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DISPOSICIÚN N°
A.N. M. A.T

Ministerio de Salud
Secretaría de Políticas, Regulación

e Institutos ••..t224 ~
~" 1

I
IBUENOSAIRES, 02 IVOV 201)
I

I
VISTO el expediente NO 1-47-3110-2170/16-2 del Regist~o de la

Administración Nacional de Medicamentos Alimentos y Tecnología Medic~ V,

1

I

CONSIDERANDO:

Que por ios presentes actuados la firma BIODIAGNOSTICO S.A. solicita

autorización para la venta a laboratorios de análisis clínicos del prodLcto para:

diagnóstico de uso "in vitre" denominado IH-SOO / sistema tbta'mente

automatizado para el diagnóstico en inmunohematología. Es comp1tible con

todos los tipos de tecnologías inmunohematológicas de tarjetas de gell incluidas

la tipificación inversa, la determinación de fenotipo y de SUbgrupl~s Rh, la

detección selectiva de anticuerpos, la identificación de anticuerpos y de antígenos

I
}-

~

IJf

únicos, las pruebas de antiglobulina humana directas (PAD), las pruebas

cruzadas y la titulación. Se utiliza con las tarjetas de gel y reacti1los marca

Diamed.
I

Que a fojas 238 consta el informe técnico producido por el Servicio de

Productos para Diagnóstico que establece que los productos Jeúnen las

condiciones de aptitud requeridas para su autorización.

Que la Dirección Nacional de Productos Médicos ha tomado la intervención

de su competencia.
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Secretaria de Políticas, Regulación
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DISPOSICIÚN N°

Que se ha dado cumplimiento a los términos que establece la Ley N0

16.463, Resolución Ministerial NO145/98 Y Disposición ANMAT N° 2674/99.

Que la presente se dicta en virtud de las facultades conferidas por los

Decretos N° 1490/92 el por el Decreto NO101 de fecha 16 de diciembre de 2015.

Por ello;
• I

ELADMINISTRADOR NACIONALDE LAADMINISTRACION NACIONAUDE

MEDICAMENTOS,ALIMENTOSY TECNOLOGÍA MÉDICA

DISPONE:

ARTÍCULO 1°.- Autorizase la venta a laboratorios de análisis c1ín'¡cosdel

productos de diagnostico para uso in Vitre denominado IH-SOO / sistema

para el diagnóstico enautomatizado inmunohematología. Es
I,

compatible con todos los tipos de tecnologías inmunohematológicas de! tarjetas

de gel, incluidas la tipificación inversa, la determinación de fenoti~o y de

subgrupos Rh, la detección selectiva de anticuerpos, la identifica1ción de

totalmente

anticuerpos y de antígenos únicos, las pruebas de antiglobulina humana directas

(PAD), las pruebas cruzadas y la titulación. Se utiliza con las tarjetas tle gel y

reactivos marca Diamed, los componentes principales son: Monitor de pantalla

táctil, teclado, pipeteador, área de carga de muestras, cajón para carga de

tarjetas de gel, reactivos y diluyentes, diferentes depósitos de IlíqUidOS,!
I

Condiciones de almacenamiento: -20 a 550C; el que será elaborado ¡por BIO

RAD, 18 av Polygone, 42300 ROANNE, FRANCIA e importado terminado por la
!,

firma BIODIAGNOSTICO S.A. y que la composición se detaila a fojas 18.',
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ARTICULO 20.- Acéptense los proyectos de rótulos y Manual de Instrucciones a

fojas 44 a 220. Desglosándose las fojas 162 a 220 debiendo constar en los

mismos que la fecha de vencimiento es la declarada por el elaborador impreso en

los rótulos de cada partida.

ARTÍCULO3°.- Extiéndase el Certificado correspondiente.

ARTICULO 4°.- LA ADMINISTRACIÓN NACIONAL DE MEDICAr>:1ENTOS,

ALIMENTOS y TECNOLOGÍA MEDICA se reserva el derecho de reexan¡inar los

métodos de control, estabilidad y elaboración cuando las circunstanci~s así lo

determinen.

ARTÍCULO 50.- Regístrese, gírese a la Dirección de Gestión de información

Técnica a sus efectos, por Mesa de Entradas de la Dirección Nacional de

Productos Médicos notiñquese al interesado y hágasele entrega de la copia

autenticada de la presente Disposición junto con la copia de los proyectos de

rótulos, manual de instrucciones y el certificado correspondiente. Cumplido,

archívese. -

EXPEDIENTEN° 1-47-3110-2170/16-2

DISPOSICIÓN NO:

Fd
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PROYECTO DE ROTULOS: TRIPLICADO

IH-500

BIORAD

Número de serie: o •••••••••

Temperatura de almacenamiento y transporte: -20 a 55 oC

Ver instrucciones de uso

FABRICADO P'OR

BJORAD

18 av PoIygone, 42300 ROANNE - FRANCIA

Producto Autorizado por MS-ANMAT N°

IMPORTADO Y DISTRIBUIDO POR B10DlAGNOSTICO S.A.

Av. Ingeniero Huergo 1437 P.B. "1" - Buenos aires-

Legajo N° 1201

DIRECCION TECNICA: Laura Mercapide - Bioquímica - M.N.6.108

Atención al Cliente ti' (11) 4300-9090

DlRECCION TECNICA: Laura Mercapide. Bioquímica - M.N.6.108

Referencias de producto. rótulos y manuales
1H-500- BID RAD

I
Dr M ca Ide

Di Técnica! rlroa
B D~GTA
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Generalidades 1

"_nl""'"
U" """"' ••••..•••;blo "'" ,~•••• d,,,,,,,,,,~ad o ~ m"rt.

