red. br. | Oznaka standarda Naziv standarda Stanje
Sterilization of medical devices - Requirements for
1 PR/BAS EN 556-2:2007 m.edlcal Qewces to be deS|gnated STERILE" - Eart
2: Requirements for aseptically processed medical
devices
5 PR/BAS EN 737-1:2007 Me_dlcal gas pipeline systems - Part 1: Terminal
units for compressed medical gases and vacuum
3, PR/BAS EN 737-4:2007 Me_dical gas pipelin_e systems - Part 4: Terminal
units for anaesthetic gas scavenging systems
4 PR/BAS EN 794-3/A1:2007 Lung ventilators - Part 3: Partlcula.r requirements
for emergency and transport ventilators
Non-invasive sphygmomanometers - Part 4: Test
5 PR/BAS EN 1060-4:2007 procedures to determine the overall system
' ’ accuracy of automated non-invasive
sphygmomanometers
Transportable gas cylinders - Gas cylinder
6. PR/BAS EN 1089-3:2007 identification (excluding LPG) - Part 3: Colour
coding
PR/BAS EN 1280- Agent_ specific fiIIing systems for anaesth.eFic
7. i vaporizers - Part 1: Rectangular keyed filling
1/A1:2007 .
systems; Amendment A1
5. Tracheostomy tubes - Part 2: Paediatric tubes (1ISO
8. PR/BAS EN 1282-2:2007 5366- 3:2001, modified)
9. PR/BAS EN 1782:2007 Tracheal tubes and connectors
10. | PR/BAS EN 1789:2007 Medical vehicles and their equipment - Road

ambulances




red. br. | Oznaka standarda Naziv standarda Stanje
. Medical vehicles and their equipment - Road
11. | PR/BAS EN 1789/A1:2007 ambulances: Amendment A1
. Anaesthetic reservoir bags (ISO 5362:2000,
12. | PR/BAS EN 1820:2007 modified)
) Anaesthetic and respiratory equipment - Conical
13. P,R/BAS EN 1SO 5356 connectors - Part 1: Cones and sockets (ISO 5356-
1:2007 .
1:2004)
i Anaesthetic and respiratory equipment -
14. TZG%@S EN 1SO 5366 Tracheostomy tubes - Part 1: Tubes and
’ connectors for use in adults (ISO 5366-1:2000)
Anaesthetic and respiratory equipment -
15. | PR/BAS EN ISO 7376:2007 | Laryngoscopes for tracheal intubation (1ISO
7376:2003)
) Sterile hypodermic syringes for single use - Part 3:
16. gzg%@s ENISO 7886 Auto- disable syringes for fixed-dose immunization
) (ISO 7886- 3:2005)
Inhalational anaesthesia systems - Part 4:
17. P_R/BAS EN SO 8835- Anaesthetic vapour delivery devices (ISO 8835-
4:2007 )
4:2004)
Inhalational anaesthesia systems - Part 4:
18. PR/B_AS EN 1SO 8835- Anaesthetic vapour delivery devices (ISO 8835-
4/AC:2007 )
4:2004)
19 PR/BAS EN ISO 8835- Inhalational anaesthesia systems - Part 5:
" | 5:2007 Anaesthetic ventilators (ISO 8835-5:2004)
20 PR/BAS EN ISO 8835- Inhalational anaesthesia systems - Part 5:

