I G 111100
C30

YY
Joddbooooddddd

YYO T 0638—20080 | SO 1815301 2003

OD0D0OD0ODODODODO DOoOobOboooon
Jbooootdboboddototdd
Juuooi

In vitro diagnostic medi cal devi ces—Measurenent of quantities in
bi ol ogi cal sanpl es—Metrol ogi cal traceability of assigned val ues for

catal ytic concentration of enzynes in caibrators and controal
naterials

(1S0 181530 20030 | DT)

2008-04-250 0O 2009-06- 011 O

gogoogoooono 0o



Al _—-

O0O0O0O00D0OI1so181k302003((D 000000 OOo0ODOOoOoOoDbDbOOoOooD

oo oogooo

oooooouoouoouoobououooo

—‘gooog” oooo*ooor o

—0oooo* 0" oooooooooo* 0" o

—0Ooooooooboon

oAl B0oooog
O00000DO0O000DO0O00D0OD0000D000000000(SACOTC136)000
O0ooo0oDbO00obobbO0oobOUobobO00oobDOOno(sAcdTC 136)0 00
oooooboboooobbooooboooooooo(o)yobboo
ool UUU o



gboogboobogoesuoeEogobogooobooboobonobobbooboobo
ooobooooobobobooooobobobooobOoboooO0* 0bO0o" DOD@aT 21415
goboobooboobdooboobooboobooboobobobboboooboobon
oboooooboboosoobooooooobooonoog

coooooooooo@ooo+ obooor)booooooooobboooDbbooooo
0ooo0oooboosigoooo*T bobooodltooO(s- mM)]”0000O0O0ODOODOOE DO
OO00D00(kata D))" OO0 OO0O0OOOOCOOOODOOOODOOOODOOOODOOOODOO
gooobooobooobooboobo

googboobooboobboboboobboobbobbobboobobbooboobo
goboobooboobdoobooboobooboobooboobobobobooboobon
gobo0o0oooO0obOooOo0oOooO0obO0oboOoooOobOobOOo0ooDOobOOobOO(bobooOoD)yooDOoDbDOo
gobooobooboobdooboobooboobooobooboobobboboobooboon
ooopooooooo* j0Do(oIFkcoobooooNDH 00000k O

gbooboobobboboobooboobobooboobooboobooboboooboon
goo

—[O000O0Oo((oooobbooboboo)yoboboag

—0Ooooboood

—0O0ooobooog

—0Ooobod

—0ooogopH]

—>0ogo

—0Ooobod

—0Ooogoooo

—0Ooobod

—0Oooobd

gboogboooboobogoboboboboobboobbobbobbobbobobooboobo
(E;yO0D0O0D00DOO0ODOO0O0ODODO0OOO0ObOU0OODODO0ODODODOO0OOODUODODODODODbDObOODODODODO
gobooobooboobdooboobooboobooobooboobobboboobooboon
gbooobogbod

goooboood

a 0ODO00ODOOOOODOOObDOOOODbOO

bhOOODOOODOODOOoDOOoOoooOoDOooDoobOOoboooooDOooDOooDOoDbOoDbOo

god

O0(a)* OO0OO" ODOOO0OODO2000000000DOODOODODOODOODODO
gobooobooboobdooboobooboobooboobobobboboobOoobOon
goboobooboobdoobooboobooboobooboobobobobooboobon
goboobooboobdooboobooboobooboobobobboboooboobon
gobooboobogbooobobooboobooboobobooboo



0000000000000000C000000000000000000000000000
0000000000000 00000000000000000000000
O000C00O(h* 00000000000 0000000000000000
100000000000000000000000
200000000000000000000000000000000
3000000000000000000000(00)000000(00)000000000
00000(CO00000)0
0000000000000000C00C0000000000000000000000000
000000000000000000000000000000000000000000000
0000000000000000000000
0000000000000000C000000000000000000000000000
000000000000000000000000000000000000000000
ooo



ooy duoooooon
oo oooogn
Jogoood

1 00

goodoodoodoouoootooootoooooooooobOoobOoobOooboooooooooaon
oooooooogoououooooooooobbbobooooboboooobbOobooooobooboooao
oooobooo

obooooaog

a 000000O0OOOOOOboOOO0

b 00000000 O0O0O0O00O0

¢ O0O00OO00O0O0OOO00C0OOO0OO0OOOOOOOOODOOOOO@mOOOooboOoon)o

d ODoOoOO0DO0OoooDO0oOooooOoooUooo0oUoooDOooooOoooDOoooooooDOoooao

gbooooooboooboobobooobooobooobooooboo

e O0O0OO0OODOODOOODOODOOOOOOOOOOOOOOO0O

fy OO00O0OO0O0O0OD0O0O0O000

200000040

goooooooooootoooooooooooooooobOooOoobOooooooobooOoo

ooboooooooooooooooooobbbOobooooboboooobDbbOobooooobooboooao
0000ooooo0ooooo0oooooooooooooooo(oooon)o

