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ENDO AGAR
Medium for coliforms confirmatorv test.

TYPICAL FORMULA (S/l)

DipotassiumPhosphate 3.5

Peptone
LACIOSE

Agar
Sodium Sulphite
Basic Fuchsin

10.0
10.0

15.0
2.5
0.5

Final pH =7.5 x0.2 at 25 "C.
DIRECTIONS
Suspend 41 .5 g of powder in 1 liter of distilled or deionized water. Heat to boiling with f req uent and caref ul ovcrtu rn in q s u ntil
complete dissolution. Autoclave al 121 "C for 15 minutes. Evenly disperse the precipitate when clispensrng. Usci irnmerCiatcry.
DESCRIPTION
ENDO AGAR is used for confirming the presence of coliforms organisms.
TECHNIQUE
For the confirmation of presumplrve tests with liquid media, subculture tubes; snowirrg gas, or acrd and gas tormation, onto iirn
Endo Agar plate. Incubate at 36 t 1 'C for 24 hours. Lactose i:rmenting coliforms (e.g. f ccli,t give risc 1o ceep, red c6lonilr;
which colorthe surrounding medium and possess a golden metallic sheen. I'lon-laclose fermentc'rs form cotorte s; lrarrsluccnl
colonies, against the pink to colorless medium.
OUALITY CONTROL
Dehydrated mediurn
Appearance: free-f lowing, homogeneous.
Color: medium purple
Prepared medium
Appearance: opalescenl with precipitates.
Color: pink.
lncubatron conditionst 36 r 1 "C lor 24 + 2 hours.
Microorganism ATCC Growth
Staphylococcus aureus 25923 markedly 1o completely jnhibited
Escherichia coli )qa)) nnndyvvv
Salmonella typhimurrum 14028 good
PERFORMANCE AND LIMITATIONS
lf the medium rs to be used the same day it is rehydrated, it dor:s rrot need tc be autoclave,l. Boil to dissolve corrgtJctclv belcrc
dispensing into plates.
STORAGE
The powder is very hygroscopic: store the powder at 10-30'C, irr a dry environment, In rts,)ri:tinal contarncr tqhl '/ closc(.1 af c
use it before the expiry date on the label or until siqns of deterioration or conlaminaticn are eviderrt. The mccjrun- t;nou d be
used the day it is prepiared: if it is necessary storein the dark at 2-i3 .C for nc more than 3 da,/s.
REFERENCES
1Endo,S.(1904).UbereinVerfahrenzumNachweisderTyphusbacillen.Centr.Bakt.,Abt1,Orig.35.i09-1tO.
2 AmericanPublic.HealthAssociation.(1975).standardmethodst'ortheexaminationof waterandwasrc'ilaicr. l.tthc:i
PRESENTATION

Producl REF

ENDO AGAR (12.0 t) 61 0020 500 :t

ENDO AGAR (2.4 t) 620020 100 rJ

TABLE OF SYMBOLS

C hi:rracterislics

red colonies w / green nretallic shecn
cclorless to pink colonies

ll
q Barchcodc

-T)-l caur,..r con.rurt
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LIOFILCHEM s.r.t.
Vla Scozia, Zona Ind.le - 64026, Roseto D.A. (TE) - lTAl_\,
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E -)ii r rFrr A At.'ot o,,^ ^t^n^at L5]ft'{-l
ls drf r UREA 40% Supp'leme4tH#18'-'
EN'/- -r: :,. ^!Icffi Supplement for the detection of ureast; activil.y ot bactcrra
lfarlTl$fin

DESCRTPTTON

UREA 40% Supplement is a supplement per la dertection of urease ac;livity of b::cteria and rt is; madc oJ 2) 40(fa Jrca ,:lqucl:Lrs soiutr. I f or

microbiological use. UREA 40% Siupptemenl is usec for the enrichment of mecJtunt 'Jrea Agar Bafsc crd. 610107 or 62.A1(t7

KIT CONTENTS

Each kit contains:
. 6 bottles each containing 100 ml of UREA 40% Supplement
. 1 lnstruclion sheet

PRINCIPLE OF THE METHOD
'Ihe utilization of urea by microorganisms provided of urease causes the alkalin zation of m(d um and conscqucrntly thc cc'lcur l,.rrlrrIg lrl

irrdicator red phenol from amber to pink colour.

coMPoStTlON
U R EA- 4 0 ",6._Sqp p la m crul,

Contents / bottle

utea 40.C g

Contcnts / | c.f ncdtL.trrt

PROCEDURE FOR USE

1. Aseptically take 50 ml of solution from one botil,e of UREA 40% i;upolement arrd add tc 950 nrl of Urea Aqar Ba:;c co,l 61C 107 o( 62Lt1Ct7

2100g

Ureas;ic activity

P,ls tive '' pink mccl ttnr
l',Jcgat vc i tlci chl:trgc Il o,l oLlr

,.

6 bottlcs

autoclaved and cooled to 45-50 "C.
2. Mix with care avoiding the formation of foam.
3. Distribute into the final containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS

Flefer to the technical documentation for medium Urea Agar Base cod. 610107 or 6120107

QUALITY CONTROL

1. Control of the appearance: clear, colourless solLltion.
2. lVlicrobiological control:
prepare the plistes using as base the medium Urea Agar Base cod. 610107 or 620107 addod wi[h Ui'lEA 40]i, Su1:plorncnl

The clates are inoculated with the strains indicated in the table of microb ological control.

Conditions of incubation: 6-24 h at 36 t 1 "C,

lr'1 icrobiological control :

The product UREA 4O% Supptement is not classifie d as hazardous ttnde;r curre nt lr,:gislation.

LIREA 40% Supplement is a supplenrant to be usr:d only for in vllr,: dragrrost c ur;e. lt is ntenpod for usc i I a prolcss orral cnv rof -lrcr-rl .rrld

nrust be used in the laboratory by properly trained pcrsonnel. using approved aseps;is and safcty rrctrods; for harldlin3 patho!lon c ag(lnts.

STORAGE

sitore UREA 4Ou/o Supplementat2-g.c in its origina packaging. In such condilions UREA 4C% $!,opicnrc:rrl n'arntains ts validity utrt thc rx;; r1

cate rndicated on the label. Non utilizzare oltre questa data. Elirrinater'rvilhout usirrg if there are slgns of clctcr oratiot.r'

REFERENCES
. Chnstensen, W.B. (1946). J. Bact. 52.461-466.
. lr,'laslen, L.G C. (1952). Brit. Med. J 2:545-546

Control strains

.Drateus vulgans
Escherichia coli

PRECAUTIONS

PRESENTATION

p rod uct

UREA 40% Supplement

One bottle is sufficierrt to prepare 2 L of mediunr

TABLE OF SYMBOLS

ATCC ',3315

Arcc 25922

tr;;[rI-
80110

i@ n.t,'::,?iy[?'''' @ Do nor reuse d N4arrufacturer

REil cuturonue number I ::?:""' 
handre with I JSe oy

LIOFILCHEM s.r,l.
Via Scozia Zona Ind.le - 64026 R.oseto D.h

Tel.+390858930745 Fax+3908:'8930330

' :;' Contarr's :;u't (.crtt 1or
,r .<f-t>'lCrSlS

Cbution, consult

7'i\ afconrpanying
- --- dtcuments

LCti !|atcrt' ,ro(ir)

'T cn;:Craturc
lmllalOn

(TE:) - ltaly

W e bs r tr: : ytrtu "u-ljpf i l cl' e m 1lc l
C€ [lVD] 

ac" r' 
'/ 

(')(' 
'|)3 

2:(''iJ:)

E-l,Aa l l i af i I c I r e. rn @l t of t I c: tt c rtt rt c I
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F I'J(lL lSrf l

)EscRtpIoN i i

TIOAGULASE TEST is constituted by lyophilic rabbrr prasma
r:ontaining EDTA (Ethylenediaminetetiaacetic Acid) used for the
rjetection of coagulase enzyme produced by Staphylococcus
ilureus.

CONTENTOFTHEPACKAGES 1

i:ach package contains :

. 5 vials containing 4 mL of rabbit plasma

. 1 instruction sheet

I EMS NECESSARY NOT INCLUDED IN THE PACKAGES. chysiological Solution {ref 20095)
. Brain Heart Infusion Broth (ref. 20104)

PRINCIPLE OF THE METHOD
Ther coagulase produced by Staphylococcus aureus acts on
firr nogen transforming jt into fjbrin. The rcactjon takes; place withoul
c,rlr:iunr which is chelated by EDTA.

coMPOStTtoN
L.yophilic rabbit plasnra

USE

fuli:roorganism

Esct,erichia coli

S t a p h y I o co c c us aureius

(mL/vial)
4.0

Nfcc 25922

ATCC 25923

I' J. .fake 
one vial of COAGULASE TEST from the packa,3e ano

aseptically reconstitute with 4 mL of
I)l^ysiological Solution (ref. 20095).

.l)repare a culture in Brain Heart Infusion Broth (ref.2ll104) pickina
Ltp one or more colonies from selectjve media
fcr Staphylococcus aureus isolation and incubate at 3{j t 1.C forr.-t; hours.

. lr a sterile tube ntix 0.5 mL of COAGULASE TEST nrrth 0.5 mLof
culture broth and incubate at 36 t 1.C for 1_2-4_g-2+ rnurs.

INIERPRETATIoN oF RESULTs i. \'erify the formation of the clot, in case using a stcrile oop. Do not
rncrbate over 24 hours because cases of fibrinolysis can take
pta le.

QLIALITY CONTROL
Ea3l^ batch of COAGULASE TEST is subrnittcd to the qualrty
control ustng the following mrcroorqanisms:

LIOFiLCHEM',r s.r.l.
64026 Roseio degti Abruzzi (Te) ltaly
Tel. +39.6659930745 - Fax +39.Od5g93033O

COAGULASH TEST
Lyophilic citrate rabbit plasma for coagulase test

Ooagulation

PRECAUTTONS 
I

COAGULASE TEST carirnot be ctassrfied as boing hazardous
according t,) the current le,3islatton, nor does it coitain narmtu
substances in concentraticns >1ol1,. lt thcreforc does nor roqurre a
Siafety Data Sheet to be aVailable.
C:OAGULA|3E TEST js a disposaolc clcvrce to be uscd cnty tc,.
ciagnostic use in vitro. lt must bc usccj in tho labor:rlory Dy propcr itrarncd pcrsonncl, ustng ppprovcd ascptic arriJ safcty nre tho(ls; for
handling prar.hogenic agchts.

