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Indent | Parag | Annex | Article Term Line | L
1 2 1
3 1 22 1 January 1995 3 1
1 22 1 July 1994 4 1
2.2. X 18th World Medical Assembly in Helsinki, Finland, in 5 1

1964
2.2. X 1964, 18th World Medical Assembly in Helsinki, 6 1

Finland, in

2.2. X 1989, 41st World Medical Assembly in Hong Kong in 7 1
3 8 3
6.3. v 3 and 7%, non-conformity percentage of between 9 3
30 10 | 30
1.1.2. IX 30 days, ... device ... intended to remain in place for at| 11 | 30

least
[.1.1. IX 30 days, continuos use for not more than 12 | 30
[.1.1. IX 30 days, intended for continuous use for more than 13 | 30
1 4 22 30 June 2004, during the period up to 14 | 30
31 15 [ 31
4 22 31 December 1994 16 | 31
41 17 | 41
2.2. X 41st World Medical Assembly in Hong Kong in 1989 18 | 41
5 19 5
2 1 Xl 5 mm, no less than (CE marking) 20 5
6.3. v 5%, probability of acceptance of 21 5
60 22 | 60
2 15 60 days, period of 23 | 60
1 2 15 60 days, period of 24 | 60
[.1.1. IX 60 minutes, normally intended for 25 | 60
1 4 21 60-day period 26 | 60
7 27 7
6.3. v 7%, non-conformity percentage of between 3 and 28 7
A 29 A
2.2 9 I acceleration 30 A
6.1 13 I acceleration 31 A
1 I acceptable risks 32 A
7.5. 12 I accessible parts 33 A
1 1 accessories 34 A
11.2.2. IX accessories 35 A
2 (b) 1 accessory 36 A
10.1 I accuracy 37 A
6.p 13 I accuracy, degree of 38 A
2.4 9 I accuracy, loss of 39 A
5 1 act ... with action ancillary to that of the device 40 A
1.4.3., 3 IX action, physical 41 A
3. 13 I active devices 42 A
1.3. IX active devices 43 A
m.3.2,,1 IX active devices 44 A
11.3.3. IX active devices 45 A
1.1.6. IX active devices for diagnosis 46 A
1.3.2., 2 IX Active devices intended to emit ionizing radiation 47 A
.3.1., 2 IX active devices, all 48 A
.3.2., 4 IX active devices, all 49 A
3.1 13 | active devices, year of manufacture 50 A
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Indent | Parag | Annex | Article Term Line | L
5 1 active implantable devices 51 A
I, 1.3. IX active medical device 52 A
1.1.4. IX active medical device 53 A
1.1.5. IX active medical device 54 A
1 1.1.2. IX active medical device 55 A
.2.1. IX active medical device, not intended for connection to 56 A
an
.3.1., 1 IX active therapeutic devices, all 57 A
[.1.5. IX active therapeutical devices 58 A
7. XI activities 59 A
3 1.3.2.,1 IX activity of CNS 60 A
4.4. Il additional approval 61 A
4 12 additional CE marking 62 A
1.3. IX Additional rules applicable to active devices 63 A
3.a 13 I address of the manufacturer 64 A
1 2 (e) 1 adequate human clinical environment 65 A
3 22 administrative provisions 66 A
1 22 administrative provisions 67 A
6 Il Administrative provisions 68 A
7 11 Administrative provisions 69 A
7 v Administrative provisions 70 A
5 \% Administrative provisions 71 A
5 VI Administrative provisions 72 A
2.3.5. X adverse incidents 73 A
2.2 8 I agents 74 A
3 12 I alarm 75 A
4 12 I alarm systems 76 A
2 2 I alarms 77 A
4 .2.1. IX all invasive devices ... intended for connection to an 78 A
active medical device in Class lla or a higher
2.2. X all measures relating to the protection of human 79 A
subjects
2 3.1 Il all the relevant information on the product category 80 A
[.1.5. IX alleviation of ... handicap 81 A
2 2 (a) 1 alleviation of ... handicap 82 A
[.1.5. IX alleviation of ... injury 83 A
2 2 (a) 1 alleviation of ... injury 84 A
1.1.5. IX alleviation of an illness 85 A
1 2 (a) 1 alleviation of decease 86 A
2 5.2. Il analysis, results of 87 A
c,2 3.2. Il analysis, risk 88 A
3 2 (a) 1 anatomy 89 A
111.4.5. IX animal tissues 90 A
2 8 I animal...tissues, intended use of 91 A
2 8 I animals 92 A
2.1 8 I animals, geographical origin of 93 A
52 11 Annex |, paragraph 7.4, reference 94 A
4 4 Annex |, point 13, reference 95 A
4 12 Annex |, point 13, reference 96 A
2 3 1 Annex |, reference 97 A
2 3 1 Annex |, reference 98 A
1 3 1 Annex |, reference 99 A
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Indent | Parag | Annex | Article Term Line | L
4.4. Il certificate, EC design-examination 464 | C

