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Contact your local BD representative for instructions. / Свържете се с местния представител на BD за инструкзии. 
/Pokyny vám poskytne místní zástupce společnosti BD. / Kontakt den lokale BD repræsentant for at få instruktioner. / 
Die Packungsbeilage erhalten Sie bei Ihrer örtlichen BD-Vertretung. / Póngase en contacto con su representante local 
de BD para instrucciones. / Contacter le représentant local de BD pour les instructions. / Επικοινωνήστε με τον τοπικό 
αντιπρόσωπο της BD για οδηγίες. / Kasutusjuhiste suhtes kontakteeruge oma kohaliku BD esindajaga. / Ota yhteys 
lähimpään BD:n edustajaan ohjeiden saamiseksi. / Kontaktiraj lokalnog predstavnika BD za upute. / A használati utasítást 
kérje a BD helyi képviseletétől. / Rivolgersi al rappresentante BD di zona per istruzioni. / Нұсқаулар үшін жергілікті 
BD өкілімен хабарласыңыз. / Naudojimo instrukcijų teiraukitės vietos BD įgaliotojo atstovo. / Neem contact op met 
uw plaatselijke BD-vertegenwoordiger voor instructies. / Kontakt din lokale BD-representant for mer informasjon. / Aby 
uzyskać instrukcje użytkowania, skontaktuj się z lokalnym przedstawicielstwem BD. / Contacte o representante local da 
BD para instruções. / Pentru instrucţiuni, contactaţi reprezentantul local BD. / Для получения указаний обратитесь к 
местному представителю компании BD. / Inštrukcie získate u miestneho zástupcu spoločnosti BD. / Obratite se svom 
lokalnom predstavniku kompanije BD za uputstva. / Kontakta närmaste BD-representant för anvisningar. / Talimatlar için 
yerel BD temsilcinizle temasa geçin. / За інструкціями зверніться до місцевого представника компанії BD. 
 
UTILIZAÇÃO PREVISTA$
C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $#."(')"-, $0, $;'2&.:" $<= $>?@$G$%: $&.2&.$-. $!DH $.: $&.:I, $#."( $-. $-'"/012&'3, $'0$J'&#,K$
L%"('&"&'J,K$"%&,:"&')"-, $3,03.M'-, $I"#" $" $-.&.*+, $-. $/.0.2 $-. $3"#M"I.0.:"2. $M("N!DK$M("O=>K$M("PQ>RM("Q>!$. $M("C@?BSTK$
L%.$.2&+,$"22,3'"-,2 $U$0+, $2%23.&'M'('-"-.$-. $3"#M"I.0.: $.: $M"3&G#'"2$/#": B0./"&'J"2V $C$.02"', $0+, $-'2&'0/%.$.0&#.$/.0.2 $
M("PQ>$. $M("Q>!V$
$
C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $&.: $3,:, $,MW.&'J,$"W%-"#$" $3,0&#,("#$" $'0X.*+, $0" $-.&.*+, $-. $M"3&G#'"2$0+, $2%23.&YJ.'2$" $
3"#M"I.0.: $L%.$3,(,0')": $-,.0&.2 $.: $":M'.0&. $E,2I'&"("#V$C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $0+, $2. $-.2&'0" $" $,#'.0&"#$,%$
:,0'&,#')"# $, $&#"&":.0&,$I"#" $'0X.*Z.2 $M"3&.#'"0"2$0+, $2%23.&YJ.'2$" $3"#M"I.0.:V $[: $#.2%(&"-,$0./ "&'J,$-, $.02"', $<= $>?@$
DE.3FB!,'0&2 $D!C $0+, $.\3(%'$" $I#.2.0*" $-. $,%&#,2$:.3"0'2:,2 $-. $#.2'2&]03'"V$
$
C$&.2&.$G$#."(')"-, $.: $.2X#./"*,2 $#.&"'2$.: $-,.0&.2 $.: $#'23,$-. $3,(,0')"*+, $'0&.2&'0"($-. $M"3&G#'"2$0+, $2%23.&YJ.'2$" $3"#M"I.0.:V $
^2&.$&.2&.$-.2&'0" B2. $" $2. #$%&'(')"-,$.: $3,0W%0&,$3,: $" $"I#.2.0&"*+, $3(Y0'3"K$#.2%(&"-,2$("M,#"&,#'"'2$. $'0X,#:"*+, $.I'-.:',(1/'3"V $
C2$#.2%(&"-,2$-.2&. $&.2&.$0+, $-.J.: $2.#$%2"-,2 $3,:, $" $_0'3" $M"2. $I"#" $-.3'2Z.2 $-. $&#"&":.0&,$-. $-,.0&.2V $?2$3%(&%#"2$
3,03,:'&"0&.2 $2+, $0.3.22`#'"2 $I"# " $#.3%I.#"#$,#/"0'2:,2 $I"#" $&'I"/.: $.I'-.:',(1/'3"K $&.2&.$-. $2%23.&'M'('-"-.$"0&':'3#,M'"0" $. $
I"#" $'-.0&'X'3"*+, $M"3&.#'"0"$3,0X'#:"&1#'"$"-'3',0"(V $
 
RESUMO E EXPLICAÇÃO DO PROCEDIMENTO$
?$.:.#/]03'" $. $-'22.:'0"*+, $:%0-'"( $-. $M"3&G#'"2$a#": B0./"&'J"2 $0+, $2%23.&YJ.'2$" $3"#M"I.0.: $2+, $%:" $":."*" $/#"J. $U$2"_-. $
I_M('3"V$̂ 2&.2$,#/"0'2:,2 $.2&+,$"22,3'"-,2 $" $&"\"2 $-. $:,#&"('-"-. $.(.J"-"2 $. $&]: $, $I,&.03'"( $-. $2. $-'X%0-'#.: $":I(":.0&.V $?$
3"%2"$:"'2 $X#.L%.0&.$-. $#.2'2&]03'"$" $3"#M"I.0.: $.: $M"3&G#'"2$a#": B0./"&'J"2 $G$" $.\I#.22+, $-. $3"#M"I.0.:"2.2V $̂ \'2&.: $3'03, $
/.0.2 $-. $3"#M"I.0.:"2. $I#'03'I"'2K$2.0-, $" $:"',#'" $.03,0&#"-" $:"'2 $X#.L%.0&.:.0&. $.: $":,2&#"2 $3(Y0'3"2$E%:"0"2b $N!D $
73"#M"I.0.:"2. $()*+,!*))- #."*/0'"!-* 9K$PQ>$7:.&"(, BcB$("3&":"2.2 $3,-'X'3"-"2 $I,# $'0&./#+, $P.#,0"9K$O=> $7:.&"(, BcB$("3&":"2.2 $
O.d $=.(E'9K$C@?BST$7J"#'"0&.2$-, $&'I, $,\"3'('0"2. BST$. $C@?BST9$,%$Q>! $7Q:'I.0.:"2.9V $
$
C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $I,-. $2.#$#."(')"-, $.: $"I#,\':"-":.0&. $5Ke$E,#"2K$L%"0-, $3,:I"#"-, $3,: $:G&,-,2 $-. $
3%(&%#"2$L%.$-.:,#"#+, $ST$E,#"2$I"#" $%: $#.2%(&"-,$0./"&'J, $. $"&G$f6 $E,#"2$I"#" $%: $#.2%(&"-,$I,2'&'J, $3,0X'#:"-,V $C$.02"', $<= $
>?@$DE.3FB!,'0&2 $D!C $-.&.&" $" $I#.2.0*" $-. $/.0.2 $-. $3"#M"I.0.:.2. $.: $M"3&G#'"2$/#": B0./"& 'J"2 $. $'03(%'$%: $3,0&#,(,$-. $
I#,3.22":.0&, $-. $":,2&#"2 $'0&.#0,V$C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $"%&,:"&')" $, $I#,3.22, $-. $&.2&.$. $:'0':')" $" $'0&.#J.0*+, $
-, $,I.#"-,# $-.2-. $, $:,:.0&, $.: $L%.$" $":,2&#" $G$3,(,3"-" $0, $2'2&.:" $<= $>?@$"&G$U$-'2I,0'M'(')"*+, $-,2 $#.2%(&"-,2V$
$
g$3,(E'-, $%: $.2X#./"*, $#.&"($. $&#"02I,#&"-, $I"#" $, $("M,#"&1#',V$?$":,2&#" $G$E,:,/.0.')"-" $. $G$&#"02X.#'-"$%:" $"(YL%,&"$I"#" $, $
&%M,$-. $&":I,0":.0&, $-" $":,2&#" $<= $>?@$DE.3FB!,'0&2 $D!CV$C$&%M,$-. $&":I,0":.0&, $-" $":,2&#" $G$3,(,3"-, $0, $2'2&.:" $<= $
>?@$. $,3,##.: $,2 $2./%'0&.2$I#,3.-':.0&,2 $"%&,:"&')"-,2b $h'2. $-. $3G(%("2$M"3&.#'"0"2K$.\&#"*+, $. $3,03.0&#"*+, $-. $?=OK$
#.'-#"&"*+, $-. $#."/.0&.K $":I('X'3"*+, $-. $̀3'-, $0%3(.'3,$. $-.&.*+, $-" $2.L%]03'" $-. $̀3'-, $0%3(.'3,$"(J, $%2"0-, $#."*+, $-. $3"-.'" $
-. $I,(':.#"2. $.: $&.:I, $#."( $7!DH9V$C2$"(J,2 $":I('X'3"-,2 $2+, $-.&.&"-,2 $3,: $2,0-"2 $-. $E'-#1('2.$#,&%("-"2$3,: $X(%,#1X,#,2$
&.:I.#"-,2V $C$.02"', $'03(%'$&":MG: $%: $3,0&#,(,$-. $I#,3.22":.0&, $-. $":,2&#"2K$I#.2.0&. $0, $&%M,$-. $.\&#"*+, $. $G$2%M:.&'-, $",2 $
:.2:,2 $I"22,2 $-. $.\&#"*+,K$3,03.0&#"*+, $. $":I('X'3"*+, $I"#" $:,0'&,#')"# $"2 $2%M2&i03'"2$'0'M'&1#'"2K$'02&#%:.0&,$. $X"(E"$-. $
#."/.0&.V $O+, $G$0.3.22`#'" $L%"(L%.#$'0&.#J.0*+, $-, $,I.#"-,# $-.I,'2 $-. $" $":,2&#" $3(Y0'3"$. $&'#"$-. $#."/.0&. $2.#.: $3"##./"-"2 $0, $
2'2&.:" $<= $>?@V$?$":I('X'3"*+,K $- .&.*+, $. $'0&.#I#.&"*+, $-,2 $2'0"'2 $2+, $#."(')"-"2 $"%&,:"&'3":.0&. $I.(, $2'2&.:" $<= $>?@V$
$$

$

$
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PRINCÍPIOS DO PROCEDIMENTO$

?2$":,2&#"2 $-. $.2X#./"*, $#.&"($2+, $#.3,(E'-"2 $-,2 $-,.0&.2 $%2"0-, $̂ ;d"M2V $?I12 $":,2&#"/.:K $2+, $&#"02I,#&"-"2$I"#" $, $("M,#"&1#',$
"&#"JG2$-, $:.', $-. $&#"02I,#&.$?:'.2 $-" $̂ ;d"MV $?$̂ ;d"M $G$"/'&"-, $.: $J1#&.\$. $G$&#"02X.#'-"$%:" $"(YL%,&"$-. $e4$j( $I"#" $, $&%M,$-. $
&":I,0":.0&, $-" $":,2&#"K $%2"0-, $%:" $I'I.&" $3,: $I,0&" $-. $X'(&#,$-.23"#&`J.(V$C$&%M,$-. $&":I,0":.0&, $-" $":,2&#" $G$X.3E"-, $
3,: $%:" $&":I" $-. $2.I&, $. $"/'&"-, $.: $J1#&.\V$=.I,'2 $-. $/.#"-" $" $('2&"$-. $&#"M"(E,$. $-. $" $":,2&#" $3(Y0'3"$2.#$3"##./"-" $0, $2'2&.:" $
<= $>?@K$W%0&":.0&.$3,: $%:" $&'#"$#."/.0&. $<= $>?@$DE.3FB!,'0&2 $D!C $. $3"#&%3E,$<= $>?@$!DHK$, $3%#2,$G$'0'3'"-, $. $0+, $G$
0.3.22`#'" $'0&.#J.0*+, $"-'3',0"( $-, $,I.#"-,#V $C$2'2&.:" $<= $>?@$"%&,:"&')" $" $I#.I"#"*+, $-" $":,2 &#"K$'03(%'0-,$('2. $-. $,#/"0'2:, $
"(J,K$.\&#"*+, $. $3,03.0&#"*+, $-. $?=OK$#.'-#"&"*+, $-. $#."/.0&.K $":I('X'3"*+, $-. $2.L%]03'" $-. $̀3'-, $0%3(.'3,$"(J, $. $-.&.*+, $%2"0-, $
!DH $.: $&.:I, $#."(V$?$'0&.#I#.&"*+, $-, $2'0"($G$#."(')"-" $"%&,:"&'3":.0&. $I.(, $2'2&.:" $<= $>?@V$C$.02"', $'03(%'$&":MG: $%: $
3,0&#,(,$-. $I#,3.22":.0&, $-. $":,2&#"2K$X,#0.3'-, $0, $&%M,$-. $.\&#"*+, $. $2%W.'&,$" $I"22,2 $-. $.\&#"*+,K$3,03.0&#"*+, $. $":I('X'3"*+,V $
C$3,0&#,(,$-. $I#,3.22":.0&, $-. $":,2&#"2 $:,0'&,#')" $" $I#.2.0*" $-. $I,22YJ.'2 $2%M2&i03'"2$'0'M'&1#'"2K$M.: $3,:, $X"(E"2$-. $2'2&.:" $
,%$#."/.0&.2V $