STORAGE 
I

Store COACiULASE TEST at2-8,,C in thc original packergrng. t(ccp
away from sources of hc4t and avoid etxcessrvc ch:rnqes rr,
tc,mpc,rat--e. In such corrdirrorrs. COAGULASE TEtjiw,il rcn,,. n
vitlid until thr: expiry datc indrc:ltccl on tirc laberl. Dc not usc bt>vond
tr at di?te. Eiiminatc r,vithout using f thcrc arc s;rgns; ,tf dctrror3.ton

DrsPosAL rlF USED M/{TER|AL
A'ter Lrs;e, cr)AGULASE IrESI and nr;rtcrial that t-as conto In:(l
contact wlth the sanrple rnust llo docorrtantinitlcd and rJrsiiJosc(i ol l
ac;cordance i,v th thc techrltqLtc,s usiod in illc laboratcrry for
docont.tntinettion and dispps;al of potcnl ally infcctod rl]alcr al.

BTBL|OGRAIPHY 
I. '/V.E. Kloos and J.H. Jorgernscn ,staphylococcl,, p. 143_153.

In E.H. Lr:rnette, A. BalOlvs, W._. Fiauslcr Jr., H.J SnacJomy.
lUaiual qllJl!.]p4 i\4jc1ofut-lqgy, 4," Edition. Amcr can S:cicty .or
lv4icrobiology, Washington, D C. 1995.

Tcn'rp,lrature ll mltalion

t4 vrLljoltl=tenr.nql ! jilCfe-r.rcDt qfilchel.lr Le-l



DESCRIPTION 
:

X FAC'|OR TEST, V FACTOR TEST and ViX FACTOR TEST areronstttuted by paper discs with special features, containing the'espective coagulation faclors, used for differentjatin g n,aemophilus spp
SONTENT OF THE PACKAGES i
l:ach package contains:

. 2 cartridges with 5O discs each, packaged in a heat-sealed
container

. ,t dryer

. 1 instruction sheet

I'RINCIPLE.OF THE METHOD ]

[)ifierent strains of Haemaphtlus grow on a culture meotum only Inpresence of the coagulatton factor or factors (X, V, or both) \,!hich theyncod'.These drfforent requrrements alrow thc diffcrentiaaon and ther(Jcrtiflcation ol H aemophi tu s sop.
c oMPoSlTtoN
- Each disc of X FACTOR TEST contains Hemin.
- Each disc of V FACTOR TEST contains NAD

(Nicotinam jde-Aden ine_Din ucleot jde ).

- Each disc of V+X FACTOR TEST contains flcnrin af d NAD
(N icotinamide-Aden ine_Din ucleotide ).

TeST PROCEDURE
1. Take the cartriges contarner front the refrigerator ancj leave it on thetest bench until it reaches.room temperatJre (about ilo ninutes).

This will prevent humidity bejng deposireJ o,,'tnu j,r.. vr'hen thepacKage rs opcned, which,could pre.lurlice thctr long_ternr stabllity.2. Using a sterile swab, evenly inoculaie the surface of a plate ofTryptic SoyAgar (ref. 100.32) or t,4ueler H "i;;;;;r. (ref. 10031)
^ with a pure suspension of the microorganism to tJst., 

9.:lq:t:'11r5:ols, nress one disc oi f racroR res r,v rAU ruK I LS t and V+X FACTOR TEST on the inoculated
surface, at a distance of 12A" from one to arrotlreiand at 1_2 cnrfrom the.edge of the prate. rncubate at 36t1,c for 24-18in 5-10"r,carbon dioxide atmosphere.

IN'IERPRETATION OF THE RESULTS .

lf tre organism requlres X Fa€tff*alone, it will g.ow only at the edge oftl'€ X and the X+V FACTOR TEST discs. if rt rJquire.s ti iu.to|- alcf e, it
:l ] 

,1::r onty at rhe edge of rhe V and rhe X"v inCion TES t. d jscs; ifbolh X and V Factors are required, it will grow only at the vrcrnrty of theX+ / FACTOR TEST discs

X FACTOR TEiST
V FACTOR TEST

V+X FACTOR T.EST

PRESENTATION

QUALTTY CONTROL 
I

I:ach halcl ()f X FACI'OR ll.S'. V rAC-OR l.t.cr..-c
\/+X [l/\ClCrR -fES I is sub]cctod io r|icrobial c.jntro , [rocLialrl]ct pirrr)
suspensions; of llaentopltilu:; ir,flud-tzaa Al'CC 1g41 3 and Iiat.ri:t:pttit,r.,paratnfluenzztl ATCC Z90J orr clatcs of Try,ptic Soy r\glar
FRECAUT'IONS 

I

X FACTOFI ]'ESI, V f-ACIbR.IESI'and V+X F/\CTOR TEST carnor bi)
:.T^r{,:q.?r g"lng hazardous according to the crrrrent le sls ;rironX FACTOtit TEST, V F:ACTOR l-ESl and V+X rl,Cii:it-rEST is ad sposable drlvice to be uspd only fc;r draEnostic u.sc lr yrtro. lt nrLt:rt bcuicd in tne lztboratory by p1o_perly trainccl pr_.rsonncl ur;iIg.lllljrov,:ro
ar;eptic alrcl s;afety methodg for handlinq pathogr_-nic;tccnts.

SIORAGE 
I

S:ore X FAI].].OR TEST, V FAC-OR TES'I and V+X F,ACToIi I.r::]Tat 2-8'C in titc origjnal paclkaqrnq K.{)of) ,rh,ay frorr sc trcos at h,r:)l ef .l
av,otd-OXCros;Stvc chanqcs ll t(_it:t[)a]riti!tfit. I,l s!clt i,oI j I OIii.x f-ACTOR Trrsr, V F,ACI 0Fi I ISl- arc]'r/+X F'AC l cF. r l:S | *,rl r :.:rr.rv€ltd until lhe expiry date jndirlatcd on thc labcl. Do not usc bcyoncl tfratd:te. Eltmtnate withoul usinU if ilrcrc arc srgns of dctcrl:rrat,cn
DrsPosAL CrF USED MATFRTAL
Af ler uso, x FACTOR rESl, \/ I-ACl.OR - t:S I. ard V_)i I AC IOR , t.:s Iand nrale rial t'tat has conrr: into lontilct w th tho santp.lr: ntusl l;0
dcconti?min,?tOd and drspospd ol in accor(jancc with tira,tocrlnrqucs Llsc(iin the laborertcry for clecont:tnrjn:rtion and 0.isposal of pctcnt:t ly Inlcctcd
mzrteilal.

BTBLTOGRAP'HY 
I

' Kilian [1. (1980) fiaemQpr)irus. irr r,,1anuar of cl]nrcar [1 crobro]r:,)i.
Eds. Lernnette ct zrl. Artlcr. Sr:c. for l\,lrcrob ol. 3,,,cdn. Wasl_rrtrlt:n

rf'l3l_rsiH

^- ._ _- :*-''-:
lProduct *E, ;-l-- \, - ,

,x =aclon rl.sr - - 
| ,ro. '- 1-:- - 

i 
- ,,";, 

t

iv r.acron rr=sr --r Jsoa - ;- i - - - ,,;-

-tEl.::r5r'_-_ ._ :'g'_ 1rl _-,;,

Son rc ex are Indicated in the foll table

TAtsLE OF SYjVIBOLS 
I__-_,--.

IVD //r y,rro U,aqr obt. _

I\4edical Device
(3) Do noi rc ust:

C€ !!Jt E.,:,loX:2r, .3 i>,,)1s

E-lVlail: IioflI ch c rn@l r ),1 rc nc nt ne, I

r
H a j otap h t I tJ s I t1 fl u en z ae

) H a ;,rio ph i l u s aegypl t u st---__----
) 

H 1 t) ] a ph i i u s parat nfluen zao

n,1t ; troplt i I u s d Jcre y i

f3i., t.je lel I a pedussis

LIOFILCHEM@ S.r.I.
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE)_ ltaly
Tel. +396353930245 Fax +390g58930330 Website: _tvw.w=lioJitt.)bem.net

Without I Factor X
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ii, L,ioiilclrcnt' - [nttrosrsllrl -] lR l{t,v.() /O} 01.20II

H#ffi
F!'Knm|;:NNI
$ru'iqff;fn

Enterosystem 24R
System for the idcntification of Cram-negative, oxidase lrcgatil,c enter6llacturia.

[i:.,;;-l

DESCRIPTTON

I'tlterosystem24Risa24_we|lSyStenlcontainingclesicc.att:db,iclclti:rtlica|sttl]s1r.ttcslortht:
nelgativebactelriathatbe|ongtothefanril1,ofEntero|lar-tcriac:el;.tt..lhesvstcn-rsillllc-tllltt'r
the rlrganism to be exanrined and irrcubated in thernrostat Tlrc rvells.rrt: L'xanr nccl ior color cha.1;cs rrtJ tlrc
rcsr-ilti.ng pattern of positive ancJ negative reactior.rs deternr ners rhc,rrr-rrnerical 1rr9fi le uspcJ i'r iclernijfic;rti,r.. 1lr.
Cl]ml]Iete|rstofthoseorganisnlslhatisprlssib|etoir]en.tifvrr,ithrhi:;SVstL]lllis1lrt-,r,ir1cc1
.rl: thL. end of this dctcunrent.

CONTENT OF THE PACKACE

Ref.71619

20 Enteros;,stem 24ll
20 Vials oi lrhysiological Solurion (2.0 rrL)
1 Cartridge of Xylose Disc (20 cJiscs)
1 Cartridge of Arabinose Disc (20 discs)
Instructions sheet and Data c.hart

ITEMS NECESSARY BUT NOT INCLUDED IN THE

Ref. 7961 9

. 4 []nt,rrosysteli 2ril<
o if \/i;1lq of Phvsiological Solution rlZ.0 rnL). I Cartriclge ol' Xylosc Disc (20 clrscsto I (lartricige ol.Arilltinose Disc (20 cliscs)

Instructions sher:t rncl Dala t hrrt

PACKACE

I

o

a

a

a

I

- Enlerosysterm I till Reagent (ref. u02-52):V.rseline Oil, lrrrlole le:;t Rcagcnt, VL)lcst l{calgcnls
- cratr Color Kit lref' u0293) - l"1cf]arlancrl 0..5 ilariurrr Srr lphatc stanclarrlrrcl. l]{).10()
'- oxiclaseTest stick rrelf. BBO2!l) - lclerntiiication Softrr,flre onlinc llfec-l((e:;sJ

PRINCIPLE OF THE METHOD
Etlter<lst,stcm24Ra|lorr,stheic]e'ntifit-ali<lnclfCrarll-ncg;itr'',c,t;ricl.r:.;entl51;rtir",t'cltlicrr:,ll;tt.tt'riarll-cljrlic.l

r','c'lls clr-rring

rltrtlerica|profi|eisclctcrmirlecJ.irrcllhciclcrltificationisrllltitirlr.lllvusin.g
L i ol'i lc.hcrn vvebsitc.