&BOT 21415—20080 0 000 00O0O000DOO0OO0OC0COO oodoodoooooooooao
000 (1so175110 20030 | D)

OOooO0ooOooOooooooMyOD20000001sal 19931)

0000000000001 000001sal 1993m

3wmooog

goooooooooboooo
301

OO0 Oanal yte
000000000000
[1 SO 175110 20030 30 2]

gooo* boooboobobbbolmooboo’o bobooboOoroodo* obooooooooosl
goooo” oboboobooososd

HoooooooooviMl 19930

Q0oo00o0o0o0oooooooooooooooDooODOOBMOOCOOOOCOOIE@OOOODOOO
IR0 0000000000 00OIisaooooooboikkAddddnooooooooolurAoon
gboooooooooaMbooooooooo

3y 00 0000000CMI1930



302

0000 cataytic activity

goobooooobboobooooobbooooobobobobooobboboooga

[TUPACO | FGC 199500 901 10101 3]

0100000000 (conponent) 0 0 OO O

dz20¢ 0OO0O0O" O0OOO0O0O0ODoOoOOoOoOoooooo

0300000sI000 katal (kat)(OODO)” OOnol Os(ODO0O0D0)0O

J400 00000000000 O0OOOOOOOO
gsddddoboooooonooobooooooo b0 oo oD g oooooood
goooooboooobooooboooo0ob o000 bbb oboboooboDobooooo
0o0ooooooooo” oo OilrFrcda Do ooNCPO0O0O00ooDoooooooobooog” O

303

000000 cata ytic-activity concentrati on
0000 cataytic concentration
gooobboboooooobbodg

[TUPACO | FGC 199500 901 1040 2]

oiooooosiooo* ooooooor 0o opoo@- 000)" (ke nidOnol sOND)DO00O0OO0O0OO
ooooooo* Ooy” o

2000000 00" oooooO* Oooobo” boooooooboOoooboooo

304

oo

305

306

go

go00oO000 conmutability of aneterial
goooboooootboobobobobgobo bbb obobobobUobUobobobobo
goooooooboooooo

[1S0 151940 20020 30 5]

00 O neasur snd
Ogoooooooooo

[M MJ 19930 20 6]
0003010000

JO000D00O netrological traceability

oo ooooob oo obobooboobboobobbooboooooooodd
gobooooobbboooobbooooo

| VIMI 19930 601 10 |

gijooooooooooobboO(obo)yooooooo

d00 00000 0000000000 000000 ObObOoOoo

400000000000

401 OO
40 101 GBO T 2141500 0000000000 OCO00O0O0OOOOOOOOOOOCOOOO000O0

oo
oo

goooobooobogooogo*oooobo"(oooboooogoo* oboor o boogor)bo
gwygooooooooooooooobobbooooobooboboboooooboobbobobooobo

gbobobobobobooooboooooooboooboobobooobooo

oo oooooooorooooo0ooOooO0o0bOo0ooooOoOoooooO(cayooD oooooo”



gboooooobOooobooboboboboooooonoo
4010200 0 0000000 O0DODO0OO0DO0OO0OO0OO0OOOOObOOO0OOOODOOODOODOOOO0O0OD
goooooooboobobooobbooobboobbooobobboboobbooboboooob
gbooobooboooboooooobooboboobbooboobooog
0lgoooooooooooooooooo(@odpooooooofooooooooooooooooo)oo
goooboboodooobooooobobbooooboooobooobbooobO0Ob0bUOoOoDODbOoObObOOn
gbooooboooobooobooboobooooboon
gz20ogooooooooooboobobobobboboboobobooDbobbOobObOobObDOobObOoDUDDOD
gbooobooobooobooooobobobobobooobobobOooDbOooboDbo
4010300000y siIbbbbbDobDoboobobbbOboOoo
goo
goocooOooO0ooOooOooUooOooOooDooOoOoOOoDOooOooO(OoOoOOoO)DooobOOoDUoOOoo
ubooooooooooo

000000402000 003000@0T 21415000000
O00ARMOO0OO000O0000(00000000000000000)BPMD 00000
CPMI 00000 0IGIOO00O0(00IFQOMODOOOONOIODOOOO
O0“ O(yOOOOOOOOOO0oOo00O
00O0” O(y)0OOooooooO
OBPMINO ARMOOOOOO00
« 0000000000 00000000000
01 00000000SO0000000
40200
402010 0000000000000000000S 00 0000000” 00 000(0- O

