
"llucr cor,racoB a llutr

V.{e6Ho-raeroAr4r{ecK[fi lcorunlexc no Ar.{cqI4IIJII4He <MeueAx<ueHT I4 KaqecrBo }] o6racru

6uoueAraquncrofi r4HxeHepr4r4> pa:pa6oraH B coorBercrBl{I4 c rpe6onaur'Iqlrpr fOC BllO no

rIoAroroBKIa 6aKaraspoB r{ rrpeAHa3HaqeH AntI cryAeI{ToB, o6yuarouuxc.s no HanpaBJreI{rIK)

<<Buorexuzqecrue cucrelmr ra rexnororzn> llpodrz:to EhoNreAuuuncxoe uuxeHepnq

Anrop/u (cocranure ml u): Kruruu A.II

*yMK A''cuun,ruesr Henpo(lralapyroutefi raQeapsr o6r.:irre,,rsr'ro cot raooBl,tBtte'rct o st,tn1'cratoule ii ratllcl-tpoii

pea:ruoyrouei coorBercrByrculec HanpaBneH ne/cneuua-rt sHoc't t,

**yMK AOJIXeH npOiirU cofracoBaHhe u,ru o6cyN.qeHhe lra coo'flleTcrone rpe60aatllltl\l 3ahllTcpocoBaHlll,lx croll0ll

(orpacneroii coBeT, (KpyfnLrf cro,r>, coBeu{aHne,3aceAalrie nari)eaprr/rureroAu'tectpt I coBel'c flpeAclilBrl'fgJL)l\lll lll]o]'l3lloAc'fBLI

perleH3upoBaHue (peqeuslu AoJIxHa 6rrrs npuloNeHa) t,t Ap.)

llpoqecc paccMorpeHhn il yrBepxAeHrR

YMKA

Ne nporoxola flo4nncr (nevaru)

Vqe6Ho-ruero4nvecxnil KoMn.neKc

Ar4CL{HnnilHbl paccMorpeH Ha 3aceAaHhh

xa$e4put (Mnil))
nporoxon No

oT( ))

3a a.

xaQe4put:

npoSnn rpyrrculeil

o.t+.o.(HannneHoaaHne yve6uoro noApa3Aenenran)

*Vqe6Ho-nnero4rvecxrfi KoMn,neKc

Ar4CL{HnnilHbl paccMorpeH Ha 3aceAaHilr

xaQe4put (Mn11)

(HahlneHoeaHre yue6Horo noApa3AeneHrn)

nporoxon Nq'v
ot<, o

ae
1rz t.

3a e.

Ka QeAp br:

Hen poQran r pylcqe i

a.IA.O. .w6,

Vqe6Ho-nnero,qrvecxril KoMn.neKc

Ahcrlhn/rhHbr o4o6peH pyKoBoAhrenem OOll no

HanpaBneHho <SrotexHrqecxne crcremut t,t

TexHo,norhh)

(HahnneHoeaHre yve6Horo noApa3AeneHnn )

,{ara:

Pyxo ao4rrel s

( noan ncs)

Vqe6Ho-nnero4nvecxnil KoMn.fleKc

Aficl{il nn t4 H bt cornacoBa H Ha 3aceAa H r n Vqe6Ho-

MeroALrLtecKo il xonnr ccr r Qa xyn urera f uuct vryt a

( Kl-Tkl ))

(HarmeHoeaHre yve6Horo noApa3AeneHrn)

n poro Kon

Ns/
otr, y' ))

o9
2.,

noAnkl

o

1*'

^.LDI

7//

* *Vqe6Ho-meroAt4LtecKil il xoMn.neKc

Ahcqr4nnhHbr cornacoBaH (unvt

o6cyx4ancn/pe r4e Hara po ea H )

(yxasaru HauMeHoBaHhe npe4np nawtn /

yq pelKAe H hn/opra Hr,raa qra r)

,(ara:
cornacoaaHrn/

o6cy>xgennaf

peqeH3Hn

(4onxHocru)

a.h.o



Jlncr ugprenenuft u trorloJrHeHuft e yMKA

JT

nln
Horuep u

HA3BAHI{E

pa3AeJra

vMKA

Onucauue
prsr,r e HeHuft /,uo u o ru e n u fi

s VMK,{

fiara
prstrdeHeHIafi

Ns

npoToKona
3ACeIIHljfl
ra(peapu

floAnr.rcn
lpeloAaBaTerq,

san. xaQe4pofi



MI4HI4 CTEP C TB o oB PA3 o B AHI4.fl , 14 HAYKI4 KbIP f bI 3 C KO IZ P E C IIY E JII,IKI4

KbIprbI 3 crutZ r o c v.[AP c rB E HHbt tZ rBxHnqr, cKr vr
yHI4BEPCI'ITET zlrenra I'I. Passaxoea

|JIACOBAHO>
fi (M|II4)
.-M.H., .qoq. Aoraluesa X.X.