CONFIGURATION
'I\\t.ll _* _. Test \\,r,1 l] lest

t t-Aln N 'r. ..ri ,,J j. : i--l

2-l.DC L Dec.rrboxylaticln of lvsinc l4-lNO I til ,,.riir)n r)t i o,rr{rl
I-ODC L Der:.tt.lroxylatiorr ot orrrilhinc 15-SOR l,1j i,,,riir), ()r ,..rljrr( l.l-ADC t_ Decarborylationor'argininc 16-5AC i.-lti iz.tti9rr 6f. 1,..cr lr,rr.:t,. " " .: 

. 
.' Iz(]L|L/]| t,l ]\(

5-P? _ r ?9:,'1in.rlion of plr,.nr l,rl,rninc 17-ARA l.rrliz;trrrrL.i;,I -:-'::'l'l'""" I L'r l'rr(rrr\ r'|rr(irrrrlU l7-ARA l..ttlizlli6rr rri;rr.tltirt.sr:
6.ClT Lltilizatiirn of .ii,,,t,,"'l"l:-lll"'' ltt-RAF (. rliliz,rtiorr r,i r.ri.irni:st.
z iH a-- i Hl,,t,-,,tl*i, oiui...., 19-RAM l.-rlili.r.rliorrr>irh,rrnrrosi,ia.8'H's 1- l)r9rl1ci1 rn of flrlr''tt'rr sLrlrrlrirlc zO-,r,4ir. {.rtili/,rlirrr.irr.lilrirs.
9..,\,11N Urilization li nr,, j,,,,ar,, 21-l-r\C I rlili;r;rliort ol l r, losi,10-Vl _t f 1"Jrlt,," 1,t q,.u,,i,1 rVrgc's l,r.sk.r", t",t, izlnt' l,rili;r.rlirrr rri r .lr;rlrr.
l1 |ry-D ' r Pl9d,!,r!1g,l.l. tl(.vaf's tcst 23-xyr t,titi.,:,rii,. of x'lrst,
l:l-c-Lu 

- I u.tlllzation of gluc,sc' 24-DUL L.rrrrr;r,rrr.n .r crrrt:ir.

: o\r'rla) lltr' rrr,ll rr itlt v,rst,lint, ,,il

"' :.ritcr incubation, aclcl ther inclic.ric:cl rc.rqc.r to Pr:riorrr thr-,rt,st

;, ll



ri--, Liotilchcrl' f nlorosr:lt,rl l;l\l - li(,v.(),1 03.01 l0l/

COLLECTION OF THE SAMPLE I ]

Etlterosystenr24Risnotforr-rse.dirc.ct|vrn",ithc|inica|rlrotllcrSpt]Cinl('nS.Thclrrll:rrltlr
1.irstbeiso|atedonaCU|tUrenleditrrllsuit.rb|eforgrovr,tiloicrltcro|.r;rcteri;tstr(|r
Eosin Meth;,lene BlueAgar (ref. 1004S), Salmonella anrl Shigell.l Agar (roi. j0C)3ti), llc'l<lor.n [:ntr.ric,,\11,rr rrli
10043)as r'vell ;rs a non selective bloocl a4ar (e.g. Tryptic .!io1,r\gar r"vith 5'2, S[rec1r lJloor], rt'i. 1 tti7'r.

TEST PROCEDURE 
]

B ION

' The microorganisnr to be identified rlust lte recently isolatecl (1 it)-24 h); ltac.tcrial cLllturcs olclc:r th;rrr .,18 l.roLrrs

can ltrovicle nol rt:lialtlc resu lts.

' Before inoculating the microorganisrrr {o be examincr.l, Crar-n st.: ining ancl oxjr.las,:t tt'sting.rf(,'rc(llirt,rl. l.,sc
En terosysterm 2 4 ll rvith C ra nr-negativc, or i dasc. ncg;l t i v(l lt.r<,tet "i,t on l ;,.

.Tal<eOr]LlOrmorenlorpho|ogica|lysirli|arw,el|isoIa]'e'tJc<llrlrli,llilir<lrl.r|l
physiological solution. The firral turbidity should lre equal to 0.5 McFarlan(i. This suspc.nsion nrrrst bc,us,.'r]
inrrnediately after preparation.

Note: A drop frorn the inculLrnt tube, eithcr lrcforc or aiter inoc.r-r lating thc Fl,stcnr, can l)c sl]rca:t onro ilr .rsi.rf
slant or plate (any appropriate mcdia) t'cr purity clrccl<.

L

l. lake a svstern fr<tm its \\,rapl)ef and ltring it tr.r rrrr_rrrr tcrrr'1.rt.r.LtLtr.c.

2. \'Vritcdorvnthenanreof thcpati<-'nt an,Jthedatr:of tl'rcst,'rrt of tlrcc-.x,tnrinntion.
l. TransferacliscofArabinoset)iscintotlrervcll 17-ARAarrrJ acliscof Xl,loseDiscintothcvlerll23-XYt..
'{. Dispense 0.2 mL of bacterial suspension into c.ach rverll oi thc s;y,sterl ancl evi'rlar rvith I clrop oi vasclir',,.r oil

the n,ells 2-LDC, 3-ODC, 4-ADC, 7-UR ancl B-H:S.
j. Cover thr: s1'stent with the licl providcd and incubate al i(r+ l ''(. ;or l8-.2,1 hr;urs.

INTERPRETATION OF THE RESULTS

,\t the e nd of the inc-ultation pe riocl:

. Add 2 drops of AIltha-napthol anrl 1 clrol'r oi NaOll .10'7i, to tlre rvcll 1O-VP 'n,.rit l5-10 nrirr io- rcarlinc rftcr
aclding the re.agents).

Add 2 clrops of Kova<-'s reagc'nt to the lr'cll 11-lND (rr,,ail l-,1 min for re;rding altcr arlcline the rr,;rqcr: .

Watch for the color change in thc rvclls ancl intcrprct lht: rr.,sLr lts bv refcrring 1o lh(, lntlrl)rctivc'T.rlrlr'
Notetheresu|tsonthetestrtlsuItsfornlandcleternlitlr.ltlref3-c|igitt-rlcltlio|O\\,ill!]irls1rtit.tirltts1lt-:-rrir;r..rl.'.
outlined uncier NLTMERICAI COt)E FORr\4AT|ON.

lclentify the organism lty using the Iclentification Softr,r,,arr,,.

-:.

).

.l't.
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r'il/ell lTest I I Wellcolor

!.:.-- -i-- - [E,rftrArill-N"dr*;;.ii**-rl-9f pa__]gNec hydrorysis _. t-- ;;L; -,- 1- =^^, _;- - 
- _,:

[r 
qNn!_ lglPcllrtg]n'-_ _-: _ __ _ _ f--;rh;-- I-%.;i;;? - -,

l:::9jr_l:ry:g"e'b."yl?l!1__ r_ _ _ ril_ _-_ ] y"i;_,,,..;,,; Il;:::: - loru!ryls:glqvqler_ l- _ :io l ;;ft;;;"^;;r 
I

!41{DC _ lArginine decarboxyla!41-luc _ lArgininedecarboxylarion I - -,ia i -

5-pD phenvraranine deamination I , ,t:o yell.w-or(rng,i

f _ ^i__ __ ll:t t ' biack_firorvn ] yellow
16-ClT iCitrateutilization + i --1'--. --
7-uR Urea hycrrorysis ] n''-.l:|k,g'een light gre':n

t- +-- ]j1'Y,'v,''1 , __ ,_ _ _ _ 1 _ ,"!-f$,]ltl" yeilc,w-or.ung,,i -l

f 
q qt -- lrytgry. 'yp1"r" p;oa*ti,. I nr,l-f 'i - 

le-MLN l,r,1rtonit. ,"*,iontt-t-tt | - t, ?!tI I -t9lqryI blue-$reen yellor^,,i * 
,i_ _ _,_a_

[0:yl _ ]Voges-Proskauer (add reagents) I .i^r..l.o"lt_ _ l ---;.j= -. 
--' 

_- --s: ll, t _ prnK-ire I yellolv 
lr1ltt.l.? ]rndote (add Kovac,s Reagenf | -_;+,- f . ---- . - - -- ' --9- "' L reo rln8 yel lorv

I 1:2-CLU Clucose ;, " 
.

:r-MnN --il;;,,;i f '"+9* r !11" s"lu! li - __r | ),9!9* j btu,:_gre,c.n14-lNO Inositol

O Liofilchem.-) - Enterosvsrent 24R _ Rev.0 / 03.O1 .,1017

Interpretive table.

| 1l-lN(J Inosttol -; I : li -- -1 -i"11 I yelldw blu,:-g16,s6 
i]t:;-son jSorbitot 1 '-t-

1t. c a- - -'. | )'ello\v blurl-grcen
1 6-SAC jsaccharose 1 . :; l. r -'- -o ::- 

- 
]- +' - --- l_ ry,,T,' , ?r,lgl,l9l

f]::Tl - 14'..ki'!u:9 _ l ,qfry brLre_green -llBi-RAF lRaffinose l- -;.' I -'r----l
l. 

-l 
-" yellow i blr.,_sr,,u,.,, . : _': _l l'-',",Y'- _

lll,l1' - -fEld" ___ - l- ;-,'.i I ;r;J;;" i20-MEL Melibiose -.^,, _ e --
_ yeilow blur,_gre,-,rr
21 -LAC L.rctrlsc o--'

_ , _. _.._-r . _ y,3llorv blue_ere,tn22-TRE ]frehalose - l - ' '- -t - - --f -g-- -'l Ivr.llorlv xr,,^ ^-^..^ -l
22-TRE ]tteh,Jnse l- !-..+ ---| -YIY:-5i:l1l' 

l

-123.xyl i*uror"t"! - l- lll|'+"- i - !,,':glq{ -ll:-^__ +'it:t: I yellow ] blue_ereen24,.DUL I Du lcitol ,, - I o --- '

i

N!@
The bioc'hernical tests are separated into 8 groups of 3 and a value of 1,2 or,4 is indicated lor each:

' Value 1 : first test positive in each group (oNpc, ADC, LrR, vp, furAN, sAC, RAM, TRE);' Value 2 : second test positive in each group (LDc, pD, H:rs, rND, rNo, ARA, MEL, XyL);' Value 4 : third rest positive in each group (oDC, c[r, M[N, G[L,, soR, RAF, LAc, DUL);' \'alur, 0 : evcry negative test.

