£ADII B

F it

BRI —BRAETFH

KAILONG

c € i HA CE ARG, £54 1993 4 6 J] 14 A ¥ 93/42/EEC BT B & IURL AT ST -
0197

X ST E A

H1080




L I BB oottt ———— 1
A = S i 1y 2
B B 3
B L T I oo 3
B BRI BE oo 3
B3 BT B oo 3
A B BT oo 4
AL R E B I oo 4
A, B T R 4
A3 B T oo 4
A BT R oo 5
441 DR gz a1 ST PPORPRRSPRN 5
Y || K e e S C e KR A 1= = ) IO 5
443  KEHEHL GEIEPIRED JE U IEATFEIT e 5
444  AUE A X B A 2 G IBATREIT oottt 5
45 HREFRETE (EMOC) oot 5
B T o ————— 5
Ny - U 5
4.7.1 A A L B L I R s RO 6
4.7.2 oAt LR B A L OO 6
473 L AT E ST TR 6
A8 BB oo 6
VR I NS sy = €= 2 R UUT ST U USROS USRI 6
491 XL A IFITHAZIETER oo ovoeeeeeeeeeeeeeeeeee ettt ettt et et et et et e et et ettt ee et eeenenes 6
492 T ST B ettt ettt ettt et ettt et et ettt e ettt et et et et et eae e e e e A e et et et et et et et e aetene et et et et et et eeetnanenenns 7
VN TR Q= S k= L a1 U 173 x OO TSRO 8
.00 BB e 8
A0, B R R oottt ettt ettt e ettt ettt ettt et ettt ee ettt 8
B.00.2 R R AR oottt ettt ettt ettt ettt ettt e et et et et ettt et et et ettt e et et et et et e et et enes 8
4.00.3 X T A B P A o e TR oottt ettt et et n et ettt ene s enns 8



5.1 XETRE T BAME .o 9

ST (SN =X - ) e L TR 10
B BRI R oo ————— 11
6.1  PHARIIBIAEIBHZR ...t 11
6.2 X ETREHFIBEIEHIBIZR ... s 12
6.3  BHAR R AT HHER ..ot 13
8.4 BB R oo ————— 14
B.4.1 B AR L ettt 14
T R B e e ————————————— 15
T B R IR I T oo ———— 15



R

X B E AR5 A IEC 60601-2-28/1993 FFEELSK PRIEED: | B K

EiEhs]

H1080X
H1080Y

Eﬂé%i‘miﬂ: B %ﬂ)&@ﬁ%ﬁﬁ@ﬁm/&ﬁj

W LB & B AR TE TAL D) REX 6 5% 6
Mi4: 311401

Mk http://www.kailongx-ray.com

HL R4 info@kailongx-ray.com
F1,1%:0086-571-87195000

1% 11:0086-571-87195003

Page 1 of 16



2 R PRERMMERE

AT il R A I R

Gy

S B DL TR

» Directive 93/42/EEC dated June 14, 1993 for medical devices (CE marking).

» 1SO 13485/2003 Medical devices — Quality management systems

» 1SO 14971/2007 Medical devices - Application of risk management to medical devices

» 21 CRF Part 1020, Performance standard for ionizing radiation emitting products, (USA)

» 21 CFR Part 820 Quality System Regulation, (USA)

» International Electrotechnical Commission (IEC), the following standards (Table 1) are considered especially:

IEC PR
60336/1993 X-ray tube assemblies for medical diagnosis — Characteristics of focal spots
60522/1999 Determination of the permanent filtration of X-ray tube assemblies
60526/1978 High-voltage cable plug and socket connections for medical X-ray equipment

60601-1/1988
including A1:1991
and A2:1995

General requirements for safety

60601-1-2/2001

Electromagnetic compatibility — Requirements and tests

60601-1-3/1994

General requirements for radiation protection in diagnostic X-ray equipment

60601-2-7/1998

Medical Electrical Equipment-Part Particular Requirements for Safety-
Specification for High Voltage Generators of Diagnostic X-Ray Generators.

60601-2-28/1993

Particular requirements for the safety of X-ray source assemblies and X-ray tube
assemblies for medical diagnosis

60613/1989 Electric, thermal and loading characteristics of rotating anode X-ray tubes for
medical diagnosis

60788/2004 Medical electrical equipment — Glossary of defined terms

60806/1984 Determination of the maximum symmetrical radiation field from a rotating anode
X-ray tube for medical diagnosis

62309/2004 Dependability of products containing reused parts — requirements for functionality

and tests
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