" ,~.SOOo~"""""o"'" ., "'_
To~." do o" .""",,,d. PO'g, •. Rod
T"JO''' do"''''''''O'' -.." ., 'IJ""""'~" "" •••••••••"""....,Iuya"n ","mo d, m~",_
"'be< '" ~ q"" on"", ,"'~...,.,n'"""",, '" ","'" ~ "''',~ d~ g~

en., '•••••••••• _ •• 10 •••••••••••• , "" •••• do OO' ••• ""aoo. PO' BIo_" •••

A••""" •• do ••• 0""0" •••.""''0" ,.", ••••• PO' " "'''.'0 •• _'''' •• 00"",,,0 cen lo.'n.~"""'on•• do••••do••"0_ d.,.'-
"-Con",,,,,,,, d' ." __ do ",,,,,,,,,,_

R_ •••••••• "'_ "'" "'0_""
Un, ••••,.,,,~ o "''''''''''' """","'0" """ " aliad, • un ,.tem, con " fin " ""'"""' ..,.
_""" "."n""" 0'01" ,oo,',,'" •• u1~' O'" con'''"'' ~ ••.•••••••• do "'" "'"'••,"~
En."n.t.un""" •• '" 50-." .",,'e .- •••• """'"..... 00'" .'0_ ••••• A•••••••••• _
"""""'''' 00_ •••••••• PO'" ••••••no •• _;o" ••••••• "'" <on lO. ;""""ooon ••• do •••••... ...."''''',,.
u"' ••••cIó, d,',,,,•• """ •••,.", , •.••" ""'''" ,,'~ o~,,"'" ~'.F""n.,~ O~ .n"oc""" """"._d,m•••"••,
Con ••••• '••• IR•••••••• )

;00'" lo>,Iom.n'oo ,n'''''",,,",, 'n oJ ••••••••• "'" ," ,""'~. ""'r""'" '""'" d. "' ••• ~••c_... _ ..
Un,otq"""' d, do<",b••••• ,n "' _'00 •••• ,e•• (,", "~.,,," " ,_,o""','" "J"" • ""_mib'" " '"" m_," y ,•• ,...,. ,.,. ,,~. ,"","""'.0,,"'" "",,, "••••••,

1 Generalidades

'"
"<ho 00P"''''''~ de ,n""",,•.......
., """""lO <lo'.~tem, 10""""" ''''"9'",,0 '"109"",,0 ." " ""1, '" "'''''''',
<>, """OO"""'" """ •••••~,

'n ,"'" """" '" ,,"",10 b' ,,",,' ,~"..,""
lo ••••• _ •• --."" ••• ,,_.., 0••. .-. ••••••• "'"_ "
"..''' •••oI'm'''••••do""'"' ••••.-jo> p_ P"'oc", •••••• al 'po""",""'" """""0' <l.' •.••"".
no ""00" o ,. <0""'10,;00'" ••••'''".

la< o."', '0 ,no"on "'" med~ o••••• ';mb>b •..•• 001" "'" """"""""""",,, ••,,"'_
O'" ",",m,,,,," "'" <leI '".&lO.

~ , •• ",,,",,,,,,,, •• '""""" se "",",,,,, O" mod", <Jo ."" '"""'"' y~_.n"""""
" ''''''",,~o d, ,.. ",nt,,~, o. "'fr•.••" , d, ••• botoo" """"""""" onmo"" , ,," ."",..., '",.,..••••.• ""1"" , ,...". ...,"',.. <1, '" "",ooc"", _. "......... (¡>. ••• ""9" ,,~ on •• """o
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,"-"'" M•••••' <lo••••"no • O a,,~

E""~.",,.<Io R"
C,""" "

,.,
"-'-'

"-'.2

Eo •• '" "p""," •• '- ~. ~ ••""'"o,_ O"" """,n'"," "O !un,,,,",,",,,,,,,, '''O"''' , ••.• 0<0_bIo<n•• ,el ,~_''''' y""" ,,,fl',,,,,, "", •••<10T",,_ •• d.""","" ••• ,,"od.....- do '"'"'JD'
O. "m""",,m""'"

Inln><!uoc3ón
PrinOIpiO'

E. ,m"","""""~""' ••,. ,,",,'"lo , """""'00 _p","m,,"" ,'_ "" ,","z•. "'"'~_ .,"~o
"o " 'H-500,

En<=> o. 'ud'. """",," " '" "",_m. "'" "''''..., ''''''''''' <lo",.."."

;od•• ,•• 'O"">«~"'$ d, ","",d'O "" ",. """"" ,. "'...-~ ,'n" ''''""m,,,'o '" '""'"
o"'.~"' , "" d, ,_ >«"~"""'.....,'•••,d,O", '" ~ "0"''''' O'"" ""n"mr-,,,,~n •• , me,M
''''0''''''''
0' foom•• ",,~, '" d,bro ,,,mol_ ••• "",~" ••,,,t<,, , '" nonn •• '0"'''00' ""'""oc"" '" •• f"-'
••• ,,' "" •• ,,", ••••• t"_500

LoM """"",oe~" d. ,.. ''''''''' •• """ ••••d Y,. " """,,,,~, "",,' y '""n~,",,,,,,,t. puM'O""""'" "",""nt •• , d,'", m"'•••.••• o on. ",n"m,n,,,"" ,mb •• ",
Lono_..,.._n do lo' ,.,m" ••• "'''''<1'''' f"QPO'<","""""'" ~ "'b""", P"'''~ t",,,,,, .,
"""' o. """""""" O"" ""- " .-.,"'"'""'"

,"""

"

"'''"O

Co"diC'OMO ombien\ll''''
loe ,","po' ",",,,,,,,,,,,,,,,,, """ ••en ""OCOUC"-'-",,",~ •• """ ~o." CE"', •• <1•••••
~._, pon"' '" m""h. <1, """",,o "., •• ,_ •• CEM __ ""." "'" do<u.-
" ~n,,"'<I'"',,"'. ''''''''''''«>d' ""~ 01"""'""" .od •• <lo' "'""'"
" ,,','••.•~" o, """""ti"', _""OC'''''''' , """"" <1"""'00 , ." """",,,-oo, _,""""
b. "n.,""'",", y"""..• ""'""'" "'" •.,_ romo.....- .,... """'_'" _,ou_ ,,,m,,,',, •• ''''''~o .""'''''"'"', •••.~ o ""oc, •• ~m""",,<I, loo_ o~Ma '
El 'M.'OO ~ '" <1000 ut""'" " '&do <l. o ,"",""o "'" ctrno ••••••• '" 5, ",..., _._~
"''','''~ " ''''''' <1, otro, __ o d< _, _., ~ <H-SOO ••• -.-. ""', •• P'" """''''
OC<'" ,,,"',.''''''''''" ••• "'''''''0 en ',ce"'~....,,~, ~ ~ ,ue SRVI • ""'''.'.
El,~_..., •• <1'"''M''''''"",,_ do_", •• luon_ <10_""""' •.
El 'M,"" "O •• do'" "'pono, • r. ""' •••••. Q"',,", ., "" ••, " ""~o o __ ••••••••
lu"''''''''""'o •••on o"'",no '" ,_, ••••.•• '_l.
El.-.... •••••00" _ "'_"' """" "''''''''' <lO_ ••",' •••••••••••••••••••;__
'''',,'',." ,••••.••• " oon.' ,",,,," ••• m'orno ce •••• ". '

