EBERRIR0401 F 12 B
A M IR0401 B 7 B
W-mt 234 4 H 1 H

i

EERBEERRLNEETHREREGEL TR

QMS AER Y —_A Z U ZAFEIWCRBITS
AL EOMEEAICONT

EEMEEFEMIC LA BO LT APEBEOACLS LD E T HAIC OV TH,
%%M7E1HwBHH%Q%%%%QBmm%Ei%@%@%%%%%ﬁ%ﬁ-
RREEHET BB A [IH AR DRI R OB M 58 A EREHIED 2 2 R E+ 5
EHEOBETCHEIERL, ERESSORETERCLEE R (GMP/QMS) i
BABBROEROEEROEEICONT) WLV RLTWALZS, EEHE
FEFWOEBIZ OV T, E0E MR R U2 T BUE N E S5 E R SR G (2L
T UREMIE Lo, mxf L. SERL 174 11 A 30 B A3 BERRE 1130004
FEAFBEEERELRDEREY - MEIRFEEED TGMP/QMS SHEZEHEIZ D
WTH WHEOVRLTWAOHEZATHDLHE, 5. QMS FREDDBRIOBE ML,
OMS FHAEML P —a T ZAFATFICBT A3 EFEROHELERICHOWT, FRLO
PBORBVAEEDLI L L LEOT, TRED b, B8 TEARE. BEEEH
FICEmE BBV LI,

B, TEROBHFHWIZON T, 200k T 3 #RE, REHORHEL L - TE
AET50, 2)EC3 20T, FR2E10H 1 BrbEMAT 5,




1 OMSFAEEOY—XAg F 2
(1) QMS
O EAEHHAE
7 ELERTEK
A BOEHR 5K
o R
@ NMARBRES
TOEERE
A HBIHE
(2) ¥—~A T AF/E
HEEFE 2B FODOTHE1EFE 1 5l HlET LS EHEEB(CEELCEHEE
SE¥EZE (ISO/NEC) RED-AEERECLEERO FEOEEET S
BRI THAEYE (LT B VAT LA EESEHME I THT2EAE] &
9,01 ELTEDLBRTND
@ JIS Q 17021 (ISO/IEC 17021) .
@ JIS Z 9362
CEET A BT LT ARMOY— o T AFEE

EiEARk

TR
PEERE
e

L
7e /B

E% 'Ja%ll

[_ 3 L‘%j“ nuli
@ xti_:_ﬁl [y
n>%@y

IR
P
=t

%H>®

WD

2 QMSFAER Y —_A T v AFERBROFHEEEM
BREEEOTEEEOMEEFICOWVTIL. QMS B R T2 T 1 2
BEOBEIIEC T, UFDLBY LT5,
(1) QMS &
O HEEUHE |
7 BHEREER, BEEE AESREEEN D, RAENSERIC ST
BMORERELOREG LR EE (%ﬁm&%% Lo EEMREX
m%e&4%yzﬁﬁ%@aJﬁkamt CBEEONE RS
i\%ﬁ%ﬁm®%%ﬂﬁ%ﬂ%§_ﬁféBQQEWuﬁﬁéiﬁo
A BAWMEEET, BHINEHEAEREEELEALLEAIT. REE
HERE S L E LI SRS HEI0H, BEFCS L THEAR L £ 0R
HAEEECHREL., AT OV COBEEBLLIZDHE 2L,
U A SR TE T R TR T M &N A S AR B A
i, WEROBREVE 5,
@ IABES



AR UL E R, BENSEERICBT OMOMEEFTEORE
BRASEORMOFTEICED ST, BEIE U TEETY 2 &,
(2) —~a 7T XFRE

T OB, BEER IRLERFEEEN D, HERNRERICE
T AMOBEEEENERE L TME A7 AEEREEECH TS
BEECERTHIAECEVIThNIE | oY —~1 7 2 HERKLH
HE) BRBEINEES, FREEONESEE X, YUFEEBEOY
= T URARBEEERB L AT IR TEDLI L,

A BEERIEEEEL., BN T OREEBEREEICLY ., MEAICE
1 B —_A 7 ARENBEICTONTHWAZ 2R THI &N
FRETH LR, TR THRBEMOY — <1 F 2 ZAAFEIMLIE & HH ¥
HEEIlBNTE, RIEEA NIRERERZ IO L TZOHEE 2
FTAEE LB, PFEOERICOWTEHBELBLLIEDL D &,

v OBERERIEIAIE . HENSERAEEN SRS D R OEEEE & &k
BT ISO 13485 OFRFFAEE L TV ABRE, IS0 REEME (771, X%
E., B, A=A FF U7 ISHT T A OEREEBI AT ACBWTRE
ENTHEICEREDS) LD F I EOEMBRES TN TV DD, 20
FAME, EEE, EEREESEAHBTLLICLY . YEHIEED
YN TR EICEB LRI T I ENTEL L,

3 AERREHESEORH N

(1) MEFRRCHEY, HESRRSECDEINA_REERENIGRO LB
YL AEEEEICE TR, 2RIl R BESREREEFERT D b,

(2) MEFEBICHEY, FEISNLAAESEREZEIFESEME H» Ok 3 4
PRNOWMEELTHZ &,



1PN

OMS T HEZEOLEER )

Y

— ARG BEIE
(1) #®E%£AA
(2) HEEREA |
(3) HEEKEH GIECE LEFRE2ED, (AFrPa—nARTHA))
(4) PRESEERT OA R
(5 ) B s A o P e Hh
(6) FALEOFEH
(7) HAEHRYUEERTFOELEFORAL

2 WEHNE

(1) FAEHMN :

(2) QMSFEED S [FEM - Y ABEE

(3) AZEFE
WEHE L TQMS OV 7o RF AT E0ESEETH L, £z, QMS OF
HEEEY 7 L AT AEO QMS FEEEAR YT VAT AoV T, B EAT
STEEHET TR, EDLS hEREIT> TESL LEOPTORARED
IR 5T L,

e EE (XTI LA L DR S,)
(1) MMesEOoRERURERE [EE - TEE - BE]
HERE LERERE IOV T 200FEFRICEVWTRRAE LT Z L,
(2) fEfEEERMA
(3) BeEREZED
(4) BWEAEFERE (WERSTEVTFTESFSHNE ORI MEDHER

d%)



