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(9)0. b '<il'1Vll\?1El1lili.JJ~fl1Pl(J flb~flfl1J'<il l?l~El lu mru~EJ 1i.Jd1~11?1CJ~~~'Wonm?t'WEJ-:U~b~(J fl-r'El\l 
~ 

fi1b~CJvi1CJ11?11 -:u1fl'<il'lvi11?11:J1~ 

(®) '<il'lvi11?11:J1~-rumJ'<ill?l?!JJb~'W~-:u~ 1 olil 'W fl1J'<ill?l~EJVl~B~1~fo'<il1?1?1JJbb~1:Jb ~CJ\l 
'WEJ~lil~vl1fl1J'<ill?l~Elfl#\ld~EJ 1 iJ 

(®) ii fl1Jfl J~v11~ b off 1~ fl~ru~ ~~'WonEJ b?l'WB~'ll'W~ mJ'<il l?l~Bvi~B~1~fo mJAl?l b~ El fl 
~ 

iii:-mi.JJdCJ'lJtl~1:1.J n'W vi~EJii'11'W1~ b~(J nu ~~'Wonm?l'WEJJ1 CJ5'W vi~El-rrl?l'V11\l fl1J bb -LJ\l-rr'W El ~1\l b U'WDJJ:l.J vi~El 
~ 

?1:1.J CJB:i.Jn'Wnu~~'WonEJ b?t'WEJJ1 CJ5'W vi~B b~1viiJ1~1 'Wfl1Jb?l'Wm1m vi~B'1B11m~v11mJVlliJ~\9l5'W 11?11 'WmJb?t'WB 
~ ' 

J1fl1 

(bTI) fl1Jvl1fl1J"5' 1?l~Elfl#\l1f~El 1 i.Jm-;u flEJ 1 '\Xbnl?lfl11:1.Jb~CJV11 mbn"5'\lVlll?l Vl~ElflWVl'U~El 
i.JJ~ fo'lJtl?11n1Jru~ 

(cs:) mru5'W 1 'Wvl1'WEJ\l b~(J1 tl'U (®) (~) Vl~El (bTI) \9l1:1.J~fl1Vl'Wl?l 1 'Wflt)fld~VlJ1\l zj\l'El'Elfl 

\9l1:1.Jm 1:1.J 1 'W flt) Vim CJ11 ~1 CJ fl1J"5' l?l~EJ"5' 1?1~1\l bbG'l ~ fl1J'U~V11J~?l~m fl-r~ 
G>Gl. m1tl~u&lm:wn.r;iV1:w1mb~~1~b U(J'U 

1'WJ~vi11\lJ~(J~b1mmJ~El ~~'Wonm?t'WB~1~fomJl"11?1b~El fl 1 '!Xb ll'W~'V1 CJ~EJ\li.J nu&lm:i.J 
~ ~ ~ 

vi~n bflru'V1~nt]Vl:1.J1 CJ bbG'l ~J~ bu CJu 1~n1Vl'W1?11111?1mfl~\lfl-r1?1 
G>kl. m1tJ1~bii'Lit:-1~m1tJ~u~..:i1'LI°l.l&:i~tJ-a~mrum1 

"5''1Vl1 vi m:1.JTrnt!1 t:-JG'l m-ai.J5u&lnu bb~1 b?t~-:u m:i.J~ f1l f1l1'VEJ\l ~~'WonEJ b?t'WB~1~fo fl1JA 1?1 b~ EJ fl 

1 '!Xb ll'W~'V1m ~EJt!1mi.JJ~ biJ'Wt:-JG'l mJi.J nu&\\l1'W'VB\l~i.JJ~ fl Bu mJ . 
~ ~ ~ 

tiY\ld Vl1 fl ~~'Won Elb?l'U El~1~fo fl1'jfl (?] b~ El fl 1:J ~1'Ubfl ru'V1~ fl1Vl'Ul?l-:U ~tl fld~~'U fl1J~'Won El b?l'U El 
~ ~ 

Vl~Elvl1~f1jf1j1tl'U"5'\lVlll?l 11-&1fl'j11 
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"j1 t:.J ci~bei t:.J ~ bbci ~ri ruci n~ru~bu'rl1~ • 
" -q~'ll1t:.11~n"il Quadruple test 

1. rirufit1Ju&i~11tl • 
1.1. b ll'W'1l~J1 m~1 off nu bA~e:i,:i~"jT'11bA'n~i,1e)~ 1 'W~&i6'11V1fomT'11 bAd1~i,1fi'~me:i-:ini;l:ummdm1'W1 'W 

' ' 
Vl~'l~'IA"j"j.fl1~··rn1G'f~ 21'W6/ir:u (serum) 

1.2. '1l~J1m:UJ1~nm1~e:itlmru"il1btl'Ufl"j'LJ'1J~~~eJ:IJ1 m 'Ufl1"j~"j'J'iJ1bfl"j1~i,1 
' ' ' 

2. riru~n~ru~bu'rl1~ • 
2.1. riru~:uu&i"ll~J1 t:.11 ~"j1"ilibr1"j1~i,1~~mei.:imfa.m1111"j~11tl1'WV1ru.:i~.:iri"j"j.flb~"j:1J1~~ 2 ~1-ifnu 

"I q q Cl/ 

.d .c:. ' v ~ Q ,QJJI 
bA"jeJ.:J~n"il1bA"j1~'VI tJ"j~neiu~1t:.1u1t:.11~';i1"il1bA"j1~'VI ~.:i'W 

2.1.1. tl1E.11'Vl~G'feJU Alpha-fetoprotein (AFP) 

2.1.1.1. bll'Wtl1t:.11~"j'J'iJ"j~liluG'f1"j Alpha-fetoprotein (AFP) 1'W6/i-rmm.:iV1~.:i~.:imdn 
(Maternal Serum) 1~E.JVl~f)fl1"j Fluoroimmunoassay Vl~eJVl~flfl1"j Two­

step immunoenzymatic (Sandwich) immunoassay b'Wbfl~e:J'l1bfl"j1~i,1 

bb 'U'UeJ ~ b 'U~&i b ~.:itfim ru (Quantitative) 