Lo.•••"••••, •••, -"""''''0''' .••en_ --. __ ••••••_ •• ...- •••••
~"""" •• 1"'••••. "'_ ~"'''_ ''''"1 . ..- ••.••_" ••••• "' •••••• "" •••• 00••pro<I",[""",,,_,,,,,o,,"",,""
S<""., ov",,"~•• """""" "_0"'''0-= <I~~'"' en o,O" •••.•,•.•..•~'o ~ ,".",,~ •••
do ,,,,,,,no,,,,,,

,"M.5O>oompie'" "0""'''' C'" 00 ",""'" con ~ n"""" "C ""'"''''.. ¡
"" do"'""' ,nn"d •• ., ,. lO""""" o, "" ",'"d~ '_""'"",,"""" ••••••<lo"""" '" m~_ .,
'" 500. <1 'H-'iOO "''' "... •••• po•• ", ""_>do en" "'".,., _",,,.,,,,,, -.<"""o,jcen""".o""', El """" o " "'•• ,,~ <1" 'M-lOO _ ••••••••.•• <1,O" ••• _<lO .., on
entomo "•••• , ""''',,,''''''' I

G",p" ' " 'M""'" 'n",,,.,... •• '""'" """"" <lo~, p•••••• ""'..,,'.
m,,"," ~'''''''
CISPA " Po< '''", "" .m,,~n<l. "F •• m", "',,, , '"
""""",,,O~O" ""'"","o ,n"'''"""",'''' "" <1_,,0 __'on",,,,",,,,_

'm;~.n•• do~' ero",. E"".5("'•• "'oc",,'o"". <1"0'" toO•• ~, m",,""_
C'$P~" ~"••••••~, ",."''''C~,.,, .., ..,,,'~, n."'"""",," ....,
----- ------ •• "" <I"•••• m..". """"""" ••• ,00 ,"" do _ontoc<'on
1',,"""'........ La""mp" """'''''' d. "'" ton,~nq"•• "."',OO""'"""eo .1Dctnc,,,",
"oo. "',,,,"~." ,"o ""'~.""."
lEC "'000""'

06 •••• ',.""" •• ,. """molo••••••• """On
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El 'H'OIIO",tl p""'.'o ""r, "" ""'o"" "" ~ .,-rtomo.Iect,,,,,,_,,,, •••••• ''''''''' • ","' •••••-
"On,El"""'" 0.1 "•••••~ d~ IH.5lX)0"""'1 '''''l"'''''' 0' o"'''' ""pi,,,,,, '""" •••tomoo,.... """",,""",

<iO""" P •• ~ oot<n<~ •.••••~" ,""",,,
do •• ''''' dol om_ "" ••,,"'" ¡w¡ "",,""
",,,,,",,"'",_. dOl"""'''yd ~

.,,"""'" do "PO"""" '''''''"'''''''''''' ..,m""", 1'"1
"- "",,",""d d' oampo do ." """m""_
••, do FrF"JO-'"""" _," "'''''''''0'''"
"' .",'"~ _,,,,,," 'o ,fu "',
'"""'" Q", .' """" dO coeeo;j",,,, ""
",do ",,,,,,,Jo do ""''''''''''' {bl

"",""" prod"""'" '",,"_.
o~s"""'"0' "'"'O,," d••••".
O.,"" 00" el ",","'"'".,"",,",

3 VI"''"'" "H, h."" '.'OO,

'"-
'''' ",-, h,sto '"'0,

''''''''-'''''do Rf •• d' •••••

"G .'''''0'''3

In.........., •.•
<lO~F ",n ••• ,.-'óG "1000.4-<;

""" lo' ."'""""" 0' SO "''', &10 """ '" o"'~-" O, 'O'N"~" """,,",<lO' "'po,,,!,
<_ d,"""'~" """,," no $O' 00"'''''''''' "" """.. '" ""..,., U"""",,,.,,,,,,"~1rom,",,,,,'''''' "••••",. O, •• ..,,,,,,,,,,," , "' •• ,"'" _, PO" ~, wru""'"" ~,
oh,"'o, , 1•• "",,,,ro,
'1 '" ",m, '" ""'," "'_ •••..••"." "","""" ,., ...- •• o, """<'O " "" "" •••.••.• "'''' ,,,,,o O ••.•••• ", •••• ".,. •• """r.",," "",,,,",,,",,,,, y •• """'P'" ""'''''' do '.0'0'
,,,",,",''''" "","_. ",""or" do '''"'''"''''"''''''''", ...,'''''' IV y d. ,''''o "" y 'M O,••O.",,,~,," ,,,"',,' ~,, __ "'" ''''' ,,""',"o, b, """""" doR"tl"'," ,"""",""O.
'U"'" UIT••"->d~,loe"",""" ••,,,,, d,1 ""0''''''''''''''' S, •. """",,dad o. """"'" "''''~. ""
~ """"""" ••• Quo se <1'0' '" 1~.500 ,,, •••••• ' ,.,'" •• """"".""" •• RF '""'..,~ •••.•••
"""'O,, , ••• ,,' """~"""o'"''0" p'" 'oml"'>"" '" "-",,,,,,,,,,,,,",, """"""
s, .'" "-'-"'N'"" "',,,oo.m,,,," '"""'"', ""'"",, ••• o.,,, •• "" _~ •• ,O"~""", ""mo P
"J, ~ '"""""~,~, o ","b"",""," 0,1 '~"OO
"t E" ~ ~'IoN,1o O, _'" o. ,"o 'H,. "" "'H., "" """"".,,.,, "" campo d""!" •••
~""m", -' V ..m I __

El IH ,00 •• " ""'""" """ ••• "'0=0 "" ~ omomo
e,,,,, El ",,,,,," o " "'"''''' ,O' 1H..,00 octl<rt ~>t'"08 """
••" """,,,,,ro=
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'''' ""'""'" ~""""'OO,"" ~ "00'"",,' de ""'"""""0"''''''''''0""" •.••,
""''''''""'.,,. do "" .mp'OZOm"""o
''IJOOO "" ,m '""""" '''" •••• ~, u ""'p'.
"'",o"r»<"

Lo, ,",lo< d'- '" d, m.doo""
'""'"~""o ••••' ",••,M,,, """ "'~o-
,,, <0<""'''' S, '" "",1", ""'"
-..t,do, '" ",•••".1""''''''''. ~
"""""''" ","'," """" •••• como
•••••"'" 08' 30 ••

L_ o.'~"" do lo '''',.~" do '"" dobo,'
"," ••,'Ond" , '"' ''l''''' ''',"'''0
"""",,,,1" """'''~''' .