5/AC:2007

Anaesthetic ventilators (ISO 8835-5:2004)
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Medical electrical equipment - Particular
21. | PR/BAS EN ISO 9919:2007 requirements for the basllc safety ar_wd essential
performance of pulse oximeter equipment for
medical use (ISO 9919:2005)
Sterile, single-use intravascular catheters - Part 1:
22. PR/B_AS EN 1SO 10555- General requirements (ISO 10555-1:1996/AMD
1/A2:2007 .
2:2004)
Lung ventilators for medical use - Particular
3 PR/BAS EN ISO 10651- requirements for basic safety and essential
" | 2:2007 performance - Part 2: Home care ventilators for
ventilator dependent patients (ISO 10651-2:2004)
i Lung ventilators - Part 4: Particular requirements
24. P_R/BAS EN 1SO 10651 for operator-powered resuscitators (ISO 10651-
4:2007 .
4:2002)
Lung ventilators for medical use - Particular
o5 PR/BAS EN ISO 10651- requirements for basic safety and essential
" | 6:2007 performance - Part 6: Home- care ventilatory
support devices (ISO 10651- 6:2004)
Biological evaluation of medical devices - Part 18:
26. ?g{/z%%g EN 1SO 10993- Chemical characterization of materials (ISO 10993-
' 18:2005)
) Sterilization of health care products - Chemical
27. 1PF2{{)%A78 ENISO 11140 indicators - Part 1: General requirements (ISO
) 11140-1:2005)
28. | PR/BAS EN 11197:2007 Medical supply units (ISO 11197:2004)
Breathing system filters for anaesthetic and
29. | PR/BAS EN 13328-1:2007 respiratory use - Part 1: Salt test method to assess
filtration performance
30. | PR/BAS EN 13328-2:2007 Breathing system filters for anaesthetic and

respiratory use - Part 2: Non-filtration aspects
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31 PR/BAS EN 13328- Breathing system filters for anaesthetic and
" | 2/A1:2007 respiratory use - Part 2: Non-filtration aspects
32 | PR/BAS EN 13544-1:2007 Respiratory there_lpy equipment - Part 1: Nebulizing
systems and their components
33 PR/BAS EN 13544- Respiratory therapy equipment - Part 1: Nebulizing
" | 1/A1:2007 systems and their components
34. | PR/BAS EN 13726-1:2007 Test methods for primary wound dressings - Part 1:
Aspects of absorbency
35 PR/BAS EN 13726- Test methods for primary wound dressings - Part 1:
" | 1/AC:2007 Aspects of absorbency; Amendment AC
Test methods for primary wound dressings - Part 2:
36. | PR/BAS EN 13726-2:2007 Moisture vapour transmission rate of permeable
film dressings
Sterilization of medical devices — Aseptic
37. | PR/BAS EN 13824:2007 processing of liquid medical devices —
Requirement
38. | PR/BAS EN 13826:2007 Peak expiratory flow meters
Non-active medical devices - Performance
39. | PR/BAS EN 14079:2007 requirements and test methods for absorpent
cotton gauze and absorbent cotton and viscose
gauze
i Clinical investigation of medical devices for human
40. PR/BAS EN ISO14155 subjects - Part 1: General requirements (ISO

1:2007

14155- 1:2003)
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Clinical investigation of medical devices for human
41. ;28%@8 EN ISO 14155- subjects - Part 2: Clinical investigation plans (ISO
' 14155- 2:2003)
Tracheal tubes designed for laser surgery -
42. ?ﬂgggogl;l SO Requirements for marking and accompanying
' information (ISO 14408:2005)
43 PR/BAS EN ISO Anaesthetic and respiratory equipment -
" | 15001:2007 Compatibility with oxygen (ISO 15001:2003)
Nomenclature - Specification for a nomenclature
44 PR/BAS EN ISO system for medical devices for the purpose of
" | 15225/A1:2007 regulatory data exchange (ISO
15225:2000/A1:2004)
45 PR/BAS EN ISO Plastics containers for intravenous injection (ISO
" | 15747:2007 15747:2003)
Medical electrical equipment - Particular
46 PR/BAS EN ISO requirements for the basic safety and essential
" | 21647:2007 performance of respiratory gas monitors (ISO
21647:2004)
Sterilization of medical devices - Information to be
47. ?;ggfgo%’; ISO provided by the manufacturer for the processing of
' resterilizable devices (ISO 17664:2004)
48 PR/BAS EN ISO Transportable liquid oxygen systems for medical
© | 18777:2007 use - Particular requirements (ISO 18777:2005)
49 PR/BAS EN ISO Respiratory equipment - Infant monitors - Particular
" | 18778:2007 requirements (ISO 18778:2005)
Medical devices for conserving oxygen and oxygen
50. PR/BAS EN ISO mixtures - Particular requirements (ISO