00)” (000kat mOO[1'nd sOmO])000000000000000000
01 0000'0000kata(00000)0000000000000000OCOOO(00)0000000



0D2000000000000 0” 0000000000 00000” 0O00Okat LO-Onel sOOLOO
0 (mol 0s) OLO

o3yooogooooooooooopoooo ogo" (o opoOo")OooowooooOd1r U1 unmO
mnd 0= 160 667x 100 Okatd O Ep0 1 UD L= 160 667X100 O kat O LO
obooocobooboboooog

402020 0000000000000000000000000000000000000000
0000000000000 00000000000
0000000000000 000D00SI0000000O0000OO0ONO0DoONo0oooooon
ooQ
0000000000000 000O0O00O0OO0O0ON0O0OO0O00DO0OO0O0O0OOoONooooooo
0(000)000000000000GM 193000000000
01000000000000000000000000000000000000000000000
0200000000000000000000000000000000(IF0000000000nn
0000000000000 000000000000000000000000
0301FcC0 0000000000000 000003700030000000 0037000 0ALTDASTO
GO r-GMO 00 00000000AIDONDOOOODOONDOO
402030 00000000000000000000000000000000000000000
0000000000000 00000
010000000000000000000000
02000000BR<4 00000000000 O00OO0O0O0O* 0000000 000000000 0000
O00O00O0O(IRW? OIRCOOO D000 OBICRD OO
402040 0000000000000000000000(040203) 0000000000000
000000000000 0000000402020000000000000000000000
01000000000000000000000000000000000040202010000
0D2000000000000000000000000000000
402050 0000000000000000(040204)0
01000000000000
0D200000000000000000000000
03 00000000000000000000000000000000000000000
402060 0000000000000 000000000000000000000000000
oooo
0000000000000000000000(040204)0
40207 0O0O00OCOODO0OCOOOOOOOOOOOOOOOOOOOO(D40204)0000000
000O0000D00(040202000000000000000000000000000000
(05030
0000000000000 000000000000000000000000000000000
402080 0000000000000 0000000O00000000000000000000
ooooooo
000000000 O00O000000000000000000000000000000000000000
0O0O00o00o0o00ooon
40209 0O0O00OO0OOO0O0OCODOOOOOOOOOOOOOOOOOOO(0D40208 00000000
0000000000000 00000000000000000000000000

4RO 0000000000 O0O0O00O00O0O0O00O0C0O000O0C0O000O00000000000@GND
ooooog



420100 00 0000000D0ODOO00OCDOOO0OODO0OO00ODOO0O@40209)00 0000
gbobbooobbooobboobooooobbooooooabboo

sboooooooon

501 OO0
goooooooooooooooooooooooboooobbbobobboboooooooan

ooo
01oogooo0oooo(obooooooooo)b0ooooooooooU0oooboOooooooOoooono
gooboboooooboooooooobooooboboboboobobboobobbooboboboobobbooDoboboOooDo
gooooooobooooooboobobOooooobOobOOooDbOoboDOon

g200oo0oo0oo0ooooobOooobo0oooO0ooooooOoboobOOoooOobOOoDoOoDOOoObOoO0bOOO0Onno
gooooo

5020000000000

50201 O0O00O0O0OO0DO0ODOOODODDOOO0OO0ODO0DO0DO0OO0DOoODOODDODDOOODODOoO0OODUOoOoDbOOoDDbDDbOOOn

ooo
001000000000 (EC20601020 )OOOOOODOOOOOOOOOoOooOOooOOoOoOoOooOooooooo
gobooooboboooooobooooooo
gb020oo0oO0(c3f2010)oooooooooooooooooobooooooooboooo0oDoOoonon.
goooooooooo

s0z20200000000O00O00O00OC0CCOCOCODOOOOOOOOOOOODODODODOOOOO

gobooobooobodoboooooobooboooboooooooan
oooooooooooooooooooobobboooooooooooobbobobobooooon

gobooboobooobooooooboooo
gooooooobooooooboobobOooooobOobOOooDbOoboDOon

5030000000

50301 0O0OoooooooobobbooooooooooobbbboooooUoooLooDDbBbOboOoo

goooooo@mo)yoooooo
ooooooooooooozoooooooooobooyoobooOOoobOOoO0oooooooan

goooooooboooboooooboobooobooboooobooboooboobooboooao
01oooood(zby)yOOOooOOOoOOOOODOODOOOOOOOOOOODODOOOOOOOOODOOO
goooo
g2o000ooboooobobooobooobooooobooobooboobooobooboboobOoOoobooOoDoon
goboooooboobobooboooboooOooooon

