«O0aactp ceprupukanuun CMK»

['OCT ISO 13485-2017 ycranaBiauBaer TpeOoBanus kK CMK, KkoTopble MOTYT HpPUMEHSTHCS
OpraHu3alMel, y4acTBYIOIIEH B OJHOW WM HECKOJIBKUX CTaIUAX >KM3HEHHOTO LKA MEAUIMHCKOIO
U3JeNus, BKJIIOYas IMPOEKTUPOBAHME M pa3palbOTKy, MPOU3BOJCTBO, XPAaHEHHE W IOCTAaBKY, MOHTAX,
TEXHUUYECKOe OOCITy)KMBAaHHUE, OKOHYATEJIbHBIA BBIBOJ W3 JKCIUTyaTallMM W YTHJIM3ALMIO METUIIMHCKUX
W3/IeNINH, a TAKXKE MPEJOCTABICHUE CBI3AHHBIX C HUMH YCIYT (Hanpumep, ooyuenue). CyiiecTByeT 00JbII0e
pazHooOpa3ue MEAMIMHCKHX W3JETUil, U HEKOTOpble KOHKPETHble TpeOOBaHMS MJAHHOTO CTaHAapTa
IIPUMEHMMBI TOJBKO K TEM IpyIIaM MEAMLMHCKUX W3JENIHUH, ONpeesieHUus KOTOpPhIM JaHbl B paszaene 3
«Tepmunbl u omnpeneneHus». Bece TpeGoBanusl, MpUMEHUMbIE K MEIUIUHCKAM H3ZEIUSM, B PaBHOH Mepe
IIPUMEHMMBI K YCIyraM B OTHOILIEHUU 3TUX U3/EJINN, €CIIM TAKOBBIE OKA3bIBAIOTCS OPraHU3alUeH.

Eciu mnpumeHumble perynupyromue TpeOOBaHUS  JIONYCKAIOT — HUCKIIOYEHHE  YIPaBJICHUS
MPOCKTUPOBAHUEM M pa3pabOTKON H3AEIHA, TO 3TO MOXET CIY)XHTh OCHOBaHHMEM Il HCKIIOUYCHHS
COOTBETCTBYIOIIMX TpeOoBaHuit u3 koHKpeTHo CMK opranumzanun. OTBETCTBEHHOCTHh 32 OOCCIICUCHHE
coorBercTBUs TpeboBanusM ['OCT ISO 13485-2017 mpu UCKIIOYEHUH YIPABJICHUS MPOCKTUPOBAHHEM H
pa3pabOTKOM M3IEIHI JISKUT HA caMoil opranmu3anuu. Ecim kakoe-nmbo TpeboBanue pasnenoB 6, 7 win 8
I'OCT ISO 13485-2017 Henb3sh NPUMEHHTH BBUAY CHEHUPHUKH JEATEIBHOCTH OpPTaHU3ALUU HIIH
0COOCHHOCTEHN MEAMIIMHCKOTO M37eNus, Ha KoTopble pactpoctpansercs CMK, To opranuzanuu He cieayer
BKJIIOYaTh TaKoe TpeOOBaHME B CBOIO CHUCTEMY MeEHEIKMeHTa KauyecTBa. OOOCHOBaHME HENPUMEHEHMUSI
kaxxgoro tpedoBanus ['OCT ISO 13485-2017 opranuzanus I0JKHA TOKyMEHTUPOBaTh B PykoBojcTBe 1o
KAauecTBY.

Hecmotps Ha 1O, uTO opMuUpOBaHME 00NACTH AKKPETUTAIMH CaMUX OPraHoB MO CepTU]UKAIIH
cucrem Menemkmenta (OC CM) ocHoBano Ha OOMIEPOCCHIICKOM KIIACCU(UKATOPE BUIOB SKOHOMHYSCKON
nestensHoctu (OKB3/I 2), hopMynupoBKy TpynmnupoBOK JTaHHOTO KiaccU(pUKATOpa HE MpeJHa3HAUYEHbI U
HE BCeTrJia MOAXOIST I ycTaHoBIeHus obnactu npuMeHeHnss CMK u3roToBuTeneilt METUITMHCKUX U3ICITHH.