5.1. v certificate, EC type described in the type-examination 465 | C

4 7 v certificate, type-examination 466 | C
3 7 v certificates 467 | C
3 4, XI certificates 468 | C
7.2. Il certificates, annexes to 469 | C

5 1.2.3. IX change, chemical 470 | C
4 [.2.4. IX change, chemical 471 | C
6,1 11 change, significant 472 | C

3 5.1. \% changes 473 | C
3 5.1. VI changes 474 | C
3 6.1. Il changes referred to in Section 3.4 475 | C
4.4. Il changes to the approved design 476 | C

6, 2 11 changes to the approved product 477 | C

34,2 VI changes, assess 478 | C

1) 10 characteristics 479 | C

4 I characteristics 480 | C

5 I characteristics 481 | C

7, (i) 3.1 Il characteristics 482 | C
(ii) 3 v characteristics 483 | C
m.3.1,, 1 IX characteristics 484 | C

1. X characteristics 485 | C

1 (b) 10 characteristics ... of a device 486 | C

7, (i) 3.1 Il characteristics ... of a device 487 | C
8 (ii) 3.1 \% characteristics ... of a device 488 | C
8 (ii) 3.1 VI characteristics ... of a device 489 | C
3 22 characteristics of ... devices 490 | C

(ii) 4 Vi characteristics of the performance of the device 491 | C
c, 4 3.2. Il characteristics specified by the manufacturer 492 | C
4.2. 11 characteristics specified by the manufacturer 493 | C

0] 3 v characteristics, deterioration in 494 | C
1 7 I characteristics, to guarantee 495 | C
7 I Chemical 49 | C

4 [.2.4. IX chemical change in the body 497 | C
2 2 12 chosen combination of devices 498 | C
3,2 Il circuits 499 | C

2 3 VIi circuits 500 | C
2 3.2,1 VI circuits 501 | C
1.1.7. IX circulatory system, central 502 | C

2.3.1. X claims, manufacturer's 503 | C

I, 1.3. IX clamping 504 | C

l.1.1. IX Class | 505 | C

1 l.1.4. IX Class | 506 | C
1 l.2.1. IX Class | 507 | C
2 l.2.1. IX Class | 508 | C
2 1.2.2. IX Class | 509 | C
111.3.3. IX Class | 510 | C

1 9 Class | devices 511 | C

1 10 Class | devices 512 | C

4 11 Class | devices 513 | C

5 11 Class | devices 514 | C

5 VI Class | devices with a measuring function 515 | C
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Indent | Parag | Annex | Article Term Line | L
3 1.1.2. IX Class I, in all other cases 516 | C
1.4 13 | Class I, no instructions for use needed 517 | C
7.1 1] Class lla 518 | C

6 \Y/ Class lla 519 | C

6.1. \Y/ Class lla 520 | C

6 VI Class lla 521 | C

1.1.2. IX Class lla 522 | C

1.1.3. IX Class lla 523 | C

3 1.1.4. IX Class lla 524 | C
2 1.2.1. IX Class lla 525 | C
3 1.2.1. IX Class lla 526 | C
4 1.2.1. IX Class lla 527 | C
1.2.2. IX Class lla 528 | C

11.2.3. IX Class lla 529 | C

1 11.2.4. IX Class lla 530 | C
1nm.3.1., 1 IX Class lla 531 | C
1n.3.2.,1 IX Class lla 532 | C
1.3.2., 4 IX Class lla 533 | C
1.4.2. IX Class lla 534 | C

1.4.3., 2 IX Class lla 535 | C
11.4.4. IX Class lla 536 | C

2 15 Class lla devices 537 | C

2 2 4 Class lla devices 538 | C
1 9 Class lla devices 539 | C

2 11 Class lla devices 540 | C

1 10 Class lla devices 541 | C

4 11 Class lla devices 542 | C

1 l.1.2. IX Class lla or higher class 543 | C
6 VI Class lla, application to devices in 544 | C