50320 0000000O00O00O0D0OO0CCOC0COO0OODODODODOOOOOOODOODODODDOOOO

gobooboobooobooooooboooo
gooooooooooooooooooobobboooooooooooDbDbbOobooooooo

goooooooo
goboooooooobooobobobobobooobooooa

50400000000
goooooooooooooobooooobooboobooboobbobobobbobobooooooan

goooog

500000000000000000000O0



O OA
(00DOo0)
IFEC0000000000

O000oooOoooooO(IFrQOOOODODOOOO

10 Bergmeyer HUO HDrder MJ Rej RO Approved recommendati on(1l 985)on | FCC met hods for
the neasurenent Of catal ytic concentrati on of enzynesl] Part 200 |FOC nethod for aspartate amn—
ot ransf erase(L-aspart at eJ 20 O utarate amnot ransf erased EC 2060 101)0 J @G in ChemCli n Bi ocham
198601 241 497—51001

20 Ber gmeyer HUJ HDrder M1 Rej RO Approved r ecommendat i on( 1985)on | FCC met hods for
the neasurenent of catal ytic concentrati on of enzynesd Part 30 |IFQC nethod for a ani ne amnot rans—
ferase(L0a ani ne020 OXQ@| ut ar at e aminotr ansferaseJEC 200600102)0J Gin Ghemd in Biochem 19861240
481—950

30 Shaw LMI Stromre J HJ London JLO Theodor sen LO | FCC et hods for the nmeasurenent of
catalytic concentration of enzynelPart 40IFCC nethod for 70 gl ut anyl t ransferase] (Or glutanyl) O pep—
tideed anino acid rg utanyltransferased EC 2003020 2]0J A in ChamCli n B oeham 198300 2100 633—460]

40 Tietz NWJ R nker ADO Shfl WLMJ | FOC net hods for the neasurement of catal vtic concentra—
tion of enzynesd PRart 50 |FQC net hod( proposed)for a kal ine phosphat ase(ort hophosphori c- no—
noester phosphohydrOlasel al ka i ne optinunid BC 3010 30 1) O Cin ChimActa 19830 1350 339F_ 67F1J
din Chern Qin Biochem19830 2100 731—480

50 HO rder MJ El ser RCO Gerhardt WIJ Mathieu MJ Sanpson EJO Approved r ecomrmendati on on
| FCC net hads for the measurenent of catalytic concentration of enzymesdl Part 70 IFCC et hod f or
creati ne ki nase( AT creat i ne j M1 phosphotransferaseDBC 2070302)0J Ain Ghem@in B ochem1 99 100
290 435—560 JI FOC 19890 1(3) O 130- 90 JI FOC 19900 2(1) U 26—350 JI FGC 19900 2( 2) 0 800 30

60 Bai s RO Phi | QX MJ Approved r econmendat i on on | FOC net hods for the neasurenent of cata—
Iytic concentration of enzymesO Part 801 FOC met hod for | fietate dehydr ogenase(l Ol actateld NADHOX{ —
doreductase0 EC 1010 1027)0Ewr J Gin Chamdin B ocham 19940 320 639—55

70 Lorent z KO Approved reconmendati on on | FOC net hods for t he measurement of catal ytic con—

centration Of enzymesOD Part 90 | FOC nethod for a—anyl ase(140J a—D—gl ucan 40 g ucanohydr d ase[EC
3020101)0CA in Chem 19980 360 185—203



0 OB
(00D0O0)
000000(CRYO O

IR0 gopoooooo(rRwWObOOooooDOoOon

oo DU DU ULO OO
ooooo(rRooobboooooboogon

oo IRCogoooooooooooooooooL U0 IR OO

ggggg

0ooo 0 O
000 0BYCKB

B(R 299 B G¢ED
000000000000
r000000 (-

BR 319 (=&
00000000000
ooooo

BR 371 (ALP
00000000000

I RWL | FQC 453 0000000001
00000000 (AL

BR 426
00000000000
000 0 M(CKM

BR 608
0oooo




g o0 0O 0O

[1] BN 122860 199800 In vitro di agnostic medi cal devi ces- Measurenent of quantities in sanpl es of

biol ogica origin-Pesentation of reference measurenent procedur estd

[ 2] BEN 122860 19981 A1[] 200000 I n vitro di agnosti c nedi cal devi ces—Masurenent of auantities in

sanples of biologiaftl ori gin—P esentation of reference nmeasurenent procedures

[3] BN 1228700 19990 I n vitro di agnostic nmedical devi ces—Masurenent of quantities in sanpl es of

biol ogical ori gin—Description of reference naterial sO

[4]Drective 980 790 EC of the European Parlianent and of the @unci| of 27 Cctober 1998 on in

vitro di agnostic nedi B tl devicasO QIO 19980 No L 3310

[ 5] European Committee for Cinical Laboratory Standfirds(EGQCLS)O Standard for enzyme cal i—
brati on materials and contro naterial sO BECAS Docurent No[J 500 19880 ii +33 PPO

