DIN EN 1789:2014-12 (E)

Medical vehicles and their equipment - Road ambulances (includes Amendment

A2:2014)

Contents Page
o1 =LV o o 5
10T e e LT3 oYy TR RS 6
1 8T o o - PSSP 7
2 NOIMALtiVe FEFEIENCES ......co e e e e e s e s ss s e es e s essme e e snsame e e enesme e e ensaneeeensnnennsnnns 7
3 Terms and defiNitioNS .........coiiciiiiicerirr e e sme e me e e e e e e e e e e 9
4 REQUIrEMENLS ........ccccc s s s s snsssssssssssssssssssssssssnsnsnsnsnsnsnsnsnsnsnsnnnnnnnnnnnnnnnnn 1
4.1 General reqUIrEMENTES ... cccceccre s sser e e e s s s sm s e e e e s s s s snn e e e e e ee s s annn e e e e e sassssnnnnneenessnnsnn 1
B T I € 7= o =Y - 11
4.1.2 Maximum overall diMENSIONS....... .. s 1
4.1.3 Wheel arch ClearancCe .........eeuiiiiiiiiiemiiiri s mm s e e s e annn e e e e s a s nmnnns 1
4.2 Performance-braking and acceleration (al............coo oo 1
g B X o = =Y -1 o o 1
L S = 1 - 1] o T 12
L B T = T | 1= 4T3 V=1 (=Y o OSSN 12
4.3 Electrical reqUIremMents ...........ccccccciicriririsisssssssss s sssssssssssssssssssssssssssssssnsssssnsssnsnsnnnnnnnnn 12
R I € 7= o =Y - | 12
4.3.2 Electromagnetic compatibility (EMC) — Communication equipment ..........cccccccomrrvecmrrrccenrnnencen 12
- 9 T T = - 14 =Y VA= T Lo = 11 =Y g =1 oY R 12
4.3.4 Electrical installation ............oo o 13
4.3.5 Visual and audible warning System ... ——— 14
4.4 RV =Y 1o 1= oo T PP 14
O W B T = Y =] 4/ SO SPRN 14
4.4.2 Driver's seat configuration ... e e e 14
- - W T " 1T 110 000 TN Lo =T LT a T ez=1 o X Lo | /PR 14
O S = 11 1|14 4T T 15
4.4.5 Openings (doors, WindoOWs, @mMEergencCy €XitS) ......cccccccerrrrssrrrrrsserrssssmersssssnerssssnerssssnerssssnnesssssnnees 16
L T I ¥ Vo [ 4 T - T - - R 17
4.5 Patient’s compartment.............. i s 18
T I € 7= o =Y - 18
4.5.2 Patient’s compartment dimenSIONS ..........ooeueiiiiiiiiiiiiimiicecce s e rreennnennn 19
4.5.3 Patient and attendant S€ating..........c.ueeeeeemiiiiiiiiiiii e ——————————— 23
4.5.4 Ventilation and anaesthetic gas scavenging systems...........cccooccmiiiiinicninn e 24
4.5.5 Temperature SYSEEM ... iiiiiiiiiiiieieieeeieeererererrrrrrrrrrrrrrrrrrrrrrrrerarrrrrerererenernrernreenmenmnememennmenenennnmnnnennnes 25
4.5.6  Interior Ighting.....ooo e 25
4.5.7 INterior NOISE Vel ....... . e e 26
4.5.8 Holding system for infuSIioN ... rssr e s ssne e s e e s samnn e e e e e s e mnnns 26
L S T |1 Lo T 0T 1T ¢ Ve T3 V=] 1= 4 R 26
L g 0 1T T === - 27
5 =153 € T R 27
5.1 (7= 1= | 27
5.2 Testing of the interior NOISE [eVEel ......... .. nnn e e s 27
5.2.1 Specific measurement conditions (2l ... ——— 27
Ly A |1 1= L= =T =T o 28
5.2.3 Establishment of COMPlIANCe.......coiiiiicccccriire s s mne e e s e e s mmmn e e s 29
5.3 Testing of the acceleration ... e sne e e e nmn e s 30
54 Testing of maintain systems and fixations of the equipment in the patient’s compartment ..... 30
L e T € 7Y 4 T - | 30



