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Document No.: JPIMD/004 HEFRVERMEHO LV o ——FE i kE 28

Revision History

Date Description Rev. | Approved by
04/09/21 | Newly issued ey
05/03/04 | Overall revise of the procedure. The change of the | 02 | NG
name of this procedure from STED EZAFIE to HE .
ERUHEMERDOLEa—,
05/03/24 | The change of the name of this procedure from ®5f | 03 |G
BROFHEHOL Ea— to EMEMFRE. Add
the prbcess of preparation of PAL production
certification plan.
According to MHLW assessment, some processes
were detaled.
04/01
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fiE# |

.
.

EESEHREE - (R4 2T P-code
P-code Code Name
P37/01  Active Medical Devices BEENRIIE Feidoy

P37/02  Active Implantable Medical Devices BER/ I IA Hb42

P37/03  not currently used B

P37/04  Passive, Plastic Based Devices JEREBHEIT 5174 9)i85e

P37/05  Passive, Organics Based Devices JEEERIBIHIEN 10D 152

P37/06  Passive, Metal Based Medical Devices JEfEE) RIS M ig5e

P37/07  Sterile Medical Devices I BEE i3

P37[10  Chemical Based Reagents {2 5N -1 Dt

P37/11 VD Biological Based Reagents VD &4 seitsx

RS I—7 (skill category)

Group Products Covered

A Active Implantables (AIMD)AEE) 5 6 A 21452

B Central Circulatory, Central Nervous and Blood Contact Devices X #5532, AL - M

EICHAT DS

C ‘Orthopaedic Implants 37545 fH #sD 3A F 458

D Other non-active Implants 7 M Ik fEGHE A L4830

E Single Use Devices and Administration Sets Hi{a}f f {88 K (A £y b

F General Devices, not covered in other categories filDATY J)-THN -E 1in b — RS
G Ophthalmic Devices fRF} H 558 ‘

H not currently used

I Dressings Drapes and Wound Care products €1#5, {553F % T RIS,

J Dental Materials and Equipment 83} - Hae

K Anaesthesia and Life Support Systems FEEr K TN S HERF A7A

L Electro-medical systems and Equipment EEH S F 174 - o

M. not currently used -

N not currently used

0 ‘Radiotherapy Products B #G A% E

P Pharmaceutical and Chemical Based Devices 3% & 5 UML 245" ~ADRE
Q not currently used '
R Latex Products 379/ A%45

S Sterile products and Processes #E§ 3G - 7" ntx

T not currently used
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a2 HEHBERIC L IBEEBOR S & P-code. skill category & DB

EF 32 Medical Devices P:code | Skill Category

1 ERRIED D LRBRHEA HBE Active JIST0601-1 A & /25 P37/02 A
implantable MD IS0 60601-1 applicable

o | EFBEDD SEBMMAIBS Active JIST0601-1 A &2 5720 _ .
implantable MD ISO 60601-1 not applicable

3 | BERRIBOD SHEL - FRARE MD for JIST0601-1 @A & 725 P37/01 ' K
anathetic and respirory IS0 60601-1 applicable

4 ESBEO D 5 KR - FRAEBE MD for JIST0601-1 A &z 6720 P37/04 EF
anathetic and respirory ISO 60601-1 not applicable ’

JIST0601-1 @A & 725 P37/01 J

5 | EHBARO S B EHAEE MD for dental use 1SO 60601-1 applicable
- JIST0601-1 BRI &5 5720 S
| 6 | EfMEZD S @A AR MD for dental use 1SO 60601-1 not applicable P37/04 J
- 7 %ﬁ&ﬂ%@ I EEARIBE Electric devices far P37/01 L
( medical use
é EREHEE D 5 b faak il 138 Device for facility JIST0601-1 BA &725 P3ro1 | )
use ' ISO 60601-1 applicable
9 EEREHRER D 5 b EaR A 888 Device for facility JIST0601-1 A &2 6720 P37104 F
use ISO 60601-1 not applicable i
10° EEREHER D S BIEAERIRIMIA 2 152 Implantable | JIST0601-1 WA & 725 _ .
non-active MD ISO 60601-1 applicable
1 BEHHE D 5 b IERERNUIA 2 1888 Implantable | JIST0601-1 @A &5 P37/04 cD
non-active MD | IS0 60601-1 not applicable )
12 E#IED 5> G IEA R R A #38 MD for JIST0601-1 @A &3 P37/01 G
Opthalmolic use ISO 60601-1 applicable -
13 EFHEOSHERECRE A MD for JIST0601-1 @M L7253 P37/04 a
1 Opthalmolic use ISO 60601-1 not applicable
- JIST0601-1 B &7 2 )
14 | EESHRARD 5 B HHEA THERES Reusable MD ISO 60601-1 applicable P37/01 | L
. —— JIST0601-1 M &7 5720
( .15 | EFRRAE D 3 b BEM TSRS Reusable MD ISO 60601-1 not applicable P37/04 F
. - . JIST0601-1 M &2 3
16 | EFRIBO S L HEHH A #22 Single use MD ISO 60601-1 applicable P37/01 L
17 | ERREO > 5 MEIRA WS Single use MD | SISTOSOLLBAERSR | 5000, E

ISO 60601-1 not applicable

EFREED > EREMI-Y 2. FERAESHRE
& R UE DRI 887 Massaging Device for house P37/01 L
use, Electric therapeutic device for house use
and related devices

19 | BB O S 5 MBS Hearing aid "P37/01 L

EMRE0S SHHBRUVERZHIEMD for | JIST0601-1 @A &23 —— L

Radiation and diagnostic imaging IS0 60601-1 applicable

g1 | ERBED S SANARUERBEIEMD for | JIST0601-138M &z Szt P70t | L
Radiation and diagnostic imaging ISO 60601-1 not applicable .

A2l REES VD _ .

1 | e BEAEER IVD | | p3711 |

18

20
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