>> 2018 r.

,i;{'. " '
l'

PAFOIIA-g fIPOIP

no Al4cu[[ru11g <<MeueAx[renr ra rcaqecrno e o6racrn blroMeAlrquHcKofi uHxeHepuu)>

Anfl cryAeHToB HanpaBrrenufli 680200 <<Euorexnu.IecKue cucreMbl ll TexHo,'Ioruu))

uporf unu: Er.rorreAuuuncrcaq [HxeHepuq

oquoft Qopusr o6yueuu-r

I4ucrwry

KaQe4pa

Kypc

Ceueurp

Kpe4rru

@opua orqera

Bcero qacoB rlo yle6HoNry rLqaHY

qacoB

Vlz nux'.

IrHlKeHeprrf)),
llpororon NF

K|TI4

MIII,I

AT

7

4

SK3AMEH

80

- JIeKI[tr4 32

- [paKrr4qecKlte 3aHfrrus. 48

- caMocroflTeJlrnaa pa6ona 70

Pa6o.Ia-{ [porpaMMa cocTaBneHa B cooTBeTcTBIIu c rpe6onauvfll.rrqr

rocyAapcTBeHHoro o 6p as o n a:reJIbH o ro cTaHAapTa II o H anp aB JI e H I4ro

680200 <<EuorexunqecKlte clrcreMbl I{ TexIIoJrorlluD
Pa6o.Ia.s[porpaMMapaspa6orana: [pelloAaBarelrKununA.JI.
Paccuorpena V yTBep)KAeHa Ha 3aceAaHLIvI xaQe4pu <<Mexasurca u IIpOMI)IIIIJIeHHaq

o,,r9n /o 201!r.

B.H. MeaparrveBa
s npeAceaare,r.fl)

){.X..[orarueea

' . PIKAAIO))
)p



I{e.lu n 3aAaqlr AHcIIfirlJrlrHnr, ed tHaueuue n yue6noM rlpoqecce

1.1.Ile.lrro Aasnofi ArlcuunnaHbr rBr.sercq r,I3yqeHl{e BonpocoB o6parqeuul MeAI4IIIaHcKux IasAerplfi

n Ituprgscxoft Pecny6tut<u, B rracrHocrrr MoHIrropI,IHr, 3aKyIIKa, [pIreMKa, ycraHoBKa,

opfaHr43arlr4s rexHur{ecKoto o6clyxcunaHr4tr, errr4caHre vr yrvlrLr3a\vs. AJr.[ cfieutlaJll{croB B

o6:racru 6uoue4zrlunclcofi r{H)KeHepr4r4, a ITMeIIHo oco6enuocll'r pmpa6orrtll cl4creMbl

MeHeA)I(MeHTa KarrecrBa, BKJIIoqaroqlIe oro o6parqenue, KaI( AJITI [polr3BoAl4relefr v
norpe6ureleft ueALlqI,IHcKI4x IasAerlrft .

1.2, 3aaaqu ll3yqennq AItcqurrJrn HbI :

o @opunpoBauue suaHufi o MoHl'lroplrHre MeAr{uuHcKlrx tg!etwir.
o OopuupoBaHue gHasufi o 3aKynKe MeA[uaHcKuxuz!.etnh.
o OoplaupoBaHUe sHaF{ufi o npueMr(e H )/claHoBKe MeAnIIHHcKuxuzaetuit.
o Oopn,tupoBaHhe ssaurlft o6 opraFrB3arILri rexHuqect(ofo o6c,ryltuoatttrl !leAL{u14HcTc'lx

uz!e.nuit.
o @opuupoBaHIae ssa:r.uit o crlHcaHau MeAaqliHcKux uzretui't.
o @opurapoBaHl{e sHaHuir o6 yrunu:aq}tn MeAulrllHcrclrx ngAelufr.

