivi sterili per il prelievo ernatico.
, terreni di cohura per microbiologia, articoli in plastica per
i sterili. Progettazione e produzione rli stampi per articoli in
rie iermoplastiche ad lniezione per afticoli medicali.

{A - Zona lndu$tfiale Tognana - 35028 Piove di Sacco (pD) - ltalia
2 -Zona ln,lustriale Tognana - 35028 Piove di Sar:co (pD) , ltalia

)n ahout any charyes h lho cedilicaliou clatus relefted to in lhis Eeflificate.
lhe nunber+39 02'/25341 0 enail addrcss info@iam il,

Design and product vnples, biotogical liquids
artd urine sample ign and proc.luclion of

Holdqrs for vacuunt
ltroducriort orct ii::i:l'i:*!;;:l::t"thaematologicats . microbiology, plastic

Data emissione
Frtsf issue

18tO1t2001'

sGQ N" 004 A

Data di scadenza
Expiring date

17t01t2022

F
(\

(_,)

o
o

gg
CERTIFICIATO n.

4265t4
CERTIFI IE tVo,

SI CERTIFICA

WE HEREBY CERTIFY
IL SISTEMA DI (}ESTIONE PER LA QUATITA DI
THE OUALITY MAAJICEME|VT SYSIEM OPERATED BY

GRUP VACUTEST KIMA
Sede I Head Otrice

Via 12 * 35020 Arzergrande (PD) - ttalia
Operative I Apentive lJnits

llilFUS $.r.1. - Via Leonardo da Vinci. 248 i26 - 28 - Zona lndustriale 'fognana - 35028 piova: di Sacco (pD) - ltalia
fi/IEUS S.r.l. - Via 2 - 16 * 35020 Arzergrande (PD) - ltalia

ROLL S.R,l-, - Via Leonardo Da Vinci.
KIMA S.R.L., - Viq Leonard<r da Vinci.

Rilerirsi alla docurrFntaziore del Sislema (;estione per la 0ualiu aziendalo per I'applicabi itd doi r€quisiti della nomta di riferimento
Reler Io lhe docunentalion of lhe

Pef iniormazioni p!nluali € aggiornate

Sv.sten for delails ol applicalion lo t'ferenca sltJnddrd rdtuiremenls,

Varjazloni interuenule nelb siato della aQrtillctzione di cri el Dresente cenince(o
sr prega il n' telehnico r39 02 725341 o ndidzzo e.mait iilQfdicim.it

FDr linelj and

IQNet the a$ociation of thc tuortdt ndt atacs
cerdncilon hodte\ ls the largest pra\tder Ol maMgeoEnt

System Cert]fic.tjon iD the world.
IONat is tomposcd of moe tlDn JO todtes antt @ut t3

owr 150 svhstdlad$ iilt overtheglobe,

www.cisq.com

CISQ t l€ Federudohe ttallana dl Organlsml (tl
CerllflcazlDne dei ststeml di gestlone azlendate

CISQ ls Ihe ltEJlan FederaAoi bf managenent
sy stgfr C.rti f I c i2 tl o n Bod iet,

l'lembro drg I Atcordr dl MutuQ Riconoslmento EA, IAF e.
Slgndtory of EA, IAF dnd ILAC lvlutual Recogntticn Agreern
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t ITALCERT

CERTIFI 5O5DMO5
M0s

il

Sisfema di Gestiont: per la eualiti
Quality l'lrtnagenrcnt Systcill

messo in atto da
' itltplenenred by

Data di Prima Eirissione
Fi|st lssLle Dote /
2007-10-30 j .:
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Gestione per la Qualita
Q u a I i tS, 76 u r,n, me nt S Ys leDl

messo in atto da
intrtlenented by,

NUOVA APTACA S.r.l.

Via Monte Bianco, 4 -I20900 MONZA (MB)

irella Sede OPerativa di
OpL'rativE Lliltt

Regione Monforte, 30 * lT '14053 CANELLI (AT)

d conforme alla norma
is irt conpliaitce with the standarcl

uNt Et\,t lso 9001-2015 (lSO 9001'2015)

per i seguenti Processi
roncerning thc lol/or'virry krrtcls of Pror:e.Eses

Gestione dellb fabbricazione ed immissione in"commercio di tamponi sterili

per il prelievf di campioni biologici in orifizi naturali e in ambito chirurgicc.