A B-cligit code is obtained by adding together ther v.rrues corre:;p.ndirrg to positiv0 reirctions v'ithin e,rr-h srourr
The erxanrple below sh.ws how a numericar code is forrrred.

urolrp I Croup 2 Croup -3 CrouJ'r 4 Croup:i Crogp 6 UfOUp z' Crc,up t,
Test ONPC tDc oDc ADC PD crT UR H:S MtN VP IND ct.u

.4

lv{AN tNo SOR 5AC A8A RAF RAM MEI. tAc IRE xYt" I)ULValutr I 2 4 I 2 ^ 2 1 I -l l
+

,)

: 4 2 l 1 2 4 I .2 ./l
Result + i + + 'I + + + + 'I ? T +

Uer; 5 4 5 7 7
NUMERICAL CODE: s54s7721
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O Liofj chern.ir- Enterosystent 24R _ Rev.0 / 03.01 ..1017

QUALTTY CONTROL 
II:ach batch of Enterosystem 24R is subjected to the quarity contrclr r-rsing the fdilowing reference strainsl

l-scheichia COli ATC'C'.'25922, salntonella Typhimurium A-l-cC(D 14028, proteps mirabilisATCC,!) 2.ig3.j,llebsiella pneumoniae ATCCG) l3BB3, Entero'bacter cloacar: ATccs) 13047.

T'ERFORMANCE

lhe results obtained with the Enterosystem 24R agrere with those obtained usirig other microbiological ancl
b iochemical tests for nricrobial identification.

FACTORS THAT MAY INVATIDATE THE RESUTTS 
I

contantinated culture; Poor standardization of the inoculunr; clinical material insuitable; use.f ex,cireclsysremsor expired supplementary reagents; non cornpliance with temperatures ancl tinjres of incubationr.

PRECAUilONS 
1

The product Enterosystem 24R <joes nc.rt corttain lrazarckrus r;ubstanc,:s rn cr:ncpntr;rti(.rrrs r::xeeeding the lirrit:, seti:'/-cut.rent lcgislation elnd thert'icite is not classified as cl;lngt:rous. lt is neveftheferss recon1nrencled t, .onsuit thes'rft''ty clata shelel for its c:orrerct use. Enterosystem 24R is a disposable device to be used only for diagnoir:ic Lr:,e int"itro'The product must be used in the laboratory by properly tr;linerd purronn"i, using approvecl aseptic ands".fety methods for handling pathogenic agents.

STORAGE 
l

stcre Enterosystenl24R at 2-B"c in the original packaging. k.eepr aivay from sofrces of heat and av'jd excessive
cl-ranges in temperature. ln such condltions the produit wiill rerrain l,alid until tlhe r:xpiry tjate inclic;rted on thelarlel' Do not use beyond that date. Eliminate without usirrg if there are signs of deterigration.

DilSPOSAL OF USED MATER|AI 
l

After.use, Enterosystem 24R and material that has come into contact,with tl-re slnrple must be decontaminat.r1
and disposed of in accordance with the tecl'rniques used in tlre labor;,rtory il,i.relJriaminatlon .nd clisposal c,fpot€)ntia I ly infected material.

PRESENTATION

i Product
t-
Enterrosystem 24R
ii"r"[ryJ"", z+n

Pu4ug" 
-

20 tests

4 tests

--I
_l Ref.

716'19
1

79619

f ()J rlatch nurbc'

;;*J

-i

C€ tq

TABTE OF SYMBOLS

suffic ent ior.:n:'

acaomP+n,itng do( Unt€rnts
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i#-,trSFltu
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Enterosystem 1 BR lReageirt
Reagents for incjole ancl Voges-Prosl<.rut:r telsls frir usc rvitlr Entr:resy,st.r, I {ill

DESCRIPTION

I t:f.Ctl5ll

KIT CONTENTS
. i r lU nrl vial of ,\lpha Naphrol. I. I \ 1O ml virl of NrOfJ .10,1,.
. I r i 0 nrl vjal of Kova< ,s Rcagcnt.. 2 x .10 nrl botrles of V,rscline Oil.
' 'l ilrslructi(-It shr:et,

.\4ETHOD PRINCIPLE
\lrh.t Nalthtctl anrl NaOll :+0,11) arc uscri fo carry out thc Vlgcs_prosk.rLrcr t*st i.t() thc rr,ell l0-l,p ]

l(c!ac's Rcagent is usecl to c.rrrv uut the ,,,.1,,,., tL.5t jnt() thi, rti,Jr r r_rNi).

REACENTS

' Al|ha Nalthtol: (r,)1, rrv,/v) ,ripha na1;lrlol <ljssolvccl jn 0th,, i alr:oltol 1. N.rOl-1 4A,'i.:40,1t, (rvr'v) socljunr hl,clroricle in aclueous soluLiLrn.

TEST PROCEDURE AND RESULTS INTERPRETATION
l\('ti'r l() lhc,plck.tgc inscrt proviclcrl wilh Enlt,rLrst,slonl lEK.

CIUATITY CONTROL FOR THE USTR
['rr each rc.ai]enl, check posrlil.e.rnc/ neg,rtir..t: rcsulls bi,.ustng suil,rblc or

PPRICAUTIONS

I

I

l(ur snrs,,tr r,rr linli lo l;ibli,riir,rlrr ( \ {,lt,r1,l( (,\

/'l.li,rrrrlSllS

lr,r'. r, rtir|r., I li ii li..
I I tn rt,l, l; \,,1.\, ;

f irt('rnsvstenr, rtiR rteagent is ciassifiable .rs h:rz,rrc.r.us u.crL,r currcnt rogrsl.rti()n j rlr-t"r' Tlrt'lrr.cluct is irr{encrr'<r ior in t'rrrrt cri,rqrlosrir usr,.nir ,rncl nrusl rr. rr:r,rl iir r.* t,1 rsis,rnci slfely nreth{.).1\ for h,rndl ing l),llho9t,n i1 .191,1115.

STORAGE AND TRANSPORT CONDITIONS
\irr" at l-lJ"c auat'irom light in its o.rigin,rl p.rckage, until lhe erpirv cl.rlc slrrrr'rr r. llre l,rlrt:lir{)''l{l(ll)rlfltlsll(}ll'lt lit-l;'(--i.r'Jr.lar's.rr,rt i:r-j(.1 ( r,r,}ljirorrrs.(l,ri)i rili,i rJr ,ra\,\,,,r'ii lilr iitr,tliitrt or corrflnrin.rlion ,tre cr.irlcnl

ELIN,IINATINC USED MATERIAL
,\itcr usr', use(l Er)terosvslcrn j tiR Reagent ,

.lLi (,f(.1(tnec lvith lhe llitor.ttort, J)rocc(tLrrc:

BIi]LIOCRAPHY
I. '\4rrrr,r\', [J.rrrn. ['f.rllt'r. Tr,rrorcr,.rntj \',ril,t,n: N1.rnLr,r] oi('rrnji.rr N1i( ()r)i()r()g\,1 l(](.;I llar lr'1 .rncl -Scolt's: [)i,rqrtostic r\1ic:rolririllgl iIt]111,I {:cJir in ll.Icnctlr,: N,1,rnu.rJ oi Clin jcal ,rti, ,,,'t,i,,l,,rr t ,l,l;

lts reconlnt('n(i:(1 ttrhl ll.tr,S,ttr,lv l),r,r -Sht,r,l lti: (.()n\u l(,1 r)n ri\t'lllror.tlrtrt ltr'lliflrlrJv lr,r nt,rl pt,rsonrrt,l, lsrnt,tl)l)fr)\( o

l

. i i()\\r,1(,t. oLlf :lail.i; l\, ,iiuI i,,
llr(,1)r,ridr l,lrr( {,|l l}rI t)rr,il r( I

ttr: rJi.lrr.r rl r,t

PRESENTATTON

Pr oduct

I r]lL"os),slen1 Ii]R Ro,tgent

TAIiLE OF SYMBOLS

-LfL ti.r(tr c(,(l(,

IRI:F l rTirirqtr
' '-1-, t ,rr l'r

ItDl /, rrtl.) l)i,I r]o.r,
^vloclir rl I )i,r r l

\ ;:;it:1,;i"'

Rcf .

ti0l :;.1

fl \1.rr,ri,rr lrr.,

V/ 
( otlli r)\ ir,l ( r,ri .',r 'r

C-on lr,n I

l l --l I ti

I
L

\l'
-' l/

tlOFll-CHEM' S.r.l.
\ .tScozir, Zrrn.r InrJ ir,, t).1016, koseto(Jr1l /\l)r!z/i,lI lT\l\l{,1+l(l()u,8,i10;'.ti F.rr.t(){ltt5ltglr)itit \\,,,1,.irr,:r,r..,,, f,,,1(ir(,'rr(,r I,'r,,t I )l (1i,,

C€ IVD



Optochine Test
Diagnostic discs for pneurnococci identificdlion.

Rei.

(,; () 1

)rr rtIi ri'it\.

I\t li\l I

rl\ l(r

l' (r i() r

-( 
'.1

r) ]( )(

Tt's t

I00

DESCRIPTION
[)ltloc.hirrc Tc,sl is constjtult,rl Itr, 1-r;r1tcr rlisr s, 1,,166 ,,n"( Urrl,rInInll 5 pg Ul Oltlochin (Ethylhvrirocultrcirrcr
n \'(]rr)clr toild€.t, usr_d for cli fferr:ntiat i ng 5. t t r,: 1: t O c. r.tc_ r r r s
l t n t' u nt ct n i ae l ront tht: other a lpha_har:rn,rl vi rr. strclt tococr_ i.

CONTENT OF TTIE PACKAGES
[,rr lr ll,r, k,rgt, t r rnl,rirr..
. 2 cartridges rvith .50 cliscs each, plck.rgrrl in .r lre;rt-st,nltrl

cont,) llteT.
. Dryer.