o @opmupoBaHne npeAcraBneuufi o cncreMe KaqecrBa B opraHu3aqutx.
o @oprnlupoBaHr{e npeAcraBnenuit o c}rcreMe KarrecrBa B opraHH3aIIIzL 3ApaBooxpaHeHHq npil

paIrI4oHanbHoM HcIIoJIb3oBaHIzri MeAuul{HcKux nsgemth.

l.3.MexnpeAMerH[,re cBfl3u. IlepeueHr Arrcqurrr'rnII u nx pa3AeJroB, ycBoeltne KoropLlx tleo6xoAltuo
IIIIbI

TIJI II II bICr

HantrreuosaHHe AucrIH n!'IIt H HauMerroeaIIlre pa3AeJroB

3rononrnra flopr4ox o6parqeHLr.r MeA!{Irt4Hct(ux uznernn s

KsrorsrscKofi Pecnv6nurce

Perncrpaqut u oqeHKa Kar{ecrBa u 6egonacrtocru
M eAIz ullH c K ux uz Ie luit

flousrue pefucrpaqu14, oLleHKH KaqecrBa n

6e:onac uocrn MeauuhHc tclrx n:Ael n fi

alrcuu
c Teua.neruufi Kon-ao

qacoB
xb Tevra npanruqecnfix

saHgrnfi
Ko,r-eo
qacoB

MoAy,rs I
I 3aroHoAareJlrcrBo B c(bepe

sApaBooxpaHeHIj's, v
M eArr rlr,r H c K ux uz ge nuil s
Krrorurgcxofi Pecnv6ruru

2 I 3aronoAareJrbcrBo B c$epe
3ApaBooxpaHeHu.s n
M eArrrlrr H cK ux uz Ie nuit

2

Kracca$nxaqur
MeAhrlhl{cKhx HgAer HI

2

2. flepeuenr HopMarI,IBHbrx

rrpaBoBbrx aKToB, cTaHAapToB

14 peKoMeHAaquft no
o6parqeHnlo MeAI{III4HoKIlX

usreruil

2 llpurreneHlre AoI(yMeHToB B

3ABIICI4MOCTII OT 3JICMEHTA

o6paqeuua MerpIuHHcIo{x
vgnenvil

2

3 flopr4or rocyAapcrBeHHofi
pef 14 cTp arlull M eAI,IuI4H CKI{X

LB re nvfi n Krrprrtsc tco fi
Pecnv6rure

2 O$opuneHue 3aqBoK Ha

perrrcTpallurc u peureHlre

rro pe3ynbraraM
SKCnepTI{3br

2

4. llopr4ox orIeHKr{ Kar{ecrBa L{

6esonacuocrl4 MeAI4IIITHcKITx

uz 4elluit n Krrpruscrcoft
Pecny6runu

2 O$opna:reuue 3a.sBoK Ha

oIIeHr(y KaqecTBa r4

6egonacsoc'trt 14

oSopnr:reuue AoKyMeHroB
IIo pe3ynbTaraM
gr(crreprrr3br (axrrr,
:arlroqenug)

2



5 Opranusaqus crlcreMbl
MeHeAXMeHTa KaqecTBa B

opraHll3allnrx (na ocHoBe

MexAyHapoAHofo cTaHAapra

ISO 2001:2015 <Cucreuu
MEHC.4XMEHTA KAqECTBA _
Tpe6onanur>)

2 flpe4cranurb npLIMep,

KaKr.re pa3Aenbl AOJDKHbI

6rrrr oceelueHbl B cucreMe
MeHeA)KMeHTa KaqecTBa

IIpoLr3BoAlITen.g

M eArr ur,r H cK ux us Ae ruiL
(pyrono4crBo IIo KaqecrBy
rr noJrr.rrlrKa e o6racru
xaqecrea)

2

flpe4cranurb rpl4 Mepbl,

KaKrre pa3Aenbl AoJI)IGbI
6rtrr ocneuleHbl B cl4creMe

MeHeA)r(MeHTa rl(aqecTBa

II CNbITATEJI' M E.4I4 IIIIH CKI,IX

us4erruit (pyrono4crBo IIo
KaqecTBy Ir noJII{TI4Ka B

o6racru Kaqecrsa)