6 \% Class lla, application to devices in 545 | C

1.4 13 | Class lla, no instructions for use needed 546 | C
8 v Class lla, products 547 | C

6 Vi Class lla, products in 548 | C

7.1 1] Class llIb 549 | C

6 \Y Class llIb 550 | C

6 VI Class llIb 551 | C

1.1.3. IX Class lIb 552 | C

2 1.1.4. IX Class llIb 553 | C
3 1.2.1. IX Class llIb 554 | C
3 1.2.2. IX Class llIb 555 | C
4 1.2.2. IX Class llIb 556 | C
5 1.2.2. IX Class llIb 557 | C
3 11.2.3. IX Class llIb 558 | C
5 11.2.3. IX Class llIb 559 | C
11.2.4. IX Class llIb 560 | C

1nm.3.1., 1 IX Class llIb 561 | C
1n.3.1., 2 IX Class llIb 562 | C

3 1nm.3.2.,1 IX Class llIb 563 | C
1.3.2., 2 IX Class llIb 564 | C
1{1.3.2., 4 IX Class llIb 565 | C
1m.4.3.,1 IX Class llIb 566 | C

11.5. IX Class llIb 567 | C
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Indent | Parag | Annex | Article Term Line | L
2 (h) 1 device intended for clinical investigation, other than 976 | D
1.1.2. IX device intended to be partially introduced into the 977 | D

human body
4.2. 11 device is not connected to other device(s), if 978 | D
c, 4 3.2. Il device is to be connected to other device 979 | D
2.3.2. X device under examination 980 | D
1 .3.2., 1 IX device used to illuminate the patient's body 981 | D
6 3 Vi device(s), other, to be connected to 982 | D
[.1.5. IX device, active medical 983 | D
6.k 13 I device, changes in the performance 984 | D
c 1 13 device, conformity of 985 | D
1 2.2. VI device, data allowing identification of 986 | D
1 2.1 VI device, identification of 987 | D
6.e 13 I device, implantation of 988 | D
1.1. X device, intended purpose of the 989 | D
1.1.2. IX device, invasive 990 | D
1.1.2. IX device, invasive 991 | D
1.1.6. IX device, medical 992 | D
I, 1.3. IX device, medical active 993 | D
1.1.4. IX device, medical active 994 | D
6.0 13 I device, medicinal substances incorporated into 995 | D
2 (h) 1 device, new 99 | D
1. X device, normal conditions of use of the 997 | D
4 2.1 VI device, particular features of 998 | D
6.h.1 13 I device, reusable 999 | D
1.1.2. IX device, surgically invasive 1000 | D
2 (b) 1 device, used together with 1001 | D
6.c 13 I device... installed with or connected to other medical 1002 | D

devices

3 devices 1003 | D
a 2 12 devices 1004 | D
2 devices 1005 | D
2 5 4 devices 1006 | D
3 15 devices 1007 | D
1 17 devices 1008 | D
3 22 devices 1009 | D
4 22 devices 1010 | D
1 I devices 1011 | D
2 I devices 1012 | D
3 I devices 1013 | D
5 I devices 1014 | D
1 7 I devices 1015 | D
1.2 7 I devices 1016 | D
6 7 I devices 1017 | D
4 8 I devices 1018 | D
3 9 I devices 1019 | D
10 I devices 1020 | D
10.1 I devices 1021 | D
11.1.1. I devices 1022 | D
11.31 I devices 1023 | D
12.1. I devices 1024 | D
2 12 | devices 1025 | D
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Indent | Parag | Annex | Article Term Line | L
3 12 I devices 1026 | D
4 12 I devices 1027 | D
5 12 I devices 1028 | D
6 12 I devices 1029 | D