PRINCIPLE OF I TJE METHOD
r )1rloil1.1r i\ Jn,)Hpnt r1 rr,t t.lrr.tllv,tClirr,,1g.1i11,1 -\t/r,/r/,rro. r u.
l)t',('Litlt()ntac, titer olhcr alpha-haernolt,tic.strt:;tlOc.Orr.i ;ire* 5r\rJJrt. Tht' rrrsr is pr,rc.rl ,ntr thc srrrflc.r, al.r r aJtLrrr,nr(,ltLrn) ll)tt t) suit,lbl{,tur tlrC gror,rtlr ,)l \tt,.J)tu( u(,. r,
rnoculatecJ rvitlr a lrurer Iiquirl culture ot.tlre rrlric:r.rxrrglrrrsnr
rrrrr.icr cxarnination.,{iler tl rt, incubltiorr .., |l,h.,,t.,,,, . r"
t xanrin.d for rhe prr:s.'r {'r)r .rbs(,rr(,, ,,t .r. irrhibrrir. h,rr.
,rr(.,Lrnd the, clisc of Optoc.hin.

(OMPOSITION
Irch cJisc contains 5 pg of Optochin.

PREPARATION OF THE SPECIMEN
L r\,1ixccl culturcs or r linic.rl sl)L( int(,lr\ nll\l n{ )l ltc Lrscr] (o

. clctcrnrinc susccptrl)ilrt). to bptochin.i. lnoculate a tulrr: of Ilr;rin Ileart lniusion IJrolh trr,r. 20l0,lrw,ith 1lure c.olon jes of the ntic.ortrg"ni,,rr r,,,1r.,r.(,xitflInition.
'J . lnc.rlr.tte,tt 3() r, .l .C oye,rnight.

TIST PROCEDURE
L l',tko l.ltc t.arlrigr:s conl;.rinr,r l.ronl lht, rr,ir igr,r,rlor ,ln. j t(\,1\,(,

i ill, iii;,:";l: [,]':1, ll:].:' i:: : 1" ","',,,,'n,1,,,,,,,, r,', r,.,,
,hc, rriscs ,vhcn rh,, ,,il,li::;.:?] lli::l;i,1',i1;,tt:,,:lli:;''",, 

,,,,

:rrcjuclic e thcir long-trrrnt st.rbiIiiv.
l. -,lsirrg a sterrle sr,,,ab, tryenly inoclrllte llre sLrriacr,ol ,r plilt(loi bloocl ag.rr srrch .rs 

'Iry,|tic 
S,,u fit,,,,,i i*.r irer. I lttJ;r,

]..:l:ll,:,.1 
13l,,o'l,Ag,1i irr,f. i 102.5) or r,thr,r 6jc.,.. ,r(,(j*r',\\ [f] | ltr' 5(t5J r{,r)\jol) r,i tlr,, .trr,lr.or r rr r (.. LI t( l' ,,

t,rantinltion.
3. tlsing,stcrile lo,:rls, gcnllr, pre55 orru rljsc ot.Olllot ltirr on {ltt,

r toculak,cJ sutl,t( c.
-l 

l:l,f] lll" pl.rrc LrPsick: rtor,r,n anrJ jncub,rlc.rr .j(r ,t i.C torlE-2.1 hours in atntoslrhere cont,lininq S,ll, oi CO .i. Chec:k for prescncc, t,r. .rbscnce ,,f on i,,flifrii,,,n t",i,, ,,r,,r,,,tthc clisc of Optochin.

INI ERPRETATION OF THE RISUtTS
Thr, lest org.rnisr.l is c.onsjdt,rr:rl sc,nsrlivc lo ()ptochin.trrrt
1|.t's:rnptrvclr Str?pl()(.oct;Lts pnt,uttt.tni,tt,it thc inlllrrliOn zorrcrs ,: II nrnt rliante,ter. The presuntptive irJt,ntrt.ic.,tt jon rlrrsl ltt,r,lrlirrrcd bv scrolo;ic al tcsls.

PRECAT.JT|ONS 
I()pfocJtrnc Tr:st :..rrrnf rt lrc cl.tssit.i,.,r/ ,t-s Il,int I ,rz,trrIrrr:

,,{ r (,'r.ii g lrr lIr' cLrrrr,rrl l,.Airl,rt rr,]. r )l)t{, t'l,,, i.l.f ..,
(J/5lJ(rs,rl l('tk'r,icc tr,lr.,trsccl only ktr cJiagnost c usc ii ) \/1r., l,
.rr.rst b,:: userl irr tlrc l+llor,rtor,,,lrr;1>r,,1r<,,1'r,tr.,i.r,c1 

1.,c,s,,,.,r.,1.u\ lru.rl)i)r()\,(,rl.rscptfr..trrrl,;icti ,,,,,11,,,,i. t,rr lr,rnrllir,ll
p,rlhogr.'11 i6 ;1gi'11 1q.

sroRAc E 
I

5tor,'(.rl;tochir-lt) Ios( ,tl __l(),(,-ij (.rl llrl rrriqin,rl lr,r( ... i.rlll.Kcr'p air',r',' 1.1.()rll souf(('\ ot Jrt',rt .rrrrl ,rvoi,l r,rrl,,rrir i r Ir,rn,;r,.
lr'nrl)€'r,tt-trLr. ln such 4onclitit>n:, tlrc Pror/-rt,t rr ril rc lirn r..rlirlrnlil tlrr' ,-'rPiry rl,rtc if r.rit ,rtcrl .rr rlrr] r.rlr,,l. r)() ,ot ,\r, r)-,,.r(
lh,ll (l.tlt'. Elinrrrr.tlc rr lllrotrt Lr:inrl ir lirlrr, ,trl riiyrs l
rJt,ttrior.t Iir>n.

DrsPosAL OF USED ,fUnrrnr.tr_
i\11('f ls:', ()ptor htnr, 1r,,1,rrrrl nl,il(,rj,tl lh,tl Jr.t: (rnl,,r rtr
cronl,tcl rrillt lltl: s,rntltfl nt.isl lrl lilr.onl,rrlin,ttr rl.trrri r1i.1ro.i,,1.l itt r, r, ttJ.rn, t''.ritlr flr,,tlr tlni(ltr(,\ ls(,(l i,t frl,, l,tltor,ttr,r, tr,rrlr'rrrll.|lll|.tlt,rrr, nrl,JJ :lr()\,rl )i lrrr,r,l]ti,t lt intr,r 1,,,i it,,rt,,r i

BTBLtOCfitAPHY 
I. ttift)s'r'rtrr, lr...3,r, Lfl< g,,,r,r,'r. ti'lti,,rcls:;\51{-,.t,'t)l(i.tals.tl

l,r('ll tcr)t_.l,ri,t.'til(,' i(1.+ I (.1 Ll l,_ I ii i.lrrit
' J. 1.,1.( lirr..\1r,J. 1,,:,.11 1,,.,-
' l. ( irr. lr,r1h. 8::i{i 1rr55.
' 5( f()1,)!li( itl Strtrli,,li rrir l)rtr,,tr)rrrr r,(.( i, \1lr.i\\q,t,t fl.( olri,rhlqcrr, ()rti1rr,l l.rt r,,1r11r l)11,r,. l,,r rl,rrr. l(r.ll. J l:rp \1r,rl..l.l: .lij.,, t,rt-;

QUAUTY CONTRqT
[:.r, l1 iy,11, I.,,ir)pr,,Jlr;r,,, f,,.I j, ,.,t,,, 1 

..,,r . ,. , y'l,i
( )1rl,rr l.ltr l1\ rl:J,tll trtt,.1,1.,,. ,,,, I | , {/ ..../r,,, .\J: {

lr>r lrositi'",c control, frncl \trr,,,;fr;r rr. (.r/\ /.)\ 9qt,,tr,, .\l (
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DESCRIPTTON
GRAfuj COLOR KIT is a^kit for staining micro_organrsms that allows thcm t,lre differentjated into tw-o categoriu", 6r"r.n_pol"iiies lCram*;, which areroroured blue, and Grall negJtives (cr;_i;;;; are coloured red.rlombined with direct c

oo 1stirutes,n",,"f 
"*?ii1"# 

i*;lfff :i:H::;ill:; i;:_*;:,;:
CONTENT OF THE PACKAGES'i hc reagents are contarn_ed in lLstic botiles, seaieo oy tirermo_inductionu nd provided with a dropper tid. Each ;;;k ;;;i";;Jo 1 bottle containrng zso mr oicrysiJt'v]ot'Jt sotrtiono 1 botrle conrajning 250 ml of t_ugoi-eV;'iorutic,no 1 bottle contarning 250 ml of OoZotour.nnlsotutiono .t bottle containing 250 ml of Safranine Sof ution

PRINCIPLE OF THE METHOD
Gram slaining js based on.the property of Crystal Violet of combining with
5:e" |i, ::',T#il,?i;l""kt"lryi ;; ;J"r;l ; ; w i th a r co h o r o,ii th a n
reacjtton and, once atuir,. 

ooru bacteria have a soecial affinity for this
rr€)ared wirh alcohot or uillllt'-:'ut"' violet' do not lose the colour if

15 
r o u r i n o r g,.u"' _p o., t, ul'o* 

o 

: : :;l"J; JI,tj:,1|"l ; ;"J i :] i: g,. 
: : #;srilned by Safranrne, taking a red colour 1Oiun-r-nog;tiu" bacteria).

COLLECTION OF SAMPLES
Samples to be subjected^to Gram staining are usuaily crrnrr:ar materiar andmrlrcbrat cultures. The colonies to be sub"ject-eji;;im stajning must betar,en from young cuttures 

f ra_z+ h"r^rji;j;;;y".;, an agar medium.
TEST PROCEDURE

^Plgf'aration and fixrng
un (tean slides, make a s
to c ry i n.t h e aii ; ; ; ; ; ;r1'.""1 : ;:iH ;'jr*: ;'.J;i,?: ?iff I J il: lXi, ", ""gi:,j::, the sampte when fixtns. otn"i ri"i"g in"i;o;. ,uy De used

- i: Cover the slide with the Crystal Violet Solutron. V'art 1 n'nute,. Ion lnse gcnily w ln hater.'' 
i"T:ffii1$;;li 

rhetusor PVP sorution wait 1 nrinute, rfren
r,. uecotoUI wjth the Decolourant Solutjon for as long as lhepreparallon releases colour (about 30_60 seconosl. then r|nsedeijcately with water.4. Cover the slide w th the, Safranine Solutron. Wait :iO-60 seconds,_ [un nnse delicately with watei-.) UrV.
b 

ffiilil:.ff.ir"paration under the microscopc wilh thc objec|ve

INTERPRETATION OF THE RESULTS

_i:' l::1I-n"S?tive micro_organisms appear as red in cotour
r:: j:ram-positive micro_organrsms appear as blue jn colourrne (irarn staining makes it possible tb'0,.."+,i.i,i"t*"""r G.arn-negal ve bactlr .ron Gram-oos,rrvp nnnc. Gram_negar,vecocc fro", G-;_J;i;;;;::o Gram_negative coccobacjllr rr"rn 6r"rn_p*i't,r,.u un"a,o Gram-negatrvediplococciirom Cram_pJsi;;;;n".