2

6. Opranus arlr4r cl,rcreMbl

MEHEAXMEHTA KAIIECTBA B

opfaHr.r3arllrflx
3ApaBOOXp AHeIJr4s. (Ha OcHoBe

peKoMeHAaqufi P 85-
07.0010:2005
<MeAurluncroe
o6opy4oeanue. O6ulue
rpe6oranuq r o6ecnerreHllro
KAIIECTBA IIPU PAIIUOHAJIbHOM
I,ICNOJIb3OBAHI,II4

MEAI,IIII4HCKOTO

o6opyAonauIEr>

2 flpe4cranurb npI,IMep,

KaKr4 e pa3Aen6l AOJIIIGLI
6rrrs oceeueHbr B cl4creMe

MEHEI}I(MCHTA KAqECTBA

opfaHI43aIIr4Ll

3ApaBooxpaHeHlrfl npl4
paqrroHanbHoM

IICIIOJIb3OBAHI4II

M eAr4 rI r.r H cI( ux uz Le nwit
(opraHr,r3aIIuI4

3,4paBOOXpAHeHus.

flepBr.rrrHofo yponHr)
(pyrono4crBo no Kar{ecrBy
Ir rroJrurr,rKa g o6racru
Ka.{ecrBa)

2

flpe4cranzrb nprrMep,
KaKr4 e pa3Aenbl AOJI)I{I{bI

6rrrr ocseueHbr B cl{creMe
MEHE.UXMEHTA KAI{CCTBA

opraHV3arlr{I4
3ApaBooxpaHeHut npl4
parlrroHaJIbHoM

14CNOJIb3OBAH14I4

MeAT4UTZHCKUX U:Ae-rrnfi

(opraHrzsaquu

3ApaBOOXpAHeHvrfl.

BTOpI,ITIHOf O I,I TpeTI,ItIHOfO

yponnx) (pyronogcrBo rro

KaqecTBy I{ rloJrr,rrr4Ka B

o6racrv raqecrsa)

2

7. llopa4or 3aKyrrKI{

M eAr4 qrdH c K ux uz Ie r,uit 4tts.
focyAapcTBeHHbIX

opranusaqufi
3IPABOOXDAIfEIIVII.

2 O6ruze rpe6onauur no
3aKynKe MeAI4UI4HCrux

uz Ael,ui't (tr,l onuro puur,
cneqra(f uxaqr.ru, 4oroeopa)

2

3



CocraereHue rexHuqecKnx
cnequQuraqufi na
KOHKpeTHbIe MeALIIII4HCKI{e

I|I3nenvfl
(sner<rp oxap4raorpaS,
MOHT4TOp naIIrIeHTa,

annapaT AIjI cBeToneqeHl{t
r4 Ap.)

2

8. llopr4ox upuOuxa Hosofi
MeAlrqI,IHcKoft rexnuru

2 3anolseur.le pa3JII4Ll I I bIX

AoKyMeHToB (axrtr npHeMa

nepeAaql4 fpy3a,
M eAI{III4HcK ux uz Ae lnit,
o6yveHne no,rr:oearelefi ,

rrocTaHoBKa Ha yqeT,

cocraBJleHurl HHcrpyKuHH nO

6esonacHocru)

2

Moqyfls II
9 IIo pr4o x rexHl,Iqe cKo ro

o6clyNrananvt rI peMoHTa

MeAprql{HcKofi rexnnrlr.
O6urue rIoJIoxeHI4t

2 Tpe6onaHLrx ro
TexHuqecKoMy
o6clyxunaHuro B

3aBI{CI,IMOCTI{ ypoBHt :

nepnufi - TexHrrqecKoe

o6crynunaHue
rreAuulaHcxopi
opranu:aquefi;
nropofi - TexHI'IqecKoe

o6cryx<unauue
rrHlr(eHepHbIMI4 fpyIIIIaMI{ ;

rperufi - TexHI4rIecKoe

o6cryxunaHlre cepBltc-

UEHTPAMI]

2

flpe4cranurb M ep onp ufl'tus
u pbrr{afu IIo ynyqIxeHI4IO

TexHr4qecKofo

o6clyxuna:r.Lrfl. vr peMoHTa

Me.u[ulrHcKux ttsAe.lrufi

2

t0 llopx4ox rexHl4rlecKoro
o6clyNunanns, v peMoHTa

MeAr,rqr,rHcKofi rexnuru (Ha

ocHoBe Ha{raonalbHoro
craHAapra KMC 1242:2012
<llp annna gKcrIJIyaraIII{I4,

TEXH'ITICCKOTO

o6clyNznanurfl, rt peMoHTa

Menr{qr.rHcKofi rexuuxu.
O6urrae rpe6onaHrar>)