2.1.1.2. G'f1:1J1"jtJ~"j1'iJl~tJ~mru AFP ~i1f111:1JboLJ:IJoLJ'W ~'lbb~ 0.1 -500 U/ml Vl~eJ 
., 

l'i''lbb~ 0.5-3,000 ng/ml 

2.1.1.3. :U stability Vl~'l"11!1bll~1.ff.:i1'Whh'.fe:iE.Jfl11 14 i''W 

2.1.2. tl1t:.11'Vl~G'feJ'U f.S-human chorionic gonadotropin ( f.S-hCG) 

2.1.2.1. bll'Wtl1t:.11~"j'J'iJ"j~lii'uG'f1"j Free f.S-human chorionic gonadotropin (Free 

f.S-hCG) Vl~eJ Total f.S-human chorionic gonadotropin hCG (Total f.S­

hCG) b'W~-rmie:i-:iV1~.:i~.:imdn (Maternal Serum) 1~E.JVl~flfl1"j 

Fluoroimmunoassay Fluoroimmunoassay Vl~eJVl~flfl1"j Two-step 

immunoenzymatic (Sandwich) immunoassay b'WbA~e:i.:i1bfl"j1~i,1bb'U'U 

er~ fo~&ib~.:itJ~mru (Quantitative) 

2.1.2.2. G'f1:1J1"jtJ~"j'J'iJl~tJ~mru Free f.S-hCG ~i1f111:1JboLJ:IJoLJ'W 0.2-200 ng/ml Vl~eJ 

~"j'J'iJl~tfhnru Total f.S-hCG ~iiA11m.LJ:uoLJ''U 0.6-1,350 mlU/ml 

Aru~f1d"j:IJfl1"jfl1Vl'W~Aru61 n~ru~ 

(}- ~I\'] /)_~. 
( 'W1 E.l:IJ'I fl Cl 1"1~fl1'1l:IJ) 

' 
(m.:iG'f111"1~fl1 ru i;\'1tJ1.:i) 

' 
('Ll1E.JTvlruru e:itJlJ.:i) 

v " ' 

Q.J ~ 6' 0 Q,J ..:!lit. 6' 0 QJ ~ 6' 0 

'Wm 'Vlfl'Wflfl1"jbb ~'VlE.J'1l1'LI1q]fl1"j 'Wfl b 'Vlfl'Wflfl1"jbb ~'VlE.1'1l1'W1qjfl1"j 'Wfl b 'Vlfl'Wflfl1"j bb ~'VlE.1'1l1'W1qj 
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2.1.2.3. i1 stability vti;r\1'11mll~1.U\11'W1~11mm11 141'W 

2.1.3. J1CJ1V1~61ffU lnhibin A 

2.1.3.1. bU'WJ1mlll';i1':il';i~~'U61T;i ·1nhibin A 1'W~1':lJ'l1eJ\lvttY\l~\lm';iJl (Maternal 

Serum) 1~CJ'V!i;rflfl1';i Fluoroimrnunoassay 'V!~el'V!i;rflfl1';i Two-step 

immunoenzymatic (Sandwich) immunoassay 1'Wbl"l~e:i\11bfl';i1~~bb'U'U 

eJlll b 'W:W'&lb ~\l°IJ~:lJ1 ru (Quantitative) 

2.1.3.2. 611:lJ1';itl\11~1'11~°1J~:lJ1tu lnhibin A~i11"l11:lJboLJ:lJoU'W~\lbb~ 5. 7 pg/ml 'Vl~eJ~1 

fl11 ti'I 1,500 pg/ml vt~e:i~\lfl11 

2.1.3.3. i1 stability 'Vli;r\1'11mll~1oil'l1'W1~1JeiCJfl11 141'W 

2.1.4. J1CJ1V1~61eJ'U Unconjugated estriol (uE3) 

2.1.4.1. bU'WJ1mlll';i1'1';i~~'U611';i Unconjugated estriol (uE3) 1 'W~1':lJ'l1eJ\lvttY\I 

~\ll"l';i';iJl (Maternal Serum) 1~CJ'V!i;rflfl1';i Fluoroimmunoassay vt~e:i 

'Vli;rflfl1';i Two-step immunoenzymatic (Sandwich) immunoassay 1'W 

bl"l~eJ\11bl"l';i1~~bb'U'UeJlll b 'W:W'&lb ~\ILJ~mru (Quantitative) 

2.1.4.2. 611:lJ1';itl\ll';i1~1~°1J~:lJ1tu uE3 ~i11"l11:lJboU:lJoLJ'W 0.3-50 nmoVl vt~e:i 0.017-

6.9 ng/ml 

2.1.4.3. i1 stability 'Vli;r\1'11mlJ~1-tl\11'W1~1Je:iCJfl11 141'W 

2.2. 
Q./~ .c::i .c::), ~ 

~Wr;f:lJU \91 'IJeJ \I bl"l';ie:l \I \ll';i"Jl\11 bl"l 'a1 ~'VI 

2.2.1 ~'l11CJ~m~~vt1bl"l~eJ\llll';i1'11bm1~~fi'~mei\lfl~:lJmm';im1'W'1'Wvtru\l~\ll"l';i'aJlbm:lJ161~ 2 ~iJ 
'\J ' v 

l"ltu61:lJD&l1111m1CJf1~ b~CJ~m HVW1'U1flfl1'Vl'W~ 1 ~ "il'1'W1'W 1 bl"l~eJ\I bbfl~~e:i\11''U~~'lleJ'\.Jfl1';j&l~~\I fl1';j 
' 
D1';i\11'm~n fl1';j61ieJ:lJbb61l:lJ ';j"J:lJ~\1~1e:i~ 1'Vl~~\lvt:lJ~1~CJ 1~fi~:lJfl~1111i;,ei~';i~CJ ~ nmm-a&l~ ~\I 1~CJ 

' '\J 

d .:::., tf..J ..::i. ~ I.I e:.i Q.I~ CV J{ 
bmeJ\llll';i1'11 bl"l';i1~vt'Vl"ll ~111~111\lllleJ\l:lJl"ltu61:lJ'Ulll ~\l'W 

' 
2.2.1.1. bl"l~eJ\llll';i1'11bl"l';i1~~er1111'W:W&lG11vtfo1-lll 'Wfl1';i\ll';i1'1fl~me:i\IV11';ifl neJ'Wl"lfleJ~ 1 'W 

vttY\l~\ll"l';i';iJl (Prenatal screening) bb'U'UeJlllb'W:W'&l 1~CJ1oU'Vli;rflfl1';i 