$

?I12 $" $('2. $3.(%("#$.0)':`&'3" $" $&.:I.#"&%#"2 $.(.J"-"2K $,2 $̀3'-,2 $0%3(.'3,2$('M.#&"-,2$2+, $3"I&"-,2 $.: $.2X.#"2$:"/0G&'3"2 $I,# $
"X'0'-"-.V $?2$.2X.#"2K$3,: $̀ 3'-,2 $0%3(.'3,2$('/"-,2K $2+, $("J"-"2 $. $,2 $̀ 3'-,2 $0%3(.'3,2$.( %Y-,2V$C$?=O $.(%Y-,$G$0.%&#"(')"-, $. $
&#"02X.#'-,$I"#" $, $&%M,$-. $:'2&%#"$I#'03'I"( $I"#" $#.'-#"&"#$,2 $#."/.0&.2 $!DHV$?I12 $#.'-#"&"*+,K$, $2'2&.:" $<= $>?@$-'2I.02" $%: $
J,(%:. $X'\"-, $-. $2,(%*+, $I#,0&" $I"#" $!DH $0, $3"#&%3E,$<= $>?@$!DHV$?2$:'3#,J`(J%("2 $0, $3"#&%3E,$<= $>?@$!DH $2+, $2.("-"2 $
I.(, $2'2&.:" $"0&.2$-. $'0'3'"#$, $!DHK$-. $X,#:" $" $3,0&.#$" $:'2&%#"$-. $":I('X'3"*+,K $I#.J.0'0-, $"22': $" $.J"I,#"*+, $. $3,0&":'0"*+,V $
C2$"(J,2 $-. $?=O $":I('X'3"-,2 $2+, $-.&.&"-,2 $%2"0-, $2,0-"2 $-. $E'-#1('2.$7k"L>"0l9K $#,&%("-"2$0%:" $.\&#.:'-" -. $3,: $%:" $&'0&"$
#.I1#&.#$X(%,#.23.0&.$7X(%,X,#,9$.K$0" $,%&#"$.\&#.:'-"-.K $%:" $X#"*+,$&.:I.#"-"V $?2$2,0-"2 $#,&%("-"2$3,: $X(%,X,#,2$-'X.#.0&.2$2+, $
%2"-"2 $I"#" $-.&.&"#$":I('3Z.2 $I"#" $,2 $/.0.2 $-. $3"#M"I.0.:"2. $N!DK$PQ>K$C@?BSTK$O=>K$Q>! $. $3,0&#,(,$-. $I#,3.22" :.0&, $-. $
":,2&#"2 $.: $3'03, $3"0"'2 $1&'3,2$-'X.#.0&.2$-, $2'2&.:" $<= $>?@V$$

$

C2$/.0.2 $PQ>$. $Q>! $2+, $3,:M'0"-,2 $0%: $3"0"( $1&'3,$-, $2'2&.:" $<= $>?@K$&,-,2 $,2 $,%&#,2$/.0.2 $&]: $%: $3"0"( $1&'3,$2.I"#"-,V $
m%"0-, $"2 $2,0-"2 $.2&+,$0, $2.%$.2&"-, $0"&'J,K$" $X(%,#.23]03'"$-, $X(%,X,#,$G$&.:I.#"-, $-.J'-, $U$2%"$I#,\':'-"-. $", $2%I#.22,#V$
!,#G:K $0" $I#.2.0*" $-. $?=O $"(J,K$"2 $2,0-"2 $E'M#'-": $I"#" $"2 $2.L%]03'"2 $3,:I(.:.0&"#.2 $. $2+, $E'-#,('2"-"2 $I.(" $"&'J'-"-. $enBon$
.\,0%3(."2. $-" $I,(':.#"2. $-, $?=OK$U$:.-'-" $L%.$2'0&.&')"$, $X'(":.0&, $0"23.0&. $", $(,0/, $-, $:,-.(, $-. $?=OV$D,:, $#.2%(&"-,K$,2 $
X(%,#,X,#,2$2+, $2.I"#"-,2 $-"2 $:,(G3%("2 $-, $2%I#.22,#$. $" $X(%,#.23]03'"$G$.:'&'-"V $C$2'2&.:" $<= $>?@$:,0'&,#')" $.2&.2$2'0"'2 $.: $
3"-" $3'3(,$. $'0&.#I#.&"$,2 $-"-,2 $0, $X'0"($-, $I#,/#":" $I"#" $#.I,#&"#$,2 $#.2%(&"-,2 $X'0"'2V$

$

Conteúdo Quantidade 

BD MAX Check-Points CPO Master Mix (F6) 
123 #4-,%*&#4!5 #,*6' #6'"%*"7' #' #6'"%&')' #7* #.&'6*,,-0*"%' #7* #
-0',%&-, #* #.&!0*&, #7* #8*"*, #*,.*69:!6', #7- #6-&+-.*"*0-,* #* #
,'"7-, #;-<4-"= #

5S$&.2&.2$75$\ $85$
&%M,29$

Tiras-reagentes BD MAX Check-Points CPO 
;!&- #7* #&*-8*"%*#/"!:!6-7- #6'"%*"7' #%'7', #', #&*-8*"%*, #)9</!7', #* #
.'"%-, #7* #.!.*%-, #7*,6-&%>$*!,#"*6*,,>&!-, #.-&- #*5%&-?@'#7* #ABC=$

5S$&.2&.2$

Tubos de extração BD MAX Check-Points CPO (A8) 
1*))*%#,*6- #6'"%*"7' #*,:*&-, #0-8"D%!6-, #.'& #-:!"!7-7* #7* #ABCE#
&*-8*"%*, #7* #.&'%*-,* #* #6'"%&')' #7* #.&'6*,,-0*"%' #7* #-0',%&-=#

5S$&.2&.2$75$\ $85$
&%M,29$

Tubos de tamponamento de amostra BD MAX Check-Points 
CPO 5S$&.2&.2$

Tampas de septo 5e$

 

 
EQUIPAMENTO E MATERIAIS EXIGIDOS MAS NÃO FORNECIDOS 
$
B$ ;'2&.:" $<= $>?@$7<=K$D"&V$0Vp$SS8f869$

B$ D"#&%3E,2$<= $>?@$!DH $7<=K$D"&V$0Vp$SoAe8f9	
B$ >'2&%#"-,#$J1#&.\	
B$ !'I.&"2 $. $I,0&"2 $7-. $X'(&#,9$-.23"#&`J.'2 $I"#" $%: $J,(%:. $-. $e4$q(	
B$ <"&"$. $(%J"2$-.23"#&`J.'2 $2.: $I1 	
B$ ='2I,2'&'J,2 $-. $":,2&#"/.:b $D,I"0 $̂ ;d"MK $7D,I"0K $D"&V$0Vp$ST4D^9$,%$<= $̂ ;d"M $7<=K$D"&$0Vp$5545Se9	
$

>.',2 $2%/.#'-,2 $I"#" $3%(&'J,$-. $'2,("-,2 $-. $3,0&#,(,$7J.#$2.3*+, $-. $3,0&#,(,$-. $L%"('-"-.9b $r/"# $-. $2,W"$&#'I&,0"$3,: $es $-. $2"0/%. $
-. $,J.(E" $7I,#$.\.:I(,K $<< ht $k#uI&'3"2.t $;,u $?/"# $d'&E$es $;E..I $<(,,- $vk;? $QQwK$<=K$D"&V$0Vp$5585f59V$

$

ADVERTÊNCIAS E PRECAUÇÕES 
B$ C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $G$I"#" $%&'(')"*+,$-. $-'"/012&'3, $!" #$!%&'V	
B$ ^2&.$I#,-%&,$21$I,-. $2.#$%2"-, $0, $2'2&.:" $<= $>?@V	



	

o$
 

B$ O+, $%2"#$, $F'&$2. $, $#1&%(,$L%.$2.(" $" $.:M"("/.: $.\&.#',# $.2&'J.#$L%.M#"-,V	
B$ O+, $%2"#$#."/.0&.2 $2. $"2 $M,(2"2$-. $I#,&.*+, $.2&'J.#.: $"M.#&"2$,%$I"#&'-"2 $"I12 $3E./"-"V 	
B$ x.3E"# $':.-'"&":.0&. $"2 $M,(2"2$-. $I#,&.*+, $-. $#."/.0&.2 $3,: $, $X.3E,$"I12 $3"-" $%&'(')"*+,V$H.:,J.# $L%"(L%.#$"#$.: $.\3.22, $

0"2 $M,(2"2$"0&.2$-" $2.("/.:V 	
B$ P.#'X'3"#$"2 $&'#"2B#."/.0&.2 $.: $#.("*+, $", $.03E':.0&, $"-.L%"-, $-. $(YL%'-,$7/"#"0&'#$L%.$,2 $(YL%'-,2$.2&+,$0, $X%0-,$-,2 $&%M,29$

7J.#$Q:"/.: $89V	
B$ P.#'X'3"#$"2 $&'#"2B#."/.0&.2 $I"#" $/"#"0&'#$" $I#.2.0*" $-. $&,-"2 $"2 $I,0&"2 $-. $I'I.&"2 $7J.#$Q:"/.: $89V	
B$ O+, $#.&'#"#$, $.\2'3"0&. $-"2 $M,(2"2$-. $#."/.0&.2V 	
B$ O+, $%2"#$,2 $#."/.0&.2 $.: $3"2, $-. $"%2]03'" $-. $.\2'3"0&. $,%$3"2, $.2&.$2. $.03,0&#. $I"#&'-, $-.0&#, $-"2 $M,(2"2$-. $#."/.0&.2V 	
B$ O+, $%2"#$#."/.0&.2 $2. $, $"(%:Y0', $&'J.#$2'-, $I"#&'-, $,%$-"0'X'3"-,V 	
B$ O+, $:'2&%#"#$#."/.0&.2 $-. $M,(2"2$-'X.#.0&.2$.R,%$F'&2$.R,%$(,&.2V	
B$ O+, $&#,3"#$,%$#.%&'(')"#$&":I"2K $I,'2 $I,-. $,3,##.#$3,0&":'0"*+, $. $3,:I#,:.&.# $,2 $#.2%(&"-,2$-, $&.2&.V	
B$ !#,3.-.# $3,: $3%'-"-, $0" $%&'(')"*+,$-. $2,(%*Z.2$L%Y:'3"2$3,:, $, $>"2&.#$>'\ $I,'2 $" $(./'M'('-"- . $-, $31-'/, $-. $M"##"2$-, $&%M,$

-. $.\&#"*+, $I,-. $2.#$"(&.#"-"V	
B$ O+, $%2"#$#."/.0&.2 $.R,%$:"&.#'"'2 $2.: $J"('-"-.V 	
B$ g$.22.03'"( $%:" $M," $&G30'3"$("M,#"&,#'"($I"#" $, $-.2.:I.0E, $"-.L%"-, $-.2&. $.02"',V $=.J'-, $U$.(.J"-" $2.02'M'('-"-. $"0"(Y&'3"$

-.2&. $&.2&.K$-.J.#` $&.#B2. $3%'-"-, $.\&#.:, $I"#" $I#.2.#J"# $" $I%#.)" $-. $&,-,2 $,2 $:"&.#'"'2 $. $#."/.0&.2V 	
B$ !"#" $.J'&"#$" $3,0&":'0"*+, $I,# $":I('3Z.2K $0+, $2.I"#. $,2 $3"#&%3E,2$-. $!DH $<= $>?@$"I12 $" $%&'(')"*+,V$C2$2.(,2 $-,2 $3"#&%3E,2$

-. $!DH $<= $>?@$2+, $3,03.M'-,2 $I"#" $I#.J.0'# $" $3,0&":'0"*+ ,V	
B$ ?$#."(')"*+, $-, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $X,#"$-,2 $'0&.#J"(,2$-. $&.:I, $#.3,:.0-"-,2 $I,-. $I#,-%)'# $#.2%(&"-,2$

'0J`('-,2V $C2$.02"',2 $0+, $#."(')"-,2 $0,2 $'0&.#J"(,2$-. $&.:I, $.2I.3'X'3"-,2 $-.J.#+, $2.#$#.I.&'-,2 $3,: $%:" $":,2&#" $0,J"V 	
B$ C2$3,0&#,(,2$"-'3',0 "'2 $I,-.: $2.#$&.2&"-,2$-. $"3,#-, $3,: $"2 $,#'.0&"*Z.2 $,%$#.L%'2'&,2$-"2 $#./%("*Z.2 $(,3"'2K$.2&"&"'2K$

-'2&#'&"'2$.R,%$X.-.#"'2 $,%$,#/"0')"*Z.2 $-. $"3#.-'&"*+,V 	
B$ O,2 $3"2,2 $.: $L%.$" $3%(&%#"$,%$,%&#,2$&.2&.2$!DH $2+, $#."(')"-,2 $0, $("M,#"&1#',K$-.J.#` $&.#B2. $3%'-"-, $I"#" $/"#"0&'#$L%.$, $

.02"', $<= $>?@$DE.3FB!,'0&2 $D!CK$L%"'2L%.#$#."/.0&.2 $"-'3',0"'2 $I"#" $&.2&.2$. $, $2'2&.:" $<= $>?@$0+, $2+, $3,0&":'0"-,2V $
^J'&"#$2.:I#. $" $3,0&":'0"*+, $:'3#,M'"0" $. $-. $-.,\'##'M,0%3(."2. $7=O"2.9$-,2 $#."/.0&.2V $=.J.: $2.#$%2"-"2 $(%J"2$"0&.2$-" $
:"0'I%("*+, $-. $#."/.0&.2 $. $3"#&%3E,2V	

B$ >"0%2."# $2.:I#. $"2 $":,2&#"2 $3,:, $2. $X,22.: $'0X.3',2"2 $. $-. $"3,#-, $3,: $,2 $I#,3.-':.0&,2 $("M,#"&,#'"'2$-. $2./%#"0*"K$
3,0X,#:. $,2 $-.23#'&,2$0, $=,3%:.0&, $Dh;Q$>5f 8$. $-. $<',22./%#"0*" $.: $("M,#"&1#',2$:'3#,M',(1/'3,2 $. $M',:G-'3,2V 5	

