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fr111711111.t61J111111.1 
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-J 
aoun II 	srmuoludifilmaavisowEnuia 

11-7. :.; t1. 142"011.01571MIVINMILIANY161  I yinnFavitrwriiin (Medical Laboratory / Clinical Pathology) 

viollitirmmitillm7wriml iin7tuTurnqn5-riaLF15.1tviiin-ttim.iimn5-nrun-imilnItn4ntlitFitvi-iqtel,1344 

i mqn5--Aiinnoi'al tinvikf 'a . 

Itputfivriqqa-Litrm 
nnAliliINvil/I,Drywili-mun 

iTanprinirlorromwzniTiitil-rwo,ainlit-a 
n-15iimlAiilm n-gelt /11triugnjvin 

niSiiMMIli4irtiniraVitn1SILAMi 
niV1911134Ltnglli LiTroantinTimlwamiiimale:1,119ti 

M711101A0t1AqUiltilni  
(Proficiency Test) 

rnstImillathrloafiltalsans3.1 / SZIJUIATVITP),CLUTIII 

-- V 

Inpyt 
IIITY1 LAlt icjt 

0 
►  

M7V1119`11P111tV1 

vilmIims-irti 
l'i'irITYIKI'aU3.11015111.4 

in-IL-m.113iiiin-is validate v 
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W`a MI Plqq9 
MTT11114,114 
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fll'S 0 M7 

ill?iln519 
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1,11M4'01?-1 i-f111-1A711.1P11k 	 
11A101519 111A1 Irllifr1111 

iil?i1V151q 
1111114015191,iadki 
r2n4frratinllinniTti 

I 

..; 	s. 
Y1 tl flPl'a 1 u 
altFlOS1'  

• - tInifitylcuma 
• 5121111MA 

ill5inblATMItTli 4  
r11511f1111.1Pillf101 

1114LAIAlltrit&O ! 

MIATLI AN flt1411111 4 q 	q 
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aouti II szuuoludirinjaaolsomula 

11-7.2 ziorimucuitiulauditig-unciazu§nis (DIN.2) 
n. 	 / lAanBlvaiinAfIn 

(1) i@ILTITAnnlviini-niliiILLnucrio@umnyikluntlilzvdnli@liihfrAmil (proficiency testing - PT) 

911241.1@lJ 	66az,PIT13.17Thi@tri1@lniloT2aI 	 1,13@4"91411:',uulJ1:,'Siu performance 

(2) 1;i'@li_lhiTATI'lliillh61,f113.1 / 

f1ud7Act..g1 	11_11m11.24 	.w.'uutilm-11,gLict-ImAIRI@LJRq24 	 / 

nnIAT Nit-Tuflt-on, nilgiRvrai 

1,11-11A1FIEJPIT12,1 

iJaawinamlqihti, 	 1:5upuico-1Sn.Ln-wsi. 

(3) i@ltIhtTAIT119holunnIA- uTiqn.ancoafi@ARV1-12.1 performance 6ii@5nnwl'Al6A5nrvi, yariti 

n-1149114-1 tolerance limit, 4-Ityru66azRy1 Jti61Jn1 control, niTtini@kiannIR-JuPp.iqwernma?„' 

nut.ioriFicit,Fitni@un0AirAn-111,LfilvIt-on, Ilaz,T6n-mfidiugum13.11.1-11,41@fi@IJMafIlIV1I'A 

1/1 0@usi@lainnl calibrate vila,100,1mw),2,A. 

(4) n-114onnIfilAidm1l- q 	 (handle), 

nnlInbrwa-12,4R19i-J, 	 nnTinAl, 1,1,nn-11FriiInt4-1 

124_ InmynalctAiErrunzuLaz,-unlwranyi aiulaInNutrau 	M v.aolT-rtiali 5imu 60 '141 



aoun II stuuoludicirwmoisowenna 

/ iihwfi 	LLIJaNa. w2,4-11n 

YITA@IAld1V1I'ALLani-JahlfiLailid1991. 

(5) nInnunnlvil'AILRInvvii-11A-nwitaq-jiwanilviTANymt-sinA"@1 '1"-JEnnil,61c1Bn-11 

vw@u3n9n5nufiowizaiLLnyVi'lufril validate 'AlifNaall6V1-13.117ith'NF111. Tinnl verify 'nctliErl 

IBt-nlywai 	6A1@llIATIVIA 	 1,171advoxii@t-hmaciln9  ti. 