Fluoroimmunoassay 'Vl~eJ'Vli;rflfl1'a Two-step immunoenzymatic 

(Sandwich) immunoassay 

m)J~ fl 'aW m'an 1'Vl'W~ l"lrui;r fl~ru~ 
' 

CJ- ~ J2__(7V--
('W1CJ:lJ\ll"lfl Pl~fl1'll:lJ) 

' 
('W1\16111~~m ru ~1°1J1\I) (mCJ1~ruru eiLJlJ\I) 

v '\J ' 

CV .:::to ( 0 Q.I ..::i. c{ 0 Q.I -oC:it. (f 0 

'W fl b Vll"l'Wl"l fl1j bb 'l"l'Vl CJ'll1'W 1b1Jfl1 d 'Wfl b Vll"l'Wl"l fl1'abb 'l"lVlCJ'll1'W1b1Jfl1'a 'Wflb 'Vll"l'Wflfl1j bb 'l"lVlCJ'll1'W1b1J 



~ 

•' 
·~, 

2.2.1.2. :W'j::;'LJ'U Clot Detection 

2.2.2. bfl~eJ-.:J\il'j1'11bfl'j1::;~~eJ\l'\"l~eJ:W 1 i..:iTU bb~::;11..:i Hvl1 'j-.:J'\"lCJ1'U1~'1tifl11tl1CJ1'1::;V1:w~ 
2.2.3. :Wvi't!..:i ~ e:i-r'LJ'jeJ-.:J fl1'j111 b oLJ1bfl~e:i..:i:l'.lmb 'l"lVI ~~ e:ie:i fl 1 m~ m'1'1l! m1u flru::; fld'j:lJ fl1'jeJ1Vl1'j 

2.2.4. 

bb~::;CJ1 

d ~ ~ A Q.J d'.d I Q.J ff ' 

bfl'jeJ\I bb~ ::;u1 m b llue..i~ \ilfl ru6l'IVlt:-nti fl1'j'j'LJ'jeJ\1'11 fleJ\I flfl1 'jeJ1Vl1'j bb~::; mth::; b VIPl 

G'IVl-r~m:w~m (FDA: Food and Drug Administration) Vl~eJG'!Vlfl1'1"l~htJ (CE Mark: 

Conform ite European Mark) 11G'l1:lJ1'j'1111m 1olil1.Jfl1'j\11'j1'11bfl'j1::;~VJ1\I 

~e:i-.:itJ5u&im'j1~ 
d A ff 1J 11J d Q.J d Q.I ~ 1" 2. 2.5. bfl'jeJ-.:J \11'j1 '11 bfl'j1 ::;V1fl\IG'lfl1'\"l'\"l 'jeJ:lJ 'll\111..l bb~::; b:WeJ fl'j'LJG'ltyty1'1 ::;'1 e:Jtibfl 'jeJ-.:J fl~'Uflti ~ 

bdml1CJ11-tlvi:w~bb~1bv11,!u 

2.2.6. er'IJ1 CJ ~ti~b~:Wbfl~eJ\1:1'.leJVl~eJ b tJ~CJtibfl~eJ\l:l'.Je:i~:WPi'flCJfl1'\"lG'l\l~ti 1-Mnu b 'j-.:J'\"lCJ1'U1~ 1 umru 
~ ~ 

2.2.7. 

2.2.8. 

~1 'j ..:i'l"lmu1~:WtJ~mru..:i1ub ~:w:w1fl~ti vi~e:i hib ~ CJ..:i'l"le:inum'j 1 -U..:i1u vi~mfl~e:i..:i~~..:ie:i~ 
~ 

hi:WtJd::;i1V15m'l"lb~CJ\l'l"leJ~eJfl1d1-U..:i1u 1~CJhif1~~11-U~1CJ1~ ~ 
ii .:;:,I Q.J Q.J.c:::t. d .di d ~ d' 

e.J'll1 CJ:WVl~fl:01tibbG'l~..:iflruG'l:wu111 bfl'jeJ\l:we:i1111:w 'l"l. 'a. u. bfl'ae:i..:i:wmb 'l"lVICJ 
~ ~ ' 
er'IJ1CJ~u~-ru~~'lleJ'U~11i~1CJ1 tifl1'a Validate bfl~eJ..:i:l'.Jmde:i&\~~\I 1111:WflW'U1tifl1'a'IJeJ\I 
~ 

'a::;uuflrum'l"l mCJ1u'a::;CJ::;nm 1libiiu 6 b~e:iu °t1u'11fl1u~-.:im:w 1 u'1ruru1 ' ~ ~ 

" ' CV.Q ~CV~ .Q t/ 

2.3. f1W~:W'U\ilfl1'al11~111\lbfl'Hl..:J\il111il1bf111::;VI 
' 

2.3.1. er'lnCJ~ti~~~V11e:itJmru1umwh-.:i1u1-Mb~CJ\l'l"leJ~eJfl1'a1-tl..:i1u111~e:i~mCJ'1ruru11~CJ1li 
'\J 'I 'I QJ QI 

f'i~:w~~11~bbri 
~ 

.,j 0 1••1-~ .,j 0 1••11 !:'1 o V I q 2.3.1.1. bfl'aeJ\IG'l1'aeJ\I 1rn1 (UPS) VIG'l1:lJ1'a'1G'l1'aeJ-.:J Y~ ~ b:WtieJCJfl11 30 'U1VI 

2.3.1.2. bfl~ei..:i~:w~e..i~ 'l"l~ei:w~..:i~~vi1vi:Wfl~:W'l"l1~111~ei~m'a1-tl..:i1u 
6'd ~ ~ A ff 0 .d .cj QJ 1" 

2.3.1.3. ~tJmrueiu ~ VI b'll b tifl1'al11'a1'11bfl'a1::;vi '111..!11..!Vlb 'l"lCJ\l'l"leJfl'Ufl1'a 'll\111..l 

flru::; fl 'a'a:W m'an 1viu~ fl ruir m~ru::; 
' 

(} c1~M A--Bt---
(m..:iG'l11Pl~fl1 ru i;l'1tJ1-.:i) 

' 
(mm~ruru eitJu..:i) 

• QI '.:U 'I 
(mCJ:w-.:ifl~ 131~f11'll:w) 

' 
Q.J A If 0 

tiflbVlfltiflfl1'abb '\"lVICJ'll1'W1 ty fl1'a 
Q.I A IS' 0 

ti fl b VI fl ti fl fl1'abb '\"lVICJ'll1'W1tyfl1'a 
QJ A ff 0 

tiflb VI fl ti fl fl1'a bb '\"lVICJ'll11..!1ty 



,_ 
•' 

" '· 

2.3.2. 