B$ [2"# $#,%I" $-. $I#,&.*+, $I.22,"( $. $(%J"2$-.23"#&`J.'2 $0, $:"0%2.":.0&, $-. $&,-,2 $,2 $#."/.0&.2V 	
B$ h"J"# $M.: $"2 $:+,2 $"I12 $#."(')"*+, $-, $&.2&.V	
B$ O+, $X%:"#K$M.M.#K$:"2&'/"# $,%$3,:.# $.: $),0"2 $,0-. $"2 $" :,2&#"2 $,%$#."/.0&.2 $-, $F'&$.2&+,$" $2.#$:"0%2."-,2V 	
B$ ^(':'0"# $,2 $#."/.0&.2 $0+, $%&'(')"-,2$. $#.2Y-%,2$-. $"3,#-, $3,: $"2 $#./%("*Z.2 $(,3"'2K$.2&"&"'2K$-'2&#'&"'2$.R,%$X.-.#"'2V	
B$ D,02%(&"#$, $>"0%"( $-. $[&'(')"-,# $-, $;'2&.:" $<= $>?@o$I"#" $"-J.#&]03'"2 $"-'3',0"'2K $I#.3"%*Z.2 $. $I#,3.-':.0&,2V 	

$
ARMAZENAMENTO E ESTABILIDADE 
 
Estabilidade das amostras 
?2$":,2&#"2 $#.3,(E'-"2 $-.J.#+, $2.#$:"0&'-"2 $.0&#.$,2 $5pD$. $,2 $5epD$-%#"0&.$, $&#"02I,#&.V$!#,&./.# $3,0&#"$" $.\I,2'*+, $" $3"(,#$
.\3.22'J,V $

?2$" :,2&#"2 $I,-.: $2.#$"#:").0"-"2 $-%#"0&.$"&G$ST$E,#"2$75$-'"29 $" $5$B$5epD$"0&.2$-, $&.2&.V$

C2$#."/.0&.2 $. $3,:I,0.0&.2 $-, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $.2&+,$.2&`J.'2 $" $5B5e$pD$"&G$U$-"&" $-. $J"('-"-. $'0-'3"-"V $O+, $

%2"#$3,:I,0.0&.2 $X,#"$-, $I#"), $-. $J"('-"-.V $

$

Armazenamento de componentes do kit 
C2$&%M,2$-. $:'2&%#"$<= $>?@$DE.3FB!,'0&2 $D!C $>"2&.#$. $&%M,2$-. $.\&#"*+, $<= $>?@$DE.3FB!,'0&2 $D!C  2+, $X,#0.3'-,2 $.: $M,(2"2$
2.("-"2V $;.("# $':.-'"&":.0&. $"I12 $"M.#&%#"$-. $X,#:" $" $I#,&./.# $, $I#,-%&,$3,0&#"$" $E%:'-"-.V $C2$&%M,2$-. $:'2&%#"$>"2&.#$. $,2 $
&%M,2$-. $.\&#"*+, $2+, $.2&`J.'2 $-%#"0&.$"&G$8S$-'"2 $" $5y5epD$"I12 $"M.#&%#"$'0'3'"($. $0,J, $X.3E,$-" $M,(2"V$
$

INSTRUÇÕES DE UTILIZAÇÃO  
Colheita/transporte de amostras$
C$I#,3.-':.0&, $-. $3,(E.'&"$-. $":,2&#"2 $-, $X"M#'3"0&.$-.J.#` $2.#$"&.0&":.0&. $2./%'-, $-. $X,#:" $" $,M&.#$%:" $":,2&#" $"-.L%"-"V $
H,&%("#$, $&%M,$-. $3,(E.'&"$-. $":,2&#" $73,0&.0-, $, $.2X#./"*, $#.&"($0, $:.', $?:'.2 $(YL%'-,9$. $&#"02I,#&"#$I"#" $, $("M,#"&1#',$-. $"3,#-, $
3,: $,2 $I#,3.-':.0&,2 $,I.#"&'J,2 $0,#:"(')"-,2 $'02&'&%3',0"'2$73,02%(&"#$" $2.3*+, $-. $D,02.#J"*+, $. $.2&"M'('-"-.9V$

$

Preparação da amostra 
Nota: São necessários um (1) tubo de tamponamento da amostra e uma (1) tampa de septo para cada amostra e cada 
controlo externo a serem testados.  



	

S$
 

8V$ H,&%("#$, $&%M,$-. $&":I,0":.0&, $-" $":,2& #"$<= $>?@$7&":I" $&#"02I"#.0&.9$3,: $31-'/, $-. $M"##"$3,: $" $'-.0&'X'3"*+, $"I#,I#'"-" $
I"#" $" $":,2&#"V $O+, $&"I"#K$.23#.J.# $,%$3,(,3"# $, $#1&%(,$I,# $3':" $-, $31-'/, $-. $M"##"2$5=V$

5V$ ?/'&"#$.: $J1#&.\$" $":,2&#" $-. $.2X#./"*, $#.&"($0, $:.', $-. $&#"02I,#&.$(YL%'-,$?:'.2 $" $%:" $J.(,3'-"-. $M"'\" $-%#"0&.$e$2./%0-,2V $

oV$ H.&'#"#$" $&":I" $&#"02I"#.0&.$-, $&%M,$-. $&":I,0":.0&, $-" $":,2&#" $. $I'I.&"# $e4$q($-. $:.', $-. $&#"02I,#&.$(YL%'-,$?:'.2 $I"#" $, $
&%M,$-. $&":I,0":.0&, $-" $":,2&#"V $

SV$ k"I"# $0,J":.0&. $, $&%M,$-. $&":I,0":.0&, $-" $":,2&#" $'0,3%("-, $%2"0-, $%:" $&":I" $-. $2.I&, $. $"/'&"#$.: $J1#&.\$" $%:" $
J.(,3'-"-. $M"'\" $-%#"0&.$84$2./%0-,2V $

eV$ D,(,3"# $, $&%M,$-. $&":I,0":.0&, $-" $":,2&#" $0, $2%I,#&.$"-.L%"-,V $

6V$ !#.I"#"# $L%"'2L%.#$":,2&#"2 $"-'3',0"'2 $#.I.&'0-, $,2 $I"22,2 $8$"&G$e$I"#" $"2 $":,2&#"2 $#.2&"0&.2K$/"#"0&'0-, $L%.$"2 $(%J"2$.2&+,$
(':I"2 $"0&.2$-. $:"0%2."# $":,2&#"2 $"-'3',0"'2V $

AV$ D,0&'0%"#$I"#" $" $2.3*+, $-. $CI.#"*+, $-, $;'2&.:" $<= $>?@$I"#" $#."(')"# $, $.02"', $-. $<= $>?@$DE.3FB!,'0&2 $D!C $0, $2'2&.:" $
<= $>?@V$

$

Operação do sistema BD MAX 
Nota: Consultar o Manual do Utilizador do Sistema BD MAX3 para instruções detalhadas (secção de Operação). 
NOTA: São necessários um (1) Master Mix, um (1) tubo de extração e uma (1) tira-reagente unificada para cada amostra e 
cada controlo externo a ser testado. Colocar de lado o número exigido de materiais das bolsas ou caixas de proteção. Para 
armazenar as bolsas Master Mix ou do tubo de extração abertas, retirar o excesso de ar e fechar com o fecho hermético. 
 
8V$ h'/"# $, $2'2&.:" $<= $>?@$73"2, $"'0-" $0+, $.2&.W"$('/"-,9 $. $'0'3'"#$2.22+, $'0&#,-%)'0-, $, $z%2.#0":.{ $70,:. $-, $[&'(')"-,# 9$. $

zI"22d,#-{ $7I"("J#" BI"22. 9V$

5V$ =.J.: $2.#$%2"-"2 $(%J"2$"0&.2$-" $:"0'I%("*+, $-. $#."/.0&.2 $. $3"#&%3E,2V$

oV$ H.&'#"#$, $0_:.#, $0.3.22`#', $-. $&'#"2B#."/.0&.2 $%0'X'3"-"2$-, $F'&$<= $>?@$DE.3FB!,'0&2 $D!CV$k,L%. $2%"J.:.0&. $.: $3"-" $&'#"$
0%:" $2%I.#XY3'.$-%#"$I"#" $/"#"0&'#$L%.$&,-,2 $,2 $(YL%'-,2$.2&+,$0, $X%0-,$-,2 $&%M,2V$

SV$ H.&'#"#$, $0_:.#, $.\'/'-, $-. $&%M,729$-. $.\&#"*+, $. $&%M,729$>"2&.#$>'\ $-"2 $M,(2"2$-. $I#,&.*+,V $H.&'#"#$, $"#$.: $.\3.22, $. $X.3E"#$
"2 $M,(2"2$3,: $, $X.3E,$E.#:G&'3,V$

eV$ !"#" $3"-" $":,2&#" $" $2.#$&.2&"-"K$3,(,3"# $%:" $789$&'#"B#."/.0&. $%0'X'3"-"$0, $2%I,#&.$-, $2'2&.:" $<= $>?@K$3,:.*"0-, $0" $
!,2'*+, $8$-, $2%I,#&.$?V$

6V$ Q0&#,-%)'#$%: $789$&%M,$-. $.\&#"*+, $7"(%:Y0',$M#"03,9$.: $3"-" $&'#"B#."/.0&. $%0'X'3"-"$0" $I,2'*+, $8K$3,0X,#:. $"I#.2.0&"-, $0" $
Q:"/.: $8V$

AV$ Q0&#,-%)'#$%: $789$&%M,$>"2&.#$>'\ $7"(%:Y0',$J.#-.9 $.: $3"-" $&'#"B#."/.0&. $%0'X'3"-"$0" $I,2'*+, $5K$3,0X,#:. $"I#.2.0&"-, $0" $
Q:"/.: $8V$

 

  
Figura 1: Q0&#,-%)'#$,2 $&%M,2$-. $.\&#"*+, $<= $>?@$DE.3FB!,'0&2 $D!C  . $&%M,2$>"2&.#$>'\ $<= $>?@$DE.3FB!,'0&2 $D!C $0"2 $
&'#"2B#."/.0&.2 $

%0'X'3"-"2$
$

TV$ D"##./"# $0, $Y3,0.$|H%0|$7^\.3%&"#9$. $'0&#,-%)'#$, $0_:.#, $-, $(,&.$-, $F'&$I"#" $, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $7I"#" $
#"2&#."M'('-"-. $-, $(,&.9K$-'/'&"(')"0-, $, $31-'/, $-. $M"##"2$I,# $:.', $-, $(.'&,#$,%$'0&#,-%)'0-, B, $:"0%"(:. 0&.V$

NOTA: Repetir o passo 8 sempre que é usado um novo lote de kit.$
fV$ O"J./"# $I"#" $" $('2&"$-. $&#"M"(E,V$?&#"JG2$-, $:.0% $2%2I.02,K$2.(.3',0"# $<BD MAX CPO 62>V$

84V$ Q0&#,-%)'#$" $Q=$-, $&%M,$-. $&":I,0":.0&, $-" $":,2&#"K $Q=$-, $-,.0&. $. $0_:.#, $-. $"3.22, $72.$"I('3`J.(9 $0" $('2&"$-. $&#"M"(E,K$
-'/'&"(')"0-, $, $31-'/, $-. $M"##"2$I,# $:.', $-, $(.'&,#$,%$'0&#,-%)'0-, B, $:"0%"(:.0&.V $

88V$ ;.(.3',0"# $, $0_:.#, $-, $(,&.$-, $F'&$"-.L%"-, $70"$3"'\" $.\&.#',#9$-, $:.0% $2%2I.02,V$

85V$ H.I.&'# $,2 $I"22,2 $f $" $88$I"#" $&,-,2 $,2 $&%M,2$-. $&":I,0":.0&, $-" 2$":,2 &#"2$#.2&"0&.2V$

8oV$ D,(,3"# $,2 $&%M,2$-. $&":I,0":.0&, $-" $":,2&#" $0,729$2%I,#&.729$-, $2'2&.:" $<= $>?@$3,##.2I,0-.0-, $"2 $&'#"2B#."/.0&.2 $
%0'X'3"-"2$:,0&"-"2 $0,2 $I"22,2 $e$" $AV$

8SV$ D,(,3"# $, $0_:.#, $.\'/'-, $-. $3"#&%3E,729$-. $!DH $<= $>?@$0, $2'2&.:" $<= $>?@t $7J.#$Q:"/.: $59V$

}$ D"-" $3"#&%3E,$"3,:,-" $"&G$5S$":,2&#"2V$

}$ C$2'2&.:" $<= $>?@$'#`$2.(.3',0"# $"%&,:"&'3":.0&. $" $I,2'*+, $. $('0E"$0, $3"#&%3E,$-. $!DH $<= $>?@$I"#" $3"-" $



	

e$
 

.\.3%*+,V $

}$ C2$3"#&%3E,2$-. $!DH $2+, $%2"-,2 $0%:" $M"2. $I,# $.\.3%*+, $̂ $2%I,#&.V$

}$ C2$3"#&%3E,2$-. $!DH $<= $>?@$I,-.: $2.#$%2"-,2 $J`#'"2 $J.).2 $"&G$%&'(')"*+,$-. $&,-"2 $"2 $J'"2K$2.(.3',0"# $H%0$
~')"#- $7^\.3%&"#$"22'2&.0&.9$0, $2.I"#"-,# $~,#F('2&$7h'2&"$-. $&#"M"(E,9$I"#" $"&#'M%'*Z.2$-. $('0E"2V$

}$ D,02%(&"#$, $>"0%"( $-, $[&'(')"-,#• $-, $2'2&.:" $<= $>?@$I"#" $:"'2 $-.&"(E.2 $78$3"#&%3E,$I,# $2%I,#&.9V$
$

 
Figura 2: D"##./"# $3"#&%3E,2$-. $!DH $<= $>?@$

$

8eV$ D"##./"# $,729$2%I,#&.729$0, $2'2&.:" $<= $>?@$7x'/%#"$o9V	
86V$ x.3E"# $" $&":I" $-, $2'2&.:" $<= $>?@$. $3"##./"# $.: $<Start> 7Q0'3'"#9$I"#" $'0'3'"#$, $I#,3.22":.0&,V $

$

 
Figura 3: D"##./"# $,729$2%I,#&.729$0, $2'2&.:" $<= $>?@$

	
8AV$ No final do processo, verificar imediatamente os resultados ou armazenar os tubos de tamponamento da amostra a 2-

25ºC durante um máximo de 48 horas até verificação dos resultados.$
 
NOTA: Caso a tampa do septo seja danificada durante o processo, substitua-a com uma nova antes de armazenar a 
amostra. 