OUAt.ITY CONTROL
bach to1. of GRAM coLoR KIT rs subjected to qLralrty control USjng a
; : : i1i; i i'i,5; "3: :"1 i^':,1: ^o:'",., 

59ia r",' # ;;i"rJ,t',"," - n u s n r i u 

"ror rn c rost r,,. oi#_p.,iw:*:il:iili:rJ:;",1::,' a u re u s,^i c c 2ss 2..)

LIMITIi
. Gram staining provid_es a preliminary jdentificatron but does notreCiace nor1]al cull,r3r 51116,g5 of lhe s;r,.^r-. Artibiotic therapy may mali, Cr"__p"rt,rl'[u.,"r,u rnor"

:ii]iJ:"" 
ro decotouration, so thar il 

"r,ipp"oi 
p ,,krsh-red irrsrca,l

. Celis taken from votrng 1g_24 hour cultures have a greateraffiniry for the stalns than celts ,rk;;i;;;;,o;1u"r,,rrur.. Gram staining is alt:fe.d by the physical destructron of the cellwall or protoplasm ln fact the ceil wail oiCrurn_p". t,"e bactcriaconstrtutes a barrier wtrrch irpeo"s i"i"ai "oi 
ite crystat Vrotet_iodrne complex from the cytoptasm, 

";;l;; ;"; rva, of cram_negarrve bacteria contains lipids soiuble ln org"rn,. so vents that

GRAM COLOIR KIT

PRESENTATION

F roduct

C RAt"l COr_OR KtT

TABLE OF S'/MBOLS
ln V,tro Diagnosttc
l\1ed cal Devir;e

lvlanufacturCr

!f;iTl"l;ffilation 
ol thc cvtoplasim rlt:nce' rlrtcrc-t)rsa'rsnrs

expectecj . ,,r"'d:'jJI,3;,i:::" of hcai do ror rc.,Lt as

i:.::3fller:... . _l

F"il],fi :#::l',!$[i,'ff ;",",."J:ffi ::i]:,:[ff ;ii'.'il:;i::i'",,,
l_l]::qi.,: consulr,ed onlheir. L,sc GRr\N4 Coi oti xljii. a kt fo.bactoria
::.liig oniy lor diagno$ti,: ,.o,r, vttro ltis inrcndcrJ for r:sc I :rprotessjonill environmenlt and must bc uscd,n u tuO,rrurorv by a(jcqualcly
ffi ffi :'iffiT: "inlll?: + oo"'"oci a scp s is ;"; ;';;",i cr orrs rr, r d oa / in,j

CONSERVATION 
]

;:il"":illl St",.t"? l"i.-f ;::^19 ^1i: I in I hc, o rirs i n a I r'acka ci i r q I'icc p ;,v,a v

: : tS t i :l r l 
h;; ;;:I c t A,i' l.{:3 1'' x;'j i :;.: ; ,: i 

j "; i "i;il i; :, i I :i:,i :
;l"T :'"J J/ ]:,""1i.!;, 3fi ,1'::,0-:'ro 

n o *' u t o 
" 
rl e l,', i,,

orcscnce ol s u bsta n t 
jar, ru1;:Jliii :i 

t: ' ;;'';:' ;";' l xlii:"lilfi:iii' ["t'
DlsPosAL OF USED MATERIAL

jtt?:ii:j lil',"ff: tll;t._[il?,.i:ff$],":;isj,.,l::'";it,?,,x,},:,i,:,lj,,
orsposcd of in accorciancq with thc rcchniquci ;,.;; j;i;" abor.rl,)ry r()r(tccontamrniltion and disppsal of potenilaily inl".loj 

",",,,r,rfT]IBILIOGR/\PHY 
1. Kruczak-Fi/ipov, p., and IR.G ljhlver/y. 1992 Grant starn Droc(_dure,p. 1 . 5. t - 1 . 5. 1 8. In H. f . tscrberg 1oo.l ctinLalvr:"rJo,o,og, pioccdurcs

lllilo""n 
vol '1. Anierican s,i.i"ty i"i rr,ii.iloi,,ir!y rnrn.r-lrnston

o lt4urray, P.R. (ed.) 19$9. N,'lanu3l of (lljnical l\licrobioiorl,/ /th ,td.Arneri :: n Society of I!1r<;ro biolo gy V^;a snin gtc,i, D. C:.
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The certification body confirms to

07.a7.2017

06.07.2020

lc0il016 038 17

I paqe

by lt:fA A(), accordinE to ttf spetified stantlarl.

Itl"( DAkks
I Ueutsche
I Akkredifierungsste ie

D-Ztv1- 1G072 " 01-CrO

BgAin, 06.07 .2017
/
L_

,1'V.-c-t''1 t, '. , il t t ,."{**
/,.' Prof. Dr. Jorn Karge ,,-'

CEO

IFIA AG I NeukirchstraBe 26 | t3o8e Berrin I fon o0or r;;11 s8 03 0 I fax 0045r.30.47 Uu or r{ | web wvrw.ifta-ag,de
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sifin diagnostics gmbti
Berf iner Allee 3't7-321

13088 Berlin
Germ any

for the development, manufacturinq and
medical in-vitro-diagnostics as; well 

'as 
f or

food and other diagnostic applications
management system with the standard

Df N EN ISO gO0"t,,:201 S

Start of validity:
End of va lid ity:

Report and certificate numoer:
The certificate consists of

Ih;-s certificate tncludes an annuai exantination of the AI4:

sale of products for human and veterinary
the microbic,logical exf mination of water ano
the confcrrr.nity of !he introduced qua ity

Translation from German



GmbHmdc medical device certification
certifies that

Certlffcate

tt
K DAkks

0eutsche
Akkredih erung !sr elle
0 2M.16002 0a, aa

srRrl
sifin diagnostics gmbh
Berf iner Allee 31'T-321

13088 Berlinr
Germany

for the sc;ooe

. development, manufacturing and distribution ofin vitro diaqnostic medical Oevice-s for the proOr"lgiorp",blood grouping, ba-cteriolog-ical t""t i""g"nts and culture {redia as well asmanufacturing of raw materi:ils for m;rnufacturi,i|g ;i
in vitro diagnostic medical devices

has introduced and applit:s a

Quality Management Systbm
The mdc audit has proven that tiris quality managernen{ systenr

meets all requirements of tfre follow,ing stlnOard

EN ISO 13485
Medical devices - Quality mernagement systems +

Requ irements for regulatoiy prrlrosLs
EN ISO '13485:2016 + 46.2616 _ tSO 1::1485:2016

\/atid from :U01g-10_il3
\/atid until 12021-10_2t2

Registration no. D.105gZ{)0042
R:eport no. l>18_00745_j2jT58
Stuttgart ?.018_07_16

..?').,7 ,.,'_..",{
t' ,"t'{'.

tJead of Certificati,rn Body,

rndc medical device certification GmbH
KriegerstraBe 6

D-7Ol 91 Stuttgart, Germany
Phone: +49-(O)7.1 t -ZS:SgZ_b
Fax. +49-(0)7 1 1 -253597 -j O

Internet. http.//www. mdc_ce.de
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E G - Konform ltdtserlklfr ru n g
CE-Declaration de Conformit6 / EC-Dreclarai

((
Nr./No. 103

Wir/Nous/We

sifin diagnostics gnrbn,
Berliner Atlee 31 7-521, 1308g Berlin, Germany

erkldren in eigener Verantwortung, dass
ddclarons sous notre propre responsabilite que / det:iare on our own responsrbility that

on of Confctrmity

das Medizinprodukt (tVD):
le dispositif medical (lVD):
the medical device (lVD;:

Angewandte harmonisierte Normern:
Normes harnronises appliques:
Applied harmonized stanoards.

Ko nform ita tsbewertung sverfa h ren :

Procedure d'evaluation oe ta conforntita,
Conforrn ity assessnrent procedure

GLiltig bis:
Valable JUsqr'au:
Vaiid Lrntil.

Berlin, 31 .10.2018

Sonstiges produkt
Other devi,:eiAutre drsdositif

allen Anforderungen der Richilinie 9g/79lEG entspricht.remplit toures res exigences cre ra Directive gg/7gl'G clui re conr;ernait.meets all the provisions of the Directive gBtTg/EG wnrcfr appry i ;;i 
'-

Anti-Salrnonella Af67 + Vi, omnivalent
Anti-Satnnoneila | (a-f + V;)
Anti-Satnroneila il [f-OZ;

DttJ EN tSO 13485:20t0, otru EN 13€i12:200it,
Dtt\t EN 1:t6i41:2002, ptru rlt lso 148)71 :1013,
DtN EN tSCr 1522;3_ 1.p.017, DIN EN lSjC 1811i1-1 21C13
DlNt EN tSC 1B1j:J-2:pa13, DIN EN tsj- 23640:2c15

Anhang llli
Annexe lll
Ann'ex lll

2021-10-22:t"

r'': ."'' " "'t
Dr. l-. Schu,'?rz ol | - 

,' 't' ;. ' I 
':'- -

Sichelfi ei1s1;ea uftragte( f ur Medrzrnpr";,"k;,
Aqenr de sec:urile i Safety Officer

Phi)ne +4e-30-e2 70 30-0 . Fax +4e.30-s2 z0 30.30 .;,&@"lri,;l-ii^*llil,. 
o_



das Medizinprodukt (lVD)
le dispositif medicat (tVD):
the medicai device (lVD):

Angewandte harmonisierte Normeln
Normes harnronrses appliques.
Applied harm onizecj slandards :

Ko nfornrita tsbewertungsverfah ren :

Procedure d'Ovaliration de la conformiti
Conform ity assessmenl procedure:

Gultig bis.
Valable jusqu'au:
Valid untit:

Berlin, 31.10 2018

Sonstiges produkt
Other devir:er/Autre disOositif

allen, Anfordei"Lrngen der Richilinie gB/79lEG entsprichtremprrt loures res exigences cre ra Directive gg/7glEr3 qui re concernait.meers arlthe provisions of the Directive gsrigr.G wtricn appty il;li "

CH-Declaration

C€
Nr./No. 110

Wirlf.Jous/We

sifin diagnostics gmbh,
Berliner Altee 31 7-921 , 13ogg Berlin, Germanv

erkldren in eigener Verantwortung, dass
declarons soLls notre propre responsabilit6 que / decrlare on o1,rr own ressonsibilitv that

E G - Konform i tetse dk f ii ru n gtr.u-Kontorm itdtse rl<f d ru n o
de Conformitd / EC-Declaraiion of Conformity

s$ffin]

Anti-Shigella t

Anti-Shigella tl
Anti-Shigretta ill
Anti-Shlgetla flexnFri

DINI EN tSCr 13485:2016, DtN EN 1361 2.?-OO?t,
DtN EN 13641:20A2, DtN EN t}o 145t7i..201:\,
DlNl EN tSO 15223_1:p,A17, DtN EN t$o 181111_1;2t01ll
DiN EN tSO 18113_2:p013, DtN EN lSio 23640.2015

Anhang lfl
Annr:xe lll
Annex lll

an.a.l aA ^-lLQL t- IV-Zz:.