(6) iinnlInEilnueannloTAILRyinifit-pA"@luiqiiifitunaiiionn=191 -radiln-11.1t-rilriwildu 1:91 

R'Illin911JF1PH1NarrllIll'AIIMq1,111.,16`011'12514 M 1:1' 6WZn-III_Ad-anin2da . 

Lfinlib-anInvinnnwn-A-11,AliniLfim 

cmakri@4-11,111,i, Lw:lin-mT-14941d1m-Mvoh@zi-iliJanlis. 

(8) i@liihiNin'lliirinT1111Ali@l1 th1.116115.M.,11;f@ltlhfikrilcriiln-il wiArm.16& 	1mA-131h:512mi 6I3a:', 

o-Hiln-ilihnijuq-mvithEl-rufiLtity-riThl 	nulyw-m-iwiiniwAmi oarwalowlffrilowlE.1 

Inml-rulwArdnunau,anlini9A al'ut,Qhma.,ViEnFIQaolS1Truavt7i1.3.1 60 
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SPA Part II (Developing) 

molgiull4ritnulatiarminiirrunial 

miimiaaniltilitniiimalailivnianiu 60 

M11111A111041)0411INIffellillt111110 (844f1113J411111) 



SPA II - 7 rmomroaauthfnaun-17-77.7vv,MIfi 

SPA II-7A I15nilila,1415.6111111-M111114141Y1 (iiIlaiLow(aqInt) 

II —7.1 ilaiiivratillt1111 (DIN.1) 

6149-11-1 91@ aih utonfrwalCill@ 

-1 2'1,111f,114 q11 IJ1fl1 LLiAzir7iwnI 

(1) iirr-11.-ymisnaquArnIvrianDmhzagfifrivrioiliLinfrnamiwo-TnNeIli. umtiwuirnI 

flIOufilarneuvonaluin-11 yliinannTriiiurm Lianniimal-raifiwysi:32°. 

• iiirmilvamilvoriu Liaz-n,limun-15iwilin-n-q13,1hi91Pno i'lfryrultiErult.n@JOgf17 

• iirmiJI:-aiuriufimbrriniln1unql-rmiprarnligillinl 

• iii117A-vanilqfnlasIg18,1111111@l1.1011111911.1itY1 Iqun-i1.4,11-rtioap wlifillY1014n7 

qi:1-)EAA-)61-11 

• iJ.'n-n1LoTiti4i-rmialinlegilliin-n-  iiazifluilymnufrn4.401/1-1111NP„,WIJUitY17 

• ii11-1511.T01011*:.41.1f1T111f1Wili'l 	fi'l`Vilal turn around time accuracy 11-6n-151s15'Ailkiiiill 

1httA9116-awa111IALL1J1.11.15461I1011t60,91q1Unli  

• filICii4rilwrimalanInlunil-al,11,1NIIMILli1111111,7@1.1 1-2 TA,i11,0,11 ai@9-1@ualtalrrn.  

1,1,a° Aiwiiwnlogn1 

• rmihtrimnuriyi ii'lltVYY13,1V19"10,9 

(2) r.filiiNtrinnmfwilLiitisIviaLLarilfnulfr-riaia-larn-ni,uniTer-hrntilimm. 
ci 

20 
IT,01.114a,r11.611010115.9 HU accuracy, precision, reportable range, analytical specificity, analytical sensitivity, 

turn around time 

fft-rniuvzvann LioriinNtpunriiIlvq m ina 	 102 



• iirmeislIgiaJliiir1173^i0J14-1firlE111-19APHILilWlicl'&1114,F1111.111q1119 	fNnIlumni-n4 f115 

th-rivArin-17 irneinauu tlfaft4 

• iiii@n7uniur-mr:ifit-iwit-p,n1-11unIfilflioAiufia-m5'dVIYINTIALLY114, 
9 

• i'J'n-n- iLf1I1:',IA.3-1-1.5.nriuriuLfivii,-111 fiLtwayruium7a75-wiLei@Nani7'iLmizAlcwali, 

IhtiSralln-a7oailtutiuthiltalummilouffnl  

• NPf1-171.11:31141T14Jif1713Jalariltyn,nimmihil 

• ratillifont-Iii-non-rwama-mlihililuitot@on-il 

(3) IiiM7911MiffaUfJ' ii4:114311'irff 	um , 

i'in-nuunnvi21ILazga-mcii-queivilmanzn 22  untlAwianintiaalLLWA'@aifilicavi@ni7 
23 

q1ITTY111ffn 

Ti9rm-aify116-)Lclunnl  

• iirmillalAiu,n-mil-ALo-inilinnr ifluf)111,141(40,1n-mJuLfJou 	 flT111 

d 	• 
• fff1114X1WILTIUM?fall 

• RflTIAYILnua-mmn 

• iid-o&-wila 

• arrraYanuLanall-Ltuntilui9iOrrwis'mu 

Livt, an-nt,fiviu 	 lihau 

• ihr,1J1J7:511-1EJTIMil 111,6111MT194 Im_110:0110,111,1191411f411,41L1.1 

• 11111.5)LfiTIZ.IA"  / T1‘311,f414, fl@lfil476,ILL-AkarArgaqi@nlImani Liu frnanhno@lnifiqn 