7.1. 12 I devices 1030 | D
7.2. 12 I devices 1031 | D
7.3. 12 I devices 1032 | D
7.5. 12 I devices 1033 | D
8.1. 12 I devices 1034 | D
8.2.2 12 I devices 1035| D
9 12 I devices 1036 | D
5 13 I devices 1037 | D
4.3.2 Il devices 1038 | D
2.2. VI devices 1039 | D
1.1.2. IX devices 1040 | D
l.4.1. IX devices 1041 | D
l.4.1. IX devices 1042 | D
1.4.2. IX devices 1043 | D
[11.4.5. IX devices 1044 | D
[11.4.5. IX devices 1045| D
1. XI devices 1046 | D
1 1 8 devices ... currently installed 1047 | D
1 1 8 devices ... currently maintained 1048 | D
1 1 8 devices ... currently used 1049 | D
2 .3.2., 1 IX devices ... intended to image in vivo distribution of 1050 | D
radiopharmaceuticals
[.2.4. IX devices ... long-term surgically invasive 1051 | D
6.c 13 I devices ... safe combination 1052 | D
6.h.2 13 I devices ... sterilized before use 1053 | D
6 8 I devices ... sterilized prior to use 1054 | D
4 1.2.4. IX devices ... to administer medicines 1055 | D
4 1.2.3. IX devices ... to be wholly or mainly absorbed 1056 | D
4 l.2.2. IX devices ... wholly or mainly absorbed 1057 | D
3 [.2.4. IX devices ... wholly or mainly absorbed 1058 | D
5 1.2.3. IX devices ...to administer medicines 1059 | D
5 1.2.3. IX devices are placed in the teeth 1060 | D
4 [.2.4. IX devices are placed in the teeth 1061 | D
2 5 devices containing ... medicinal products 1062 | D
11.5.3. I devices emitting ionizing radiation ... for therapeutic 1063 | D
radiology
11.5.2. I devices emitting ionizing radiation for diagnostic 1064 | D
radiology
11.4.1. I devices emitting radiation 1065 | D
6.j 13 I devices emitting radiation for medical purposes 1066 | D
VI devices for special purposes 1067 | D
12.1. I devices incorporating electronic programmable 1068 | D
systems
1.4.3., 2 IX devices intended [for] disinfecting medical devices 1069 | D
.4.3.,1 IX devices intended ... [for] disinfecting, cleaning, rinsing | 1070 [ D
or ... hydrating contact lenses
1 2 4 devices intended clinical investigation 1071 | D
3.2.,1 VI devices intended for clinical investigation 1072 | D
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Indent | Parag | Annex | Article Term Line | L
6.1. \% homogeneous batches 1471 | H
2,1 v homogeneous production 1472 | H
2.2. X Hong Kong in 1989, 41st World Medical Assembly in 1473 | H
2 21 human 1474 | H
2 (a) 1 human beings 1475 | H
5 1 human blood 1476 | H
5 1 human blood products 1477 | H
5 1 human blood products, devices which incorporate 1478 | H
5 1 human blood, devices which incorporate 1479 | H
2 (a) 1 human body 1480 | H
1.1.2. IX human body 1481 | H
1.1.4. IX human body 1482 | H
1.3.1., 1 IX human body 1483 | H
l.4.1. IX human body 1484 | H
1 .3.2., 1 IX human body, energy which will be absorbed by 1485 | H
5 1 human plasma 1486 | H
5 1 human plasma, devices which incorporate 1487 | H
2.2. X human subjects, all measures relating to the protection | 1488 | H
of
.4.3., 1 IX hydrating contact lenses 1489 | H
7.4. 12 I hydraulic ... energy supplies 1490 | H
I 1491 | |
2 13 I identification color used 1492 | |
1 2 17 identification number 1493 | |
5.2. v identification number, notified body 1494 | 1
6.4.,3 v identification number, notified body's 1495 | |1
1 16 identification numbers 1496 | |
1 1 16 identification numbers 1497 | |
1.1.6. IX illness 1498 | |
1.1.5. IX illness, alleviation of 1499 | |
11.5.2. I image, quality of 1500 | |
[.4.4. IX images, X-ray diagnostic 1501 | |
3 .3.2., 1 IX immediate danger to the patient 1502 | 1
2 (a) 1 immunological 1503 | |
1.4.2. IX implantable ... devices 1504 | 1
1.1.2. IX implantable device 1505 | |
1. X implantable devices 1506 | |
[.2.4. IX implantable devices, all 1507 | 1
2.4 9 I implants 1508 | |
22 Implementation, transitional provisions 1509 | |
Il IX implementing rules 1510 | |
.2. IX implementing rules 1511 | |
3.a 13 I importer 1512 | 1
6.3. Il importer 1513 |
7.4. 11 importer 1514 | 1
2 (c) 1 in vitro 1515 |
2 (c) 1 in vitro diagnosis 1516 | |
2 1.3.2.,1 IX in vivo 1517 | |
1) 10 inadequacy in labeling 1518 | |
8 (i) 3.1 \% inadequacy in the labeling 1519 | |
2 10 incident 1520 | |
1 10 incidents 1521 ] |
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Indent | Parag | Annex | Article Term Line | L
7 3.1. I incidents 1522 | 1
3 v incidents 1523 | |
8 3.1. Vv incidents 1524 | |
8 3.1. Vi incidents 1525 | |
4 VIi incidents 1526 | |
2.3.5. X incidents, adverse 1527 | |
b 1 8 incorrect application of the standards 1528 | 1
9 12 I indicators, specified on the devices 1529 | 1
13 11 individual devices 1530 | |
9 2 21 individual devices 1531 | |
1.3 13 I individual packaging 1532 | 1
2 2 (f) 1 individual patient 1533 |
i1 1 21 individual patient 1534 | 1
2,1 XI inducements 1535 | |
8 I Infection and medicinal contamination 1536 | |
2.2 9 I influences, external electrical 1537 | |
2 (c) 1 information 1538 | |
5 I information 1539 | |
1 13 I information 1540 | |
1.2 13 I Information 1541 | |
6.d 13 I information 1542 | |
2 3.1. \ii information 1543 | |
2 VIII information 1544 | |
4 VIII information 1545 | |
7. XI information 1546 | |
9.1 12 I information ... understandable by the user 1547 ( 1
1.1.6. IX information for ... diagnosing 1548 | 1
1.1.6. IX information for ... monitoring 1549 | 1
1.1.6. IX information for ... treating 1550 | |
1.1.6. IX information for detecting 1551 | |
1.3 13 I information needed to use the device safely 1552 ( 1
10 Information on incidents occurring following 1553 ( |