UJ. Schwa r. ,r' .'- . l
S ich': rhe its bera uf tragterr f u r Medizrn pro,f *ftl_
r\c;ent de secu-ite /Safetv Officer

sifin rJ.iagnoslics grnbh . Berliner Aile" lnail 130lls ue;I,,r;Cl.i*,"". GlermanyPhone r 4e-30-gz zo so-o . Fax +4e-36-sz ;,g : o_ro . ;ilffi;lU .",iil^l_1J,1..0"



s$i f,$ F}

E G-Ko nforrn i tiitserrklfr ru n$
CE-Declaration de Conformit6 / EC.Decfar{iion of Conforrnitrr

C(
Nr./No. 1'l'l

Wir/Nous/We

sifin diagnostics gmbh,
Berliner Allee 317-921,13088 Berlin, Germany

erkldren in eigener Verantwortung, dass
declarons sous notre propre responsabilite que / dec:lare on o,rr own responsibilitv $rat

das Medizinprodukt (tVD):
le dispositif medical (tVD):
the medical device (lVD):

Sc,nstiges Produkt
Other devicer/Autre disdositif

allen.Anforderungen der Richflinie 9B/79lEG entspricht.
remprlt toutes res exigences de ra Directive gBrTgrEG clui ie concernait.meets ail the provisions of the Directive SglTglEG w,hich apply t i it -

Anti-Shiglella dysefrteriae type 1

Anti-Shigella dysehteriae type 2
Anti-Shigella flexnEri type 1

Anti-Shigella flexnpri type 2
Anti-Shigella flexnbri type 3
Anti-Shigella ffexn€ri type 4
Anti-Shigella flexn0ri type 5
Anti-Shig,ella flexngri type 6
Anti-Shigrelta ftexn4ri group 3,4 (y,l
Anti-Shigella flexn4ri group 6
Anti-Shigella flexn4ri group 7,g (x)
Anti-Shigella sonngi S-form (phase l)
Anti-Shigelta sonnqi F-form (phase ti)
Anti-Shigella sonndi S- and F-form (phase I an,C ll]

DtN EN t-SO 13485:2016, DtN EN .1361 
2..r20a2.

DI[\J EN 1itei41..20a2, Dtru rru lso 14S)71 
't01li\,DtN EN iSCr 15223_1:2017, DtN EN tSO 181 13-1:2i01.;,

DIN EN ISC' 1811J'2:PA13, DtN EN lIiO 23640:2Ci:5

Anhang lll
Annexe lll
Annex lll

20211A-2ii,t

et-[. Schw: u4 ,'''u -( 
; i.'"'

Sicherheitsb,ru rltrugtiillilo ir: nfiJ * rI-
Aqent de s6r:uritti /Safet/ Officer

Angewandte harmonisierte Normen:
Normes harmonises appliqu6s:
Apphed harmonized stanoaros.

Konform ita tsbewertung sverfa h ren :

Procddure d'evaluation de la conformita:
Conformity assess ment procedu re.

Guitig bis:
Valable Jusqu'au'
Valrd unlil:

Beriin,31.10.20iB

sifin diagnosrics gmbh . Bertiner Attr:e:n7r21 "l308s drdl. G,r**y --Phone +49-30-92 70 30'0. Fax +'49-30-92 70 30-30. info@sifin.db. rvww sifin.de
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H G-Ko nform itiits e r|r; I ti ru n g
CE'Declaration de Conformit6 / [C-Dreclaratibn of Conformity

((
Nr./F,lo. 104

Wir/NouslWe

sifin diagnostics gmbh,
Berliner Allee 317-321 , 13088 Beriin, Gerrnany

erklaren in eigener Verantwortung, dass
declarons sous notre propre responsabilite que / rleclare on rtijr own responsibility tiral

das Medizinprodukt (lVD): Anti-salnronella Gfoup B
ie dispositif merdicat (lVD): Anti_$alnronella Gloup C
the medical device (tVD) Anti-salnronella Gfsrrip D

Anti.Salnronella Gfoup E

$onstiges Produkt
Otlrer devir:e/Autre disgositif

allen Anforderungen der Richtlinie; gg/79/EG entspricht.
remplit toutes les exigences ce la DirectivegBlTg/EG c;"ri le concernait.
meets all the provrsions of the Directive ggi 7gi EG u,,hich appry ro it

Angewandte harmonisierte Normen: DIN EN tSO 13485:2016, DIN EN t3iit z.taaaz,Nornres harrnonises appliques: Dlr.J EN 1i:iei41 :2a02, DIN [N lso 14971:l?013,Appiied harmonized standards: Dlf.J EN ls;o 15223_ 1:2A17 , DIN EN t{;o 1B"t 1:3_ 1 :t01 3,
Dlll EN ISO 18113-2:8013, DtN EN [iO 23640.2().tS

Konformitatsbewertungsverfahren. Anhang lll
Procedure d'evajuation de la conformrta. Annexe ill
Conformity assessment proceclure l\rrnex lll

Gultig bis. Q:\U_1A-Z:Z
Valable jusqu'au.
Valid until:

-IBerlin,31.102018 6rr..f. Schvre,r. it .l ,, 
I 

'

Sicherheitsb*rrf*rffifif , M-d*"p*d rk,,
Agent de s€rlrifit€ /Safetlt Ofljcer

sifin diagnostics gmbh: B*rtr", Ale":l:'-5zi . i:iiiee B;;t,;6il6; fPhone +49-30-92 70 30-0 . Fax +49-30-92 70 30-30 . tnlo()sifin*Cie , r,rrrvw sil.in de
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W,
Anli'S.lrnonella 6l. B, C, D, t

Arti-Salmonelli {)
Anlt-Snlmonclli Vi

!r, .r.,!..:
(€ tuc

qF, i1!tF5alotoilqlli 61. tt, (. D, I
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..dffi*r T /-\T) r\.TTr(.ffi. }., l-\-,rr\l \ f,
N-8.' L,\li01i,i1'1)llt S

Lorne Laboratories Ltd declares that the fol/owrng in vitro oragnostrc reaqent

nas been classified as non List A, non List B (Directive gg/7glEC, Annex il)ano complies with the essential requirements and provisrqns of Directive98l79lEC of the European parriament and of the councir (arso sr 2oo2No.618 which transposes the requirements of Directive g8/7g/Ec)

and is in conformity with the nationar standards transposrng harmonisedstandards:

. BS EN 980:2OOB

. BS EN tSO i34BS:2012

. BS EN 1361 22002

. BS EN 13640:2002

. BS EN 13641 .2002

. BS EN ISO 14971:2012

. BS EN ISO 18 j13, parts 1&2

The conformity assessment procedure performerj was in aQcordance withAnnex lll of Directive 9g/79,rEC.

This declaration of conformrty is issued uncer ther, sole resp0nsrbility r:f LorneLaboratories Ltd and is valici'from 24 March 2C|.e)

Eddy Velthuis
Technical Director

$m
LC,n1c L aDorri orir::1 :int ttccl

tJnrt I CirtbLtsh I),tlk InCustrilrlEs..ltr,
Darteltrl|, i o\./^,f irrtIli !

llurf:li rr' f?G6 4t_T I,Jnitc<.1 4ilirioi.,r

I -lri: *.1.:,.tt Llir |21,.iir."
i f ,:lt -.j,.1 irl) ."i!t :l!;r,t!ll:

l.rl.tri: inf r;,.i lliI {.i. ir:: r:
www.[ornela bs. co m

Ja 1 FBi t&J..SO g00ti8r8
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Lorne Laboratories Ltd declares that the following in vitro oragnostrc reageirt

has been classified as non ListA, non List B (DirectivetgBlTglEC, l\nnex ll)and complies with the essential requrrernents and provisrqns of Directive98l79lEC of the European parliament ard of the courrcil (arso sl 2oo2No.61B which transposes the requirenrents of Directive gErTg/EC)

and is in conformity with the national standards transposirrg narrnonised
standards:

. BS EN 980:2OOB

. BS EN tSO 134BS ZO12

. BS EN 130122002

. BS EN 13640:2002

. BS EN 13041 .2002

. BS EN tSO 14971.2012

. BS EN ISO 18113, parls 1&2

The conformity assessmert procedure performed was in apcoroance withAnnex lll of Directive 9B/7S)/EC

This declaration of confornrity is issued urrder the sole responsrbility of Lorne:Laboratories Ltd and is valid from 24 March ZOlti,

Eddy Vetthuis
Technical Director

.c'Dc L,tbcr..tioi tL1r, .irrIitt,..J
l-ln t I CL:tbL sh ir,:rk lrrcjust11l. I L.lJt,..,

Danehil . Lo\1;rf tr,irl.,y
t.lc'kstrirc R36 4l_rT lJnitc,l nrnL;cofl)

Trr; '.:,.1 
.ir 

i i,: :,.:. . . .,

i;r' '.1,t l0r l:.i:,ji,irl..
Lrir.trl: i|]1o, r 1Or rrr:L;t:; ;.c I
tvww.Iornctabs.com
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CERTIFfCAIO n.

CERTIFICATE No.