[ 6] Fasce CFO Rej RO Copel and WHO Vander|inde REO A di SCUSSi on of enzyne reference nate-
ri alsOapplications and speeificationsC Gin Cham 19730 190 5—90

[ 7] F6érard GO Bi envenu JO Lessi nger JMJ Later RO 19950 Un progr~s décisif dans la
transfOrflbOit6 interl aboratoire desr6sul tats grace aux mat6riaux de r6f erence djenzynes et de prot6i nesd
An Bio Qin 19950530 469—71-

[8] Férard GO Edwards JO Kanno TO Lessi nger JMJ MOSS DA] Schi el e FO et alll Validation of an
enzyne cali brator—An | FGQC guidel ine0din B ocham 19980 31(6) O 495—5000]

[9] F6rard GO Edwards JO Kanno TO Lessi nger JM1 MBS DWI Schi el e FO et alllnterassay cal i—
brati on as a nmgj or contribution to the conparabi lity of results in clinica enzynologyll @ in Bocham
199801 31( 6) 0 489—9401

[10] Handerson ARDO Krishnan SO Webb SO Cheung CMI Nazir DIO R chardson HO Proficiency
testing of creatine kinase and creati ne kinase-2[0 the experi ence Of the Otari o Laboratory Profici ency
Testi ng Prograni] A in (ham 199801 440 124—330

[ 11] I UPACO | FCCO Conpendi um of term nology and nonenclature of properties in clinica Zlabo-
rat ory sci ences(Recommendati ons 1995) 0 (Edit ed by R gg JCO Brown SSO Dybkaer RO Ol esen H1)
&fordOBlackweOd ! Science Ltd 19950 X +290 PP

[1 2]Lessinger JM] Dourson JLOF6rard GJ Inportance of standardi zation of |ipase assays by
using appropriate cal ibratorsd @i n Chem 19960 4200 1979—830

[ 13]Lessinger JMI] Dourson JLO Férard GO | nportance Of the definition of catal ytic properties for

the commut ability of an enzyne reference materi a [0 exanple of |ipased Fesen J Anal Chem 19980 3600
494—701

[ 14] Lessinger JM] Férard GI G af meyer DO Labb6 DJ Maire |0 Schiel e FJ et al O Wefulness of
ref erence nateria s in calibration Of enzyne activitiesdBr J Gin Cham Qi n Bi ocham 199500 330 858—64[1

[ 15] Lessi nger JMJ Férard GJ Graf neyer DO Labb6 DO Miire | 0 Shiele FOet alll An6lioration de
la cohbrence das r6sultats en enzynologie cliniquell Bude nulticentrique concernant |es activit6s
gammagl ut anyl tr ansf 6r ase] phosphat ase al cal ine et anylasell An B ol Qi n 19950530 147—540

[ 16] MOSS DN1 Enzyne reference materi al sO Their place in diagnostic enzynol ogYO J | FCC 19940
60 6—901

[17] MOSS DWI Maire |0 Cal am DHO Gai nes Das REO Lessinger JMO Gella FJO et all Reference

naterials in clinica enzymologYO preparati onl] requirements and practica interestsd Amn Bo Qin



19941 540 189—981
[18] R c6s 0 Juvany RO Jinbnez OO Perich COMnchinela JOHernOndez AO et all Protedure
for studying conmutabnity Ml hdaed by bidogical vaiationdCin imAta 19970 2680 73—830



ooooooooo

oood
ooooooboo0o oOoooooobooo
ooooooooooooobooooao

gopogo
YYO T 0638—200801 | SO 1815301 2003

*

gbooboboboobo
gboboboboboiled

00000100045

0 O ww] spcld netd cn
00068523946 68517548
ododooooooooooog
ogooooooo

*

0 0 880x 1230 10 160 O 10 O 210 O
20080 80 O OO 20080800 0000O

*

00 015066- 2-189770 1 1601 001

000000 000000000
0000o0o0oo
000 O O (010) 68533533