placing of devices on the market
2 13 I information should take the form of symbols 1554 ( 1
13 I Information supplied by the manufacturer 1555 | |
4 12 information supplied by the manufacturers 1556 ( |
b 2 12 information to users 1557 | |
2 3.1. Il information, all the relevant 1558 | |
5.2. Il information, relevant 1559 | |
a 18 infringement 1560 | |
l.1.2. IX infusion, for the purpose of eventual 1561 | |
1.1.3. IX infusion, intended for 1562 | |
[.1.5. IX injury, alleviation of 1563 | |
2 15 inplantable 1564 | 1
1.1.2. IX Inplantable device 1565 | |
c 2 12 inspection 1566 | |
3.4. Il inspection 1567 | |
4.3. 11 inspection 1568 | |
33,2 \% inspection 1569 | |
33,2 VI inspection 1570 | 1
4.2. VI inspection 1571 1
2,1 VI inspection 1572 | 1
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Indent | Parag | Annex | Article Term Line | L
1.4.3., 2 IX medical devices 1985 | M

1.1.4. IX medical devices, not considered to be active 1986 | M

1.1.5. IX medical devices, used alone or in combination with 1987 | M

1.1.6. IX medical devices, used alone or in combination with 1988 | M

2 10 medical instructions 1989 | M

2.3.7. X medical practitioner 1990 | M

1 2 (e) 1 medical practitioner 1991 | M
2.3.6. X medical practitioner 1992 [ M

3 2.1 VI medical practitioner, name of 1993 | M
4 2.2. VI medical practitioner, name of 1994 | M
2 10 medical practitioners 1995 | M

1 2 4 medical practitioners 1996 | M
1 2 (d) 1 medical practitioner's written prescription 1997 | M
4 2.1 VI medical prescription 1998 | M
11.2.1. I medical purpose 1999 | M

11.5.2. I medical purpose 2000 | M

1 (b) 10 medical reason 2001 | M

(ii) 3 v medical reason 2002 | M
8 (ii) 3.1 \% medical reason 2003 | M
8 (ii) 3.1 VI medical reason 2004 | M
(ii) 4 Vi medical reason 2005 | M
6.).1 13 I medical staff 2006 | M
8 I medicinal 2007 | M

1 3 1 medicinal product 2008 | M
2 3 1 medicinal product 2009 | M
5 1 medicinal product 2010 | M