NOTA: Quando é obtido um resultado Indeterminado (IND), Não resolvido (UNR) ou Incompleto (INC), ou quando ocorre a 
falha de um controlo externo, deverá ser realizado um teste de repetição com o tubo de tamponamento da amostra 
preparado (ver "Repetir Procedimento de Teste"). Em caso de falha de um controlo externo, repetir o teste de todas as 
amostras usando controlos externos recentemente preparados (ver "Controlo e qualidade"). 

$
CONTROLO DE QUALIDADE$
C2$I#,3.-':.0&,2 $-, $3,0&#,(,$-. $L%"('-"-. $:,0'&,#')": $, $-.2.:I.0E, $-, $.02"',V $C2$("M,#"&1#',2$-.J.: $.2&"M.(.3.# $, $0_:.#,K $
&'I, $. $X#.L%]03'"$-,2 $:"&.#'"'2 $-. $3,0&#,(,$-. $&.2&.K$-. $"3,#-, $3,: $"2 $,#'.0&"*Z.2 $,%$#.L%'2'&,2$-. $#./%("*Z.2 $(,3"'2K$-'2&#'&"'2K$
.2&"&"'2$.R,%$X.-.#"'2 $,%$,#/"0')"*Z.2 $-. $"3#.-'&"*+,K $-. $X,#:" $" $:,0'&,#')"# $&,-, $, $I#,3.22, $"0"(Y&'3,V$!"#" $,#'.0&"*+, $/.#"( $-. $
DmK$, $[&'(')"-,# $I,-.#` $3,02%(&"#$, $Dh;Q$>>4o $. $D5SVSK$e$

8V$ C2$3,0&#,(,2$.\&.#0,2 $I,2'&'J,2 $. $0./"&'J,2 $0+, $2+, $%2"-,2 $I.(, $2,X&d"#.$-, $2'2&.:" $<= $>?@$I"#" $X'02$-. $'0&.#I#.&"*+, $-, $
#.2%(&"-,$-, $&.2&.$-" $":,2&#"V $C2$3,0&#,(,2$.\&.#0,2 $2+, $&#"&"-,2$3,:, $2. $X,22.: $":,2&#"2 $-, $-,.0&.V $7D,02%(&"#$" $k"M.(" $8$
I"#" $'0&.#I#.&"*+, $-,2 $#.2%(&"-,2$-, $.02"', $-. $3,0&#,(,$.\&.#0,V9$

5V$ =.J.#` $2.#$.\.3%&"-, $%: $789$3,0&#,(,$I,2'&'J, $.\&.#0, $. $%: $789$3,0&#,(,$0./"&'J, $.\&.#0, $-'"#'":.0&.K $0, $:Y0':,K $"&G$2.#$
"(3"0*"-" $" $J"('-"*+, $-. $I#,3.22, $"-.L%"-" $0, $2'2&.:" $<= $>?@$.: $3"-" $%0'-"-. $("M,#"&,#'"(V$?$X#.L%]03'"$#.-%)'-" $-. $
&.2&.$-. $3,0&#,(,$-.J.#` $.2&"#$-. $"3,#-, $3,: $"2 $#./%("*Z.2 $"I('3`J.'2V $

oV$ C$3,0&#,(,$I,2'&'J, $.\&.#0, $-.2&'0" B2. $" $:,0'&,#')"# $" $X"(E"$2%M2&"03'"($-, $#."/.0&.V $C$3,0&#,(,$0./"&'J, $.\&.#0, $G$%&'(')"-,$
I"#" $-.&.&"#$" $3,0&":'0"*+, $-. $#."/.0&.2 $,%$":M'.0&"( $7,%$&#"02X.#]03'"9$I,# $̀3'-,2 $0%3(.'3,2$"(J,V$

SV$ ;+, $#.3,:.0-"-,2 $J`#',2 $&'I,2 $-. $3,0&#,(,2$.\&.#0,2 $I"#" $I.#:'&'# $L%.$, $%&'(')"-,#$2.(.3',0. $, $:"'2 $"-.L%"-, $I"#" $, $I#,/#":" $
-. $3,0&#,(,$-. $L%"('-"-. $("M,#"&,#'"($#.2I.&'J,V$

"V$ D,0&#,(,$0./"&'J, $.\&.#0,b $?2$":,2&#"2 $" 0&.#',#:.0&. $3"#"3&.#')"-"2 $3,0E.3'-"2 $3,:, $2.0-, $0./"&'J"2 $,%$
:"&.#'"( $-. $3,0&#,(,$3,:.#3'"(:.0&. $-'2I,0YJ.( $3,:, $.2&'#I. $-. $3,0&#,(,$/#": B0./"&'J" $F=#6')! $?kDD $5ef55 $L%.$
0+, $&#"02I,#&"$L%"(L%.#$%: $-,2 $/.0.2 $-. $3"#M"I.0.:"2. $"(J, $<= $>?@$DE.3FB!,'0&2 $D!CV$C$DE.3FB!,'0& $
#.3,:.0-" $" $I#.I"#"*+, $-, $3,0&#,(,$0./"&'J, $.\&.#0, $"0&.2$-, $3,0&#,(,$I,2'&'J, $.\&.#0,V$

MV$ D,0&#,(,$I,2'&'J, $.\&.#0,b $2+, $#.3,:.0-"-,2 $:"&.#'"'2 $-. $3,0&#,(,$3,:.#3'"(:.0&. $-'2I,0YJ.'2 $L%.$&#"02I,#&": $
%: $,%$:"'2 $-,2 $/.0.2 $-. $3"#M"I.0.:"2. $"(J, $<= $>?@$DE.3FB!,'0&2 $D!CK$3,:, $.2&'#I.2 $-. $3,0&#,(,$/#": B
0./"&'J"2 $ODkD$'0-'3"-"2 $"M"'\, $73,02%(&"#$" $k"M.(" $89V$



	

6$
 

O" $I#.I"#"*+, $-" $2%2I.02+, $-. $3,0&#,(,$.\&.#0, K$#.3,:.0-" B2. $L%.$,2 $'2,("-,2 $2.W": $0,J":.0&. $2%2I.02,2 $0%:" $
2,(%*+, $2"('0" $I"#" $%:" $&%#J"*+,$-. $4Ke$>3x"#("0- $. $L%.$2.W": $#."(')"-"2 $-'(%'*Z.2$-. $2G#'.$3,: $2,(%*+, $2"('0" $I"#" $
,M&.0*+, $-" $-'(%'*+, $X'0"($"I#.2.0&"-" $0" $k"M.(" $8V$?$-'(%'*+, $X'0"($-.J.#` $2. #$#."(')"-" $0" $:"&#') $-. $.2X#./"*, $#.&"($
0./"&'J" $I"#" $#.I#,-%)'# $:.(E,# $" $":,2&#" $3(Y0'3"$#."(V$Q0,3%("#$e4$j( $-. $":,2&#" $-. $3,0&#,(,$.\&.#0, $I"#" $, $&%M,$-. $
&":I,0":.0&, $-" $":,2&#" $3,##.2I,0-.0&.V $!#,3.22"# $. $&.2&"#$3,:, $":,2&#" $73,02%(&"#$"2 $2.3*Z.2 $-. $! #.I"#"*+, $-" $
":,2&#" $. $-. $,I.#"*+, $-, $2'2&.:" $<= $>?@9V$

eV$ k,-,2 $,2 $3,0&#,(,2$.\&.#0,2 $-.J.#+, $#.I#,-%)'# $,2 $#.2%(&"-,2$.2I.#"-,2 $7I,2'&'J, $I"#" $3,0&#,(,$I,2'&'J, $.\&.#0,K$0./"&'J, $I"#" $
3,0&#,(,$0./"&'J, $.\&.#0,9 $. $0.0E%02$3,0&#,(,2$.\&.#0,2 $X"(E"-,2 $7#.2%(&"-,2 $0+, $#.2,(J'-,2 $,%$'0-.&.#:'0"-,29V $

6V$ [: $3,0&#,(,$0./"&'J, $.\&.#0, $L%.$#.I#,-%)" $%: $#.2%(&"-,$I,2'&'J, $-, $&.2&.$'0-'3" $%: $I#,M(.:" $-. $:"0%2.":.0&, $-" $":,2&#" $
.R,%$3,0&":'0"*+,V $D,02%(&"#$" $&G30'3"$-. $:"0%2.":.0&, $-" $":,2&#" $I"#" $.J'&"#$" $:'2&%#"$.R,%$3,0&":'0"*+,V $[: $3,0&#,(,$
I,2'&'J, $.\&.#0, $L%.$#.I#,-%)" $%: $#.2%(&"-,$0./"&'J, $-, $&.2&.$'0-'3" $%: $I#,M(.:" $-. $:"0%2.":.0&,RI#.I"#"*+, $-" $":,2&#"V $
H.J.# $" $&G30'3"$-. $:"0%2.":.0&,RI#.I"#"*+, $-" $":,2&#"V $

AV$ [: $3,0&#,(,$.\&.#0, $L%.$#.I#,-%)" $%: $#.2%(&"-,$-. $&.2&.$0+, $#.2,(J'-,K $'0-.&.#:'0"-, $,%$'03,:I(.&, $G$'0-'3"&'J, $-. $%: $
#."/.0&. $,%$-. $%:" $X"(E"$-, $2'2&.:" $<= $>?@V$P.#'X'3"#$, $:,0'&,# $-, $2'2&.:" $<= $>?@$I"#" $J.#'X'3"#$L%"'2L%.#$:.02"/.02 $-. $
.##,V$D,02%(&"#$" $2.3*+, $-. $#.2%:, $-. $.##,$-, $2'2&.:" $0, $>"0%"( $-, $[&'(')"-,# $-, $2'2&.:" $<= $>?@$I"#" $'0&.#I#.&"*+, $-. $
31-'/,2 $-. $"J'2, $. $.##,V$;. $, $I#,M(.:" $I.#2'2&'#K$%2"#$#."/.0&.2 $-. $%:" $M,(2"$0+, $"M.#&"$,%$%2"#$%: $F'&$<= $>?@$DE.3FB!,'0&2 $
D!CV$$

$
Tabela 1: Estirpes comercialmente disponíveis para controlo externo positivo e negativo 

Gene alvo Estirpe de controlo externo$ Diluição final de McFarland 0,5$

KPC ############()*+,!*))- #."*/0'"!-* #7ODkDB8oSoT9# 8R8444$

VIM ##########1,*/7'0'"-, #-*&/8!"',- $7ODkDB8oSoA9$ 8Re444$

PME ##########F,6G*&!6G!-#6')!$7ODkD$8oSA69$ 8RA444$

OXA-48 ############()*+,!*))- #."*/0'"!-* #7ODkDB8oSS59# 8R84$444$

NDM ############()*+,!*))- #."*/0'"!-* #7ODkDB8oSSo9# 8RS44$

Controlo negativo ##########F,6G*&!6G!-#6')!$7?kDD$5ef559$ 8R84$

$

TV$ D"-" $&%M,$-. $.\&#"*+, $<= $>?@$DE.3FB!,'0&2 $D!C $3,0&G: $%: $3,0&#,(,$-. $I#,3.22":.0&, $-. $":,2&#" $L%.$G$%: $I("2:Y-., $
3,0&.0-, $%:" $2.L%]03'" $-. $?=O $"(J, $2'0&G&'3"V$C$3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#" $:,0'&,#')" $" $.X'3`3'" $-" $3"I&"*+, $
-. $?=OK$("J"/.: $. $.(%'*+, $-%#"0&.$,2 $I"22,2 $-. $I#,3.22":.0&, $-" $":,2&#"K $M.: $3,:, $" $.X'3`3'" $-" $":I('X'3"*+, $. $-.&.*+, $
-, $?=O $-%#"0&.$" $"0`('2. $-. $!DHV$;. $, $#.2%(&"-,$-, $3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#" $0+, $3%:I#'#$,2 $3#'&G#',2$-. $
"3.'&"*+,K $, $#.2%(&"-,$-" $":,2&#" $2.#` $#.I,#&" -, $3,:, $0+, $#.2,(J'-,€ $I,#G:K $L%"'2L%.#$#.2%(&"-,2$-" $"0`('2. $I,2'&'J,2 $7!C;9 $
2.#+, $0,&'X'3"-,2 $. $0+, $2.#+, $-.2'/0"-,2 $"(J,2 $3,:, $O^aV$[: $#.2%(&"-,$0+, $#.2,(J'-, $G$'0-'3"&'J, $-. $'0'M'*+, $"22,3'"-" $U$
":,2&#" $,%$X"(E"$-, $#."/.0&.V $$

$
$
INTERPRETAÇÃO DOS RESULTADOS$
C2$#.2%(&"-,2$.2&+,$-'2I,0YJ.'2 $0, $2.I"#"-,# $<Results> 7H.2%(&"-,29$0" $W"0.("$-. $<Results> 7H.2%(&"-,29$0, $:,0'&,# $-, $2'2&.:" $
<= $>?@V$C$2,X&d"#.$-, $2'2&.:" $<= $>?@$'0&.#I#.&"$"%&,:"&'3":.0&. $,2 $#.2%(&"-,2$-,2 $&.2&.2V$C2$#.2%(&"-,2$2+, $#.I,#&"-,2 $I"#" $
3"-" $%: $-,2 $"0"('&,2 $. $I"#" $3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#"V $[: $#.2%(&"-,$-, $&.2&.$I,-.#` $2.#$-.2'/0"-, $3,:, $O^a $
7O./"&'J,9K$!C; $7!,2'&'J,9$,%$[OH $7O+,$#.2,(J'-,9K$3,: $M"2. $0, $.2&"-, $-. $":I('X'3"*+, $-, $"(J, $. $3,0&#,(,$-. $I#,3.22":.0&, $-" $
":,2&#"V $C2$#.2%(&"-,2$QO=$7Q0-.&.#:'0"-,9 $,%$QOD$7Q03,:I(.&,9 $-.J.: B2. $" $X"(E"$0, $2'2&.:" $<= $>?@V$$
$ $



	

A$
 

$

Tabela 2: Interpretação de resultado do ensaio BD MAX Check-Points CPO 

Resultado do ensaio 
reportado$ Interpretação do resultado$

N!D $!C;  =.&.&"-, $/.0. $N!D  

N!D $O^a  O+, $-.&.&"-, $/.0. $N!D  

PQ>$. $,%$Q>! $!C;  =.&.&"-, $/.0. $PQ>$.R,%$Q>! $

PQ>$. $,%$Q>! $O^a  =.&.&"-, $/.0. $PQ>$,%$Q>!  