P."0@1 n-177un-nainv6'vtioityliniy1A-1 	miahru 	Qintm,rjil 	 n'ki4 

7:ifuLau,mat•m7i'ltanilou, 

1.17,1,614-rifymouluiniuthr.tilumtLa,liqium-11  

21 
n-muun14101 frJ117R111111n-IILLunvImr,m-illviiiiti ti 	ii61-n4nt:FI nluil LiirTulailiiita:rnTilalrlivrinhuirl 

WIWI LI 
22 	 4 

ninnammuniviantaai fnItiliiltilaniwnainnumonyn 	 tanals 

23  As, WM A'e alai 14 a oio nivn ogi 14uri frnanhifivinvira rlufiZDDNI 11117un-na-m4utaiAnToligei 

Rnoug 	 ItibLiumtnilAtazifiau 

aTruTuyivannuniinalutri-mblvvu-nna 	 103 



• 

(4) uirrim-awrmffoullifiiialliaLLN:11J1176e4mioaikivliivi-irmvil-rumffouilioln-illualnvqn-n 

V111-11ff@IIIS1U1J26  LLRZ.1-111-VENarmanaiou27ati-w 

ivianzau. miluaiNliurnIql-naauLtariinm-mwtirJoyinfiiialornuvriarrinDvanufilviloi (6-1 

0). 
ci 

• liLat,'IymIlurrithtisraLfiluila iltr14,-yrrAiunlI41A@TI1Jigrlir')LLyrAqvainu 

• ill:',1111M11111.1iTIWILMTTIALf1405VJaLLar,Vnlat 

• 1111  Viumun-n-13-Ipina4-Aiazumtaautfiouthz,1 

• 5.116M-6411. 0.1 I iglVilADNICJ@ ISJI@Lf140.11,54-fitiEJ 

• iirrn. q91',1a-wiltu,qtlzutia-11-@,11Y11,141,f14@lii@fililfl-Y13.Jalfig,11,Ln9rYLilltlfilJal@q1 

• 11'1Viltfl,iilhs Wil@l11141MIlinwlitAalil@ 

• iiV@ rniimahriiiLd4u31@fiktiqj 

• iin-nioThoimmon-n-aaut,fiuu Lta:;11-nntqlurnlanuL,h1Jfi55(1@v111114fi11Llantio LAaLfht 
a 

• iiiiwayn Attnnwhiwva,niuTwini7m-A itiu-wyn-n4 

LITantilvra7mulumiutlItLilumuolIfluern.1  

• qiiiinlIt-auldiu3-inLeilaa@1ailvi'aulii lailifanmEnt uw.-avyrrAIJiinivu rrIT 

• Nar111'917-Aa@ln.11:111if1114111NLfil.aa@ 

(5) ii111711711r1U fi9lCi@n iinilmnuwalaiman7rnolvtioli.ltulirm milumwriqa@ufiiimilmia, 

11-111191ffaLl(1'lU 
el' et 

114011105YIEnunihuitar-rn tn) 

24 
9,11nInt 	-7a916'11.51 	Lianzinlm7-1:i 

25 
AnTrin1TriinnililapOliTD filauflaid4 	 AlSIG111 	iJnInf,Dalriu 

yantIrmerii-wilalLiu6iwairmill 
26 

fralnIzvilriu ttAaliia a11n5t16 Ill En IZIJI_MITiilf111:4 
27 

n-111.271-lan-ilvouniuu 	correction factors ilLihnlvliht,LiiiailiiifilfilA-inniIm'AILfil-r:4 

arraiwknouniulalqt-unwillyiu-nna 	 104 



fi@nlurrifi-n-qhvivan-r5  

• 1111-31/11.11115A\IVII7MILLY114 iLlaiff-11.117flfrii111111 

• 1111-11IZU1111.44117VII-Aanu LilaliaTulvini,36,3917-AriqumiliTm,nmilvnuci3TunlI 

