INSO
22130
1st. Edition

2016

ol r! (ol 5900
Islamic Republic of Iran

ol 8 yibins! o ylozlus

Iranian National Standardization Organization

— P byl i Sy Jolwsg
5 ,Shos o)yl 2ol sloanki s 5 ool
P oyl i ol s,

Diagnostic medical devices— Use of external
schemes in the assessment of the performance of

in vitro diagnostic examination procedures

1CS:11.100

alye! oo Syl
Yy

Jol oz

AR YA



WA Jlo (ol o) YYIWe  o)lads oyl ! oo & ylusbicu!

olnl 8 laitewl Lo ylojlus

VOAY S cpandy GLls «Soy Gl (258 @i @ld oI5
RTINS IR S TS R SR oW PRI

ANAYAEEN-0 il

AMAAYY +X g AMAAY < A+ (55,90

Sl e o iaio oS S

el = 2,5 VIOAONPY & ey 3e0ko

CYP)YYAFYY -A o oals

CYTYAMNE 540

standard@isiri.org.ir :aslL|,

http://AWWw.isiri.gov.ir ol

Iranian National Standardization Organization (INSO)
No0.2592 Valiasr Ave., South western corner of Vanak Sg., Tehran, Iran

P.O. Box: 14155-6139, Tehran, Iran

Tel: + 98 (21) 88879461-5
Fax: + 98 (21) 88887080, 88887103

Standard Square, Karaj, Iran
P.O. Box: 31585-163, Karaj, Iran
Tel: +98 (26) 32806031-8

Fax: + 98 (26) 32808114

Email: standard@isiri.org.ir

Website: http://www.isiri .gov.ir


mailto:standard@isiri.org.irs

WA Jlo (ol o) YYIWe  o)lads oyl ! oo & ylusbicu!

las ol @
ol 3 yltias! oo oybojl b o liil

o Slaasd g o lbiwl dnnge Oy 580 g uled Zdal gl Yooke G o cogo 0 )l o laslinl o (Lol
Ol (o)) (sho slosjllinl 25 5 (0905 c(apnd Adelog oS Cowl 3057 (commy @250 LS NTYY ole (roge Cpae 0l
Oyl eage w
4 VIPIVA &9 o)) Jlo shigd anda (egd 5 olxty 5 aSy carge @ ()l (e Slisiod 5 9 laslinl dunnge ol
sl o0 @ 1zl gz A= IVITE £ 50 Yo SITOAYA 0)las asls b g i ol o ibins] Lo oylojlo
Slanwge 5 3100 Ol colo ¢ plajlo (Ll )5 518 50 (33 slo GgrmneS )3 alisis slo 055 50 3 lailiwl (g0
(ol bl s azgi b g o las b plRen (20555 950 (o0 plowl Laye g olST goladl 5 guilsi  chgly (sole
AT Gy FaiiS g el i g 5 ol Bliiaie 5 ST &5 )i 3l 45 Cul (6,00 5 5 p5lid
o G 99 (oo Jol> (g 5 (g e plejle dasl paatS g cele SThe (LS )]y g (WS 0lo
o 9 99t Jlw)l bomye (38 o gnnaS slasl 5 0 (65 azlye 4 (2lo3 5k 6l ol Sle sl sl
Ol (o)) ho 3ylbsl plgie 4 gl Syg0 50 5 2ok 4y 1L b ye (o &peS )0 laoslgiig 5 oyl 2l o
O9h (0 pAie 9 Dl
LS (o g 0dh e sl Zole, b i 2o (63 ¢ e 4Bl sln (lojls 5 Slacwio 45 oo Juilin] s L
Co S o 09d oyt g ol lml (e ojlalind plgte 4 ol Dj0s0 g (o p g ok (o &eS )0
o EaS 0 5 032300 B Bylec lynl o o uiliasl o s diigs olie bl 45 Wigh o b e oleo, i
AL o0y a3 4 Ab0 o LSS 5l 0lliasl e (ylojles 4 gy e o st
S5 7SI Ll s ygrmnaSe  (190) o lastiasl Ml (s ol Lol sliael 51 1l 5 laitiasd Lo losles
B S0 pgeaS ;L i 5 Sl T(OIML) g5 ol o3l (Ll (s plajles 5 "(IEC)
P sl el s S Ll ) az gl e ol e oo luilil igai . wiS e ol si8 BY(CAC)
F 05800 S 5o Hollim las lulisl 5 ez (seio s (S8 e oole slo dyiny (STl peiS

Lo 50t Gy 5 Colom gl ¢ sl 4 00 ot s oilse ke, b ilys o ol 0l e oylojls
an szl golatdl y (Jame Cony Slla>Mo g ¥ gazme udsS Sl Gliebl Jga>  (cagee 9 (60,8 (el g el
okl oo il e slysds g b o 15,lg o8 L /g 4558 U515 sudys ¥ game gl 1y ol olo slos st |

5 Slolo YIS s luibisl (glyzl ¢3S SV game sly Mall s (gl 5l L jlate ) wilsi oo ol uled
Jleb Slensgo 5 1 ol Slans 1 B solitul &5 ypisky Glaebl gl mizman - sylai gyl |, o] gz o

C i) Cupide 5 CoeS Ca e S s (BI5T 1900 5 (Sieee ¢ oyl ¢ Ghipel ¢ 0yglie A o

1y Sl 5 1 Gloslo 655 ol ol olaitiod o ol « iomis Jls ( czminsls ) Cysmsl yeadlS 35150 5 o oSyl
s o 4y comdo anl dalialsS ¢ p5Y Ll s 5hal &go 0 5 08 o bl olp! comdlo sl allss Lulgs Wl 5
e ¢ i by ((zmisly) sl pedlS ¢ LalSly JMall (s 0lSis s 5+ 05 (oo )l o 0 S 2 5 el

el lojls ool il S50 31 ol o sl fuibias] gelans (5l | (sl 55,5 Sligdow plodl 5 el S l3ls e

1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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DIN EN 14136: 2004, Use of external quality assessment schemes in the assessment of the
performance of in vitro diagnostic examination procedures
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2-1 ISO 15195, Laboratory medicine-Requirements for reference measurement laboratories
(ISO/FDIS 15195: 2003)
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2-2 ISO 17511, In vitro diagnostic medical devices-Measurement of quantities in biological
samples- Metrological traceability of values assigned to calibrators and control materials (1ISO
17511: 2003)
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2-3 EN 375:2001, Information supplied by the manufacturer with in vitro diagnostic reagents
for professional use.

2-4 1SO 3534-1: 1993, Statistics-Vocabulary and symbols- Part 1: Probability and general
statistical terms.

2-5 EN 12286, In vitro diagnostic medical devices- Measurement of quantities in samples of
biological origin- Presentation of reference measurement procedures.

2-6 EN 45003: 1995, Calibration and testing laboratory accreditation system- General
requirements for operation and recognition.

2-7 ENISO 18153, In vitro diagnostic medical devices— Measurement of quantities in
biological samples - Metrological traceability of values for catalytic concentration of enzymes
assigned calibrators and control materials (1SO 18153:2003)

2-8 International Vocabulary of Basic and General Terms in Metrology (VIM), 2™ edition,

Geneva: 1SO, 1993.
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