C@?$!C;  =.&.&"-, $/.0. $C@?BST 

C@?$O^a  O+, $-.&.&"-, $/.0. $C@?BST 

O=> $!C;  =.&.&"-, $/.0. $O=>  

O=> $O^a  O+, $-.&.&"-, $/.0. $O=>  

[OH  O+, $#.2,(J'-, $B$":,2&#" $'0'M'&1#'"$,%$X"(E"$-, $#."/.0&.€ $2.: $":I('X'3"*+, $-. $3,0&#,(,$-. $I#,3.22":.0&, $
-" $":,2&#"  

QO= Q0-.&.#:'0"-, $-.J'-, $" $X"(E"$-, $2'2&.:" $<= $>?@$73,: $31-'/,2 $-. $"J'2, $,%$.##,•9 

QOD ^\.3%*+, $'03,:I(.&" $73,: $31-'/,2 $-. $"J'2, $,%$.##,•9 

•$D,02%(&"#$" $2.3*+, $|H.2,(%*+, $-. $I#,M(.:"2| $-, $>"0%"( $-, $[&'(')"-,# $-, $2'2&.:" $<= $>?@o$I"#" $'0&.#I#.&"*+, $-. $31-'/,2 $-. $"J'2, $. $.##,V$

 
REPETIÇÃO DO PROCEDIMENTO DE TESTE$

NOTA: Existe disponível volume suficiente para um teste de repetição do tubo de tamponamento da amostra. Para tubos 
de tamponamento da amostra armazenados a 2-25ºC, a repetição do teste deverá ser realizada no período de 48 horas após 
inoculação inicial do tubo de tamponamento da amostra com a amostra. 
NOTA: Podem ser testadas novas amostras no mesmo processo com amostras repetidas.$
$
Resultado não resolvido$
C2$#.2%(&"-,2$0+, $#.2,(J'-,2 $I,-.: $2.#$,M&'-,2$.: $3"2, $-. $'0'M'*+, $"22,3'"-" $U$":,2&#" $,%$3"2, $" $X"(E"$-, $#."/.0&. $':I.*" $" $
":I('X'3"*+, $"-.L%"-" $-, $"(J, $,%$-, $3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#"V $;. $, $3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#" $0+, $
":I('X'3"#K$" $":,2&#" $2.#` $#.I,#&"-" $3,:, $[OH€$I,#G:K $L%"'2L%.#$#.2%(&"-,2$I,2'&'J,2 $7!C;9 $-, $.02"', $2.#+, $#.I,#&"-,2V $?729$
":,2&#"729$I,-.: $2.#$#.I.&'-"2 $" $I"#&'#$-,729$k%M,729$-. $&":I,0":.0&, $-" $":,2&#" $-.0&#, $-, $'0&.#J"(,$-. $&.:I, $-.X'0'-, $"3':"V $
?/'&"#$.: $J1#&.\$. $#.'0'3'"#$" $I"#&'#$-" $2.3*+, $-. $CI.#"*+, $-, $2'2&.:" $<= $>?@V$?-'3',0"(:.0&.K $I,-.: $2.#$#.I.&'-"2 $":,2&#"2 $
%2"0-, $" $":,2&#" $-, $.2X#./"*, $#.&"($#.2&"0&.$3,: $%: $0,J, $&%M,$-. $&":I,0":.0&, $-" $":,2&#"K $-.0&#, $-,2 $'0&.#J"(,2$-. $&.:I, $
-.X'0'-,2 $"3':"V $H.'0'3'"# $" $I"#&'#$-" $2.3*+, $-. $I#.I"#"*+, $-" $":,2&#"V $
 
Resultado indeterminado$
C2$#.2%(&"-,2$'0-.&.#:'0"-,2 $I,-.: $2.#$,M&'-,2$0" $.J.0&%"('-"-. $-. $,3,##]03'" $-. $%:" $X"(E"$-. $2'2&.:"V $!,-.: $2.#$#.I.&'-"2 $
":,2&#"2 $%2"0-, $" $":,2&#" $-, $.2X#./"*, $#.&"($#.2&"0&.$3,: $%: $0,J, $&%M,$-. $&":I,0":.0&, $-" $":,2&#"K $-.0&#, $-,2 $'0&.#J"(,2$-. $
&.:I, $-.X'0'-,2 $"3':"V $H.'0'3'"# $" $I"#&'#$-" $2. 3*+, $-. $I#.I"#"*+, $-" $":,2&#"V $!"#" $'0&.#I#.&"*+, $-. $31-'/,2 $-. $"J'2, $. $.##,K$
3,02%(&"#$, $>"0%"( $-, $[&'(')"-,# $-, $2'2&.:" $<= $>?@o$72.3*+, $-. $#.2,(%*+, $-. $I#,M(.:"29V $

 
Resultado incompleto$
C2$#.2%(&"-,2$'03,:I(.&,2 $I,-.: $2.#$,M&'-,2$.: $3"2, $-. $X"(E"$0" $3,03 (%2+,$-. $I#.I"#"*+, $-. $":,2&#"2 $,%$!DHV$!,-.: $2.#$
#.I.&'-"2 $":,2&#"2 $%2"0-, $" $":,2&#" $-, $.2X#./"*, $#.&"($#.2&"0&.$3,: $%: $0,J, $&%M,$-. $&":I,0":.0&, $-" $":,2&#"K $-.0&#, $-,2 $
'0&.#J"(,2$-. $&.:I, $-.X'0'-,2 $"3':"V $H.'0'3'"# $" $I"#&'#$-" $2.3*+, $-. $I#.I"#"*+, $-" $":, 2&#"V$!"#" $'0&.#I#.&"*+, $-. $31-'/,2 $-. $"J'2, $
. $.##,K$3,02%(&"#$, $>"0%"( $-, $[&'(')"-,# $-, $2'2&.:" $<= $>?@o$72.3*+, $-. $#.2,(%*+, $-. $I#,M(.:"29V $
 
Falha de controlo externo$

C2$3,0&#,(,2$.\&.#0,2 $-.J.: $#.I#,-%)'# $,2 $#.2%(&"-,2$.2I.#"-,2K $L%"0-, $&.2&"-,2V$;. $"2 $" :,2&#"2 $&'J.#.: $-. $2.#$#.I.&'-"2 $-.J'-, $
" $%: $#.2%(&"-,$-. $3,0&#,(,$.\&.#0, $'03,##.&,K$-.J.#+, $2.#$#.I.&'-"2 $W%0&":.0&.$3,: $3,0&#,(,2$.\&.#0,2 $#.3G: BI#.I"#"-,2 $-.0&#, $
-,2 $'0&.#J"(,2$-. $&.:I, $I.#:'&'-,2 $-.X'0'-,2 $"3':"V $

 
CULTURA DE AMOSTRAS 
?$3%(&%#"$. $'-.0&'X'3"*+, $-. $,#/"0'2:,2 $-. $":,2&#"2 $I,2'&'J"2 $-.J.: $2.#$#."(')"-"2 $-. $"3,#-, $3,: $,2 $I#,3.-':.0&,2 $("M,#"&,#'"'2V 
 
 
 
 
 



	

T$
 

LIMITAÇÕES DO PROCEDIMENTO$
B$ ^2&.$I#,-%&,$21$I,-. $2.#$%2"-, $0, $2'2&.:" $<= $>?@V	
B$ !,-.#+, $,3,##.#$#.2%(&"-,2$.##"-,2 $"&#"JG2$-. $3,(E.'&"$'0-.J'-"K $:"0%2.":.0&, $. $"#:").0":.0&, $-. $":,2&#"2K$.##,$&G30'3,K$

:'2&%#"$-" $":,2&#" $,%$I,#L%. $, $0_:.#, $-. $,#/"0'2:,2 $0" $":,2&#" $.2&`$"M"'\, $-" $2.02'M'('-"-. $"0"(Y&'3"$-, $&.2&.V	
B$ ;. $, $#.2%(&"-,$<= $>?@$DE.3FB!,'0&2 $D!C $X,#$QO=K$QOD$,%$[OH $7I"#" $%: $,%$:"'2 $"(J,29K$, $&.2&.$-.J. $2.#$#.I.&'-,V 	
B$ [: $#.2%(&"-,$I,2'&'J, $<= $>?@$DE.3FB!,'0&2 $D!C $0+, $'0-'3" $0.3.22"#'":.0&. $" $I#.2.0*" $-. $,#/"0'2:,2 $J'`J.'2V 	
B$ ?$"0`('2. #!" #,!)!6' $3,:M'0"-" $3,: $"0`('2. $-. $'03(%2'J'-"-. $'0-'3" $L%.$2+, $-.&.&"-"2 $"2 $2./%'0&.2$J"#'"0&.2$-. $3"#M"I.0.:"2.b 	

, $ N!Db$5B5S	
, $ PQ>b$8B6K$TBSA	
, $ k'I, $C@?BSTb$STK$865K$86oK$8T8K$54SK$5o5K$5SSK$5SeK$oA4	
, $ O=>b$8B86$
, $ Q>!b$8BSK$6BTK$84K$8f B54K$5SB56K$o4K$oSK$oTK$S4K$S5BSoK$e5K$ee$

B$ ;+, $-.&.&"-"2 $PQ>$. $Q>! $0, $:.2:, $3"0"( $.K$0, $.0&"0&,K$0+, $-'X.#.03'"-"2V $
B$ D,:, $.: $&,-,2 $,2 $&.2&.2$-. $-'"/012&'3, $!" #$!%&'$3,: $M"2. $.: $!DHK$I,-.: $2.#$-.&.&"-,2 $0YJ.'2$.\&#.:":.0&. $M"'\,2 $-, $"(J,K$

"M"'\, $-" $2.02'M'('-"-. $"0"(Y&'3"$-, $.02"',K $:"2 $,2 $#.2%(&"-,2$I,-.: $0+, $2.#$#.I#,-%)YJ.'2V$
B$ C2$#.2%(&"-,2$-. $X"(2,2$0./"&'J,2 $I,-.: $,3,##.#$-.J'-, $" $I.#-" $-. $̀ 3'-, $0%3(.'3,$I,# $3,(E. '&"$'0"-.L%"-"K $&#"02I,#&.$,%$

"#:").0":.0&, $-. $":,2&#"2 $,%$-.J'-, $" $('2. $-. $3G(%("2$M"3&.#'"0"2$'0"-.L%"-"2V $C$3,0&#,(,$-. $I#,3.22":.0&, $-" $":,2&#" $
X,'$"-'3',0"-, $", $&.2&.$I"#" $"%\'('"#$0" $'-.0&'X'3"*+, $-. $":,2&#"2 $-. $3,0&.0E": $'0'M'-,#.2 $I"#" $":I('X'3"*+, $-. $!DHV$C$3,0&#,(,$
-. $I#,3.22":.0&, $-" $":,2&#" $0+, $'0-'3" $2. $, $`3'-, $0%3(.'3,$X,'$I.#-'-, $-.J'-, $" $3,(E.'&"$'0"-.L%"-"K $&#"02I,#&.$,%$
"#:").0":.0&, $-. $":,2&#"2 $,%$I,# $"2 $3G(%("2$M"3&.#'"0"2$&.#.: $2'-, $'0"-.L%"-":.0&. $('2"-"2V$

B$ ?2$":,2&#"2 $.\3.22'J"2 $,%$X,#&.:.0&. $:"03E"-"2 $I,-.: $(.J"# $" $#.2%(&"-,2$0+, $#.2,(J'-,2 $7[OH9$-.J'-, $" $'0'M'*+,V$
B$ D,:, $.: $&,-,2 $,2 $&.2&.2$-. $-'"/012&'3, $!" #$!%&'K$,2 $J"(,#.2 $I#.-'&'J,2 $I,2'&'J,2 $. $0./"&'J,2 $2+, $"(&":.0&. $-.I.0-.0&.2 $0" $

I#.J"(]03'"V $C$-.2.:I.0E, $-, $<= $>?@$DE.3FB!,'0&2 $D!C $I,-. $J"#'"#$-.I.0-.0-, $-" $I#.J"(]03'" $. $I,I%("*+, $&.2&"-"V	
B$ C$&%M,$-. $&":I,0":.0&, $-" $":,2&#" $0+, $X,'$-.2.0E"-, $I"#" $2%I,#&"#$" $J'"M'('-"-. $-, $,#/"0'2:,V $D"2, $2.W"$0.3.22`#'" $" $

3%(&%#"K$.2&"$-.J.#` $2.#$#."(')"-" $-" $":,2&#" $,#'/'0"(V 	
B$ ^2&.$&.2&.$G$%: $&.2&. $L%"('&"&'J,$. $0+, $X,#0.3. $J"(,#.2 $L%"0&'&"&'J,2$0.: $'0-'3" $" $L%"0&'-"-. $,#/"0'2:,2 $I#.2.0&.V$
 