2.3.3. 

2.3.4. 

2.3.5. 

mru~~e:J-:J 1 iJ1 fl'U bfl~eJ-:J\9l'j1"iJlbfl'j1~~bbi;l~fld~'UTW fl1'j\9l'j1"iJlbfl'j1~~ 'U~~'\ll"il~~(?)fl1'j 

wuuJ11 i~iiflrum~G'f~udruv1e:im'j\9l'j1"iJ1 bfl'j1~~ d1~fi-:i~i;ifl';!~'\ll'U'1Je:J-:Jfl rum~J1v1e:i 
' " ' 

i:..li;lfl1'j(9l'j1"iJlbfl'j1~~bbi;l~~'lJ~(?)'lJeJ'U~11i~1t.1~-:J'\ll~\91\9li;leJ(9lfl1'j1i-:i1'\.J 

~'1J1 t.1 ~'W~fo~1?1'lle:iu~11i~1t.1&i\91~-:Jbbi;l~\9lbbm~uu1 ¥J~1 d~uuJ1~bbi;i ~J1 b~t.1d1~fi-:i 
" " 
d~uu 1 ¥J~1~1de:i-:i'1Je:i-:i bfl~e:i-:i1bfl'j1~~er\911 '\.J~&ib ~e:i 1 ~bfl~e:i-:iv11-:i1'\.J1~\9lt.1 hJG'f ~(91(91 11?1t.11:W 

' 
b~t.1~11i~1t.1 

~'1J1 t.1~e:i-:i&il9l~-:i bfl~e:i-:iiie:i'Vli;r fl~~e:i~ 1 i-:i1'Wm t.11'LJ'j~t.J~b1m 3 b~eJ'WtJ'U"il1fl1'Wv11£Kruru1 
" v v 

'\1!1fl~'1J1t.1~\9l?ltyty1'V!~m1e:i'W 1'lloUeJ'Vl~-:i.Ue:i11?1 h-:i~t.11u1i;iii~'VlBue:im~ fl?ltyty1t!'W bbi;i~ 
~\9l~TU~'U ~11oU~1t.I ~1b~t.1'\1!1t.1~bfll?1~'\.J (fi'1iJ) b\9lt.1~'1J1t.11:iJG'f1~1dm~t.1fl~eJ-:i119l 1 ~-:ii'W 
~'1J1t.1~'W~ ~fl1'jG'ftJ'UG'f'W'W1'G'fl9le:i'IJmufai;i~J1t.11~'\.J si vi1 inubfl~e:i-:im1"ilibm1~~ \911~ 
'I.I 'I 'i, I 

'IJ~mruffii-:i1'\.J"il~-:J boU'\.J Calibrator bbi;l~ Control ~~e:i~~-:J?ltJ'UG'f'W'\.J~11i~1t.1fl1'j 
' 

fl1'Ufl~flru.!11~mt.1'We:Jfl (EQA) \9li;leJ\9lfl1°j1iJ1t.11119lt.11:iJf1\9l~i;i~1 
' ' " 

2.4. riru~~U~bU'jbbfld~U';i~:bih.1f111~b~V..:J (Risk Assessment Software) 

2.4.1. iJ6lle:i°fhJv1bb 1{~1'\ll~'U 1 i1bfl'j1~~i:..ii;i fl1'j\9l'j1"il~\91 me:i-:imi~mfl1'j\9111LJ'\fl1'jflrieJ'Wfli;leJ\911 'W 
' 

'\ll~-:J~-:Jfl'j'jJl1\9l'jm?I~ 2 'llil\91 Quadruple test b~eJfl1'\.J1Ulfl11~b~t.l-:J (Calculated 

risk) ~'\fl1'jfl 1'Wfl'j'jJlffim1~ 16ll~~l?1'1Jfl&i b U'\.J6lle:i¥Jv1 bb1{'11 fl'U~~'Vl~i:.J~\91 b~t.11n'W 
" 

2. 4. 2. iim 'j?ltJ'UG'f'W'W6lle:i°fhJv1bb1{G11'V!-ru~1?1fl1'j'j~uu d1~fi-:i fl1'j'IJ~u'\.Jd-:id ~uu bbi;i ~6lle:i°fhJv1bb1{ 
' ' 

bi1e:iiJ fl1'jb '\.J~t.1'\.Jbb '\.Ji;i-:i b\9lt.11:Wf119l~11 i~1t.1\9li;ie:i\9lmt.1fl1'j1 i-:i1'\.J'1JeM bfl~e:i-:i 
' 

2.4.3. iid~uu?1t1uG'f'W'W'U~fl1'jG'f~&iG11~ru"il1fl 1 '\.J'jbbm~~m"il1fl~i:..i~ l9lb~t.11 n'W 11il'bbri 
' v " 

2.4.3. 1. 1i~1 Multiple of Median (MoM) "il1flfl1'j'\ll\91G'feJ'UG'f1';i~1bflii~-:i 4 ~1'1Je:J-:J 

'\llru-:i~-:ifl'j'jJl1 'Vlt.J~'j1'lJd1~"iJ1fl'\llth t.1-:i1'\.J~:o~il1b zje:i~e:i nd1t.1i;i~b~t.1\91 bbt.lfl\911~ 
v ~ 

.Ue:i~i;i'\ll1-:ifl~ilfl~iifl11~G11~ru 11il'bbri mt.1mdrl J1'\lltJfll'i'1 b~e:i'll1&i bbi;i~ 
" v ' 

'\ll~-:i~-:imdrl~blJ'\.Jbu1'\1!11'\.J bU'\.J~'\.J 
flru~md~ fl 1dri' 1'\ll'Wl?1 fl rui;r m~ru~ 

{o)v ~ 
('W1t.i~..:Jfli;l fl~rl1'll~) 

' 
('W1-:iG'f11fl~m ru ~1'\.J1..:i) 

' 
Q.I "'=- ({ 0 

'\.Jflb'\llfl'\.Jflfl1'jbb ~'\llt.l'lJ1'\.J1tyfl1'j 
Q.I ~ d' 0 

. '\.Jfl b '\llfl'\.Jfl fl1'j bb ~'\llt.l'lJ1'\.J1tyfl1'j 

J2-CJt.---­
('\.J1 t.11~tyt\j ~'\.Jtl..:i) 

Q.J .;:i, 6' 0 

'LI fl b '\fl fl'\.Jfl fl1'j bb ~'\llt.l'lJ1'\.J1ty 



•' 
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' 

)• 

2.4.4. 