Oo6bexramu knaccudukanun B OKBOJl SBasSOTCS TONBKO BHUJBI S3KOHOMHUYECKOH JesTeNbHOCTH. B
OKB3Jl 2 wCIOJNB30BaHBI HUEPAPXUUYSCKUN METOJ KIACCU(PUKANMKA W TOCIEAOBATEIBHBIA METOJ
kogupoBanusi. KomoBoe o0o3HaueHue i UACHTHU(PHUKAIMM TPYIIHUPOBOK BHJIOB AKOHOMHUYECKOM
JESTeTHbHOCTH COCTOHT U3 JIBYX - IIeCTH U (poBbIX 3HaKOB. CTpykTypa OKB3/I 2 MOKeT ObITH mpeicTaBieHa
B CJIEIYIOLIEM BHJIE:

XX Kkiace
XX.X nmoakiacce
XX.XX rpymnma

B cootBerctBuM ¢ TpeboBanusmu PenepanbHoit ciayxObl o akkpenutauuu (PCA) hopmupoBaHue
o0jacTv akKKpeauTallMM CaMUX OpPraHOB IO CEPTH(PHUKAUU CHUCTEM MEHEKMEHTA IPOU3BOJIUTCS Kak
MHUHHMYM Ha YPOBHE YeThIpeX IIU(PPOBBIX 3HAKOB, T.€. HA YPOBHE IPYIIIHI.

[Tockonpky I'OCT ISO 13485 ycranaBiauBaeT TpeOOBaHMS [Js LENEW pErylupoBaHUs, TO IS
¢dopmupoBanus obnactu npumenenuss CMK um3roroBureneil MeIMIMHCKUX H3JeNuil Oojiee MOAXOIAT Te
(GOpMYJIMPOBKU TPYHNIIUPOBOK, KOTOPHIE HCIOJIb3YIOTCA B HALIMOHAIBHBIX WM PETHOHAJIBHBIX CHUCTEMax
PETyIUPOBAHUS METUIIMHCKUX U3JEIUNA UM YCTAHOBIIEHBI B CIEIM(PUUHBIX HAIIMOHATBHBIX cTaHaapTax. Ha
JAHHBIA MOMEHT K TaKUM JOKyMeHTaM MokHO oTHecTu [Ipumnoxenue Ne 1 k IlpaBwiam opranuzanuu u
MIPOBE/ICHUS] WHCIEKTUPOBAHUS IPOU3BOJCTBA MEIMLMHCKUX M3/IEIUH Ha COOTBETCTBHE TPEOOBAHUAM K
BHEJPEHUIO, TOJICPKAHUIO U OIICHKE CHCTEMbl YIPABIEHUS KaueCTBOM MEAMIMHCKUX W3AeTuil B
3aBUCHUMOCTH OT MOTEHIMaIbHOro pucka ux npumeHeHus (Ilocranosnenue llpaBurensctBa Poccuiickoit
®enepaunu ot 09.02.2022 r. N 135). lannoe IIpunokenne ycraHaBIMBaeT MepedeHb TPYII U MOATPYII
MEAWIMHCKUX wu3Aenuil (Hampumep, rpymmna — «HeakTHBHBIE MEIUIIMHCKUE W3JENHs», MOArpynna —
«HeakTuBHBIE METUIIMHCKHE U3/IEHS 11 MHbEKLINUM, BIMBAHUSL, IEPEIMBAHUS KPOBHU U TUAIIN3AY).

Ilockonvky cepmugpukam coomeemcmeuss CMK u omuem o npogedenuu ayouma 4acmo
3anpawusaomcs IKCnepmHuiMu opeanuzayusamu Poczopasnaozopa npu pecucmpayuu uiu npu « BUP/», OC
CM «MEJIUTECT» pexomenoyem ghopmuposams obracmo cepmugpuxayuu Bawert CMK ¢ yuemom, nomumo
npouezo, popmynuposox Ipunoscenus Ne 1 x Il P® om 09.02.2022 2. N 135, nanpumep.

- [lpoexmuposanue, pazpabomka, NpPouU3BOOCME0 U NOCMABKA HEAKMUBHBIX OPMONEeOUHeCcKUX
UMNIGHMAMOS ... ... ... ;

e AKMUBHBIX MEOUYUHCKUX U30ENUl, HE UCNOTbIVIOUUX UOHUSUPVIOWEE USTYYECHUE ... ... .. ... ;



- HEaKmMu6HbIX MEOUYUHCKUX U0eNUll OJisl UHbEKYUI ... .... ;

- HeaKMUBHbIX MeOUYUHCKUX U30eTUl dﬂﬂ yX00a 3a NAYUEHMOM, A MAaKXiCe Nepyamox
MEOUYUHCKUX OUACHOCTUYECKUX OOHOPAZ08bIX ... ... ... ...,

S e, U 06czzy9fcu6aﬂue CAMOCMOSMENbHO20  MEOUYUHCKO20 — NPOSPAMMHO20
obecneyeHus ... .... ;