CARACTERÍSTICAS DE DESEMPENHO 
?2$3"#"3&.#Y2&'3"2$-. $-.2.:I.0E, $3(Y0'3,$-, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $X,#": $-.&.#:'0"-,2 $0%: $.2&%-,$-. $'0J.2&'/"*+, $
:%(&'3]0&#'3,$. $0%: $.2&%-,$.0J,(J.0-, $":,2&#"2 $"#&'X'3'"'2V$C$.2&%-,$-. $'0J.2&'/"*+, $.0J,(J.% $%: $&,&"($-. $&#]2$7o9$3.0&#,2$3(Y0'3,2$
.: $(,3"(')"*Z.2 $/.,/#`X'3"2 $-'J.#2"2K$0,2 $L%"'2$"2 $":,2&#"2 $-. $.2X#./"*, $#.&"($X,#": $3,(E'-"2 $3, :, $I"#&. $-,2 $3%'-"-,2 $-. $
2"_-. $-. $#,&'0"K$'03(%Y-,2$0%: $.02"', $. $&.2&"-,2$3,: $, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!CV$?2$":,2&#"2 $X,#": $,M&'-"2$-. $
-,.0&.2 $.: $#'23,$-. $3,(,0')"*+, $'0&.2&'0"($3,: $M"3&G#'"2$0+, $2%23.&YJ.'2$" $3"#M"I.0.:K $0"2 $L%"'2$, $&.2&.$I,# $.2X#./ "*, $#.&"($
I"#" $&#"02I,#&.$-. $D!C $X,'$2,('3'&"-, $I.(, $I#,X'22',0"( $-. $2"_-.V $C$:G&,-, $-. $#.X.#]03'" $X,'$%:" $3,:M'0"*+, $-" $3%(&%#"$
M"3&.#'"0"$I"#" $#.3%I.#"*+, $-. $'2,("-,2 $0+, $2%23.&YJ.'2$-. $":,2&#"2 $-. $.2X#./"*, $#.&"($2./%'-, $-. $-.&.*+, $-. $/.0.2 $-. $
#.2'2&]03'" $" $"0&'M'1&'3,2$%2"0-, $, $.02"', $Dk84o@h$-, $DE.3FB>=H $DE.3FB!,'0&2V$!"#" $":,2&#"2 $"#&'X'3'"'2K$X,#": $&.2&"-"2$"2 $
.2&'#I.2 $M.: $3"#"3&.#')"-"2 $L%.$&'J.#": $%: $I'3, $0" $:"&#') $-. $.2X#./"*, $#.&"($0./"&'J, $_0'3, $I.#&, $-, $h,= $'-]0&'3, $U2$":,2&#"2 $
I#,2I.&'J"2V $$
$
x,#": $'03(%Y-"2K$0, $&,&"(K$5oo$":,2&#"2 $I#,2I.&'J"2 $. $844$":,2&#"2 $"#&'X'3'"'2$0" $"J"('"*+, $3(Y0'3"V$?2$k"M.("2 $o$" $T$-.23#.J.: $"2 $
3"#"3&.#Y2&'3"2$-. $-.2.:I.0E, $-, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $,M2.#J"-"2 $-%#"0&.$, $.02"', $3(Y0'3,V 
$
$
Taxa de não reportabilidade 
$
=. $&,-"2 $"2 $":,2&#"2 $"J"('"-"2K $5s $7eR5oo9$. $4s $X,#": $'0'3'"(:.0&. $#.I,#&"-"2 $3,:, $O+, $#.2,(J'-"2 $I"#" $":,2&#"2 $I#,2I.&'J"2 $
. $"#&'X'3'"'2K$#.2I.&'J":.0&.V $?I12 $%: $&.2&.$-. $#.I.&'*+, $J`('-, $-. $5$-. $e$":,2&#"2 $7o$0+, $X,#": $#.I.&'-"29K$8s $7oR5oo9$. $4s $
: "0&'J.#": B2. $0+, $#.2,(J'-"2 $I"#" $"2 $":,2&#"2 $I#,2I.&'J"2 $. $"#&'X'3'"'2K$#.2I.&'J":.0&.V $
="2 $":,2&#"2 $"J"('"-"2K $4s $. $8s $78R8489$X,#": $'0'3'"(:.0&. $#.I,#&"-"2 $3,:, $'0-.&.#:'0"-"2 $I"#" $":,2&#"2 $I#,2I.&'J"2 $. $
"#&'X'3'"'2K$#.2I.&'J":.0&.V $?I12 $%: $&.2&.$-. $#.I. &'*+,$J`('-,K $4s $. $4s $:"0&'J.#": B2. $'0-.&.#:'0"-"2 $I"#" $"2 $":,2&#"2 $
I#,2I.&'J"2 $. $"#&'X'3'"'2K$#.2I.&'J":.0&.V $
="2 $":,2&#"2 $"J"('"-"2K $4s $. $4s $X,#": $'0'3'"(:.0&. $#.I,#&"-"2 $3,:, $'03,:I(.&"2 $I"#" $":,2&#"2 $I#,2I.&'J"2 $. $"#&'X'3'"'2K$
#.2I.&'J":.0&.V $
="2 $&"\"2 $&,&"'2$-. $#.2%(&"-,2$0+, $#.I,#&`J.'2K$.2&'J.#": $5s $. $8s $I"#" $"2 $":,2&#"2 $I#,2I.&'J"2 $. $"#&'X'3'"'2K$#.2I.&'J":.0&.V $
?I12 $%: $&.2&.$-. $#.I.&'*+, $J`('-,K $8s $. $4s $:"0&'J.#": B2. $0+, $#.I,#&`J.'2 $I"#" $"2 $":,2&#"2 $I#,2I.&'J"2 $. $"#&'X'3'"'2K$
#.2I.&'J":.0&.V $
$
 
Resultados de desempenho com organismos produtores de KPC 
 
C2$<= $>?@$DE.3FB!,'0&2 $D!C $'-.0&'X'3"#": $5$N!D $I,2'&'J,2 $.0&#.$5o4$":,2&#"2 $I#,2I.&'J"2V $̂ : $":M,2 $,2 $3"2,2K$X,#": $
-.&.&"-,2 $,%&#,2$/.0.2 $-. $3"#M"I.0.:"2. $W%0&":.0&.$3,: $, $/.0. $N!Db$[:" $":,2&#" $"I#.2.0& ,%$&":MG: $%: $#.2%(&"-,$I,2'&'J, $
-. $C@?BST$. $,%&#"$":,2&#" $#.J.(,% $&":MG: $%: $#.2%(&"-,$I,2'&'J, $-. $C@?BST$. $PQ>RQ>!V$O, $3"2, $-" $":,2&#" $3,: $N!DK$
PQ>RQ>!$. $C@?BSTK$, $:G&,-, $-. $#.X.#]03'" $#.3%I.#,%$%: $'2,("-, $3,: $o$/.0.2 $-. $3"#M"I.0.:"2.K $.0L%"0&,$0" $":,2&#" $3,: $
N!D $. $C@?BSTK$, $:G&,-, $-. $#.X.#]03'" $#.3%I.#,%$%: $'2,("-, $C@?BSTV$
$$
C$.2&%-,$"#&'X'3'"($%2,%$844$":,2&#"2K$-"2 $L%"'2$8T$3,0&'0E": $%: $/.0. $N!DV$k,-"2 $"2 $8T$":,2&#"2 $N!D $X,#": $-.&.&"-"2 $I.(, $
<= $>?@$DE.3FB!,'0&2 $D!C $. $:G&,-, $-. $#.X.#]03'"V$
$ $



	

f $
 

Tabela 3. KPC - Desempenho geral 

KPC $$ ChromID + CT103XL Total 

$$ $ ‚ $ B$ $

<= $>?@$DE.3FB
!,'0&2 $D!C $

‚ $ 8f $ 8$ 54$

B$ 4$ o84$ o84$

k,&"($ $ 8f $ o88$ oo4$

$
;.02'M'('-"-.b $ 844s $78fR8f9K$QD$fesb $TeKSB844s $
^2I.3'X'3'-"-.b $ ffKAs $7o84Ro889K$QD$fesb $fTK5B844s $

$
 
 
Resultados de desempenho com organismos produtores de VIM 
 
C$<= $>?@$DE.3FB!,'0&2 $D!C $'-.0&'X'3,%$o$I,2'&'J,2 $PQ>$.0&#.$5o4$":,2&#"2 $I#,2I.&'J"2K $-,'2 $-,2 $L%"'2$-.&.&"-,2 $I.(, $:G&,-, $
-. $#.X.#]03'"V$[: $'2,("-, $3,0&'0E"$"I.0"2 $, $/.0. $PQ>$. $,%&#,$'2,("-, $3,0&'0E"$o$/.0.2 $-. $3"#M"I.0.:"2.b $N!DK$PQ>$. $C@?BSTV$
C$:G&,-, $- . $#.X.#]03'" $'-.0&'X'3,%$%: $'2,("-, $0+, $-.&.&"-, $I.(, $<= $>?@$DE.3FB!,'0&2 $D!CV$$
$
C$.2&%-,$"#&'X'3'"($%2,%$844$":,2&#"2K$-"2 $L%"'2$54$3,0&'0E": $%: $/.0. $PQ>V$k,-"2 $"2 $54$":,2&#"2 $PQ>$X,#": $-.&.&"-"2 $I.(, $<= $
>?@$DE.3FB!,'0&2 $D!C $. $:G&,-, $-. $#.X.#]03'"V$
 
 

Tabela 4. VIM - Desempenho geral 

VIM $ ChromID + CT103XL Total 

$$ $ ‚ $ B$ $

<= $>?@$DE.3FB
!,'0&2 $D!C $

‚ $ 55$ 8$ 5o$

B$ 8$ o46$ o4A$

k,&"($ $ 5o$ o4A$ oo4$

$
;.02'M'('-"-.b $ feKAs $755R5o9K$QD$fesb $ATK8BffKfs $
^2I.3'X'3'-"-.b $ ffKAs $7o46Ro4A9K$QD$fesb $fTK5B844s $

$
 
 
Resultados de desempenho com organismos produtores de IMP 
 
C$<= $>?@$DE.3FB!,'0&2 $D!C $0+, $'-.0&'X'3,%$":,2&#"2 $I,2'&'J"2 $-. $Q>! $.0&#.$"2 $5o4$":,2&#"2 $I#,2I.&'J"2K $0.: $, $:G&,-, $-. $
#.X.#]03'"V$C$.2&%-,$"#&'X'3'"($%2,%$844$":,2&#"2K$-"2 $L%"'2$8e$3,0&'0E": $%: $/.0. $PQ>V$k,-"2 $"2 $8e$":,2&#"2 $Q>! $X,#": $
-.&.&"-"2 $I.(, $<= $>?@$DE.3FB!,'0&2 $D!C $. $:G&,-, $-. $#.X.#]03'"V$
 
 

Tabela 5. IMP - Desempenho geral 

PME  ChromID + CT103XL Total 

$$ $ ‚ $ B$ $

<= $>?@$DE.3FB
!,'0&2 $D!C $

‚ $ 8e$ 4$ 8e$

B$ 4$ o8e$ o8e$

k,&"($ $ 8e$ o8e$ oo4$

$
;.02'M'('-"-.b $ 844s $78eR8e9K$QD$fesb $T8KfB844s $
^2I.3'X'3'-"-.b $ 844s $7o8eRo8e9K$QD$fesb $ffK8 B844s $

 
 
 
Resultados de desempenho com organismos produtores de OXA48 
 
C2$<= $>?@$DE.3FB!,'0&2 $D!C $'-.0&'X'3"#": $5o$C@?ST$I,2'&'J,2 $.0&#.$5o4$":,2&#"2 $I#,2I.&'J"2V $̂ : $-,'2 $3"2,2K$X,#": $
-.&.&"-,2 $,%&#,2$/.0.2 $-. $3"#M"I.0.:"2. $.: $3,0W%0&,$3,: $, $/.0. $C@?STb$%:" $":,2&#" $"I#.2.0&,% $&":MG: $%: $#.2%(&"-,$
I,2'&'J, $-. $N!D $. $,%&#"$":,2&#" $"I#.2.0&,% $&":MG: $%: $#.2%(&"-,$I,2'&'J, $-. $N!D $. $PQ>RQ>!V$e$-. $5o$I,2'&'J,2 $-, $<= $>?@$
DE.3FB!,'0&2 $D!C $0+, $X,#": $-.&.&"-,2 $I.(, $:G&,-, $-. $3%(&%#"$-. $#.X.#]03'"K$'2&,$GK$0+, $X,#": $#.3%I.#"-,2 $I"#" $&.2&.2$
"-'3',0"'2 $I.(, $DE.3FB>=H $Dk84o@hV$
$$
C$.2&%-,$"#&'X'3'"($%2,%$844$":,2&#"2K$-"2 $L%"'2$86$3,0&'0E": $%: $/.0. $C@?STV$k,-"2 $"2 $86$":,2&#"2 $C@?ST$X,#": $-.&.&"-"2 $
I.(, $<= $>?@$DE.3FB!,'0&2 $D!C $. $:G&,-, $-. $#.X.#]03'"V$
$
 



	

84$
 

Tabela 6. OXA48 - Desempenho geral 

OXA48   ChromID + CT103XL Total 

$$ $ ‚ $ B$ $

<= $>?@$DE.3FB
!,'0&2 $D!C $

‚ $ oS$ e$ of $

B$ 4$ 5f8 $ 5f8 $

k,&"($ $ oS$ 5f6 $ oo4$

$
;.02'M'('-"-.b $ 844s $7oSRoS9K$QD$fesb $f8K6B844s $
^2I.3'X'3'-"-.b $ fTKos $75f8R5f69K$QD$fesb $f6K8BffKes $

 
 
Resultados de desempenho com organismos produtores de NDM 
 
C$<= $>?@$DE.3FB!,'0&2 $D!C $0+, $'-.0&'X'3,%$":,2&#"2 $I,2'&'J"2 $-. $O=> $.0&#.$"2 $5o4$":,2&#"2 $I#,2I.&'J"2K $0.: $, $:G&,-, $-. $
#.X.#]03'"V$C$.2&%-,$"#&'X'3'"($%2,%$844$":,2&#"2K$-"2 $L%"'2$86$3,0&'0E": $%: $/.0. $O=>V$k,-"2 $"2 $86$":,2&#"2 $O=> $X,#": $
-.&.&"-"2 $I.(, $<= $>?@$DE.3FB!,'0&2 $D!C $. $:G&,-, $-. $#.X.#]03'"V$
 