I 

2.4.3.2. 'U~n1'a'a1'U'a1iloLJelil~'Vl1'1G'f'1~ (Stats Service) b ~elL111LJ1bfl'a1~~oilelii~G'f'1~ 
'\J '\J 

11i1 bbtl eJ~'a1 n1'a b n~~~'U1 n':il1 n n1'am1 ':ii fl~ n 'ael'I n'G'iiim n1'am1tl'Vl1 'an tlel'W 
' 

fl~el~ 1 'WVliQ'l~'lfl'a'anb ~el 1 oUl 'Wn1'a~~mii hi1 ~~~'U1n':il1nm'a~'a1':ilfl~m'El'I 
,, 

I Q.J Q..I .:::i .::it. QJ .cf i.I 0 Q.I 

G'f '1 m1ii11wHn'W 'Wel fr'il 1 n'W'W cMiJ'U'a m 'a'G'f'W'UG'f'W'W m 'a~'l'UeliJ~G'f 1rHU':il 1 n 
'U d.:i , 'U QJ 

'a~'U'U m 'a~ 'a1 ':ilfl~ mel'I b ~'EJ-d1CJ1'Wn1'av11G'f '1~G1'1V!-r'U m'a~ ~~1ii~~ n1'a 

u5u~'l1'\.J m'a11'1bb~'Wb :ti'l'W 1CJ'U1CJ bb~ ~'11'\.J1~ CJ 1 'Wel'W1fl~ 

~'U1CJ~el'liJ~bzjCJ1'lJ1tu'Vl1'1G'f'1~1'Wm'a&'i~mi1bb~~r\'1'U1ru'G'f'1&1G11flru ~el r11 MoM 
'U 'U QJ QJ 

(Multiple of Median) 'Uel'IG'f1'a~1bflil~'I 4 r11miir\'1V1'W~WCJ~nm~bV!m~G'fi111il'bbtl 

bdeli'.Jm'a'Vl~G'fel'U1l.Jbbi;l1mnn11 1,000 vi'1'El~1'lm1':il V!~el1'W'a~CJ~nmhlbn'W 12 b~el'W 

V11nn1'a'Vl~G'f'El'U1~i:i'I 1,000 vi'1el~1'1~'a1':il bll'W~'W bdelvmilm'abU~CJ'Wbb LJ~'l'Vl1'1G'f'1&1 

11il'bbn 1"11 MoM 'Uel'IV!ru'l~'lfl'a'anbbvl~~mCJfl'a'an (Gestational week MOMs) Vl~el 
v ' 

J1wwm~V1'°i1'ln~iivi'1'El~1'1 (Weight group) V!~el 1"11 Bias ':il'W~el'lilm'aufobu~CJ'W 

G'f~'an1'afl1'W1tu'Vl1'1G'f'1&1 (Equation) 1~G'f'El~fli;lel'ltl'Ufl1n1'a'Vl~G'fel'U':il1n~el'IU5u~m'a 
'\J ' 

1~CJiln1'a~~vl1bll'W'a1CJ'l1'W (Statistic Service Report) bb'G'l~'ln1'abU~CJ'UbViCJ'U 

l.J'a~~'Vl6.n1'V'l'Uel'ln1'a~'a1':ilfl~mel'ln~iimm'a~11tln'El'W (Original) bb~~Vl~'lm'a 

ufo b LJ~ CJ'WGj~'an1'arl1'W1tu'Vl1'1G'f'1&1 (Adjusted) 1 ~ti''U~el'ILJ5u&'im'abb~ ~V1ti1 CJ'l1'W~ 
.J ,, d 1"'oFI ., "" 
bnCJ1'Uel'l'Vl'a1'Ubb~~bn'U 1b u'Wbeln'G'f1'aeJ1'1'El'I 

ii ~ .::il.::it. ~ d .::it. cs" ')"a 1 a I .Q. .J d d I 

2.4.5. ~'U1CJ CJ'W~~~~'I bfl'ael'l~'a1':il1 bfl'a1~V! bb~~ b u'abbndilu'a~bil'Wfl11il b'G'f CJ'l'Vl'G'f1m'am 'llelil~el 
'\J 

tl'U'a~'U'UG'f1'a'G'f'W b 'Vll21'Uel'l b 'a'l'V'lCl1'U1~ 'V'l~elil~'lilr1ii'Elm'a1-li'l1'W1 U'abbmi1LJ'a~bi1'Wfl11ii 
'\J 

b~CJ'I v111~G'f1m'a11fooileli1~'Vl1'lfli'1'Wn~G11flru 11il'bbn zjel mCJ J1wwnv11 mCJfl'a'an bb~~ 'U QJ , , 

fl11iJ6~CJ'I b ll'W~'W m 1 oUl 'Wn1'afl1'\.J1ruf111ii b~CJ'l 1 'Wm'am1':il fl~m'El'I n~iimm'a~11tl 

'VlTmnel'Wfl~el~1'WVliQ'l~'lfl'a'a.n'1~dm'G'f~ 2 G11V1-r'UV!iQ'l~'lfl'a'an~m~hnfl'a'anbb~~b':iJ1~ 

b~el~ 6b~~tl16'i'l'a1CJ'l1'W~~m'a~'a1':il fl~ mel'ln~'U6'i'a~'U'UG'i1'Wnm'I v\'11 ~bb 'V'l'Vltl bb~ ~ 
'\J 