18779:2007

18779:2005)
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Clothing for protection against infectious agents -
51. ;56/1892()%’;] SO Test method for resistance to dry microbial
' penetration (ISO 22612:2005)
Medical electrical equipment - Part 2-11: Particular
50 PR/BAS EN 60601-2- requirements for the safety of gamma beam
" | 11/A1:2007 therapy equipment (IEC 60601-2-
11:1997/A1:2004)
Medical electrical equipment - Part 2-37: Particular
53 PR/BAS EN 60601-2- requirements for the safety of ultrasonic medical
© | 37/A1:2007 diagnostic and monitoring equipment (IEC 60601-
2- 37:2001/A1:2004)
) Medical devices - Application of risk management
54. | ENISO 14971:2007 to medical devices (ISO 14971:2000)
. Medical devices - Application of risk management
55. | ENISO 14971/A1:2007 to medical devices (ISO 14971:2000)
In vitro diagnostic medical devices - Measurement
56 PR/BAS EN ISO of quantities in biological samples - Metrological
"1 17511:2007 traceability of values assigned to calibrators and
control materials (1ISO 17511:2003)
In vitro diagnostic medical devices - Measurement
PR/BAS EN I1SO of quar?tlltles in biological sampl_es - Metrologlcal
57. . traceability of values for catalytic concentration of
18153:2007 . ;
enzymes assigned to calibrators and control
materials (ISO 18153:2003)
Safety requirements for electrical equipment for
PR/BAS EN 61010-2- meellsurenjent, contrc_JI, and Iabore_ltory use - Part 2
58. 101:2007 101: Particular requirements for in vitro diagnostic
’ (IVD) medical equipment (IEC 61010-2-101:2002,
modified)
Active implantable medical devices - Part 2-1:
59 PR/BAS EN 45502-2- Particular requirements for active implantable
© ] 1:2007 medical devices intended to treat bradyarrhythmia
(cardiac pacemakers)
) Dentistry - Periodontal curettes, dental scalers and
60. PR/BAS EN ISO 13397 excavators - Part 2: Periodontal curettes of Gr-type

2:2007

(ISO 13397-2:2005)
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61 PR/BAS EN ISO Dentistry - Casting and baseplate waxes (ISO
" | 15854:2007 15854:2005)
62 PR/BAS EN ISO 3823- Dentistry - Rotary bur instruments - Part 2:
" | 2:2007 Finishing burs (1SO 3823-2:2003)
. Dentistry - Polymer-based pit and fissure sealants
63. | PR/BAS EN ISO 6874:2007 (ISO 6874:2005)
. Alginate dental impression material (ISO
64. | PR/BAS EN 21563:2007 1563:1990)
65 PR/BAS EN 27787-1/AC Dentistry - dental rotary instruments - cutters; Part
’ 1:2007 1: Steel laboratory cutters; amendment 1
Dentistry - Zinc oxide/eugenol and zinc oxide/non-
66. PR/BAS _EN ISO eugenol cements (ISO 3107:2004/Cor. 1:2006);
3107/AC:2007
Amendment AC
67 PR/BAS EN ISO 6871- Dental base metal casting alloys - Part 1: Cobalt-
" | 1/AC:2007 based alloys (ISO 6871-1:1994); Amendment AC
68 PR/BAS EN ISO 7494- Dentistry - Dental units - Part 1: General
" | 1:2007 requirements and test methods (ISO 7494-1:2004)
69 PR/BAS EN ISO 7494- Dentistry - Dental units - Part 2: Water and air
" | 2:2007 supply (ISO 7494-2:2003)
i Dentistry - Diamond rotary instruments - Part 3:
70. PR/BAS EN ISO 7711 Grit sizes, designation and colour code (ISO 7711-