2 3anoruesue $opu lo
TexHur{ecKoMy
o6clyxcunaHl,Iro 14 peMo I'ITy

(NypHar rexHl4rrecKof o

o6cryx<unaHlls, AoroBop,
aKT BrIIIoJIHeHHrIX pa6or,

rapaHTI4t,

2

I1 llopr4or rexHl4rrecKoro
o6cnyNunaHllt ta peMoHTa

MeAr.rqlrHcKoft rexnurn (ua

ocHoBe llpuxasa M3 KP or
26.04.2001 l'{b 1 32 (06
yrBep)KAeHau "flpaezl

aL O6flsauHocrrl
o6clyxru saroule ro rrepco HaJIa

2



9 K CrrnyaTaIIVLt Vr T eXIJr4KVl

6egonacnocrr.I npu pa6ore ua
naDoBblx crePI{nI{3 aropax" )

3ano,rHesns )KypHaJIa

npo BeAeHufl fl HcTpyKTuDI(a

2

T2 llopl4ox MoHLITopI,IHTa no
o6parqenuro ueAvIlzncrofi
TEXHI4KLI

2 lloAroroezrb nprrMepbl rIo

MOHI,ITOpI4HTy

Me.4r,rulrHcKux usAerufi

2

3anomenue Q opl,u,r ortlert!
o ne6raronpr4lrlloM
co6rrruu (znqn4eure)

2

taIJ I4HQopuaqlioHHbIe
TexHoJrofI{I{ no rIeTy
MeArrrlr{HcKofr rexnuKla s
Kr,rprugcxofi Pecuy6nur<H

2 llpe4craears cailr.st, na
KOTOpbTX r{MeeTct
unQopvaqul o6 o6paulenurl
M eAr{rrr4H c Kux uz Ae luit

2

t4 flopr4or< crrvcaHnfl.
Me.4r{ur.rHcKofi rexuuru

2 3ano-rruenr're tpopu na
crrLrQaHue B op|aHI43auHrIX

3.[paBooxpa}IeHr4s.

2

3anomrenue BeAoMocrll
re6exroe

2

15 fI o p.r4o x y r u nvl-:, al\Lrr4

MeArrrlr,rH c Kux us4enrz ft
2 flopr4ox c6opa v c4aqv

noMa pr orxoAoB
Apaf o IIeHHbrx MeTaI.lloll

2

l6 Tpe6onanzx no o6paqeHlrro
MeAr,rurrHcKofi rexnnKra s
sapy6erxHux crpaHax

2 floAroroszrb npI4NIepbl no

o6pauleuaro lteAuquucxofi
TexHrrKIr B crpaHax CHf,
EA3C. EC

2

Bcero: 32,t. Bcero: 48 q.