L> ,,'~30 O, lo ,"""," do "" <1'"''''
""~poo'~ • "O rp"" ",MmO
.-om"",,' """,,""'''~ " " "~'''~
"'" '""00 ",,","." '" ,,""~"'",,""'O
",,",~"""o "" ".., "" "'cm'T""'"' d'"
",m~~'m"'<cu"o,'" ''''''''"''"'' ",m,m" el 'H.5OO«,. "o ,""m, d,
,"m""""",, ,"'",O1",,".~Oo V"' .010'

Loo;ol~," <J, " '''".~o <J. "'" <J, •••••

"'""_" • "" "''''' """'mo",_,~I.""'I""~"O
" kV",,, •••• V P'"-- "...'o ~ "-., 'V"." " >V po"",,,~. Q", ",b"" , ••
""_0' •• """ o.
,.""" n, ,",,,,,,, n,
0.0 ..,,",
• , kV ,..,~, .' '''"N••_. _"
• , kV "bo • • , .v ""bl ••,~. '-
,,,. U, <,•• ",
1";0' ,"''' 1""'" ,.",
"" U,, d,,""" "" U,l ,,"Ion,",.. ,,"'," O,, o,,~,
"'" u, "" u,I,,,,ro.",,,,,,,, 1"'" ,,,. en
',' '"--, d,,,""',, ,
'~'''' o~.,.
7C" U, ro" ",
lO'." "''' '" 1""''''"',,; '"
'" '"''''>o'' 25 d"""," "." o~~•

.,'" U, <5'" U¡

,,,,,'d, ",% ''''0& >95%.~, '" U,I

'''.'''"". 0"'_",,. ''''ro

•• 'V"", ., kV."
!Ie< ••••••• lo<-
~o.wlc.I.SD)
,"C 'lOOC"'2

e_••I"••••••p-
0100 •••••• ,...",

''''' "'000_'_11

•..... '.......,;""
",e '"100'''''

• ,""''',. d ••• d
(501"'"'1e_ .
'o,
lEC ",000".1

~''''a''''''.'-_.- ..•..-leC 61000"'"

""""". v, ,"",,12"'5 ,,","O
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'el 'H--"" ootOO,,,~to "''' ,,"' ,","""" "" "" ,,,.,,,,,,, ~ec1<'oma"O~"'" "" ~ """~, p",,"m,_
"""'''' """"""lit '"'' R' ,,!Ce <0",,""0" .' ,",,,.,, o ., '-"""~ 0,1 IH_'ooP"""" ""o"'" •••,"" "" _ •••••••O""'"","",,,"'''''' "",,"0,,,",0 "'" ".,_o.~m~~~,~""''''.".""
"'oc","""""""" po< "oo"""""""" _",~" """""" !Cm••• ,,' y.1 'H.!jI)O on "',""" <lo ~""""",, d, ••I~. m'"m, 0,1 ","'pe 0' romo",,,,,,," ", , ""mo •• ~d". ,b'JO

O" o", 0.12 ""-----
" O" O~ '",~

" "
" ,. " ',''. " " "-------------- ._--------- ------
",," "",,,,,,... "", """,,"" oom~~ m'",m. ~ "'''''' "O •• ~Ooco on ~ lo"" '"O."'" "0,,,.
"""'" o, •• "...,...., """",""",,, d '" """,o. [mi pue<lo, ••,"""'" "~""",,o " "'",',,"" 'pIo'
co•••• ~ '""c",,' 00' _"",,", ",,,,,lop., "PO""'~ """",", mh,m, Oe.,"" d" "'",..,.
••,.t~.(Wl '"'O"" ''''' dO."" d~ "",,""" d~ •••• C<"

"... '" .,,,,,.,,,~, 0""" "H, ,!lOO"",,, """,, ~ '""""'" 0' -.o", "'O"''''
'"'' """""",, """"'" ro '" '0_'" '" ,"(lo. "'" ",,"' " ",oo,,,,,,,,,,"
","""om","""", "","000 <Jo~ abro,,~" , "''''''''" ,""""."_ O'" '" ",,,ere,,,,. ,,,,,o_,~.".,.,.....

"
lo ••••••• 00. ,••••• _ ••• o", lo. ~""'''''''' loo ' ••• _ • loo •••• duo •••••••••• ' •••• 0<"".-" ""••""'''m ••••• m"""",,,, •. Po<"""".uio",". ,_ lo••••••••••• 'H_""" •• _
0""'_" 00,.,,, ••1,,,,,"" '••••""'0•••. D"~ •• lo••• '_'60 "" OUO'O"'"'o,,","'''''' <oir.' 'H.
SIlO 00 "" •••••••••••••• _. d •••• "nd'" ""' •••• y ~ ••• _ ••••••• lOO.,.de••00 ••••••••
do Iooo,""no, ""'....." •• O"""'" "" pro•••• ""' •••• _0"" _ ••••• "","""uimo_
'••••'010"".

P", lodo_ lo. "'m" ""_'" _""',,_ ••••"'p.-Io mo",•• IIp, oj. _H, ••••....,"•••
'",,_ A, •••• _ so''''J , •..••.••••••••••.•••••••.•• __ ••••.•• ..........,. •••••• do

ul,IJ •• , p.' """'.,.. voz ., '""''''''''_ "''''</0 ,,, _ <lO_"'n ._••••,•~•.
•••• , lo' 00•••• ""',"'.~ •.

lo. ,,,,, ••• .,.,, ••• , ,,, •••••••••••.•• "''' •••• ,"" "". _" __ •••• ,_ oo' U" , •••• "" do

""""0""'._ 00'" '""'"""". .
E' 'H •••• ' .010 •• dol>. 'O""''"''. lo. ,.- •••• ,_~ •• __ .,

E, ""' •• ,•• u",,,, "'"' 'iOu••••• _""'O,, ll>C •••• 00""",,0""P"_ , _ •••••_._ •••••o"'''''' •• " •••u.".
., 'H •..., .01 ••••••••••• ,,,.,. "'" •••• ,,,,," .,"",,,,,,_ ,."" ,.»n •••••.
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J ••• o ••• '00 ••••• ,•••• ,••••• 0<.'00' do .'H" _'''''''''''1
Cad, JOOllo •• " """" •• ",", po< oootro "'~ •• "" d. _~"" de ".,." q'" " "oe.. ",,',""
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l.a ",",,'00 <re'""",,","'0 """'"'" ""' "",,¡oo da ~ '""="" "" " 'oc,"" do o" , " tr,m',,"o, ."fu""" do 00""'" ,,, do""'. L>""",,"" so o",d, •• ","','" do be"""",,, "" d"""", ,en
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O!",.,,,d, """'PO"""""'" " ",,"'" 00 go'" """"'do '"'''''''' _ Too••••• """'_.,...
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"'~ .••••• ~ <lo' """" do~,,"o,,, ,medn<o<