Proqettazione e fadbricazione di dispositivi medico diagnostici per laboratrrri di analisi,

Comm{rcializzazione di dispositivi medici e diagnostici in vitro"

Com mercializzazione di articoli da laboratorio
Atitnage of st(:ti/c' tafftpolts lbr sanpling ctf bioloqt:cal spt:ttfr"t:rt:;

in rt, turing of diagnos'1:ic: rtedical devicr:s for laboratorrt)s

devtces tn vitra. Marketing of lahr-tratory ;,trlic'le's.
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. ltit: ti)e lltll.t! lor ilk'.itti/i()tDr rt fite,\Plsltttblt'.

In caso rji discordanza lr enuto del presente co(ifiuato, faro riferirnento allil lirqua italiatra

lo <,pse; ol rJisuepa 91,ts ustl it !i.tc' uad:ltion <'l lhe <srleltt ol lhl; ietti/i.Jtt) ,hln:i! ttltli k> ! iil' ii!i-l, hn:Jn!.V'

t,AM M I N ISTRATO RE DELEGATO
MI.\NAAAIG 'D/RECTOR

Lfu. C.*Lfl
Dr. Ing, Roberto Cusolito

Data di llinrrovo
llenerval 0ate

2017-10-30

s6Q l'021A tRD N' l22C
s(u i! olcD lsr &! 0l5e
pns lr 0r7c

rrcrn!'o il6ql a<(ord' dl furo Rr(oru'-rn,c^to rA. lir t llac
Stlorto, y al a n, lir aId ll 4[ /,ul!r/ lc.4illlo r,r,*"r.trl

Sis di

Data cli Prirna Emissione
f irsl itirc Dale

1998-07-2 3

Settore IAF 14 - 29

Data

ITALCERT S,r,l, I Viale Sarca, 336 lzOtze uilano (Mt) ltel. +39 0266104876 lfax. +3e 026610147s lwww.italcert,it litalcertsrl@ib\ 
ll,J!,



G

for the developm
medical in-vitro-di

Staft of validity:
End of validity:
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Rev:1
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The certification body confirms; to

sifin diagnostics gmbh

Berliner Allee 317 -321
1 3088 Berlin

Germany

t, manufacturing and sale of products for human and veterinary

rnostics as well is for the microbiological examination of water and

food and other iagnostic applications the conformity of the introduced quality

managemenl s with the standard

DIN EN ISO 9001:201 s

te number:
ists of

includes an annual examination of the aMS by lFfA AG, according to the specified standard

Translation from German

07.07.2017

06.07.2020

1c00016 038 17

1 page

Akkred iti
D-ZM-15 erfa-
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medical device certification GmbH
certifies that

slfl n
sifin diagnostics gmbh
Berliner Allee 317 -321

13088 Berlin
GermanY

for the scope

development, manufacturing and distribution of
diagnostic medical devices for the product groups:

bicteriological test reagents and culture media as well as

of raw materials for manufacturing of
in vitro diagnostic medical devices

has introduced and aPPlies a

mdc medical device certifica
KriegerstraBe 6

D-l0191 Stuttgart, Ge
Phlf, ne: +49-(0\7 I 1 -253
Fax: +49-(0)7 I 1 -253597

7-O
10

uality Management SYstem

mdc audit has proven that this quality management system

meets all requirements of the following standard

EN ISO 13485

Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from
Valid until

Registration no.
Report no.

Stuttgart

2018-10-23
2021-10-22
Dl 058700042
P1 8-00745-1 21758
2018-07-16

rncciii:al dsvlce c6riili0ariion

Internet: http://www.



LORNE
LABOTTATORIES

DECL ITY

Lorne Labora Ltd declares that the following in vitro diagnostic reagent:

has been cla as non List A, non List B (Directive 98179/EC, Annex il)
and complies
98l79lEC of the
No.618 which

and is in
standards:

. BSEN€

. BSENII

. BSENl

. BSENl

. BSENl

. BSENII

. BSENIi

th the essential requirements and provisions of Directive
European Parliament and of the Council (also Sl 2002

the requirements of Directive 98l79lEC\.

with the national standards transposing harmonised

:2008
13485:2012

12:2002
0:2002
1:2002
14971:2Q12
18113, parts 1&2

Lo rne La boratories Linrited
Unit I Cutbush Park Industrial Estate

Danehill, Lower Earley
Berkshire RGG 4UT United Kingdorn

The conformity ssessment procedure performed was in accordance with
Annex lll of Di ve 98/79/EC.

This declaration
Laboratories Ltd

conformity is issued under the sole responsibility of Lorne
and is valid from 24 March 2016.

Eddy Velthuis
Technical Direc

T€l: +44 [0) 118 921 226p

Fax: +44 (0) t18 986 45lS
Ema it: info@lornetabs,com

www.lornelabs.csm

Product name Catalogue number

PeUisrc'tfd oflice as above. Rcgist€fcd iD Fnglniid No- 04s40)97.VAl Ns. {C{.145t 66
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