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Cardiovascular implants and
extracorporeal systems - Haemodialysers,
haemodiafilters, haemofilters and
haemoconcentrators

ICS: 11.040.40




los ob &

ol 8 itiast o sl s b oy o]
g 0 lasbiwl At &l yde g (puled sl gl3 Yoolo So v coge 4y ol pl So Sladon g o laslivl dnhe
oo lliowl 125 5 (995 (nd Ahebog 45 Sl H9AST (com) @250 LS VTV ole o Cgan lnl (Sare DliES
s oae 4 ) lal (o)) Sl
LA IEIY £ ypn 6yl e gyt Al mago 5 olonty 5 0Sy zgn 4 ol sinio lisio g 8 kil dunsga o
el 0 U 2] gz A IVIVE £ g0 Ve FIYDATA o )lad aul b 5 a5 ol 8 sl Lo olojles
Slnsdo 5 38100 Gl colo c Glojlo GLabd )5 51 o8 50 (8 lo (gnseS )3 alisis slo 055 50 o liliwl o g03
(st ulyd 4 azgi by o cllae b plfon (23555 055 oo plonl Lai je 5 o5 (golatdl 5 sudsi o sl v oole
USG5 e F Sy el x5 5> Lo Gliiate 5 ailalST o8 ) Live ) 45 cenl (6l g (g5l
s G 998 (o0 ol (90 pe g (g sla lejle dasl (paadS g sele SThe (GBS 3)ly 5 oS 0l
o 9 0s-Se Jlw)l byye (8 slo gnaS slasl 5 a8 63 2zl 4 (2530 sl lnl e slas sl
Ol (o)) o 2, Ibl plgie @ cagal Spgo 50 5 gyb 4l T b e pe (o &S 50 aslgiiy 5 ol il o
D9h (oo plie g Oy
S o s od e Ll Cale, L 5 o3lo (69 5 ake 4BDle (gla ylojles 5 oo a5 om0 Jailial s Ly
o P o 090 (e e g Ol ol (e o jlabnl Glae 4 icgal Syges0 g (o n g Tib (e deS o
e a8 5 g g5 B B )lacs ol o 0 il 4 o aigs slie olul 45 Wi e i Lo Lo sl
il o) a3 2 9 e S5 ) il Lo el 45 bgy e o il
iS5 150 Ml s grnaSe (1S0) o il el (s el shol (gliel 5 ol ool Lo olejl
@HE S0 a8 Tl Les lsie 4 g Sl (OIML) g6 i o3l Jall o ool 5 "(IEC)
Pl sl ool g (L5 Laylpl 4 axgi oo sl (e slaolailin] gad jo . auS o codled jauS o a(CAC)
F0s5sn St Mellim sloslulial 5 oz rio 5 (8 sale o iy 35l 58
L (oS Bl cnlex 6l 08 )3 0ad (S G Crilee Sale, b il oo plnl o laitiul (e (lejle
s szl golaidl s ame Cay Sllasdle 5 WY gasme CodsS I Glaebl Jpam «cages 5 693 (Sl 5 dl
6ozl o bl Jle (sl g b o 515lg o1 L5 15iS 51 csads SV gama sl |y ol e csloo st
5 2 yols VIS okl (g, 2l oS ¥y amo sly Lall e sl il Liis jhite 4y Wl o Slojles e
Jié Sl 5 b lojles Sloas 5l (EaiS solital 4 Gartdn Glaabl gly rizeen ailed g Lz 1) o gamaz o
otalojl (hammocn ) Cu e 5 CuheS Sy e Sl s (15559000 5 (Siee 13l el e0j5lie Ao o
bl 2 ) Slaste 5 o Glojle w555 ol plnl o laitinl (o lojlo (ptomins Jilug ((risly) Ggamsl 2 55150 9 1o
2yl o ol @ ool 0l &alualss o3Y Lulyd 5ol Ojge 5 5 oS (oo byl Olnl cemdlo anlh pllss Ly
Sl e e tomins ilos (mils) sl redlS oSy Mall i olSss sy S o )i b o o Shos
el Glojle nl @by 00 5l ol pl (e slas jlaibiwl ghan &)1 (6l (69 2,15 Slinios ploxl g Lol S

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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ISO 8637:2010, Cardiovascular implants and extracorporeal systems - Haemodialysers,
haemodiafilters, haemofilters and haemoconcentrators
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1- Haemodialysers

2- Haemodiafilters

3- Haemofilters

4- Haemoconcentrators
5- Device

6- Plasmafilters

7- Haemoperfusion

8- Fluid
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2-1 1SO 594-2, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other
medical equipment - Part 2: Lock fittings

2-2 1SO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

2-3 1SO 10993-4, Biological evaluation of medical devices - Part 4: Selection of tests for
interactions with blood

2-4 1SO 10993-7, Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

2-5 1SO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic
toxicity
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