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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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1- ISO 10993-4: 2002+Amd.1:2006, Biological evaluation of medical devices- Part 4:
Selection of tests for interactions with blood
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1- Vertical standards



2-3  1SO 10993-1:1992, Biological evaluation of medical devices -- Part 1. Guidance on
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2- Fibrinolytic systems
3- In vitro
4- In vivo
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1- Non-contact devices

2- External communicating devices
3- Cannulae

4- Extension sets

5- Blood collection devices
6- Cell savers

7- Atherectomy devices

8- Blood monitors

9- Catheters

10- Guidewires

11- Intravascular endoscopes
12- Intravascular ultrasound
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1- Intravascular laser systems

2- Retrograde coronary perfusion catheters

3- Cardiopulmonary bypass circuitry

4- Extracorporeal membrane oxygenators

5- Haemodialysis/haemofiltration equipment

6- Donor and therapeutic apheresis equipment

7- Devices for absorption of specific substances from blood
8- Interventional cardiology and vascular devices

9- Percutaneous circulatory support systems

10- Annuloplasty rings

11- Mechanical or tissue heart valves

12- Prosthetic or tissue vascular grafts

13- Circulatory support devices (ventricular-assist devices, artificial hearts, intra-aortic balloon pumps)
14- Inferior vena cava filters

15- Embolization devices

16- Endovascular grafts
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1- limplantable defibrillators and cardioverters

2- Stents

3- Arteriovenous shunts

4- internal drug delivery catheters

5- Pacemaker leads

6- Intravascular membrane oxygenators (artificial lungs)
7- Leukocyte-removal filters
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1- Intra-aortic balloon pumps

2- Ventricular-assist devices

3- Prosthetic (synthetic) vascular grafts and patches, including arteriovenous shunts
4- Tissue vascular grafts and patches
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.C3 convertase .CH50'" .SC5b-9'" .C4d'" ic3b'" Bb'* .TCC' .C5a" ,C3a
C5 convertase

1- Partial thromboplastin time

2- Fibrinopeptide A

3- Specific fibrin degradation products (F X111 cross-linked fibrin)
4- Prothrombin activation fragment 1+2
5- Thrombin-antithrombin complex

6- Platelet factor 4

7- Beta-thromboglobulin

8- (Active) complement split products from C3 and C5

9- Terminal complement complex

10- Product of alternative pathway complement activation
11- Product of central C complement activation

12- Product of classical pathway complement activation
13- product of terminal pathway complement activation
14- 50% total haemolytic complement
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C5 convertase.C3 convertase CH50 SC5b-9 C4d .ic3b Bb .TCC C5a 4C3a

1- Monoclonal antibody which recognizes the activated form of platelet surface glycoprotein I1b/llla

2- Monoclonal antibody, which recognizes the alpha-granule membrane component P-selectin exposed during the
platelet release reaction

3- Prothrombin time

4- Thrombin time

5- Fibrin/fibrinogen degradation products
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1- Immunoassays
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1- Haemocompatibility
2- Doppler or electromagnetic flow probes
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1- Vascular Patches

2- Vascular grafts

3- Prosthetic rings

4- Heart valves

5- Circulatory assist devices
6- Distal organs

7- Arteriograms

8- Neointima
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1- Pseudointima or tissue capsule
2- Anemia
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3- Intimal hyperplasia
4- Platelet factor 4 (PF-4)
5- Beta-thromboglobulin (- TG)
6- Fibrinopeptide A (FPA)
7- Thrombin-antithrombin complex (TAT)
8- Prothrombin activation fragment 1 + 2 (Fy.,)
9- Haemostatic factors
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1- Static tests
2- Endothelialization
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1- Arteriovenous (AV) shunts
1- In situ evaluation
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1- Pulmonary leucostasis