flepeueur saAaHnii AJrr caMocrolrerblroii pa6orut

J\b flepeuenr renr Kol-
BO

rIacoB

(Doprrra

OTqETIIOCTI,I

flpuueuauue

I 3:renrenur cr{creMbl Kar{ecrBa Ha

nprrMepe (neTJII,I Kar{ecrBa) I4 I{x
xapaKTepr{crl4r(a

2

2 Tepuunrr r4 orrpeAeJleHlrt,
npuMeHqeMble rrprl o6pauleurlra
MeAr{rlrr H cr( nx uz ge ruit

2

3. 1 P eru crp aq uA Me Alrr\uHcKlrx
wznerruit

4 llpeseuraqa.r
PowerPoint

A+ Oqenxa KaqecrBa u 6e:onacsocrn
M eAr4 rlr,r H c r( ux uz Ie tuit

4 fl peae Hra qr n

PowerPoint

5. 3. Cucreua MeHeax(MeHTa KaqecrBa

Irpor{3BoAnTeJrr MeAIzIII,IHCKI'IX UZgeWia
4 flpeaeHraqnn

PowerPoint

6. 4. Cucreua MeHeA)KMeHTa Kaq ecrB a

opraHa3ar_lnn 3ApaBooxpaHeHHt np14

pauhoHanbHoM r{crroJr b3o BaH uv
MeAuulrHcK nx us!eruit

B flpeseHraqrn
PowerPoint



7. 5. MoHnropuHr MeALIqrIHcKI4x

uslreiluir

4 flpeeeHraqrn
PowerPoint

8. 6. 3 aryura M eALIqIlHcKux uz ge tni 4 flpeseHraqnn
PowerPoint

9. 7. flpueuxa MeAnIILIHcKvrx vB renr4n 2 flpeaeHraqnn
PowerPoint

10. 8. Texnrzqecrco e o6 clyxt LrBanrre

MEAI,IIII4 H CKUX TTSAEIIafi

6 flpeseHraqnn
PowerPoint

I1 JluqeuszpoBaHl{e ycnyr no
TexHr,rqecKoruy o6cnyxlrBaHlllo pI

DeMoHTy M eAI,IuIzHcKux us Ae tuit

2 flpeseHraqrn
PowerPoint

12. Cnuc auue M eAV IILIH c Kux uz ge lluit AT f'lpeaeHraqnn
PowerPoint

13. Yrnrz g auu{ M eAI4IIpIHcKt4 x
uznerluit

A flpeseHraqrn
PowerPoint

14. Mex4yna po4x ut fi craH4a Pr l,1CO

2OOt:20L5

,1 l-lpeseHraqrn
PowerPoint

15. Mex4yxa po4Hutfi craH4apr ZCO
13485:2016

Aa 11 peaenraqnn

PowerPoint

r6 ,{upercrzna EC 93 I 42|EEC Aa flpeaeHraLlrn
PowerPoint

t7. Peruenzg EAOC no o6paruenurc
M eAr.ru r4 H cK ux us Ie ruir

B llpeseHraqrn
PowerPoint

llroro: 70 q,

Mo4ynr I

Bcero 6arros
Bcero 6arros
I,I3 HI,IX:

- rrpaKTr4qecKne 3aHqTH.g

- ,{or<rag ro nrt6paunoil reue
- Py6excrufi KoHrponb

Monyns II

Bcero 6arron
Bcero 6arros
I,I3 HHX:

- IIp aKTnqecKae 3aHflTr4t

- lorna4 no nrr6paHaoft reue
- Py6emurfi KoHrpoJIb

llroroerrfi KoHrponb
llroro:

Pacupeqe.nenne 6ar.noB [o MoAyrqM

JU

l0
5

l5

40
100

30

l0
5

r5



flepevens BorrpocoB AJrrr [poMelKyTorublx KoIITpoJrbublx ToqeK Ir lrroroBoro KoHTporq

1. 3axOuoAareJlbcTBo n c$epe 3ApaBooxpaHeHLIs II MeAIIUI4HcKUx us.4e1ruil

Z. K,raccuQnrcalrl4t MeAnqI4HcKhx uz\etzit'
3. llpnueneulre AoKyMeHToB B 3aBr.{cuMocrr{ or sJreMeHTa o6paqeural MeAITIII4HoKT{X

usnetuit
4. 3assxa Ha pen4cTparlr4ro rr perreHr{e ro pe3ynbTaraM 3r(cIepTH3bI

5. 3aqeKa Ha orIeHKy KaqecrBa u 6esonacrrocrrr Ir pcynbraraM SKcrleprrrsu (arrlt,
3aKnloqeH}I.fl I

6, flpulrep pa3AenoB crrcTeMbr MeHeAXo{er-ITa KaqecrBa rlpolr3BoI.l|4rentt MeArlUIIucKIrx

uzgemdt (pynono4crBo IIo Kar{ecTBy II IIoJIIITaKa e o6:racru xavecrslt)

7. flpuuep pa3AenoB clrcreMbr MeHeAxMeHTa KaqecrBa LIclLITareJIt MeAIrqI'IHcKI'IX uzgetufr'

(pyrono4crBo IIo KaqecrBy I4 IIoJIIrrI4Ka B o6nacrl4 Kar{ecrBa)

8. llpuuep pa3AenoB cr{creMbr MeHeAXMeHTa KaqecrBa opfaHIr3aIII4Ir 3ApaBooxpaHeHutl

npr4 parluoHaJrbHoM r4crroJrb3oBa]F^]av-M)ALLULIHoKIrX uzI:etuit (nepnuvnoro yponu.a)