4 7 I medicinal product 2011 | M
1.4.1. IX medicinal product 2012 | M

1 3 1 medicinal product, administer 2013 | M
5 1 medicinal products 2014 | M

2 5 medicinal products 2015 M

3 7 I medicinal products, compatible with 2016 | M
6.m 13 I medicinal products, information regarding 2017 | M
6.0 13 I medicinal substances incorporated into the device 2018 | M
5 1.2.3. IX medicines 2019 | M
4 1.2.4. IX medicines 2020 | M
l.3.2., 4 IX medicines, administer 2021 | M

5 1.2.2. IX medicines, intended to administer 2022 | M
l.3.2., 4 IX medicines, remove 2023 | M

3 5 Member State 2024 | M

2 2 6 Member State 2025 | M
1 1 8 Member State 2026 | M
1 2 8 Member State 2027 | M
1 2 8 Member State 2028 | M
3 8 Member State 2029 | M

12 11 Member State 2030 | M

13 11 Member State 2031 | M

1 13 Member State 2032 | M

1 14 Member State 2033 | M

2 14 Member State 2034 | M

3 14 Member State 2035 | M

3 16 member State 2036 | M
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a 18 Member State 2037 | M
b 18 Member State 2038 | M
9 2 21 Member State 2039 | M
1 3 21 member State 2040 | M
6. Xl Member State 2041 | M

b 19 Member State, remedies, time limits 2042 | M
3 15 Member States 2043 | M

2 Member States 2044 | M

1 5 Member States 2045 | M

1 5 Member States 2046 | M

2 6 11 Member States 2047 | M
2 13 Member States 2048 | M

1 15 Member States 2049 | M

1 2 15 member States 2050 | M
6 15 Member States 2051 | M

1 16 member States 2052 | M

2 16 member States 2053 | M

3 16 Member States 2054 | M

1 20 Member States 2055 | M

2 3 21 Member States 2056 | M
1 4 21 member States 2057 | M
1 22 member States 2058 | M

1 1 22 Member States 2059 | M
2 1 22 member States 2060 | M
3 1 22 Member States 2061 | M
2 22 Member States 2062 | M

3 22 member States 2063 | M

4 22 Member States 2064 | M

1 4 22 Member States 2065 | M
23 Member States 2066 | M

4.3.2 I member States 2067 | M

52 1" Member States 2068 | M

3 14 member States, other 2069 | M

3 1.2.1. IX membrane, mucous 2070 | M
2 (a) 1 metabolic 2071 | M

6 8 | method of sterilization 2072 | M
3.m 13 | method of sterilization 2073 | M
6.3. v method, sampling 2074 | M

2.3. X Methods 2075 | M

3,2 1" methods of manufacture 2076 | M

2 3 VII methods of manufacture 2077 | M
2 32,1 VIII methods of manufacture 2078 | M
b, 2 3.2. Il methods of monitoring ... quality system 2079 | M
6.0 13 I methods of re-sterilization 2080 | M
6 8 | microbial contamination, risk of 2081 | M
3 1.1.4. IX micro-environment 2082 | M
3 1 XIl minimum dimension (CE marking) 2083 | M
11.4.1. I misuse, avoiding of 2084 | M

5 l.2.2. IX mode of application 2085 | M
1{11.3.2., 4 IX mode of application 2086 | M