2- Surgical retrieval

3- Auscultation

4- Movement of the occluder
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1- Patency
2- Magnetic resonance imaging (MRI)
3- Positron emission tomography (PET)
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1- Intimal hyperplasia
2- Gravimetric analysis (thrombus mass)
3- Scanning electron microscopy (SEM)
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1- Biomaterials
2- Activated partial thromboplastin time (APTT)
3- Kaolin
4- Celite
5- Ellagic acid
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1- partial thromboplastin time (PTT)
2- Prothrombin time (PT)
3- Thrombin time (TT)

YA



= . \ . . . . . - .
235 oo SYsb (nyle b (o b Gloo)b) (s ped 5 (et 435 Sl Jeols sleos gl 8 mhans ol

o9y ddg F-Y-o

Al gy (WS axxl e VY- ol @) bodsand jgas (o JulS golial phvn S (om0 ;0 Olge
. . & e Y = . . . .

Slo by, 4 Cans by (el c0gd 65 ol (S5, Sliegn o howS lawg Wilgi e aST 0,5 aiales

D13 (6 5eS (65 S (Jgere (golinil 905

Oigeymd 0-Y-o
235 TT o PTT PT lis oy (GYsh s ) (200 5 (550 pmed poe 5 g pmed oo

(FDP) 2y 423285 ©Y guazmo g (35gh ped P-Y-0

T e Gl 5 E 5D C Y X GFDP s o (Siisloried balh 3 ot a5
a5 STy (s Sy s WFDP 5 e s o3 355 o Lesdly il s 55 05
(O3 9 rd e (Sl Ll o 0ebpe Lt o3 Ly 5 LFDP Bde ey 0]
£ a5 ke ¥ 31 5 FDP il (aal38l o] JLivy 5 ohaimandly o JUsb il conm
Shoslenal ool spae (235 Jlus () sl Lo (oge3T cnl pdn yiiar (o b il gws ) T e
D9 o8 dpogi 35 S5 o yws BB sla g,

Sliss| puolais! ygiS gl imins  Y-Too

3o golanl sl )5S (J S b oole mhaw 4y Connd U0 1 a8 (e 0 Jlie sl p) 4z JB LralS
gy |) 2,551l B ran ialsl oo jlailin] byl pl cod alowg b lge ply )0 055 28,5 5,8 (5 ,me 5o
A2 o Slpdion 00 (GBS b g slasil ¢ odaw i

oS ((Frip) oo yiay JUad ¥ +) @lalad (D-dimer) D— pogls «(FPA) A s gt o A-Y—0
(TAT) G951 — (o 5

Fieo 9 FPA lo,gS1 .ol co oliml pucilo ol Jlad oaims Lis 568 o4l90 51 G o e iol8
slwl g (95 olial pad JUd TAT slauSlaS (il aimd oo (LS 1) (e 5 4 Gung g 8 JUud
Omodh D-sla pauls amd oo it 1) (2,8 Jlo 50 (ranng 5 51 g 00l 0dgi rareg 5 o oSeS S
Shoslatwl .aidl oo (i ped o8 g oLl (b 4 o e Jlail L F X g 50 oY gamo 0ol o
S5 o0 dpog 55 lgssly Suiglsisanl o 5 15V o slabs,

1- Fibrin/fibrinogen degradation products (FDP)
2- Chromogenic substrate

3- Enzyme/linked immunosorbent assay (ELISA)
4- Radioimmunoassay (RIA)
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1- Ethylenediaminetetraacetic acid (EDTA)

2- Aggregometer

3- Hyperavtive

4- Aggregating agents

5- Platelet-rich plasma (PRP)

6- Adenosine diphosphate (ADP)

7- Nonsteroid anti-inflammatory drugs (NSAIDs)
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1- Agonist

2- Glass beads

3- Polymorphonuclear leukocytes (PMNSs)

4- Poly(hydroxyethylmethacrylate) (PHEMA)
5- Polystyrene

6- Beta thromboglobulin (BTG)

7- Platelet factor 4 (PF 4)

8- Platelet microparticles
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1- Pro-thrombotic

2- Flow cytometry

3- P-selectin

4- Glycoprotein 1b (GP Ib)

5- Glycoprotein lIb/ll1a (GP IIb/111a)

6- Gamma imaging of radiolabelled platelets
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