~,8DO_ 2fi<IIl-tl< ,.,.,.. -,- 13'''~,BD ,~, •• ",,~ 'bOB_"" ''''''52 ",,"," _00 m,
= aD'~_,"" '""'_" "7"" -"- ,hs,., T""mo 'roIl_' '" V'-<J"'-S"CS """ opoco '"",- T~,~, 2ro1l_1"" ","""'5"'"' "''''''''O<'>''' '''''''- To"mo ",,"'52 VFOS4SAS ""- ,jo"., - "'>R."", G_CC""(~ ,=, ""'"o"..., '"''= 0_ 'roIl_m GRO'CC 1"_",,01 '=, oo<vo opooo 1J",
= - '"",,_lOB GROS"" 1'"'''''' "'"", •• ""'""' 00000 ''1"''

"otI<I:>2S V'.O-<OOml" ''''JO """'O 'H-500 "",,," d' ,,,,,,,,,. O'.,~_","
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1" •• p'''"''' dst<>OlM too", "'" out"" """ •• m""", !po do '"000"
12' No" d,,,,," """"""" 'H.SCO "" tu",," m" •._ d' 100 "'"', tapO' ""~d,,

••
".

'600-'00

"""'107,
GRIl"'-'NV«"'"''' "'"",lO 0,",0 o""",,
GR'"" (454027} Ro", o""'"

T."._" d.po"' do ,,00"" •• o,",""'.' "". ",.,..., •• 'H-"'O, """"""""'..- "'PO"" ,""""""O''''',,,'m""",,. "" '00_ y""'''''' ¡
'" ••,""~" do ."bop '" 'K."" """"" " ~ ","o ~"",,"'o ylo"""""'" o, ~ ••••••y 1"""".
'""n,"" ""ll" d' h"" 'o " E$00".'. """'~"" ~ ••••••d. ~ ","""" de ~_,h"""
o.~"" , "'n, , "''"''"'""""••~ oo.""'" ,t po'" ~""''' """ "'_"'.0" '

/-

•.•.•.•T'_ ••_ •••' ••••oo •• __

No $OO,'''''''''" .,. "pO"'" ",,>S,nu" O ""","", roo", 10<do"," ",'''OS •.• ,""-""""

F'Il, ,.20 Do""""'" do! """, •• ", tubo, O,""""'"

.,U'"' 0.100<,..,do••00•••• ' ,•••••d. ~""n "'do<;••••• OO••••••••",""os'

O"''' b, t.oon •• d. ", "'''"' do ,,>1"","","",,,,,,,, ",ta, d. oo,,,,_ """ :M--""
'" OO""'" , ••• >< ",,,"",,,'''' 00 d",,'" t"""" "" ~, '''00, d. ~","N1 "'''o~v
Loo-... no ~",m,," ,""""'O ,_ O'" """",,"'" •• _"" "',"", ,,, ••.•,,'~, ~••• tJc,,,,,,
''''' " oOO~o " o "

'.U'" 0.100<,0,do••""•••••n••••••000""'••••0

No•• '"'" d, "'" """""" ,,_, " QUe'""at.""",, "",,,,•. ,, '00"
"'" ,",,,,, oon '"'''~ "'~ o"""" '''go''" "" '" S"o,'~,,,,,,,,,,,~••,, ro" " ,""~o o;: o "

"' ••••• ""mO" •••• """""0,, .~.lo •••• '" <lo","'" do" •• OjO

£1 """" ,"'(,<'O dO """-",, ,~"." ,">l',,>,"" ,,,"" """"'OS "'''_ d,' 'H,"Oy i,,,,,,,,,
'" <>po<'''"''',

Ano'~, ,." ,m
-""," •••• o,On ••••••••••• ," cm

A",,, 69""
. <00,_,On., """'J. 9' ''''
p«>"'_. "",m
00""._ ••,,~.. '" cm

Po.. ro, ""
- 000 "", p,'",,,,, d. ""lo",. _'" kg

"00!1228 V1 o-<W201ó "omo
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FIQ.:J-Zl NI, •• "''''''''., ,,,,,a ""H'''''' "",1m,,,"

•=;:~~'~'-~~.~"~~~;;;;============-------." ••• ,,"," ""03J0 _.<10)

S P••• , 'J"""~'"
4 "",""
: ~~::~~S:' SA,J""."" •• ,"m" •• ,,,ón ,"""","",,o~.1(••,_lo "'o'<.",~

1 ¡".,. dO "moomom~nlo 0_.1

8 e"",, .,"mO d, """""" s61~", '''''''" "~""J
9 ;''''''''0 "",." pao"''' do ,,,¡,,,,. (<ccc,""""_0I"'J
10 "' •• "" .Im,,'.",m~"to <lo"" .""'Ia, d. m"""",,
11 A_ •• "m",,"".m~",o~'"""''', •• Q

" '"""'" ,sta",,", d, ~~~.~"'""-.":'._.,,_'""")-~==--

'H-óOO Mon"" "" "".,," • lO e.,.","

fmO'" V, """"""" ..,,
Dra. LauraMere' -de
D="",T",muIAf'O'I'
BIODT!lG~OSTIto SA,

M..,,,,, "'"
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O""

"",""""", "" """'''' 00 "",,,. """ ü<GCd' 'Cuan"" h ., ' ~ ''''''",0 d' """ta,,,
.., BITn"'''', ,,,,,a ., ,"""",o d' pant<"

TI'ol>oJo' GOfIel so!twa,.

;~;:.:":' •• pueda m •••• ,... " ••• , monO", ""o • ""••••••• ,,.. "" ,,"""'" ,6"'",' _'~ <El" ,'o " ",e'"',, """, •• ""Oe<le< • ~

,,

_____ -¡- ,.,,,,••"J'".,••~"""'c".""."""",,"""••••
.; VISTA G£NERAL e::.. S~r:-1WARc

'" •••• _"""" """,,,,,. do ••••••::.-..::- '''''''' El ""ftw"" __ ~":"..:':.~:::"::,~ ~-:"=o':""h"",,," ""' """',"".,. """",. .., """"

_.1.2 T<ododousa

a lo", •••''''''''"00 """ " toctaOo ••• _ ••
•..• "'>YO'" o•••• oo<~"'" • I "'''''''''''', .1 """"" '" "",'""".r••» , """" ••••• lam"""" """""" ,,,.,"_. e<r '" i"""",, (,on ~
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•• oto., ABOI/T¡""RCA OE)

fI botóo _ ""ostr, ",m"""",," -." ~,,",,,a 'H.
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• ' " ••• ,ón ,,,' '''''''', " '"""""" .0 '" "'W" botO" LOG 0<iT M_"
SES'ÓN! ","" """" ~ '''~o

•••• 60 MI'NlJ (M"NÚI

Es," bOl"" ""'"'" ,,,"" ••.• " ""ot,,~ "'EfflJ ¡M'NÚ)* eo",,''''''_''''''' ..•..•P•.•_M.""_I .."~,,..'",'70

••••• oLO<: '" 11"'CtARw;lÓNI-o «,e OUT ¡c.n ••••R SESIÓN¡
" .-, lO<: IN Q"'C'AR $£.<10,,> p,m,,'" •• """" • lO "'0"'" Loa IN 'INI_
CIAR SES'ÓN! .