Emissione corrente
Cunenl rssue

18t01t2019

#ffi$ffi

CISQ is a rnember of

'* 
l*::

.i
+ t*

*r'l

rx€ NTIFNA loN^f, 4€FItF'CATlOt xil/oflx
www. iqrLet-cer.iificatio n. corn

IQNet, the astodatjan oi me wono.s ftrra (lass
c.tttrt.atian brdies, is thp ta.g.lst prov^Jer ot r,rnagem.nl

Syttam Carililcutirh ln th. warld.
IQNgt is compoged of mor. thzn jO booes an(t Eount.

over t50 subsidtade, n, aver t:he gaat

ww.cisq.com

CISQ E la Federazione ltal.na dr Orq.rtsrrl d,
Certrfl.arlone d.i :;lstefii (li gestione aZtendate.
CJSQ rii tha Jtar'r, fede.atbn ol fianagenent

system Ce rtif i< et jen g odt e 5,

4264t4

j

,,,n*fil::liiFi:,tr;fl';'#liifl;iii3}.;,i,if .ld,?#[i,?,,",,,,

GRUPPO VACUTEST KIMA
Sede / t/ead Office

Via deff'tndustrla,j2 - 3SOZO Arzergrande (pD) - ttal,a

rlrEUS s.r.r. - via Leonardo^d" u,*,, ,oJltl:x':ti;:?ff#ffiH'J;r", - 35028 piove di S;accol(pD) - rrariaMEUS s.r.t- - Via deil'rndustria, 2 - 16 * 35020 Arzeiriri,'rou (po) .. ltrti.RoLL s'R'L' - via Leonardo Da vinci, 24A-zona Industriale rognina"-:rdo28 piove di saccg (pq) - ttatiaKIMAS'R'L'-ViaLeonardodaVinci,22-ZonalnclustrialeTog"nana*sSozepiovedi sil."idollirtrr,"VAGUTEST KIM,A S.r.l' - Via dell'lndus;tria,12 - 35:020 Aaer,;iancte (pD) * ltatiavAcuTEsTKIMAs'r.l viaL.Davlnci,22ZonalnciustiialeTognana-:iiozapiovr;di Sacco(pD)r-ttalja
F CO\FORME At.l.A NORMA i /,S tttr C)Mpt jANCF WtTh, THI: ,SIAI\,,DAF]D

UNI EN ISO 9001:2015
Sistenra di Geslione per la eualitd i euality Managenrcni System

PER tE SEGUENTI ATTIVITA i fo,a TT\E FaLL)WINI} ACTIVIIIES

EA:14 _ 29
l)rogeltazione e produzro-ne di groyejte con vuoto predeternrinato ad uso [rrelir.,vo emati,ro, liquidi biologicr e urine.Prodtrzione di provette per microprel,ievi di sangue. Proiettazione e produzione di flolders (cirmicie) per prelipvo sottovuotoProJettazione e produzione di kitdiagnostici-per I'anaiisl del sangue e dei liquidi t)iotogicr. F:,rogettazione e [roduzione diterreni dicoltura per microbiologia. Progettazione e procuzrone di aghi e cjisprsitirTr .iriiiJ"i'ir p"ii[""["rrti"o.cr)nlmercializzazione dr prodotti dll Gruplo: kit diagnostici, terrenidi ioltura pe:mrcrobiologia, articoli in plastica perlaboratorio anahsi' provette con vuoto predeterminat6 e aghi sierili. Progettazion{) e produ;lione di stampi der articoli inplaslica per laboratorio analisi. stampaggio di matere termoptaltiche ad iniezione pL; 

"ni*rr "i!.jbrl|Desi(tn and productron of test tubes with predetermined vacuun for coltection af llaematologlca/ sa/nples, bi$togicat tiquid:;and unne sarnp/es Productiott of lesl lubes for micro-c.ollectiotl of haematolctgicial sample.:;. Design and plocluction ofHotders for vacuunt satnpling Design and production of diagtrostlc kits for btoociarti biologic,zt tiquiclsa,nalysls. Desqn artclproduction of culture meda for microbiology. Design aid production of sterita niedter"or: i aZiii, iir"fiirJtion ornaematological sarnp/es Tfading of the pro(lucts oi the Gtoup. diagnostrc *tti, c,Liure n1e(:.tta tor nicrcbiotbgy, plasticdrs;ror;ab/e labvtare,lesl tubes with predetermined vacuum and.sterile needtes. Design and p,roduction ctf mo[ilds lor plastic:labwarc lnject@n moulding of thennc'plastic materials fiir nt6drcat devices.

?ifcrrsi aila cotrre n lazi0re del sjslenu 0r Gesliom per la oualila az€ndal€ per I applicab la:a din feq![ril ceir:i nornn dr rfer n*ntoRtler la lhe dtrunenlal'on al the Quaiiry MEnagenent systen far dealn'ot uppiiruti,i, ii ,iie,rence stndad requircneats
1l presenie cerl ilcalo e so lgetlo a rspetio rlel dmumello clM 'Reqolamen 10 pei la cerlLlicaicne dei srslerr I d, gesl cne' e el re alivo s:nenra sq€c icot M nsi' ard t])c ualidily

Ps |ima?nn, pllntual e aggiomal6 crca e€niGlivariazttrl trileryenule nello slalD della ;eflrix;a:Lo|e crclr;:tpreser)re certillcato,

,o,t,,,",vu,Jp,l#1flffi:i::il::;".i!";:;::til::,:i!:;;;::;:;,::;:'ili::,jg';,i,i,ii;,,,",;,;,:.
plcese conlad the nunbet + 39 02 /ZS34l u enait addrcs:; nfuAdm f,

Data emissione
Flrsl rssue

18t01t2007

Data di:cadenza
Expiing tlate

17t01t2022

sr;Q No 004A

[":mbro deg]i A{Cordl di l,lutuo Rlcooosctmento EA. tAF e ILAC
5rgndLcry oI EA, IAF And l|.AC t{ut!Ot Recoqnition AgrC?m€nt5

tf!L
lCfM S.p.A.

Piazza Dcn Ennco t"lapettil.is - 2oljgs s"uu sun Giovann (lv1 )
wwrff c/m it
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CERTIFICATO n.

CERTIFICATE No.
S1 CERTIFICA CHE IL SISTEMA DI CSSTIONE PER LA OUALITA DI

WE HEREBY CERTffY THAT THE QUALITY MANIGEMEAIT S YSTLM OPERAIED BY

GRUPPO VACUTEST KIMA
Sede I Head Office

Via dell'lndustria,12 * 35020 Arzergrande (pD) - ttalia
Uniti Operative I Operative units

MEUS S.r.f. - Via Leonardo da Vinci, 248 - 26 *28 -Zorta lndustriale Tognana .- 35028 Piove dr Sacco (pD) - ltatra
MEUS S.r.l. - Via dell'lndustria,2 - 16 * 35020 Arzergrarde (pD) _ ltatra

ROLL S.R'L' - Via Leonardo Da Vinci, 24A-Zona Industriale Tognana - 35028 Piove dr Sacccr (pDb - ttatia
Kf MA S'R.L. - Via Leonardo da Vinci, ?2 - Zona lndustriale Tognana -- 35028 Piove di Sacco (pD) [ ttalra

VACUTEST KIMA S.r.l. - Via deil'tndustna.12 - 3i02O Arzergyrande (pD) * ltatra
VACUTEST KIMA S.r.l. via L. Da vlnci.22 Zona Industriale Tognana -- 35028 piove di Sacco (pD) - ltalra

E COI.JFORIUE ALIA NORMA / /S IN COI,,PL|ANCE WITH TIIE ,SiTANDARD

UNI CEI EN ISO 13485:2016
Sistema di Gestione per la eualita I euality Managernenl System

PER LE SEGUENTI ATTIVN'A / FOR THE FOLLAWNG ACNVIES

EA: 14 - 29

CISQ is a ntember of

ttr,
!. t.

a ta

B€ tTfnN I ONrt G:FltFiclrb! tft6i

ww.iqn el-cert ficatio 1.com

tQdet, tre dsoctalior .)fthc florful,t fr6t dasa
.erl,ticatiotr bDdte:. ls the ta.g.si proytaer ot nar.?emcnt

Systptn C.'.tifr.tti.n jn the failo.
IQIlet ts cafrposed ol more than tA l,tdips antt counts

avet 150 srb!:idiaries ,til over t)\e globe

4265t4

f)rogettazione e produzione di provette cor] vuoto predeternrinato ad uso preliervo ematico, liquidi b jolog
Produzione di provette per microprelievi di sangue. Progettaz one e produzione di Holders (cilmicic) per prel

Pro{)ettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. progettazione e
terreni di coltura permicrobiologia. Progettazione e proriuzione di aghr e clispositiii sterili per il preliev

Commercializzazione di prodotti del Gruppo: kit diagnostic;i, teneni di Coltura per microblologia, articoli in
laboratorio analisi, provette con vuoto predeterminato e aghisterili. Progettazton€) e produ,-lione dr stampi

plastica per laboratorto analisi. Stampaggio di materrie termoplastiche ad iniezione per articoli
Desigrn and productian of test tubes with predetermined vacuum lor collection of haematotoglbatsanrplers, ,

anC uitE samples. Production o/ lesl lubes for micro-colleclion of haematolagicitl sample:;. Design antcl
Holders for vacuum santplirtg. Design and production of diagnosflc kls tor bloo(l anl biologic,al tiquids ana,

production of culture ngdia for mrcrobiology Design and productian of sterite nee(lles and devices for
haematologicalsamples. Tracling o[ the poducts of the Grcup; dtagnostic kits, culture netlia for nticrobit

d/spo.iable labware,lesl tur5c.s with predetermined vacuurn and sterile needles. Desiqn and poduction of
labv/are. lnlc'ction mourding of thermoplastic materials for medicar ctevices-

Rifenrsr alla docurentazrone del SF[g{m ol Cestiooe p€r la Ouilria aziefda e per l'aDplicabtlita c0i ,eq!isitt d€11,1 normd {ll ri,e( nEfilo
Relet lo lhe Ja.dtnenlalion of the Qualily Managemsrl Srs/em fu. detals al appircat&t la rsb.w::ce slandi.rd reqrretnenl:;

Per rnformaziofi p!nlua| e aggornab clca evenluali varaz oli rlldvenute nello slalo deila certill:aziore {jr cui al p,esenle certrlicalo
3i prega djconlatBe il n. c efc0rco +:i9 0? 72534 j 0 irdinz:o e,malt info{Oi,im.ii.

FoI iinely and updated inlunaliu aboul any changles in lhe cedifrealiu stahr relerrei t,t n tlis c::fltticaie.
pleass conlacl the nutnber +39 A2 125,rt1 q enail address itlo(dl'n.il.
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Dah emissione
Frrsl issue

18t01t2007

Emissione correntc
Cuneni issue

18t01t2019

Dala di scadenza

Expiring dale

17t41t2A22

Piazza Don Enrico Mapeiti, 71f,- 20'099 Seslo Saf Gi)vann, (Nll)
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l{efFttrc dcqli Accordr di Fluhro Riconoscimento EA, tAF e tLAc
l;r9intory of EA. lAF.od ltAC t'1!t!a1 Recognitlon Aqreements

M.CtSq.COm

CISQ a ln Federazione Italiana dl Organlsmi d{
Certlflcazlohe del slstem dl gesUoDe auteFdale
CISQ is the Italitn Fe.teiailon of management
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