Tabela 7. NDM - Desempenho geral 

NDM   ChromID + CT103XL Total 

$$ $ ‚ $ B$ $

<= $>?@$DE.3FB
!,'0&2 $D!C $

‚ $ 86$ 4$ 86$

B$ 4$ o8S$ o8S$

k,&"($ $ 86$ o8S$ oo4$

$
;.02'M'('-"-.b $ 844s $786R869K$QD$fesb $T5KfB844s $
^2I.3'X'3'-"-.b $ 844s $7o8SRo8S9K$QD$fesb $ffK8 B844s $

 
Inclusividade analítica 
x,' $'03(%Y-"$0.2&.$.2&%-,$%:" $J"#'.-"-. $-. $,#/"0'2:,2 $"(J, $-, $<= $>?@$DE.3FB!,'0&2 $D!C $. $J"#'"0&.2$-. $/.0.2 $-. $
3"#M"I.0.:"2.V $C2$3#'&G#',2$-. $2.(.*+, $-" $.2&'#I. $'03(%Y#":$I#.J"(]03'" $. $':I,#&i03'" $3(Y0'3"V$x,#": $&.2&"-"2$0,J.0&" $. $L%"&#,$
7fS9$.2&'#I.2K$'03(%'0-,$.2&'#I.2 $-. $3,(E.'&"2$I_M('3"2$. $'2,("-,2 $3(Y0'3,2$M.: $3"#"3&.#')"-,2V $

C$&.2&.$-. $'03(%2'J'-"-. $'03(%'%$86$.2IG3'.2 $-'X.#.0&.2$. $8T$.2&'#I.2 $-. $N!DK$#.I#.2.0&"0-, $5$J"#'"0&.2K$8A$.2&'#I.2 $PQ>$
#.I#.2.0&"0-, $o$J"#'"0&.2K$8T$.2&'#I.2 $Q>! $#.I#.2.0&"0-, $A$J"#'"0&.2K$54$.2&'#I.2 $-. $&'I, $C@?ST$#.I#.2.0&"0-, $A$J"#'"0&.2K$8A$
.2&'#I.2 $O=> $#.I#.2.0&"0-, $S$J"#'"0&.2$. $S$.2&'#I.2 $3,0&.0-, $-,'2 $/.0.2 $"(J, $-. $3"#M"I.0.:"2.V $?2$.2&'#I.2 $X,#": $-.&.&"-"2 $
.: $&#'I('3"-, $.: $ƒ$o\ $h,= $7H!0!%#': #B*%*6%!'"$v(':'&. $-. $-.&.*+, w9V$C$<= $>?@$DE.3FB!,'0&2 $D!C $'-.0&'X'3,%$3,##.&":.0&. $f5 $-"2 $
fS $.2&'#I.2 $&.2&"-"2$"I12 $&.2&.2$'0'3'"' 2V$x,#": $-.&.&"-"2 $-%"2$.2&'#I.2K$%:" $̂ 0&.#,M"3&.#$3(,"3". $3,: $Q>! BoS$. $!2.%-,:,0"2 $
".#%/'0,2" $3,: $Q>! BoSK$3,: $" $#.I.&'*+, $-, $&.2&.$" $84\ $h,=V$
 

Tabela 8: Resultados de inclusividade BD MAX Check-Points CPO em comparação com !"#$%&'()*#  in silico$

Objetivo 
Resultados de inclusividade 

Prognóstico )%+'),)*#  
N.º de estirpes Variantes 

detetadas 
Variantes não 

detetadas 
N!D $ 8T$ N!D B5K$o$ B$ N!D B5B5S$

PQ>$ 8f $
PQ>B8K$5K$SK$8fK$
56K$5AK$o8$

B$ PQ>B8B6K$TBSA$

!>^ $ 54$
Q>! B8K$oK$SK$AK$TK$
56K$oSK$

B$
Q>! B8BSK$6K$TK$84K$8fK$54K$5SB56K$o4K$oSK$oTK$S4K$S5K$
e5K$ee$

C@?BST$ 55$
C@?BSTK$865K$
86oK$8T8K$54SK$
5o5K$5SS$

B$ C@?BSTK$865K$8T8K$54SK$5o5K$5SSK$5SeK$oA4$

O=> $ 8f $ O=> B8K$eK$6K$A$ B$ O=> B8B86$
 
^: $2%:"K$&,-"2 $"2 $J"#'"0&.2$&.2&"-"2$. $I#.J'2&"2$-.&.&"-"2 $I,# $"0`('2. $!" #,!)!6' $X,#": $-.&.&"-"2 $I.(, $<= $>?@$DE.3FB!,'0&2 $
D!CV$?(G: $-'22,K$, $Q>! BA$. $C@?B86o$0+, $I#.J'2&,2 $-.&.&"-,2 $I,# $"0`('2. $!" #,!)!6' $X,#": $-.&.&"-,2 $I.(, $<= $>?@$DE.3FB!,'0&2 $
D!CV$C$Q>! BSo$&.: $"2 $:.2:"2 $2.L%]03'"2 $"(J, $I#':`#'"2 $. $-. $2,0-"2 $L%.$, $Q>! BA$.K$I,# $'22,K$&":MG: $I#.J'2'J.(:.0&. $
-.&.&"-"2 $I.(, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!CV$
 
Sensibilidade analítica (limite de deteção) 
?$2.02'M'('-"-. $"0"(Y&'3"$7(':'&. $-. $-.&.*+, $,%$h,=9 $I"#" $, $<= $>?@$DE.3FB!,'0&2 $D!C $X,'$-.&.#:'0"-" $%2"0-, $-%"2$.2&'#I.2 $I"#" $
3"-" $/.0. $-. $3"#M"I.0.:"2.K $'2&,$GK$84$.2&'#I.2V$?2$2%2I.02Z.2 $-. $3G(%("2$M"3&.#'"0"2$I"#" $3"-" $.2&'#I. $X,#": $I#.I"#"-"2 $. $
L%"0&'X'3"-"2 $-" $3%(&%#"$"0&.2$-" $'03(%2+,$0.2&.$.2&%-,V$x,' $I#.I"#"-, $%: $&,&"($-. $2.'2 $-'(%'*Z.2$.: $2G#'.$-%I("2 $0" $:"&#') $#.&"($
0./"&'J" $I"#" $&,-"2 $"2 $.2&'#I.2K$.: $3,03.0&#"*Z.2 $-. $&.2&.$L%.$2. $I#.J..: $3,:I#..0-.# $, $h,= $I"#" $3"-" $/.0. $"(J, $-. $



	

88$
 

3"#M"I.0.:"2.V $?2$#GI('3"2$-. $84$-. $3"-" $3,03.0&#"*+, $-. $&.2&.$X,#": $"J"('"-"2 $%2"0-, $o$'02&#%:.0&,2$<= $>?@$. $o$(,&.2$-. $
#."/.0&.2 $. $3,02%:YJ.'2 $I"#" $.2&':"# $, $h,=V$!"#" $.2&.$.2&%-,K$, $h,= $.2&':"-, $X,'$-.X'0'-, $3,:, $" $3,03.0&#"*+, $:"'2 $M"'\" $-. $
3G(%("2$"(J,K$0" $L%"($84R84$#GI('3"2$&'J.#": $%: $#.2%(&"-,$-. $&.2&.$I,2'&'J,V$C$h,= $X,'$.0&+, $3,0X'#:"-, $I.(, $&.2&.$-. $54$#GI('3"2$
I"#" $3"-" $.2&'#I. $0, $h,= $.2&':"-,V $?$2.02'M'('-"-. $"0"(Y&'3"$7h,=9K$-.X'0'-" $3,:, $" $3,03.0&#"*+, $:"'2 $M"'\" $0" $L%"($:"'2 $-. $
fes $-. $&,-"2 $"2 $#GI('3"2$2+, $I#.J'2&"2$-. $#.J.("# $%: $&.2&.$I,2'&'J"2K$J"#',%$-. $88e$" $oT8f $Dx[R;<k $.: $":,2&#"2 $-. $.2X#./"*, $
#.&"(V$

$$
Tabela 9: Limite de deteção BD MAX Check-Points CPO para alvos individuais 

Objetivo Estirpe Espécies CFU/SBT % 

N!D $
D!5eS $ ()*+,!*))- #."*/0'"!-* # 864S$ fes $

D!o6e $ ()*+,!*))- #."*/0'"!-* # 5TST$ 844s $

PQ>$
D!564 $ 1,*/7'0'"-, #-*&/8!"',- # 85A$ 844s $

D!Soo $ F"%*&'+-6%*&#6)'-6-* # S86$ fes $

!>^ $
D!5eo $ F,6G*&!6G!-#6')! # 5ee$ 844s $

D!8Sf $ ()*+,!*))- #."*/0'"!-* # 88e$ fes $

C@?$
D!5eT $ ()*+,!*))- #."*/0'"!-* # 8To$ fes $

D!S88 $ F,6G*&!6G!-#6')! # A55$ fes $

O=> $
D!5ef $ ()*+,!*))- #."*/0'"!-* # oT8f $ 844s $

D!8TS $ F,6G*&!6G!-#6')! # oefS $ fes $

$
Especificidade analítica (reatividade cruzada e exclusividade) 
C$.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $X,'$#."(')"-, $.: $":,2&#"2 $3,0&.0-, $.2IG3'.2 $X'(,/.0.&'3":.0&. $#.("3',0"-"2 $. $,%&#,2$
,#/"0'2:,2 $L%.$I,-.: $2.#$.03,0&#"-,2 $.: $":,2&#"2 $-. $.2X#./"*, $#.&"(V$?(G: $-'22,K$"2 $.2IG3'.2 $X,#": $&.2&"-"2$3,0&.0-, $/.0.2 $
"(J, $-. $3"#M"I.0 .:"2. $I.(, $<= $>?@$DE.3FB!,'0&2 $D!CK$:"2 $2.: $L%"(L%.#$,%&#,$/.0. $-. $3"#M"I.0.:"2. $,%$%: $
3"#M"I.0.:"2. $-'X.#.0&.$,%$,%&#,$/.0. $-. $#.2'2&]03'"$" $"0&'M'1&'3,V$?2$3G(%("2$M"3&.#'"0"2$X,#": $3,(,3"-"2 $0" $:"&#') $-, $
.2X#./"*, $#.&"($0./"&'J, $" $%:" $3,03.0&#"*+, $-. $„e $\ $846$3G(%("2R:(V$=. $%: $:,-, $/.#"(K$X,#": $&.2&"-,2$56$,#/"0'2:,2 $.: $o$
#GI('3"2K$"I#.2.0&"-,2 $0" $k"M.(" $AV$k,-,2 $,2 $,#/"0'2:,2 $&.2&"#": $0./"&'J,V $
$

Tabela 10. Organismos testados para determinar a especificidade BD MAX Check-Points CPO 

ID da 
estirpe Espécies Referência Gene B-lactamase 

D! BeAe$ 2-0.I)'+-6%*& #J*J/"!# DD[a BS8oef $ O.0E%: $
D! Be58$ 2!%&'+-6%*&#:&*/"7!! # $OR?$ Dk@B>f $̂ ;<h $
D! BooT$ 2!%&'+-6%*&#+&--K!!# $OR?$ a^; $D"#M"I.0.:"2. $
D! Be6T$ 2'&I"*+-6%*&!/0 #7!.G%G*&!-*# DD[a BoATAS$ O.0E%: $
D! BSTS$ F"%*&'+-6%*&#-*&'8*"*, # $OR?$ O.0E%: $
D! B4oS$ F"%*&'+-6%*&#6)'-6-* # $OR?$ Dk@B>f $̂ ;<h $
D! BeAo$ F"%*&'6'66/, #6-,,*)!:)-$/, # DD[a BeeTAf$ O.0E%: $
D! BeAS$ F"%*&'6'66/, #:-*6-)!, # DD[a BfffA $ O.0E%: $
D! B4ST$ F,6G*&!6G!-#6')! # $OR?$ Dk@B>8 $̂ ;<h $
D! BeA6$ L*)!6'+-6%*&#.I)'&! # DD[a B8ATAS$ O.0E%: $
D! B4eT$ ()*+,!*))- #'5I%'6- # $OR?$ Dk@B>f $̂ ;<h $
D! B485$ ()*+,!*))- #."*/0'"!- # $OR?$ ;…PB̂ ;<h $
D! BeA4$ H!,%*&!-#0'"'6I%'8*"*, # DD[a BooeST$ O.0E%: $
D! BoeA$ 1,*/7'0'"-, #-*&/8!"',- # $OR?$ !^H $̂ ;<h $
D! B8o5$ M-)0'"*))- #%I.G!0/&!/0 # $OR?$ I?:ID $
D! Be8f $ 3-'/)%*))- #,.= # $OR?$ ;…P$. $Dk@B>f $̂ ;<h $
D! BeA8$ M%-.GI)'6'66/, #-/&*/, # DD[a Bf85T $ O.0E%: $
D! B5e4$ M*&&-%!-#0-&6*,6*", # $OR?$ O.0E%: $
D! B44f $ M%*"'%&'.G'0'"-, #0-)%'.G!)!- # $OR?$ ;…P$. $Dk@B>f $̂ ;<h€ $I?:ID $
D! B5TS$ A6!"*%'+-6%*&#+-/0-""!! # $OR?$ C@?B5o$D"#M"I.0.:"2. $
D! Be4o$ 4'&8-"*))- #0'&8-"!! # $OR?$ O.0E%: $
D! Bo8f $ 1&'$!7*"6!- #,%/-&%!!# $OR?$ P^< $̂ ;<h $
D! Be6A$ 1&'$!7*"6!- #-)6-)!:-6!*", # DD[a B6o5e$ O.0E%: $
D! Be6f $ M%&*.%'6'66/,#-8-)-6%!-* # DD[a B5fAT4$ O.0E%: $
D! B4e5$ 1&'%*/, #0!&-+!)!,# $OR?$ I?:ID $
D! BSS4$ A6!"*%'+-6%*&#+-/0-""!! # $OR?$ C@?BeT$D"#M"I.0.:"2. $