Ba''''' CAPTURE (CAP'!UAA"I
E". bo"" P"'""' """"" un> """",, de _'~ d, ~ ,0too1., ",,,~. d.
"'""00 fGUI) , ~""""~ "" "O d~oo""'o d, ."" ••,••.,.,_""",, US8 ,,,,,,","

"~_'~ p,,",,,,,,I" ,,,,,,rO"~ '" '" '"or.1 botoo lASTSCRECN IU"'M.<
PANTI Es" "",,"", ",.,,' • la "~m. oon'"'' ",,,,,Ir,a,"

Balón lAST SCIlEEN I"'TI •••• p""r,lo ••••'" 'CllEEN ¡.ANT. ""'NCI.At.l
,,_o MA""CIIEEN (PAm e~INCr.Al.Jpe""" """" '''',. ""'~" ••. _."'",• ~p'"'''' ",~o~"1'0 '""~"'" _tal $, ••••• """'""00.., "'O'm_ .. "",00 '" •• ,"000'_ ••• ~ _""~ PO"""" (O ., ..,. <l. <"1'1,
..., 01 botoo ••• '" salEEN (P"'"' .•• ,NC'"AL> 00"'_""'" "" ,~"" '" O'f'<ao"

""

l!i!J------

••.• ",,"~" eOMPOIiENTS IOOMPONEriTES) I REIXlURCES (RECURSOSI ~J '"'~, ''''''''' ,,"'
"",o o =-"""" con err<>fe',

" ''''Il'" ''''''''''" 001""""""'"'" "" pe"M, """""" , ""'" "" ••••• d." ,n".....,'" _
puarta> , ""_ , "',,"' •• , '" .,.,.. ,"o """""'"" ," •••••• 1

VISta general del ~~~ ~

s, •• "')OIT~""_O, ~ rO,,,"""",, "'" d'" ",,,,,, ••• "" ""~rt.",,, 00100 lO<:
0lJ"I"1"'''''''"SESiÓ"I"""" CJo•• Th.~ iC,~~' "J"""" S,,,
"""'n "' •• ",,,"-'0 (a_J, "" 'Pnl00"0""" •. ~ _"'"', ,.. o ""
"" ~ ,""""meo'"

, s.«;1>n do __ ••• 1••••""'"""'"'1.111".1 'Eo,oIa """"00" '""•••• ~ ""',moc~o",,"~o'c
tl • Uo""oo ".,"".,.., •

• ",""o o,, """01""0,
• "todo "'" ..,-." d' .'''~o •• ...,. (DMS' (SAO',

• Foc",10","'''''''''''", h~ , v,"'~odel"""' •••,

~, ""OC> '0 ""cobo •• mlon'o

"'-50[)M"",,, •• ",,"ano' o B......J ,
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I
I

•.• _, •• """","""" ""lO' '~h<,"'''o" ~ ""'",,""'" 1'" OCI""
"'.."""''''''''' .•..• ""CtmU"",, ~""U"'DOFW,
• EXTE •••••••• I,,-,-,RNA¡ lIobo<>.toooI,

• INTEJ<NAJ. 'N,"Rf<'¡''''''.,''''.,,,.,'' ~","" "'" ~''''''"_I .
• COOLWG IR'FRIG'FW:ION' ,,"""""' "" "'''''''00];
• FROIflCE"""""'" rrnoNT~LCeNm'FOO",,'''''-'J
• REAR CEIrmlIFUGE ¡v.oo POST e'>ITRIFUG&OORA,

SoJe<ao'" '.<la _""' __ • ~ __ C"""PONt'NTS
(COMeOtYEmoSJ-

~ eo,~. ,,_'"'o ••.• "'o,'', Com""""","(Com""••••••••••..,
~".."'",.."

evo , ••••,"-" " ",oton," "" •••• m •••••• """"'"". ,,"""""'" '"_"",do ,."'., d. "","""",oorr "_00_000.' "'"••d._d'""""' •••.•..••
Úfl""",""," "<'""". P'" '" •.••••"'" """"•••.

":l." Soc<;lón do1<lmporotu,. "" l•• eom""" ••••

• .2.J Sec<'OnSOm•••• (M""""'al

l, "~,,,óns.<MP<.ES IMUEST""Sl _ •••••••• 0. •••••• ,..;;.\

om"_" """""••
",",,, too., •• ,""."n•• ""'••••• __ ••••'•• ..-""_ o

"""'" ~. m"".tr •• '1"'0_ •••"''''y .-.-., ~ """''''' I
"'-.ES 'MUESTRAS, ••• " "", ••••• ~ _" $lMPUS (MU""-.,

.""'>00•• O"',.~ """'''' , " p","'~"",,"'-'S 'MU'ST""SIo ". .••• do b ,m,S"" 'm',...,... 0.' ~_'" .

1 "",..., • lO p,,, •• ,,,. RESouROES ON BOARO !RECURSOS EN INSTRUM'NTO)

2 ••.oso, " 0"'''"' COM""I<E/ffi; ICO'-'P{lN""'ES', ."""' •• do ~ """'" '" •••.• "o ~"'_
-"

ca ,m",,"" """""''''" ",ti 'N"~' "" 7 ""oc.,.,., """""'~. """'000'"'" ,,<orOO''',. ,ce.
"",."",taIlas.''''''''''''''''-'''''''''''''""",,'IC&'
S, ••••• "''''',,",,0"0 ""'", ~ "<,,,,," " "".1"" •• ""'" '" "",,,,,••,,,, ,," 00'""""""" o '''''
,00,,,,•••• ",,",,,,,, d, ••• """"'''''

a>e-_"' ••.•.••'""•..•P""_Pf'"C.".,."oa>o""=_I __ !.""~,..~"'72.