3 2 (a) 1 modification 2087 | M
1 2 (@) 1 monitoring 2088 | M
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6.1. Vi procedure 2490 | P
1.1.2. IX procedure 2491 | P
I, 1.3. IX procedure 2492 | P
b(i) 1 11 procedure 2493 | P
2 12 procedure pack 2494 | P
b 2 12 procedure pack 2495 | P
2 2 6 procedure pack 2496 | P
1 12 procedure packs 2497 | P
3 12 procedure packs 2498 | P
3 12 procedure relating to the obtaining of sterility 2499 | P
3 \ procedure to review experience gained from devices in | 2500 | P
the post-production phase
8 3.1 VI procedure to review experience gained from devices in | 2501 | P
the post-production phase
4 Vi procedure to review experience gained from devices in | 2502 | P
the post-production phase
3.3.2 I procedure, assessment 2503 | P
3.3.,2 VI procedure, assessment 2504 | P
(c), 2 3.2. \% procedure, product identification 2505 | P
1.1.2. IX procedure, remain in place after 2506 | P
7 3.1 Il procedure, systematic 2507 | P
3.2. Il procedures 2508 | P
c 3.2. Il procedures 2509 | P
d, 1 3.2. Il procedures 2510 | P
3.2,2 \% procedures 2511 | P
(c), 1 3.2. \% procedures 2512 | P
3.2,1 VI procedures 2513 | P
2.3.2. X procedures 2514 | P
c 3.2. Il procedures for monitoring and verifying design 2515 | P
d, 2 3.2. Il procedures, product identification 2516 | P
31,2 VI process, manufacturing 2517 | P
3.2,2 VI process, manufacturing 2518 | P
i1 1 21 processes 2519 | P
c, 3 3.2. I processes 2520 | P
d, 1 3.2. Il processes 2521 | P
(c), 1 3.2. \% processes 2522 | P
33,2 \% processes, manufacturing 2523 | P
33,2 VI processes, manufacturing 2524 | P
3 .3.2., 1 IX processes, physiological 2525 | P
2 3.1 Il product 2526 | P
4.1. Il product 2527 | P
4.2. Il product 2528 | P
2 3.1 \% product 2529 | P
2,1 VI product 2530 | P
2 3.1. VI product 2531 | P
2,2 Vi product 2532 | P
4 Vi product 2533 | P
6.3. v product categories, specific nature of 2534 | P
2 3.1. VI product category 2535 | P
2 3.1. Il product category 2536 | P
2 3.1 \% product category 2537 | P
6.1. VI product design 2538 | P
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d, 2 3.2. Il product identification procedures 2539 | P

1 3.2,1 VI product quality 2540 | P

c 2 11 product quality assurance 2541 | P

b(iii) 3 11 product quality assurance 2542 | P

VI Product quality assurance 2543 | P

4.4. Il product, conditions prescribed for use 2544 | P

6, 2 11 product, conditions prescribed for use of 2545 | P

4 v product, conformity of 2546 | P

2 5 Vi product, conformity of ... with metrological 2547 | P
requirements

c, 1 3.2. Il product, description of 2548 | P

4.3.1 Il product, description of the intended purpose of 2549 | P

6.4.,1 v product, each 2550 | P

3.2,1 VI product, each 2551 | P

5.2. v product, each approved 2552 | P

4 v product, every 2553 | P

5.1. v product, every 2554 | P

4 Il product, examination of the design 2555 | P

1 3.2,1 VI product, general description of 2556 | P

2 7 I product, indented purpose of 2557 | P

1.4.1. IX product, medicinal 2558 | P

3,3 11 product, operation of 2559 | P

3 3.2,1 VI product, operation of 2560 | P

31,1 VI product, performance of 2561 | P

b, 2 3.2. Il product, quality of 2562 | P

1 11 production 2563 | P

2,2 11 production 2564 | P

44,1 VI production 2565 | P

b(ii) 1 11 production quality assurance 2566 | P

b 2 11 production quality assurance 2567 | P

b(ii) 3 11 production quality assurance 2568 | P

V Production quality assurance 2569 | P

2,1 v production, homogeneous 2570 | P

3.4. Il product-range 2571 | P

3 3.1 Il product-related quality system 2572 | P

1 Il products 2573 | P

2 Il products 2574 | P

3.2 Il products 2575 | P

b, 1 3.2 Il products 2576 | P

c, 3 3.2. Il products 2577 | P

1 v products 2578 | P

2,1 v products 2579 | P

6.2. v products 2580 | P

1 \% products 2581 | P

2 \% products 2582 | P

3.2,1 \% products 2583 | P

(b), 1 3.2. \% products 2584 | P

31,2 VI products 2585 | P

3.2,2 VI products 2586 | P

11.4.3., 3 IX products 2587 | P

5 3 Vi products ... in a sterile condition, description of the 2588 | P
methods used
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3,5 11 results of the design calculations 2997 | R

