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ISO 14971 duhnll &jgaill ghlan &jlal

woagi duhll ajpalll duledg dollw glorl anall gl ol jblaall élal pies aanll dlcllg aunll éjgalll aclin g
ppa Lle guanaioll acluy lnn .anhll ajgaill jhlanll djla) (Guhi :1S0 14971 Jga Joblin cwjai puadi Ll 4jgall oaa
Bipalll 8agall Jalanll &ylal Lle woyill JU3 4o .l jlgall 8la &jga JU3 jblaall Lle djhuullg pudig Al as

liinll ot jijeig jhlaall Julaig adgall jleall JUinlll dunbwill algaill (uajlinll &)gall oaa pagi auhll

Bailall Jylaig Lo paill )l ghlandl 3297 9o IS0 14971 dylnel Lol lnga ggalinll cumiap éjgall plail aic
aldhinll Jliindl glorng I1SO 14971 gn _alnil jhlan djla] plhi Awail go gojlonoll il ha ganu ghlanllg
w8 elaclniw digall oda gla bagall La yaniio gl Jhlan pan gl dyhll ajgall ginn & Jnei ¢4 clguw dungAiill
ol anlln glaal alwjloall Jaal Guhig duhll ajgaill doibw plen alidei pga

&)gall wlaal

Auhll ajgaill aclin 4 ainal apiig ISO 14971 cayei:ISO 14971 pga =

Jhlanll ajla) 1ISO 14971g dagall ajlal dnkil 1ISO 13485 (Ju hilgyll Lc wapeill :1ISO 149719 1S0 13485 hyl) »
Auhll djgaill ailaiioll ala dyga J jhlanll dylal Guihi drars apn :Qiinll Al djga A hlanll 4jla] =
15014971 L4 awnlwill alhlhnoll ayeiphlaall gjla) alalhno «

150 14971 L0 ahgn ga L4 jhlanll djla) ddnc Jaljn awagi yhlanll dylal Jalyo =

solanllgjla] ddoce Jua diglholl Guipl abpaoll ypaihloll g)la) ddac Lo duiil abpoll s

0jgall jglan
duhll 8jgaill palanll &)lal 4 doadin ;Jgill pgul

auhll ajgaill spal dnghii jlen 20 IS0 14971 blijl dats e apeill :anihiill allhinll hlanll gjlal khyly =
1S0 13485 Jin spalll ddgall jylenllg 1ISO 14971 (u ddllell pga :spalll julenllg 1SO 14971

auhll ajgaill jhlaoll ayla) 4150 13485 jga L lc cllhill hlhnll 4)lalg 1ISO 13485 «
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ISO 14971 pghi :,ilill pgull

auhll ajgaill jalanll g)la] 6 1SO 14971 anal auw waliial 150 14971 plaaiml jhlanll djlal Aol «

auhll ajgaIll aball ayga Lle pilall agill plaaiwb hlanll ala] (Guhi diarh ppa :aball djga le pilall agill =
Aolell allhinllg alhlhnallg alayeill g0 1SO 14971 yaljeiwl [1SO 14971 lc dolc &jAi =

yblanll éjlal dulac :Culill pgyll

Aunll éjgaill jhlaall ajlay dhs gig diars plei ghlaall dyla) dhs »

Aunll &jgaiil ahjnll jhlanll apdig aaai aas phlaadl Julai s

dlgidn ciil 13] Lo ajanig phlanll jlyaig dadb pudi duas plei jhlanll i s

ddiiaall gnlaall Judil galaall a paaill aloiliwl Guhi aas hlaall e patill s

aydinll jhlanll Jgudi ;@ilfl pgyl

Jlea Jadiy ghlanl aylay daiglhall Giligh dnal plei ghlanll éyla] Giigi =

Jhlanll @il wln g Blaiadl anal e wyeill ghlaall d)la) wlo «

il jlgall oliil 2ol galanll dyla) aras pga saliill a2 alaall Ayl «

auhll ailygall alaeall doilw 4 IEC 60601-1 ylen jga ddidlia :IEC 60601-1:2005 »

palanll ajlal algal :pualall pgll

Lgilili pudig alainnll ¢lagill yanil Juball glagh Julai Guhi :FMEA Lgilpilig Juall clagl Julai s
Lgijlalg jalaall puail elhalll G Julai pladiwl dars pleiclhalll gadd Julai s
Ayhll ajgaill jalanll éylal 8 HACCP 203 dai4 pga :HACCP dajall paaill hlaig jnlanll Jylai s
14971 Guhil alwjlonll Jaal dibdling a)gall a lgighei pi il apwigl blaill gaali albliinilg gaalall
150
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tcailubullg Syl Sé)gall 0ia jgraa elile aay lalnl

auhll ajgaill hlaall aylal auwslwill Gapenll 1SO 14971 Jga awjaill 4jgall oaa pagi ghlanll djlal aljlgo jijei

lilaiin alledg danilu glohg iyl il Juuig dygall lenll Jliindl e dacluiu il
ddleinll aillnell 203 dwarag auhll ajgaill jalaall gjla] :1S0 14971 Guhi dais plei IS0 14971 (Guhi ploi
iinll aln &)ga Jaljo o dlapn J5 La hloll gjlal
Juldi dwanqg auhll ajgaill dagally palaall éyla) I Jobli pga Lle Jnal :duhll djgaill aagall jhlanll éjla)

Lpaliilg auhll ajgaill euini dhyijall jalaoll

29l Lill HACCP g .clhalll éyaub Julai g .Jehall glingl Julai Jin élnell algaill plei yhlanll ajlal dlac clgal
auhll ajgaill jalan aylay dpwll

14971 éalgih Lle Jgnall Jua go diigoll clillado jijeig IS0 14971 4 cliqjen 4 ¢lidf clij IS0 14971 Aalgiie
IS0

anilall

ailac Jgo anid S§) wlwislg duhll 6jgaill jhlanll 4yla] J pgaga jijeil ggeuw gill giajianll gjgall oda pinni pi
Jib jhlaoll a paaillg djla) le djadll Jgajlnnll cuniqun aw)aill djgall oaa jgra Jua (4o IS0 14971 jhlanll djla)
pan gl duhll ajgaill teinn ciib clgw . Aol dotln guuaig adgall jlenll Jlindl glang dunll digaill dla ajga
olnll dylal alydei gn Joleill lgaliag il dgpenll dygall oda ¢l jagiw duhll ajgalll anthw w4 aniin gl jhlan
Sblholl gjlal 4 ¢lagga guuaig

yhlanll &ylal 6 Alwylonll Jrai Guhig IS0 14971 cuyyai gn dyigall paipunny cliijll ggaiwn piil Ja
&)lay @njulll caljlgall (Liilg ISO 14971 Galgud (Gudai gai Igill dghall Igaailg Liy] Igasil Sauhll Gjgaill
Jlea Jaiiy duhll djgaill galanll
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