       OR?b$̂ 2&'#I.$-" $3,(E.'&"$-. $.2&'#I.2 $'0&.#0"K$2.: $0_:.#, $-. $#.X.#]03'" $-'2I,0YJ.( $

 
Substâncias que interferem 
x,#": $"J"('"-"2 $J'0&.$. $0,J. $75f9$2%M2&i03'"2$M',(1/'3"2 $. $L%Y:'3"2$L%.$I,-.: $.2&"#$,3"2',0"(:.0&. $I#.2.0&.2 $.: $":,2&#"2 $-. $
.2X#./"*, $#.&"($.: $#.("*+, $" $I,22YJ.( $'0&.#X.#]03'"$3,: $, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $. $.2&"2$2+, $"I#.2.0&"-"2 $0" $k"M.(" $
TV$k,-"2 $"2 $2%M2&i03'"2$X,#": $"J"('"-"2 $" $%:" $3,03.0&#"*+, $&.2&.$-. $4K5es$dRJ$75Ke$:/R:(9 $0" $:"&#') $-. $.2X#./"*, $#.&"($
0./"&'J"V $?2$":,2&#"2 $-. $&.2&. $'03(%Y#":$:"&#') $-. $.2X#./"*, $#.&"($0./"&'J, $3%(&'J"-"$3,: $,#/"0'2:,2 $"(J, $" $ƒ$o\ $h,= $7":,2&#"2 $
I,2'&'J"29$,%$0+, $3%(&'J"-"2$7":,2&#"2 $0./"&'J"29V$!"#" $3"-" $2%M2&i03'"K$X,#": $&.2&"-"2$6$":,2&#"2 $I,2'&'J"2 $. $6$0./"&'J"2V $C2$
#.2%(&"-,2$0+, $-.:,02&#"#": $L%"(L%.#$'0&.#X.#]03'"$#.I,#&`J.( $3,: $L%"(L%.#$%:" $-"2 $2%M2&i03'"2$&.2&"-"2$73,02%(&"#$" $k"M.(" $
T9V$



	

85$
 

Tabela 11. Substâncias que não interferem com BD MAX Check-Points CPO 

Óleos e ácidos gordos Sais metálicos Antibióticos  Analgésicos 

r3'-, $.2&.`#'3, $ <"5;CS $ D.X"(.\'0" $ O"I#,\.0 $

r3'-, $I"(:Y&'3, $ D"DCo $ D'I#,X(,\"3'0" $ <.0),3"Y0" $

†(., $:'0.#"( $ ?(7C…9o$ !,(':'\'0" $<$ x.0'(.X#'0" $

;':.&'3,0. $ >/7C…95$ <"3'&#"3'0"$ ;%M2"('3'("&,$<'2:%&E$

D,(.2&.#,( $ $ O.,:'3'0" $ $

Alcoois Antagonistas de 
histamínicos Surfactantes Restantes 

H.2,#3'0,( $ x":,&'-'0" $ O,0,\'0,( Bf $ …'-#,3,#&'2,0"$

^&"0,( $ C:.I#"),( $ D(,#.&,$-. $M.0)"(310', $ …'-#,3(,#.&,$-. $(,I.#":'-" $

$ D':.&'-'0" $ $ O'2&"&'0"$

$ $ $ ;.00,2'-.2 $
 
Reprodutibilidade interlaboratorial 
?$#.I#,-%&'M'('-"-. $'0&.#("M,#"&,#'"($I"#" $, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $X,'$-.&.#:'0"-" $I.(" $"0`('2. $-. $%:" $.2&'#I. $I,# $I'3, $
"(J, $0" $:"&#') $#.&"($0./"&'J" $.: $5$3,03.0&#"*Z.2 $-'X.#.0&.2$78Ke$\ $h,= $. $o$\ $h,=9K$.2&'#I. $0+, $"(J, $3,: $I'3, $0" $:"&#') $-. $.2X#./"*, $
#.&"($0./"&'J" $. $:"&#') $-. $.2X#./"*, $#.&"($0./"&'J" $. $o$3.0&#,2$-'X.#.0&.2$I,# $5$,I.#"-,#.2K $%2"0-, $8$(,&.$-%#"0&.$e$-'"2V$
$

Tabela 12. Resultados de reprodutibilidade interlaboratorial para BD MAX Check-Points CPO 

 
KPC NDM OXA-48 VIM/IMP 

+ - + - + - + - 
1,5 x LoD 

7QD$fes9 $

100% 
(60/60) 

7feK8B844s9 $

 98,3% 
(59/60) 

f8K8B844s9  

 100% 
(60/60) 

7feK8B844s9 $

 97,5% 
(117/120) 

7f5KfBffKes9 $

 

3 x LoD 

7QD$fes9  

100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 99,2% 
(119/120) 
7feKSB844s9 $

 

Negativos 

7QD$fes9  

 100% 
(90/90) 

 7f6KAB844s $

 100% 
(90/90) 

 7f6KAB844s9 $

 100% 
(90/90) 

 7f6KAB844s $

 100% 
(90/90) 

 7f6KAB844s $

$

^: $2%:"K$" $#.I#,-%&'M'('-"-. $'0&.#("M,#"&,#'"($J"#',%$-. $844B844sK$ffK5 B844s $. $fAKeB844s $I"#" $0./"&'J,2K $8Ke$\ $h,= $. $o$\ $h,=K$
#.2I.&'J":.0&.V $

$

Reprodutibilidade entre lotes 
?$#.I#,-%&'M'('-"-. $.0&#.$(,&.2$I"#" $, $.02"', $<= $>?@$DE.3FB!,'0&2 $D!C $X,'$-.&.#:'0"-" $I.(" $"0`('2. $-. $%:" $.2&'#I. $I,# $I'3, $"(J, $
0" $:"&#') $#.&"($0./"&'J" $.: $5$3,03.0&#"*Z.2 $-'X.#.0&.2$78Ke$\ $h,= $. $o$\ $h,=9K$.2&'#I. $0+, $"(J, $3,: $I'3, $0" $:"&#') $-. $.2X#./"*, $#.&"($
0./"&'J" $. $:"&#') $-. $.2X#./"*, $#.&"($0./"&'J" $0%: $3.0&#,$I,# $-,'2 $,I.#"-,#.2K $%2"0-, $o$(,&.2$-%#"0&.$e$-'"2V$

$

Tabela 13. Resultados de reprodutibilidade entre lotes para BD MAX Check-Points CPO 

 
KPC NDM OXA-48 VIM/IMP 

+ - + - + - + - 
1,5 x LoD 

7QD$fes9  

100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 99,2% 
(119/120) 
7feKSB844s9 $

 

3 x LoD 

7QD$fes9  

100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 100% 
(60/60) 

7feK8B844s9 $

 100% 
(120/120) 
7fAKeB844s9 $

 

Negativos 

7QD$fes9  

 100% 
(90/90) 

 7f6KAB844s $

 100% 
(90/90) 

 7f6KAB844s $

 100% 
(90/90) 

 7f6KAB844s $

 100% 
(90/90) 

 7f6KAB844s $

$

^: $2%:"K$" $#.I#,-%&'M'('-"-. $.0&#.$(,&.2$J"#',%$-. $844B844sK$844B844s $. $ffK5 B844s $I"#" $0./"&'J,2K $8Ke$\ $h,= $. $o$\ $h,=K$
#.2I.&'J":.0&.V $
 
Reprodutibilidade intralaboratorial 
?$#.I#,-%&'M'('-"-. $'0&#"("M,#"&,#'"($X,'$-.&.#:'0"-" $I.(" $"0`('2. $-. $%:" $.2&'#I. $I,# $I'3, $"(J, $0" $:"&#') $#.&"($0./"&'J" $.: $5$
3,03.0&#"*Z.2 $-'X.#.0&.2$78Ke$\ $h,= $. $o$\ $h,=9K$.2&'#I. $0+, $"(J, $3,: $I'3, $0" $:"&#') $-. $.2X#./"*, $#.&"($0./"&'J" $. $:"&#') $-. $.2X#./"*, $
#.&"($0./"&'J" $0%: $3.0&#,$I,# $5$,I.#"-,#.2K $%2"0-, $8$(,&.$-%#"0&.$85$-'"2V$



	

8o$
 

Tabela 14. Resultados de reprodutibilidade intralaboratorial para BD MAX Check-Points CPO 

 
KPC NDM OXA-48 VIM/IMP 

+ - + - + - + - 
1,5 x LoD 

7QD$fes9  

100% 
(48/48) 

7fSK4B844s9 $

 100% 
(48/48) 

7fSK4B844s9 $

 97,9% 
(47/48) 

7TTKfB844s9 $

 99,0% 
(95/96) 

7fSKoB844s9 $

 

3 x LoD 

7QD$fes9  

97,9% 
(47/48) 

7TTKfB844s9 $

 100% 
(48/48) 

7fSK4B844s9 $

 100% 
(48/48) 

7fSK4B844s9 $

 100% 
(96/96) 

7f6KfB844s9 $

 

Negativos 

7QD$fes9  

 100% 
(72/72) 

 7feKfB844s $

 100% 
(72/72) 

 7feKfB844s $

 100% 
(72/72) 

 7feKfB844s $

 100% 
(72/72) 

 7feKfB844s $

$

^: $2%:"K$" $#.I#,-%&'M'('-"-. $'0&#"("M,#"&,#'"($J"#',%$-. $844B844sK$fAKfB844s $. $fAKfB844s $I"#" $0./"&'J,2K $8Ke$\ $h,= $. $o$\ $h,=K$
#.2I.&'J":.0&.V $
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>"0%X"3&%#.#$R$ˆ‰Š‹Œ•ŠŽ‹••‘$R$P’#,M3.$R$x"M#'F"0&$R$….#2&.((.#$R$“”•”–—˜™”–•š›$R$x"M#'3"0&.$R$k,,&W"$R$x"M#'3"0&$R$!#,')J,œ"•$R$au`#&1$R$x"MM#'3"0&.$R$ž•Ÿ ‰¡¢£$
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$

[2.$Mu$R$®Œ¯Š‘Œ• °••$ŽŠ$R$;I,&±.M%W&.$-,$R$<#%/$X²#$R$P.#d.0-M"#$M'2$R$³´š–µ$¶·›$R$[2"#$"0&.2$-.$R$N"2%&"-"$.00.$R$="&.$-.$IG#.:I&',0$R$사용$기한$R$[I,&#'W.M'&'$
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ÀÀÀÀB>> B==$R$ÀÀÀÀB>>$7>>$Á$.0-$,X$:,0&E9$
ÂÂÂÂBÃÃ B̧¸$R$ÂÂÂÂBÃÃ$7ÃÃ$Á$‰ Ä$¬ $Å•¼•Æ 9$
HHHHB>> B==$R$HHHHB>>$7>>$Á$F,0.3$:Ç2Y3.9$
ÈÈÈÈB>> B==$R$ÈÈÈÈB>>$7>>$Á$2(%&0'0/$"X$:É0.-9$
ÊÊÊÊB>> Bkk$R$ÊÊÊÊB>>$7>>$Á$>,0"&2.0-.9 $
ËËËËB>> B……$R$ËËËËB>>$7>>$Á$•¶ÌÍ› $•Í™$jšÎ” 9$
???? B>> B==$R$????B>>$7>>$Á$X'0$-.($:.29$
???? BNNB!!$R$???? BNN$7NN$Á$F%%$(ZII9$
???? B>> BÊÊ$R$????B>>$7>>$Á$X'0$-%$:,'29$
aaaa B>> B==$R$aaaa B>>$7>>$Á$F#"W$:W.2.3"9$
gggg B……BOO$R$ggggB……$7……$Á$E10"I$%&,(21$0"IW"9$
???? B>> Baa$R$????B>>$7>>$Á$X'0.$:.2.9 $
ÏÏÏÏ Bžž BÐÐ$R$ÏÏÏÏ Bžž $R$7žž $Á$ °Ž£Ñ $¼ŠÑ£9$

ÀÀÀÀB>> B==RÀÀÀÀB>>7>>$Á$월말9$
>>>> B>> B==$R$>>>> B>>$7>>$Á$:Ò0.2',$I"M"'/"9 $
aaaa B>> B==Raaaa B>>$7>>$Á$:Ó0.Ô"$M.'/"29 $
ÊÊÊÊB>> B==$R$ÊÊÊÊB>>$7>>$Á$.'0-.$:""0-9 $
ÈÈÈÈB>> B==$R$ÈÈÈÈB>>$7>>$Á$2(%&&.0$"J$:É0.-.09$
HHHHB>> B==$R$HHHHB>>$7>>$Á$F,0'.3$:'.2'Õ3"9 $
???? B>> B==$R$????B>>$7>>$Á$X':$-,$:]29 $

???? BhhBÖÖ$R$????Bhh$7hh$Á$2Xi#×'&%($(%0''9$

ÂÂÂÂBÃÃ B̧¸ $R$ÂÂÂÂBÃÃ $7ÃÃ $Á$Š¬•Æ$Å•¼ÄÆ 9$

HHHHB>> B==$R$HHHHB>>$7>>$Á$F,0'.3$:.2'"3"9 $

aaaa B>> B==$R$aaaa B>>$7>>$Á$F#"W$:.2.3"9$

ÈÈÈÈB>> B==$R$ÈÈÈÈB>>$7>>$Á$2(%&.&$"J$:É0"-.09$
ÀÀÀÀB?? Baa$R$ÀÀÀÀB??$7??$Á$"uØ0$2,0%9$
ÙÙÙÙB>> B̧¸ $R$ÙÙÙÙB>>$7>>$Á$¹¬•Æ§$Å¹¼ÄÆÄ9$
ÀÀÀÀB>> B==$R$ÀÀÀÀB>>$7>>$Á$�v�Ž 9$

$
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