• "iirillthtLiivoniAltrinwmiaiamihta-nli-IJI111111flROIJUNOLVIJ 	frallqg@Llaiu 

ISI@Lii@liguiLLati-ntosanrEn ) 

• ihm-aymlunnTbui-nrinwrw-mejiciu-rintp,luntiiiwnailliaaqt-4NINNatrII9117Q 

1JTVAISIfi'Mla11114,111JUL17:.:131101116@liqUffIli  

• Narrad7:Lihtf17111N1111IfITO-31;t011_1hIAMI / 

• NaniwurrnwrylulajR@If14'@STNNtirrI7911 

(6) ill-rnfThihnunva-3@aourrithrhiflw-1 Virmv-ms-nmton Aalii@lrEnvnaqf 	11-)En 6'h 

alNagiult-4.1-r-nAmmlinilimJhulini7 wa-HrtiqaMJ 	 al11111J7:51illquiV69111i0 

-111-1Erli-1111 i"M-91 	 ii7Z.Ilumulaxi:rwiaaAiutialrritvantou. 

• LL14,-arrolun-11-iiqaiantLar,o-awouLfilalridiyitnvnag 

• ii11111JTZLilltP3NrallifililErl 	LLazmniimA&TaJA-Ifitv, 

• i'in-n-iiritni-itniutiLrmitirawnufluqamtjilqa@q) 24 4"-II3so 

• ihniilurnwnuTAA'Afith:4)iirnyi 

• iirmil'uftn 

ihvinArnflaulitLarutlIt'Liloanuannii  

• 

(7) rirMilaffiTri161111rPiTiMitiriiM7 / 1,VaiilY191ff@U 4-Jurmi.17:-.NanEinlaai9LauoiLar.4-)ulfirrn 

Dui Uuri rm1ickaatra-128 rannimatilIVITT@ T1111Jinwnywils-unI 

rmo.JulaillafiirmavA 29  . 

NraDA-117*-al,14,n11  

• rrii@lY11.919411`11.il @ a-17-6-141,i1X@.11411111117 / Ini-)EJMINMJ L11.111 two way communication 

28 
IThaja/1114-ilitUrai 	TrilLg@n1A4M1Y1fig@ii fryairi thrAnyrnalic-a@rii,fii,Awa-n 

29  ViniAno-lIwanIrmirmfinin'Azififla-mnistilduvatImlinilgili4irZairlywrialArlityrsitluninlal 

orrnii4vTgannuaziin-o,,T-uarivviwvutrana 	 105 



• tifiarrni vival6n7-niflun 14, iEJ1z7r,Orrili-quiti TramialM6ava-a@ Tzun-ani 
Iitnharinin-17 

• ilniAaa-17Nan7rriuyn,3411a;@nfiwunnnIttlhuLaJm9iml-9)1T41;COilm-lutiouciw.ii 
m711Autualm 

th-tdrtliivrnoaulltainnhniiviwo,LNIqualii  

• Tirm-gaglTillithritYlifITIA1 

• 

C111T4111--M1 

(1) lurriwynymaaufinlrenTiuraihEJTqU917.9 rn-nnlIzainCh:1-)urieukva-nuar-rimiviiiiimilln-A 

rnillo-iinallauaLimMitTf4J Liviamt-iuNaittaill.n1T,-,m4 Malalll EA a eTih ti iLatailliwilea ,. 	 . 
1-111IIITalt-1111119114A19Thlr111. .iin-11-111ioapraill oadmiltbrwaLLaza,nnalmuoulunlettfiLihtn11 

VITAiiiit1111.11:g 0.911. 

tir55aiiifil5kniluni7 

• qil-aul,411rffaua imaluni7in7-Afil 	u Lwian:a 
9/ 	 9 

• lininhnilutp-matilltviamau tin thzilirth:kaialimtlawri-lor, lu,,TilltAm-nvniiYi 
9 

thtilry-IILLyThivrim:-.LalunIritaqia-mluum 

• ilianymlun-ni-qfMalat,Nm-Ltlailln17::m4 

• iinzinurnllun-nyrrug@uviAl@n-nIzaliheyliti 7:,101419-1.51 katwaavriniimmn-M.1 •  
m-A @d-wi-wp,J 

• 111,11161,917A HIV 'iirrillifi-nrinwrnlriout,Lamtm-r@ 

• iirmliiauarTII-aulwir5mium°1-ariawiniiinim-A 
91 	9.1 

41 ct 

• '31 rn 11,1A-lio ap 6 1 wr a.i L g u .3 lon-iaLf-iwn-g.LL117n9You vii,aanurieillan lunItiirrilm-nria,1 ii 
trmL40111 riaulvie&) EJ ZOI4r14.1 MAU 011 

9, 

111Z1614,11M5I101111,61,1111191%;a114,0941N1q1€M711  

• 

furaTuyikiwiLtaziinalqt-turivviwyiumia 	 106 



.4 	30 a 
(2) iinl7LLIJaNaniwil-niql El 	6M.:1J7r.ffl11117r11 IZIMIJMY11411J 	rilfrrauflifqn@u. 11 

rragoan7r4anilm-rilvTLLriLLyniElLi-rva,11-1111111,a106-riwaiffnbilut-A-rilL11111:-.MJ. 