2,1 XI results of the inspection 2998 | R

2,1 XI results of the verification, interest in 2999 | R

2.2. X results, justification of the study to publication of 3000 | R

I, 1.3. IX retracting 3001 | R

6.h.1 13 I reusable device 3002 | R

I, 1.3. IX Reusable surgical instrument 3003 | R

2 l.2.2. IX reusable surgical instruments 3004 | R

6.h.1 13 I reuse, processes to allow 3005 | R

I, 1.3. IX reused 3006 | R

6.h.1 13 I reuses, number of 3007 | R

11.4.3.,1 IX rinsing 3008 | R

c,2 3.2. Il risk analysis 3009 | R

3,5 11 risk analysis, results of 3010 | R

4 3 Vi risk analysis, results of 3011 | R

4 3.2,1 VI risk analysis, results of 3012 | R

6 12 I risk of accidental electric shocks 3013 | R

1 8 I risk of infection 3014 | R

2.1 9 I risk of injury 3015 R

6 I risk, acceptable 3016 | R

5 13 I risk, potential 3017 | R

1 I risks 3018 | R

2 2 I risks 3019 | R

5 7 I risks 3020 | R

2.2 9 I risks 3021 | R

2.3 9 I risks 3022 | R

12.1. I risks 3023 | R

8 12 I risks 3024 | R

4 VI risks 3025 | R

7.3. 12 I risks ... from the noise 3026 | R

6.e 13 I risks in connection with implantation of the device 3027 | R

3 9 I risks of fire or explosion 3028 | R

6.f 13 I risks of reciprocal interference 3029 | R

5 13 I risks posed by ... detachable components 3030 | R

5 13 I risks posed by the devices 3031 | R

6.n 13 I risks related to the disposal of the device 3032 | R

2 21,1 X risks when weighed against the intended performance | 3033 | R
of the device

1 I risks, acceptable 3034 | R

7.4 12 I risks, all possible 3035 R

1 2 I risks, eliminate or reduce 3036 | R

3 2 I risks, residual, inform users of 3037 | R

3 7 I routine procedures 3038 | R

l.1.1. IX Rule 1 3039 | R

1.3.2 IX Rule 10 3040 | R

1.3.2., 3 IX Rule 11 3041 | R

111.3.3. IX Rule 12 3042 | R

l.4.1. IX Rule 13 3043 | R

1.4.2. IX Rule 14 3044 | R

11.4.3. IX Rule 15 3045 | R

l.4.4. IX Rule 16 3046 | R

[1.4.5. IX Rule 17 3047 | R
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1.5. IX Rule 18 3048 [ R

l.1.2. IX Rule 2 3049 | R

1.1.3. IX Rule 3 3050 | R

l.1.4. IX Rule 4 3051 | R

l.2.1. IX Rule 5 3052 | R

l.2.2. IX Rule 6 3053 | R

1.2.3. IX Rule 7 3054 | R

l.2.4. IX Rule 8 3055 | R

1.3.1. IX Rule 9 3056 | R

l.1.1. IX rules 3057 | R

1.3. IX rules 3058 | R

2 4. XI rules of the inspection 3059 | R
11.2.1. IX rules, classification 3060 | R

11.2.2. IX rules, classification 3061 | R

11.2.5. IX rules, several ... apply 3062 | R

11.2.5. IX rules, strictest 3063 | R

S 3064 | S

1 9 I safe 3065 | S
8 Safeguard clause 3066 | S

2 3 1 safety 3067 | S
1 I safety 3068 | S

4 I safety 3069 | S

4 7 I safety 3070 | S
2.2 8 I safety 3071 | S
8.1. 12 I safety 3072 | S
2.34. X safety 3073 | S

2 12 I safety of patient 3074 | S
3 12 I safety of patient 3075 | S
2 I safety principals 3076 | S

1.3 13 I sales packaging 3077 | S
2 17 sales packaging, CE marking 3078 | S

3.2,1 VI sample of each batch, representative 3079 | S

44,1 VI sample of the final product 3080 | S

6.4.,1 v sample which failed to conform 3081 | S

6.2. v sample, random 3082 | S

1 11 sample, representative 3083 | S

2 (c) 1 samples 3084 | S

2 (c) 1 samples derived form the human body 3085 | S

44,1 VI samples fails to conform, one of the 3086 | S

2,2 11 samples, other 3087 | S

6.3. v sampling methods 3088 | S

6.3. v sampling system 3089 | S

10.2 I scale 3090 | S

5 2.2. VI scheduled duration for the investigation 3091 | S
2.3.1. X scientific validity of the conclusions 3092 | S

1 1 scope 3093 | S

2 2.2. VI scope 3094 | S
I, 1.3. IX scraping 3095 | S

I, 1.3. IX scratching 3096 | S

. XI secrecy, professional 3097 | S

1 2 (e) 1 Section 2.1 of Annex X, reference 3098 | S
2.2 8 | security 3099 | S
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