3:2007

3:2004)
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71 PR/BAS EN ISO 9173- Dentistry - Extraction forceps - Part 1: General
" | 1:2007 requirements and test methods (ISO 9173-1:2006)
. Cardiovascular implants - Cardiac valve prostheses
72. | PR/BAS EN ISO 5840:2007 (ISO 5840-2005)
. Ophthalmic optics - Spectacle frames - Lists of
73. | PR/BAS ENISO 7998:2007 equivalent terms and vocabulary (ISO 7998:2005)
i Infusion equipment for medical use - Part 10:
74. T(?/Z%'gg ENISO 8536 Accessories for fluid lines for use with pressure
) infusion equipment (ISO 8536-10:2004)
) Infusion equipment for medical use - Part 11:
75. T%%%? ENISO 8536 Infusion filters for use with pressure infusion
’ equipment (ISO 8536- 11:2004)
) Walking aids manipulated by both arms -
76. zzg%@s ENISO 11199 Requirements and test methods - Part 2: Rollators
) (ISO 11199-2:2005)
) Walking aids manipulated by both arms -
77. gzg%@s ENISO 11199 Requirements and test methods - Part 3: Walking
’ tables (ISO 11199- 3:2005)
i Ophthalmic implants - Intraocular lenses - Part 3:
78. ggg%@s EN SO 11979 Mechanical properties and test methods (ISO
’ 11979- 3:2006)
79 PR/BAS EN ISO 11979- Ophthalmic implants - Intraocular lenses - Part 5:
" | 5:2007 Biocompatibility (ISO 11979-5:2006)
Chemical disinfectants and antiseptics - Surgical
80. | PR/BAS EN 12791:2007 hand disinfection - Test method and requirement

(phase 2/step 2)
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Washer-disinfectors - Part 1: General
81. TZG%@S EN ISO 15883- requirements, terms and definitions and tests (ISO
’ 15883-1:2006)
Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-
82. PR/EAS EN 61010-2- 040: Particular requirements for sterilizers and
040:2007 e ;
washer- disinfectors used to treat medical
materials (IEC 61010-2- 040:2005)
Evaluation and routine testing in medical imaging
83 PR/BAS EN 61223-3- departments - Part 3-5: Acceptance tests - Imaging
"] 5:2007 performance of computed tomography X ray
equipment (IEC 61223-3-5:2004)
i Sterilization of health care products - Biological
84. TZG%@S ENISO 11138 indicators - Part 1: General requirements (ISO
) 11138-1:2006)
Sterilization of health care products - Biological
85 PR/BAS EN ISO 11138- indicators - Part 5: Biological indicators for low-
" | 5:2007 temperature steam and formaldehyde sterilization
processes (ISO 11138- 5:2006)
) Sterilization of health care products - Biological
86. ZF;G%A%S ENISO 11138 indicators - Part 4: Biological indicators for dry
’ heat sterilization processes (ISO 11138-4:2006)
Chemical disinfectants and antiseptics -
Quantitative suspension test for the evaluation of
87. | PR/BAS EN 1040:2007 basic bactericidal activity of chemical disinfectants
and antiseptics - Test method and requirements
(phase 1)
i Ophthalmic optics - Semi-finished spectacle lens
88. TZG%@S ENISO 10322 blanks - Part 1: Specifications for single-vision and
) multifocal lens blanks (ISO 10322-1:2006)
) Ophthalmic optics - Semi-finished spectacle lens
89. PR/BAS EN ISO 10322 blanks - Part 2: Specifications for progressive

2:2007

power lens blanks (ISO 10322-2:2006)