'Uflm mmm'amu~~'a1CJ'l1'W~1'W'a~'U'UG'f1'a'G'f'Wb 'Vl\21 (EMR) ilm'ab oil1i:i'l 1 U'a6bmiim'a 
, '\J 

~'l'Vl~b UCJ'WoLJelil~~U1CJ bb~~ n1'a~~~ b'i5el'llK'W~1'WW'U'UG'f1'a'G'f'Wb 'Vl\21 b~CJ'Vl1'1'U~,;''Vl 
'\J '\J '\J 

flru~m'ai1n1'an1V!'W~flru~n~ru~ 
' 

Q._ ~ d2.ul--
('W1 CJil'lfl~ \2f~fl1'lJi!) , ('W1'1G'f11121~m ru cl'1LJ1'!) , ('W1CJ1~ruru ell.Ju'!) 

v '\J , 

CV .:::it. cs" 0 CV <:::\. cs" 0 QJ .::it. IS' 0 

'Un b 'Vlfl'Wfln1'abb 'V'l'VlCJ'lJ1'W1fl!n1'a 'Wn b 'Vlfl'Wfl m'a bb 'V'l'Vl CJ'lJ1'W1 ry m'a 'Un b 'Vlfl'Wfln1'a bb 'V'l'VlCJ'lJ1'W1fY 



.. 
·, ,_ 

fo~ \il'lle:J'Ul°i11-U'~1t11 'LI fl1J~e:J b zjmJ fl1TU1J'1~ n'131J~'UUG'11J6'f'Wb VlfW16'le:J\ilJ~ tl~b16'11 fl1J 
' 

~\il~'111ilt11:Jfi\il~6'lfl1b~&Jb~l.J 
2.4.6. ~'V1tl~'LI~6'fLJ'U6'f~'LI ~1b'Ll'Wfl1J~\il~'IJ~'U'U Web Service 1 'Wb61i{~ne:i{ (Server) 'Ve:J'I 

1HVW1'U16'l V!~e:J~\il~'I Web Service 'W{e:im~u'Ub61i{~ne:i{ (Server) 1~6'ftn'LI'Wtl1'U16'l 

mt1'Lie:inmmJtime:inoLJ'e:iii6'lG11ri'ruvi1-:ifl~'Lln'Ve:i-:iV1ru-:i~-:imdn b~e:i6'i-:i~e:i-LJ'e:iii6'l 1\ilt11'1J'1 
'IJ V CV '\I 

m"il1 n6'f tn'LI'l'W1'U16'l~'LIVl1'1~1m~uu Web Service b ~e:i 1 offfmnut~·.16'lfl1Jm1"il6'f1J 

~1 b fill 'LI~~ii~~'UlJ1"il1 n6'f m'LI'W mu1m!'LI 1 ~1'LIJ~'U'U'V'LIG'i-:i~-:i6'i-:il'JJ1"ill'l1iJlJ11'1 Jj11'LI 

~'U~~Vl"5'\il'V!1 bb~1tl1-LJ'm..m~'IV!l.J\illl1fl1'LI1rufl11l.lb~tl'1 (Calculated risk) ~Vl1Jn 1 'LI 
'U 

f!JJJlffiflJ 1ii 161lii~\iltln~ bb6'l~b~ffvl1fl1J1bflJ1~~~m6'f~"il b~t1u{e:it1 bb!K11 ~6'i-:i~6'l 

1bflJ1~~ni;r'Ul!1~6'fm'LI'Wtl1'U16'l~'LIVl1'1~1'LIJ~'U'U Web Service b~e:i 1'M'611lJ1Jtl 

l'JJ1"il6'f e:J'U~6'l fl1J1bflJ1~~ 11iltJW'U'U~e:J'li'Jfl1Jbtl'UoLJe:Jl.J6'l fl1Jl'JJ1"il 11t 'Wb6/i{~ b 1e:i{ 
'U 

(Server) 1'11l.ll!11'1Jl\11'Wb 1'llJ~ b Utl'LI b ~e:i 1 ~6'f1l!1Jtlvl1 fl1J~'Ufl'LitlJ~1~ ~e:i'Wni;r'UV!i;r'I 
"" 

l'JJ1"il1 bfl J1~V!bliib 'We:J'LI1 fl l'l bb~11"il ~'U~~Vl"il ~ 1ii1~11'1 bfl~e:J'I bb6'l~W'U'Ufl1J l'JJ1"il rl\il n Je:l'I 

~h'l'V'Jtl1'U16'l bb!K1 nm ii 1\iltJ 1:Jfi\ilil6'l ~1 b ~l.Jb~l.J 
'U 

2.4. 7. bije:ivi1-:i 61tl6'f'll e:i'U~~1'Vl1 J'1'V'Jt11u16'l bU'LIV1L11t1u~md~~1'LimJ~'Uvi~but1'U~um1"il 
' 

Quadruple test 1'LI1flJ'lfl1JUe:J'ltl'Libb6'l~fl1'U~iJn~iimmJ\il11'LIL 'LIV!tY'l~'lf\JJJl Vl1'1 

u~~Vl~'LI~~w.J'LI1J~'U'Ufl1Jbzje:iii~m~mun~1t1nuvi1-:i 6'ftl6'f'll l'l1ii~ 6'ftl6'f'll e:i~~~1~ 

~w.J'LI1';J~'l.J'U b zje:iii~e:i 11ilt11:Jfi\il ~11 off~1t1b~m~ii1 'We:J'LI1fll'l 

2.5. 1°1Wm.JU~fl'lJl°l1'Ul°lill°lWfl1'W • • • 
2.5.1. i'JJ~'U'Ufl1'UfliJflrum'W (QC) ~6'f1mdm1t1-:i1'LI~6'lbU'LI~16'f~~ bb6'1~6'f1mdm1t1-:i1'LI~6'l 

' ' 
11iltJvl1 Levey Jenning Graph V!~e:i1tlJbbndilfl1J"5'\ilfl1Jfl1J1bflJ1~~W'U'Ufl1'U~l.l 

flru.fl1'Wfl1tlb'LI (internal QC) 1~bb'U'UeJl'l1'LI~~ 
' 

