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Quality management system. 4.1 General requirements

Note 2 An “outsourced process” is a process
that the organization needs for its quality management
system and which the organization chooses to have
performed by an external party.

Note 3 Ensuring control over outsourced
processes does not absolve the organization of the
responsibility of conformity to all customers, statutory
and regulatory requirements. The type and extent of
control to be applied to the outsourced process can
be influenced by factors such as

a) The potential impact of the outsourced process

on the organization’s capability to provide product that
conforms to requirements.

b) The degree to which the control for the product
is shared.

¢) The capability of achieving the necessary control

through the application of 7.4 (purchasing).

Y o g YA G
leuamm@u smemaa outsourced process M
nasuumf idgnimuahfienadiudessunnimsam
AMNIRIIANT uegniden WRmamdumslaemien,
MEKANAIANT wasasins ey fismrmnsuiioranvad
23An3 Aflsonnsonndasiudarmuazasgn N

) | ¥ tgﬂ./ 3 o % a K
wazngsudonshe 16 wenanidervuadisliundetls
flade lumahanfiasandwue dssamuassaniunyas
MImUAN |9UR HanIENURenIdngT seiuvasmaTindla
TMIPLANNSELIUMS UALANAENNTSR WMSAIUONKTA

NAYLIUMIA0T0 enudarue 7.4

MIALAY ASLUIRNITSUIIL9

MIATREEUNTIUUMS Masuistslnesiliasauiy

a4, de @ Lo .

ANNAHTONALYIIMNT muqmmLﬂﬂéﬂmmmamwm
299 ISO 9001:2008 99 7.4 Uae 4.1

A 6 Ay o A A v

Namunenley 2 Ussmihisaahiianson Wadas
AveszdLasmInuaa Idun

1. 15 99ANINANNEANITD AL NEMNAAL LTI

gj v 1A tﬁl Yo v 1 v [~3
myiuldias usddenfiaglisuinete mame;waelmmm
Tuamumaniiui asdnsssnsaiMUaINIIMIALAN

v v o o % Yo Y 2 [~

nyeawms B tonae ludarvue VBT RTR N oI

2. Weasnslidanussnsnuazinanndiazenfiuns
oV A A Yo v ¢ 1 o ¢
snldies uazdanfaglisudeng usoumsniguiin asens

1% QIJ 1 t:ll Yo Y a 6
avdinssila mimuqmmuﬂ@mpummmmmuﬂm
a a a o [~ ‘il U [ v ‘il
Wesne Tuinsnsdiondenusiduidames Aok gl
MYUAN WLMMTUIEEL

Aava ‘ﬂl % % v Y ) [ 1 6

Mwﬂgm o lidanndastiutaruadng a9eing
t:;d Yo v 1 6 1% a o 1
AsmslFsuadsesinameuen dasimatue ag
oﬁnﬁumimmﬂué’wmﬂ@ msmuqﬂumﬁiwmmzq
M@mﬁmmmww (specification) laeriwiue qualification

6 ‘ilv v A Y Yo £

YDIDIANTNSUAN maizqmmaﬂoﬁums‘smaqmmgmh
FEUULIMTNUEANN ssuulaszuuwiie dhaehagu 195y
mysusasmafifnumadaivun GMP wag waa ISO

Journal of Hematology and Transfusion Medicine Vol. 19 No. 1 January-March 2009



Outsourced Process Gmeu%mﬂaﬁm 69

A [« U 1 [~3 v o
9001:2008 %38 1SO 15189 g aehslsfiens darmue
v [ tﬁlv v 1 1o [«
983 ISO 9001:2008 i:’,']_ql\l’l’ﬂ paRnansUete Tl
FaslesumatusaslusruuSmsnugunn . usdaausng
YA a ‘il 1
Talemfanuaansn Suanufianun waslssaumsat i
NURANTELIUMTUN TINTIAMIeTIRSLNWRaAMe
| 1% A Y o [~1 [~ a (% 1
souflugn ot feusnas U lumeaudan daehe
T TINTUGRD MY MIATIRAAMNGUMHEIANT
gj [~f t:i o v A !
yamelasmesan \Wnszeye) afirmue L3 visamIga
mnﬂaumiﬂﬁﬁ@mﬂu@@‘ﬁéﬁm DL NUNTNTIAFL
v K % Aa F 2~ ‘il [~3 (% [ Gﬁild 1
Thinmahss SsgninpoasgiuiiiuSaqTumniiinaste
Qmwwmadm‘m‘%ﬂmmzﬁawﬁmﬁmﬁ TAnmaYaIms
muqmmwwﬁam&flmmw‘%amwaﬂ i Toeidan
ATENENNANNINTULALAN NN ZHNYDIN
tﬂl A [~ o [~ ‘il U as
e NNaraInRalua NN IuARDITEYITMS

muqﬂ*’ﬂuﬁmmw FaaiimsfamuuarLsufiunansURie

A 3 v A v R v G o
msesszesirmuall uasinetiiinifhmangm 14lu
madevhetasEeaildsuaysiEudn (approved sup-

i i A Qv e v o A Yo vy
plier list) 1fin Fifludoyaisznaunadndandsudieris
Tulomadialy

mstsgneufamsdammnashisse uasdsiuih 1A
Xy c e R R
Pashildl yamnafiuasdiisznoumitefisndny flashlhom
AN WANTH ANHAIZATNTDILANINIFADIZULEILN T
M ‘Quality costs but poor quality costs more’ uana

o & t:i v Y A t’é 3
sufuidosgnilslifeauneluynesdns

LaNa581989
1. International Standard ISO 9001: 2008. Fourth edition 2008-11-5.
2. International Standard ISO 9001: 2008: Introduction and support
package: Guidance on ‘Outsourced processes’ Document : ISO/

TC 176/sc 2/N 630R3 October 2008.

Msdslaiadneuazgedasusmslaia O7 19 atiufl 1 anTes-Snas 2552



70

Journal of Hematology and Transfusion Medicine Vol. 19 No. 1 January-March 2009