5.4.2 Testing of the stretcher fixations on the vehicle floor ..., 32

5.4.3 Testing of the medical devices fixations ..........cccouvvviiiiniinc e —— 33
5.44 Testing of FUrNItUre........oo i ———— 33
LT 1= T3 o (o o= o [T - 33
5.5 Testing of rounded edges and radius inside the patient's compartment ¢4 .......................... 34
5.5.1 Testing of rounded edges (ol ... ——————————— 34
5.5.2 Testing of rounded edges and radius inside the patient's compartment.............cccccconiciiiicnnnnnn. 35
5.6 Procedure to verify the patient's compartment specifications ..........cccccoooceoiinniccccicceee 35
5.7 Procedure to verify the loading area specifications...........ccccocvciminiiiincic 36
L 0t S 1Y o - - | PP 36
5.7.2 Procedure to verify the loading angle of 16° ... e 36
5.8 Procedure to verify the dimensions of the patient's compartment..............ccccciiiiiiiiiiiiciiinneee 37
5.81 Type Aand B road ambulanCes............cuiiiiiiiicrrr e e e 37
5.8.2 Type Croad ambUIANCES ... smr s sms e e s mme e e e ee s e smmn e e e e s sa e mmnn e e e e e aan 37
5.9 Procedure to verify the seats dimensions of the patient's compartment ...............ccccooinnrirnnee. 38
510 Testing of the ventilation SyStem ........... .. 39
5.1 Testing of the heating System..........o e 39
512 Testing of the cooling SYStem...... ... 40
B5.12.1 TSt PrOCEAUIE......ccci et e e e e e e e e e e e e e e e e eeee e e e e eeeeeeeereeeeeeeeeeeeeseneeeeenenennns 40
5.12.2 Testing of independent air conditioning System ............oo e 40
513  Testing of interior lighting ... 41
5.14 Testing of infusion holding SYStem............ e 41
6 MeEdICAl AEVICES ... s s s s s s s s s s s s s s sssssssssssnnnnsnnnnnen 41
6.1 Provision of medical deViCes ... annnannnnnnnnnnnansnnnnnnnnnnnnnnnnnnnnnnnnnnnns 41
6.2 Medical devices StOrage ........ccouuuiiiiiiiriinir i 41
6.3 Requirements for medical deViCes ... e 42
L Mt B € 1Y o - - | PR 42
R 0 =Y 4 0] ¢ =T 11 42
6.3.3 Humidity and ingress of liqUids..........cccceiiiiiiiiiinni e ———— 42
6.3.4 Mechanical Strength ... ———————— 42
6.3.5  FixXation Of dEVICES .....cooeiiiieiieeeee e e e e 43
6.3.6 Electrical safety .......cccciiiiiiiiii i ———— 43
0 T U E=T =Y 1 41 =Y o - T = PP 43
6.3.8  Gas iNStAllatioN .......cccoie i —————— 43
6.3.9 Marking and iNStruCtioNS ..o ————————— 45
L W L T 1 = 1141 =Y o F= 4 e - PP 45
6.4 Mechanical strength — Test methods for medical devices for use in road ambulances ............. 45
6.4.1  Vibration and bump test ... e 45
6.4.2  Free fall...... e ——————————————— 46
6.5 List Of @qQUIPMENL........ . s ananannranan 46
7 Conformity asseSSMENt ... —————————— 53
8 Requirements to be met for a Certificate of Compliance...............iiiiiiiccciieee e 53
Annex A (informative) Test SUMMArY (2l.......oooeeieeeee et e e nnn s 55
Annex B (informative) Definition of ambulance body styles @2l ...........ccccoveeeiiiirrenrnsree e 56
B.1 7Y 3 T=Y - | 56
B.2 A= T o F=ET= T 70 1] o 11 B T X0 56
B.3 Fully independent boX Body ... - 57
Annex C (informative) RecogNition (ol ........oo it s 58
CcA Recognition and visibility of ambulances............cccoiiniicc e —— 58
C.2 Recognition Of PErSONNEN ...... ... me e s s mmme e e s e e smmn e e e e e ee s annn 58



Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EC Directive 93/42/EEC on Medical Devices and Directive 2007/46/EC of
the European Parliament and of the Council of 5 September 2007 establishing a
framework for the approval of motor vehicles and their trailers, and of systems,
components and separate technical units intended for such vehicles ®l.........ccccerrrrriirrrrinnnnnn. 59

] o 1o o =T ] 1)/ 60



		2024-05-08T23:09:08+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