2.5.2. ~'V1tJ~'LI~"5'\ilV!1'U~fl1Jfl1Jfl1'UfliJflru.fl1'V'J.fl1tJ'Lie:in (EQA) b ~m tl~tJ'Ub VltJ'U~6'lfl1J 
'U ' ' 

fl1'Ufll.Jflru.fl1'V'JJ~V!11'1~e:J'ltlfhJ~fl1';!~116'l nm oUbfl~e:J'lm1"il1bflJ1~~ell'l 1 'LI~~~'LI 
'I , d..l , 

b~tl1tl'LI (External quality asses~ment) V!~e:Jfl1Jbtl~t1'UbVit1u~m~V111-:i 

~e:i-:itli]u~fl1J (Inter-Laboratory comparison) 11ilt11:Jfi\il~6'lfl1 

flru~ m';l:w n 1';ln 1V!'W\il A rui;r n'l':fru~ 

Gl ~ ~ 
('LI1tl:W'lfl6'l l"l~fl1'll:W) 

' 
(m-:i6'f111"l~m ru ~1tl1-:i) 

' 
('LI1 t11Vlruru e:itlu-:i) 

~ 'U ' 

Q,I .c::ii. 6' 0 

'LI m Vlfl'Wflfl1Jbb 'V'JVl tJ'll1'LI 1 b1Jfl1 d 
QJ Q 6' 0 

'Um Vlfl'Wfl fl1Jbb 'V'JVltJ'll1'LI1b1Jfl1d 
iii Q tf 0 

'Wf1 b Vl fl'Wfl fl1J bb 'V'JVltl 'll1'LI1b1J 
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ILl.Qd ~ 
2.6. '°JWf;ll.J'U(lleJ'U 61 "IJB.:J'U1CJ1 

2.6.1. tl1CJ1ilf1rum'\A/ bbi;i~ilmCJm';j1-U..:i1'UbdeJ?i..:iil..:i~eJ..:ioJihY&\m';i1~1JeJCJn11 6 b~eJ'W btilCJ 
' ' :..J 

';i~'U 111:u1 'U?i..:i6!JeN V!1n~6lJ1CJ?i..:itl1tn~ilmCJfl1';j1-Unu1JeJCJn11 6 b~eJ'W ~6!J1CJ~'W~ 
, 'U , 'U 

-r'Ui'.J til'lleJ'Url11 otl~1 CJtl1CJ1vft ';i'l'VW1'U1i;i hJG'l1:1J1';it11otl'l1'U1~~'U btilCJ'111tl1t111 Vl~:IJ1 

b°LJ~CJ'W btilCJ1~fitil~.mri1 
" 

2.6.2. ~6lJ1CJ~'U~fooJwn'Wf1rum'\A/J1CJ1mru~J1CJ1ilm';ib~eJ:1JG'ff11'\A/ 11i1CJ~'W~'l11mb°LJ~CJ'U 
" ' 

btilCJ 1~fitil~i;il°i1 

2.6.3. ~6lJ1CJ''il~vl1fl1';if11'Uf1:1Jfl1';i?i..:itl1m1~ilbi;i6lJ~fl1';it:-J~\llJ1m (Lot number) 6!JeJ..:itl1m~ 
" ' 

1-ul 'Ufl1';i(ll';i1~1bf1';i1~vYbbi;i~G'l1';if11'Uf1:i.Jf1rum'l"I (control materials) ~eJ..:i1~bn'W 3 
. ' ' 
bi;i6lJ~fl1';jt:-J~\llJ1CJ1~eJu 

2.6.4. ~6ll1 CJ~'W~bbG'f til..:i beJf16'l1';ibb 'W'Utl1m';i~'Uf111:1Jf1..:il'i'16lleJ..:itl1m 1tiiCJtl1m bdeJ b util 1-U..:i1'W1 'W 
" ' 
bf1~eJ..:J(ll';i1~1bf1';i1~vYbblK1~eJ..:J1 m~m:i.Jf111:1J b '\l!:IJ1~6'l:!Jn'U"ii'1'W1'Wffi -Um1~~~..:i 1 'W . 

b ';i..:J'\A/CJ1'U1i;i '\1!1f1lJfl1';j'\l!:IJtileJ1CJrleJ'U~6lJ1CJ~eJ..:J1 ~b oJ~CJ'U~'U btilCJ hlfilill°i11 oll~1CJ 
' " ' GJ'.Q 0 QJ' .c::I .c::c 

2.7. flWm.J'U(llfl1';i'U1';i\l';if1~1bfl';iB\ll.JB • • 
2. 7 .1. ~6ll1 CJ~'W~tilbbi;i-r'Ui'.ltil'lleJ'Ufl1';i\ll';i1~6'lm'l"lbbi;i~m';iu1';i..:i-rn'cl1 bf1~eJ..:i eJ~1..:i6'ltl1 bG'f:i.JeJ 1 ~ 

" " ' 
bf1~eJ..:iiloJ-;j~~vi5m'l"I 1i..:i1'W1~~111'1eJtilnm V!1mf1~eJ..:iil'llruV!1oLJtiloLJeJ..:i ~6!J1CJ~~ ... " 
~1b'Ll'Wm';i61leJ:i.Jbb61l:i.J1 V!'1-ll..:i1'U1~mCJ1 'W 24 -&11:1J..:i'V!i;r..:i~1n 1~-rrnb4..:i~1nm.U mn 1~ 

" 
6'l1:1JTrn61ieJ:1Jbf1~eJ..:i Vl~mh';iti11'Wi;rn'clru~b~CJ1n'Wbn'W 4 f1~..:i 1'W';i~CJ~nm 301'W °l!'U 

' 
~1n nTHntilurumf1~..:i bb ';jf1~6!J1CJ~'W~tl1bf1~eJ..:i1 Vl~mb oJ~ CJ'W 1~f11CJ1 'W 30 1'W 11ilCJ 1~fitil ... . " 
ri11oli~1CJ11il 1 bbi;i~~~-r'Ue:ltil'lleJ'U1°111i~1CJ1'Wm';i?i..:im1~1 oJ~..:i·wt11 CJ..:J1'Wfl1CJ'WeJn 

2.7.2. ~6!J1 CJ'<\) ~vr1fl1';j';j~'lJ'lieJ..:JVl1..:Jfl1';j-r'lJbb4..:i b '\l!\lloLJ tiloLJeJ..:J zj.,:i~ ~~eJ..:J6'l1:1J1';if;1-r'Ubb 4..:i b Vl\ll 1~Vl n1'W 
'U 'l , , , 

