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"ocynapcTBEHHbIE OpraHbl MOCTOSHHO pa3pabaTbiBalOT NyTW U MEXAHW3Mbl 4N YNPOLWEHUS
cBoen geatenbHocTu. CTpouTtenbHas cipepa He ctana ucknyeHneM. B Hel 3akoHogaTenb
pewwnn nepepatb 4acTb NONHOMOYUI KOHTPONUPYIOWMNX OpraHoB HENOCPEOCTBEHHO
yyacTHUKaM pbiHka. PeweHne 6bino peanvaosaHo Yepes ctpoutensHoe CPO |, coenepanbHbilit
3aKOH onpenennn, 4To OHO NPeACTaBnseT cobol YaCTHYIO HEKOMMEPYECKYIO OpPraHn3aLuio,
06 beanHSIIOLWY0 Y4aCTHUKOB pbiHKa ONpedeneHHoro permoHa.  BxoauTb B Hee MoryT kak
topuanyeckue nuua, Tak u YacTHble npegnpuHumaTenn. Ho cylwecTByoT onpeaeneHHble
KpUTepumn no KONM4YecTBy COTPYOHMKOB 1 (OMHAHCOBOMY 06bEeMy NMPOBOAMMbIX ONepaLuii.
Ocob0 Bbicokme TpeboBaHUs 3aKOHOAATENM YCTAHOBMAN ANS KBANMGUNKALMOHHOIO YPOBHS
paboTHUKOB, UX onbiTa paboThl. Kak nokasbiBaeT BpeMsi, BBeaeHue nHctutyta CPO
NONOXUTENbHO BNMSET HAa Ka4eCTBO npennaraemMblx pbiHKOM ycnyr. [1ng MHOrMX NnpeanpusTnin
nonyvyeHue ceptudpukata kavectsa MICO, paspaboTaHHbix MeXx ayHapoaHON CUCTEMOiA
cepTudgmkaumm, SBNSETCS WaroM Hy XHbIM, @ BO MHOTUX ciy4yasix obs3atenbHbiM. OcobeHHo,
€ecnu peyb naeT 0 MexayHapoaHOoM Toproene,

Monyu4nTb BO3MOXHOCTb paboTaTtb, kak Toro Tpebyet ceptudpukaums NCO — 3HauwuT,
CYLLECTBEHHO YNyYlWMNTb BHYTPUUPMEHHBIE NPON3BOACTBEHHbIE NMPOLECCHI 1 MOBLICUTb
YypOBEHb [0BEpUs B rnasax nokynatenei. Mexay tem, cama OpraHusaums He 3aHUMaeTCs
cepTudhmkaumen xenawowmx. 9Ty PyHKUMIO OHA Nepenana CeTu YacTHbIX LLEHTPOB
cepTudmkaumm, KOTopble 3a AeHbIM NMPOBOAAT ayANT KOMNaHMK, NPOBEPSIIOT COOTBETCTBME
NpoLEeCCoB cTaHaapTaMm, paspaboTaHHbix OpraHnsaumeit, 1 Bbl4AOT MO OKOHYAHMIO
CepTudpukat — [OKYMEHT, NOATBEPX AAOWNIA, YHTO KOMMNAHUS AEeACTBUTENbHO paboTaeT
COrnacHoO yCTaHOBNEHHbIX Npasun. JononHntensHo Ha cante ISO MOXHO y3HaThb,
akkpeantTuposaH nu LieHTp cepTudpukaumm. Xots, ob6s3atensHoro TpeboBaHns K LeHTpam o
akkpeauTauum HeT, 0O6bIYHO KMEHTbI BONblue JOBEPSIOT TaknM KomnaHuns. OT kayecTea
MeOVLIMHCKWIA onepaunii, NPOBOAMMbIX TEM UMM UHBIM BPA4YOM, 3aBMCUT HE TONbKO 3[0PO0BbE
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nauneHTa, HO 1 ero XWu3Hb. [1oaToMy MeXOyHapoaHbIMU CTPYKTYpaMu, Ybs paboTa cBsa3aHa ¢
pa3paboTKoi AOKYMEHTOB, PErNaMeHTUPYIOWMNX CTaHAapThl B pa3Hbix cdepax, bbin

npuHsaT ctanpapT ISO 13485

, CYLLECTBEHHO 06NerymBLINiA XN3Hb NPEANPUSTMAM, 3aHSTLIM MPOM3BOACTBOM M Npoaaxen
MeauUUHCKoro obopynoBaHust. Irpokun pbiHKa NOny4Ynam UHCTPYMEHTbI (MCNoNb30BaHMe
KOTOpbIX B paboTe NoMoraeT BbICTPOMTb YETKYK CUCTEMY OpraHusaummn Tpyaa) u uenm
(MeHeoXMEHT UpM BUOUT, Kakne nepBooyepenHbie 3a4a4m Hy>XHO PeWwmnTb, 4ToObl BbIATY B
nnoepsbl pbiHka Unm ero cermeHTa). bonee Toro, ctaHoapTbl ANCUUNAVHUPYIOT NPEaNPUATUS,
OHW TONKAIOT KOHKYPEHLIMIO B HY>XXHOM HanpaeneHun. B pesynbtate nokynatenb nonyyaet
NPOOYKT XOPOLEro KayecTsa rno HN3KOM LieHe.
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