--.!_~':..'~p~'~•..••.••.PUS ,'MU_"_,_~_-_, , _"_.
~ A<=o • " _ 5OLumm.-' W.sTÉS ISOLUC'ONl:" I ~E"OOUO", 1"""" 00 "" 'opo,;,,",

d. I~"","I
s _o • ~ pantal. '''filo' 0,._, 00<0* ICojoo ".....,ho I "." •••• , ""''''' d" •••••••.a
e """"'";¡;-~ .oum,;ÑSIWAsTES rsOl.uCION'S¡-R<:SOO...os'I_ "., ¡;;'",o ••••

""''-'''''''''''1
Al",.," ••• """ •• ", un 0-1 00 •••• (Car'o "q"~"'"/ D""~,I , boton de _"""
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"""'''' '"Ie''' "'"AS)."......"" too•• ,.,.,."""" 00' "","""" lo",""""~"""""".-"' ••..,~,","""~"""""

""•••••• _,,'o _ '""'" ~ -=>" <letoo... ,
lb El ,~m.ro" '100_ .....,,"'''''••• " ? (4)••"",,, "",,,"

tw •.., a.oCK """"SJ. I

""'", ,<l. _"'" "". ".'0''''''''' ••••-.••

"",.-.5 """",, do>r",••
,,,''''''''--=""••"1 •••.•••••,,"

.~,----.. .
;:;0-; O ..
-~"'-"- ....
~w..," ~•.•."......••_•.••

-

•
•

4 Vista general del IIOftware

..,

• 3 e_O<" <le'"",," '"' '" ,,,,,," "pe'''.
• 4, eoot-.- "" '"",'" ",",,1"'" [p .J o,,~ de "ro" Ale (PAH""-.~ """""'" '''''r',,, 'U.'T..r, ro Ropo"I""'"'~'"'.¡o.'~ (,".,1,,,

""""""'<)"""~""'''' "0
Bo~ ~TS C""'~1Er>'D 1-<","'-$'$ F"'~UZAOOS)

""m<to'~o""" ''''''" lo<on,"", '"""a",,,
~ eo"""", O/ """'"'" •••••• , T.,~ec.moJe'«l ~"" ••~ F,.••>=J",r &, ~

""_138.

--

--
-

L, """o. ••• ""' ,. ".,..'" ••••••". ""lo b,""""" 00< pe",,,,," ""m,",, ••• "" '"",''',' \ ~,
••• i!"" Lo banda ••• p~ do pég'" "'~ •• "",b~ """'" " P'"'''~ p'<q»l ~"" •.• _"
,,,_. la"''''~~'''''''n d. m•••'"", ~,_,,. d.~, •••""" .10'''"" "'''''0000_
d>,•.•• ....,. "" """""' d~_ • ,ot~Do ~ ", ••""'~, ~, _ •••• n" •••• ""ad'" 10",1 17'-
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•••••••• ISSIN(> Rl;SI;lilllCES¡FAlrAN ROCWlSOS)

"""" •• V~","laI ""'''' '''' ""'""OS O'" tl"n " '"'''' , '''' """"" Q"" "'no"o,ro un ano""" •• "..,meo ",ro '" po,~I, d,,,,, la """"~ Inrs WlTIfOUI"
~OUIlCE5 ("""'-'515 """ "IOCUAsaSI.

1>0"" RE50lIII<'ES CN aONIC I"'CU"""" ''''''ST~U'''NTOI
F'o""", ", •••,,"" too", '''' ""'"""" "00 '" '"'"'""'" '" ., ~"'"'"""'" ; ,", ••
•.• loo 00""" "" •• ". '" '-0)""'" d,-"'. ,'""_ T_,," P'"""" aoco-
"". las ",""""'" Gfl CN'llSDET""-'l ¡""''''-lES T""-JETAS G''-J, fJII..UEIn
CEr~•.s [OETALLES ",LUfEN'fE) ; IlEAClENT DETIJLS IOETAl."S "EIICTIv<;l,

-------_-.;SiWP..ES "'NAGEMENt¡""M1NISTR>.c'ÓN MUESTRA$l - -----

.'..•..'.•.• ""'" vo"''','' ","" ~, mue>t••• 00' •• "", •••••.••• "" '" ~._, ~. ,",
••" "~"".,, '" '""'O, '" mo",t,..~" ,~~'"o Ip " "0_' "" g,a,"'~,""'."'''", """'yo".. """,It.¡
" """ ••.•'" "",. o""~O ••• Oo. ".,,'''''''' '''' """"""" , ~ ","",.J '"••; <l,_ ••• 0I,"_"",",~
• 1. M,,,,,,.. ,n ",","",,,, <lO .~"""o,,, (""''"'' •• ,'~, •• 'pa,,,,,,,,, ,"o ,1m.
bO'" iI,

• 2- M"",,... """ =<><lo< do "*'''''''"
""lo _" _, """"'" <amO"" • '" ,,,,,,lo,,,,,,,,, """, •• ,.
<e 00""",.,_ .....,"""'''"',.,''".••.•"''p4g,,.,..

• 0"'<'1 rESn; WITIfOUTRE'OlII!CES (~""""S'SS1M RECURSOS)

.....,.., ._ •••• ,,"' """'" ~, '", •• ~ ••• ,""'''''" ""'""" 01 00100 •• opa,.""", ,,"o"mb'~.
<e OoowJle" '"''''0''' '''J.'''''''"" "" '""""oo- '" ~ _"" 134

601"" TBSTS""""CG~ES9 ~L1S1S ON CLJ"""I .-------

I'a<m•• '~,."i'",,,,,,,"""'"••.••""••• '""", ••"''''''' o".. •••• "" ,"","mM'O
Ip ei."00,-,"0, ¡""","""" "",,,fu_. "'O POr,)""m"",,").
<e e"""""" o",,"'~.•.•., -...~ '" ",,",o''''at.,ll"'' ",",,"'n 1'£ttS TORE_T (AN~tJSIS ~ R•••• lIR)

• ~ 4 p,""" "''''''''' ""'"',.,. ••.•."•• O"''' _ ••_. I_~'J' O"," 'a"- ""'''''''"'E' ",,""dor .,,' d"d"'" •• o"' """"""""

H"'9118 V',O.(I4ROt5
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•.••__ ",""_"'~p,-.",,~,.;mbo~tr~",,,~.'o'" ."', ••.•" "~"' ~""~d"
"" ."'" o " ""~," b '"""''''''~" <loo "'"'''''
En "' •• uso, "" .....,.,. '''''"'''''''''_ ~_ ••• " "'""'~.
En d",""","_, <a~' ••••• """",,,oo lO''''''''''' ~ "'~"" •• 'fFS. (Sil ""'. con"",,, ~ "",," o
""" .. (NO) "". =,..~

--
&,
---

Pan"'l. pnnciIl" en ClI"" d. error l•.••jOl""ranJe)
~, "" Oro,""" "" "''', o o"' ',,,"en,,,- ~ 'eoc~, __ •• ""'_ ••• «Ho<"'JO " '!IrOIIJI
E>"""'"' _""'" "", •••••••• ,~""" "'"""'" , <1 ,,""" do 'NOO •• """""'"'" •••• "" ••• "'l" o_o.
....."",- e, "o1",m•• ,o ''lOO fu""""""",, """ """"' ••• "''''''om,.....,., p ~ "" d__
oI.¡_;01 '"o de ••,~,,,,, I~"~", •• " "000.Se '"",.,",."'. ~ """",""""" d~ ""'"' ••.