24 -B'1hM 

2.7.3. ~6!J1 CJiJ fl1';iD1';i..:i-rn'cl1bf1~eJ..:ieJ~1..:i1JeJCJ 4 f1~..:i~eJu bb'1~61ieJ:i.Jbb61l:i.J mrubf1~eJ..:i°ll1';itilb ~eJ 1 ~ 
" ' ' 
bf1~eJ..:i'\A/~eJ:IJ 1.U..:i1'U\lli;ieJ(ilb1m 11ilCJri11 .U~1CJ~..:i'\1!:1Jtilb ll'Um1:1Jfoe:l til'lleJ'U6!JeJ..:i~6lJ1 CJ beJ..:i 

. " 

f1 ru~n ';j';j:IJ fl1';i01Vi'Wtil f1rui;r n'clru~ 
. ' 
~ d~ ~-

1 
('U1CJ:IJ..:Jf1i;i 131~fl1'll:IJ) 

' 
('U1..:i6'l11\31~fl1 ru r;\'1oJ1..:i) 

. ' ('U1CJ1~(!Jqj ~oJu..:i) 
Q.I -=:it. t{ 0 Q.I ei. '0 Q.I ei. t{ 0 

'Un b Vlf1'Wf1fl1';ibb '\A/VlCJ6ll1'W1(!lfl1';i 'Wf1 b Vlf1'Wf1 fl1';ibb '\A/VlCJ'll1'U1(!jfl1';i 'Wm Vlf1'Wf1fl1';j bb '\A/VlCJ6ll1'W1(!! 
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2.a. ~m.1m.1u~m';iu~m';i'Vl~~nTa"1.11CJ • 
2.8.1. 

2.8.2. 

~6lJ1CJfJ'W~~1?1v11~neim'a1ibf1~eNm1"il1bf1';i1~~bll'lu11~11'VlCJ 1 'll1?1bbi;'l~~nmJw'il1 
'U 'U 'I 'U 

bf1~ei-:im1"il1bf1';i1~~uuum~1eJ'-:in~~~n 1 ~l?l ~eiu1 ~bbn1 'a-:J'V'JCJ1'U1i;'l 

~6lJ1CJ"il~Yi1nTarlnei'U'rnm'a1ibf1~m f11'a'U1'a-:i-rn~11.h~'il11'W 1~bbflb~1V1i11~"il'W 
~ ' 
611~Trn 1-li-:i1'W 119l~bbi;'l ~ 1 ~f\'1u~n~11 'Wm';i1 -U-:i1'Wbf1~mm1"ilibf1'a1~~bbflb~1V1i11~6llei-:i 

b-:i'V'Jmu1m~ei 1i-:i1'W1\9l~ei~b61~ei 11?1CJ 1&Jf11?1~i;'l~1 
~ ~ 

f1ru~m'a~f11';i'QTVl'Wl?lf1rui:i'n~ru~ 
' a ~· ~ 

('W1CJ~-!Jfl(;'l ff~fl1'!!~) ('W1-:i6111f!~m ru ~1°1.11-:i) 
' 

('W1CJ1~ruru mJU-:i) 
"' ~ ' 

CV A If 0 QJ .:::ii. ' 0 CV A 15" 0 

'Wm 'Vlf1'Wf1f11'abb 'V'J'VlCJ'll1'W1t1Jf11'a 'Wf1 b 'Vlfl'Wfl f11'abb 'V'J'VlCJ'll1'W1tljf11'a 'Wf1 b 'Vlfl'Wfl f11';j bb 'V'J'VlCJ'll1'W1tlj 
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1 

bb'U'U 'Un.ob 

t91T;i1.:lbba~.:i-;i.:ib~'W.:i'Uth~:u1ru~1~-r'U:&'~a11bb!;l~11EJ!;l~bBEJ~fi11.U'11EJ 
" ' 

n 11:&' ~ szh:i :&' ~~1.:iiii il1 oU .:!1'W ri el a~1.:i 

(9). zjfl 1Ai-:imi ~®-J:mJ~=h'l11'Ul9J'.'D.3l~J~i1~~'!J~u~rn1~iJ-~~-o°iJ'.ht~J __ (Q_[.1_a_dxup1$'; __ tes_t) 
~J1D'.Y __ ~,Q_Qg _ _1ES.I _____________________________________________________________________ , _______________________ _ 

\E). vii.118'11'W 1. 41'1JeJ'1 bAi -:i fl1i _________ J_~::i~-~J'.IJJ~_~J:UJ_~--- .BJ~flmii_~J---~~.Yl.1®-~b'!JJ~-- ________ _ 

m. 1-:i1.~'W'1tJ'lli~:W1ru~11ii'-ru~~G'lii _____________ ®,~_QQ_~QQ_Q _________________ tJTVl 

' ' 
'-' "" 0 ( ., "" ) '-' "" 

~- 1'W'Vlfl1'Vi'W~i1A1nm-:i i1A1fl1'1fl'1 ru 1'W'VI ............................................... . 

lil'1'W'd'W 111"11 
bllub~'LI/ 0 ., 

t.h~~nru ~B'ViU'd fl ~1~'\.J i'1fln1i' 

cti'1ii) 

(9) 

., 
~~thm~1vifol'1';iT'il'Vl1'1Vlfl'1'lll)U'&irni \E),ooo TEST rioo 

JJ:W~:wtl'Wl'V181 (Quadruple test) ,, ,, ., "" 
';j'J:l.J'Vl..:16'1'1.J 

er. 1.1.vi~-:i~m'lleJ'1';i1A1nm-:i (';i1m-51-:iB-:i) 

b~8~"il1';iflJT'il1fl';i~fl1~1Jl:wT'il1flfl1';i~'l.Ji1flT'il1flVlfl'11'1611~ "iJ1tn'W m i18 ~-:id 
(9). 'l.J~~'VI -w 611 1.1.eJi;i 1eJi;i~-:i "il1n~ (:wvi1'll'W) 

\E). 'l.J~~'VI 'l.J;;l 1~1.1.eJn "il1n~ 
" 

m. u~~'VI f\1.1.e:iG'l. B'W1.1'1e:i~1.'Wolim1.'W1:1 "il1n~ 
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