• ilrrysLitINwirmil-Ayn,nh,hitilf11.71q1E11:6111,11V1i:411111111A1Y16 

• lin-rmil.oNOVIlliliLloiliwornti tLatiirnTrnitaaukalm7d114116ane,) wolualtiqui-ALL-orriti 

( 	 ) 

• ilawarnAurrallafilifinwaurn-ail'iliiirMsErantglul Ellin 

1.1T.-Auffifi-aq@ulutLinithr,tilumliNiflualt1  

• 

II - 7.2 'if@ 	9.tql 	411'i 	PtilitY17 (INV.2) 

'Ni1bir6n-werwmILivird ytitniTnuifiMin 

(1) ionlhiriin-n-miliuliJ7u.rnairqaaufnlarinuinprolisrvTaliJURin-17 (proficiency testing - PT) 

9111111011LIMunfraiapiwis'eutunlwil-aTILfi7-1r,vciliitiirm, vii@WiiiltuutlIttriu performance 

'61'49 

rmmaaufrnarihwispi@InnAllniivamnaTilnifiErria. 

• iirmY1-) EQC biuNfinIniumnat.iNgihana 

• iirmlawan-n-rmaautifiLfrvilt-ifivInwo, vr4o-rwitr,rulurr-mTvann 

• -virmyiurnuNan-17111 EQC 

1.11:1i114/14M7qaUlIALLUISIJIZLIIIIMI,M,IIqUff711  

• N 1111"9Wn EQC 

• Nw-m-̀ 51filitycuaztli'utli,nunt 	r4 niwn-R1a.1 611411.19114J In nt4 

(2) icD141IiinlIiiiihannI / 

I.J7tam4fiii6-avAlt,9 	I11111,117U / 7:',IJUIJilllITUT111^1f1701.1f1911 1117-ii.3111-Livn / Ionla 

30 
aiilt3firm finfllaufiqu 	 rrilariuuniourliman-naTAil 

F411,63J111111t1t11151N4'fl1,11111I1f111SOIMMIDLLICalVliUtlThlYnt.flaJIAL111110.411,1J14 

arnirioT•rwiLtazilnoltpinivITITHErnria 	 107 



1431141, tholnfi-naJr19111VMUN:51-1111-10.9114RIJIIT1-17111, 	 F11711TY111 / 1~e1Jf1ti61~tIJ 1, 

FY-17i1919113.11iLITI@IALLar.vi6:11-r-i7917-R5LmizifiliFIPVIDF117917-redl,fiT-13.4, n'm1'J1Jti  

911r1Elf17-11J1JR M1FTEJIM1 ralh LI, ttazir5L15zillut17tarriNaolluIth66mai 

FRI-111.1111MI4107414f1-11  

• 151-11'11,fM41.1>W1 frrult4u,n-niuvairau,n14, 

• iirmiwrilirtirim-nlAulttaztm-renAurittfyymt4u,ViA-witli 

1i5z1(lwrifi-m1aulvtamithztiltomiNI91un1.l  

• 91'1 791iLix.,-rmyrtni-noiTTYYq 

• frYanau quliniIn
e
t raw

Z
n r aifit14111@u 1-2 11 1-nyro nnItliuthltuilt 

9 

(3) iNtlhiiiiMIAil,iittrn7fnuflaIntirwitil@Fmoilai performance 11N1111917'3WILM-11'.4, 5-]antmi 

tolerance limit, •4114,71.4,110ZWI13Jfil210.9 control, innkriTatiannwaufprif11111,Lnffiln61,11011 

tflu-niu1nt1.la1Tilm7Lo111nIt11vin, ttar:ISmInl@flutii4fillanintilafin@lnlIptarnIv15ivrmaou 

taialairnI calibrate mialaiiii-a9ifi-JuflaJ. 

• 31Fr1791 -A (QC 	 ttaziln-anwtottawriii,1411i6luntitilr.m IQC biLiJul1J91`lan-nnt4 
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