EM, (rojo) ., "' __ $O'" _do Se ...,,_ o"' ~,"""",,,," po< P""" d" ",",no.

• lo' ""'c~"•••••••"'-ES 'MUóSlAAS) In R~SOilllCES lR,euRSOS) (91 o C01IfPONENTS
(C{)"F'ONWr,,,, 1'01

'-ti "' •• '~" d. "lO""" ,. e""••,...., , " _"",,,," '''' -.too., """ ••••••••"0M~',,",••
r~',"m,",o pan '"9"" ••••••taodo ~. "",to ¡'" o"""'. """"""'" '" '"o""'.•••••• ~ """"',,
"Sr ro """""T (ANAuSIS A R'PETlflll.

FJ;¡ •..• _''''.,,'~'''.,''',''''~

O' m"""n,m",,,'~ h,d"o'~o ",,,,,,,, "- '.01'''''' o"" ..., • ro ",en.",
s, ••• __ ""'o "" ...,,'"' '"' que •• ,." ••• "","" " "",01"","_, "",""" ''" """'.
d",,"o d. mon'''''m"",'' "'''"O' (o "'JO " "''' """"'" " "' •.•••"do , 0"""""1 '" ~ ".c
O~" """_,.,.,. 'NSTRUM'M"OII"',,,", """"""'~
"" e"""" •• """"", .,,,, _"" do""",",,""_",_r ""~","'o,'"

5, un ",""" •• _~~ .,,. """",,_ GO" ., ,,, •••• ,. d •••••• ,C<O, " """"o •• '" ,m',," '""
",""'•••••",."~ 'O~.••.••.•., •• ...,__ •••••••_~t"""'''',.~••"••••""'''':

\

\
Dra Laura Mere ¡de
D, '""Tocn"",IA¡»de
H DIAGNOSTICOS A

I

-
.000 """"" • "",,",,' " B ••••

, &ro •••• ~ """" "",,"'"'"2 E<ro<••~"'jOn-,-_~,-,--------------------
3 ''''''''~_''''''"''"'''''''"'
4 E"", '" " , ••• .,. en,,,,,,,,,
5 ""''''' •• '-""_ ••••••••••_'""00_"' «ojO~--.-~~~oSAM~~iSIMU'S~2..._

"""""lO"
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7 ••_ da'"'_0'''0
<3>COosu1le"••••.' S«,c,oo""~"..'"""'!(Moro", .•.••"""~¡O.,,Iap'_ '"
8 s.ao~o""''''''GES (MENSP.IESII~ '"', •• ",""'..,.,." """,.,,, 'es.1".' <n 001", "'1""

na •• o¡a)

~ E",. ." ~ ,'""".00 ~l1$OU~eES(!1FCURSOS)

o conw"""' ••••. ,S<=6,"""""""iR"""""'''JfOmo..-"_.'' ••'''''''''lJ
10 <"'" "" lo """'''''' COMPONEWS IOOM",,,,,NT"S)
QI> Co""",. ,1 "U.2 Se<_ Campa",~" (em'"O"",,,,,,,,,,,,,,. <n ~ ~ ro

11 o"",""" _'" da lO<"""",,,to, d. "',,~o
12 "'"" '" lo _ 00''''''' ,,"',"' •• 6Mos

4 \/isla general del software,_.....,
RO,. no •• ",,",b'" ••,,","" "" '''¡ola •• "',
00 eo,,,,,,,,",,Ie,,,,'ulQ '7.•.•. ' ~'''''' ",""",,1 ""'"'~ """', "",",'o 1Do

"""'''., o "'""..1.' '''''''-wo, """"'"(Ca¡OO""","""'1 """''''i' en

<IV "' •• .,.' •• ,_,_">OC<i(,n .•.•.'ho'_"'.".,"""''''''''''''''"'''".on~",,,,,,,,'"

1224-8
I

T•••••..•''''•• ",,,,,,"'"•••••••••••1"''''''' •••••••.••••""••

E""' •• ro."''''" •••••• 110 ••••• _

e E"", ".10,.. •• ,"""""".

11

11.<:00""" ••••••.••• ,••.•••.••• _

11
11
liJ
11
11
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"2016 - Año del Bicentenario de la Declaración de la Independencia Nacional"

I
Ministerio de Salud

Secretaría de Políticas, Regulación
e Institutos

AN,M,AT

CERTIFICADO DE AUTORIZACIÓN DE VENTA DE

PRODUCTOS PARA DIAGNOSTICO DE USO IN VITRO

Expediente nO 1-47-3110-2170/16-2

Se autoriza a la firma BIODIAGNOSTICO S.A. a importar y comerciali!ar el

Producto para diagnóstico de uso in vitro denominado IH-500 / siJtema

totalmente automatizado para el diagnóstico en inmunohematol09íJ. Es

compatible con todos los tipos de tecnologias inmunohematológicas de talietas

de gel, incluidas la tipificación inversa, la determinación de fenotipo r de

subgrupos Rh, la detección selectiva de anticuerpos, la identifiCaciÓ¡ de

anticuerpos y de antígenos únicos, las pruebas de antiglobulina humana directas

(PAD), las pruebas cruzadas y la titulación. Se utiliza con las tarjetas de tel y

reactivos marca Diamed, los componentes principales son: Monitor de pa~talla

. . Itáctil, teclado, pipeteador, area de carga de muestras, cajon para carga de
I

tarjetas de gel, reactivos y diluyentes, diferentes depósitos de líquidos,
I

Condiciones de almacenamiento: -20 a 55°C. Lugar de elaboración: BID RAO, 18

Iav Polygone, 42300 ROANNE, FRANCIA. En las etiquetas de los envases,

anuncios y prospectos deberá constar PRODUCTO PARA DIAGNOSTICO US¿ IN
. 1

VITRO AUTORIZADO POR LA ADMINISTRACION NACIONAL DE MEDICAMENliOS,

'ALIMENTOS Y TECNOLOGIA MEDICA. Certificado nO0..0..8..4..9..1 .
ADMINISTRACIÓN NACIONAL DE MEDICAMENTOS, ALIMENT

MEDICA

Buenos Aires,O 2 ~OV 2016
I

TECNOLOGIA
I
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