(pyrcono4crBo Iro KauecrBy 14 IIoJIItrI4Ka B o6nacrlr KaqecrBa)

9, llprzrr,rep pa3AenoB cr4creMbr MeHeAxMeHTa KaqecrBa opfaHlr3aIIIrI4 3ApaBooxllalleHlrt

lpfi parluoHarrbuoM rrcnonb3oBaHr4r4 MeAuIIITHcKTIX uzgetuit (nropnuuoro I4 'fperl4llHoro

ypoBHefi) (pyxono4crBo rro KaqecrBy rr rroJrIrrI{Ka B o6nacr}1 Kar{ecrBa)

t0. O6nfue rpe6oBaHr4r rro 3aKyrrKe MeAr{rllnrcKl4x usp:ettuit (uourlropuur, cneqrzdlvKar\krr4,

AofoBopa)
1 1 . Texnu.recKr4e cnequ$rar<aqvu Ha KoHI(perHbIe MeArruIrHcKVe I'I3AenI4s

(enexrporapAr.rorpa$, MoHr.rrop rrarlr4errra, anrrapar Arq cBerorerreHutl Ii Ap')
12. loxynreHTbt npn [pHeMKe (arcrur npuen{a nepeAaqil fpy3a, MeAHIIHHcKnx u:Ae,rttii, oSyleune

noJlb3oBareleil, noc.raHoBKa Ha yqc'r, oocraBreltHtr aHcrpyKuliH no 6esonactrocrra)

13. TexnnqecKoe o6clyxrunanue rro ypoBH-f,M: nepBblfi - TexHI4rIecKoe o6clyn<nuattue

MeAr4rILrHcKofi oprauz:aquefi; nropoii - rexl-IuqecKoe o6cny)Io{Ballue I{H}I(eHepHbIMn

fpyrIrlaMl4 ; Tperlrfi - TexHI{ rlecKoe o ocny)lolBaH I'Ie cepBl'ic -ueHTpaMu

14. Meponpvrfl'ryrfl.v pbrqaru no ynyqIrreHaro rexHlzqecKoro o6clyNrlnaHtrfl,u peMoHra

M eAr.r qLI H C K UX uZ 5e ttuit
15. Oopuu ro rexHr4r{ecKoMy o6c:ryxueaHr.Ilo u peN{oHTy (>xypHal rexHl{rIecl(ofo

o6cryxtunaHl,Is, Aof oBop, aKT BbIrIoJrHeI-IHlx pa6 or, rap aHrul)
1 6. O6.qgaHHocru o6clyx<HBaloulero nepco H zul a napoB bIX cre plin h3aTopo B

17. Xypua:r [poBeAeHHt IrHcrpyKTDI(a no [apoBbIM crepl4na3aropaM

1 8, Monuropll Hr MeAIz IIIrHcKtrx u3 Ae nui4

19. (Dopnru orqera o se6,raronputrHoM co6lrrun (llnuuaeHre)
20 . Caitr s c nHQopnaaq ueft o6 o6paqeHr'r a MeAHUH H cK wx :aspetuh

2i. @opu Hacrvca:uLre B opraHl{3alluqx 3ApaBooxpaHeHll.[

22. B e loxr.ocrr 4eQ erroe
23. flopa4or< c6opa u cp.a-q'v JIoMa 14 oTXoAoB AparoIIerIHbIX I\'IeTaJIJIOB

24. O6paryeHlre MeAuIIIrHcKofi rexHI4KI4 B crpaHax CHf, EA3C, EC



4.

5.

a

6

Ocnonuafl JIIrreparypa

1. 3axos Kuprurscxofi Pecny6nrrKrr or 9 ;rnnapr 2005 roaa Ne 6 (06 oxpaHe 3AopoBbtl

fpall(AaH n Krtpruscxofi Pecny6lure>;
2. 3axos Krrprr,rscxofi Pecny6lrrKr.r or 2 asrycra2}l.7 rorc Ne 166 <06 o6pautcFlriu

MeAr,rur,rHctctIx us4elu[> ;

3ar<oH Kuprsrscrofi Pecuy6nr,rKlr or 19 orrr6p-a 2013 roaa Ns 195 <O :ruqensv oHHo-

pa3pe[rlrre:rsHofi cvcreMe n KuprsI:crofi Pecny6nur<e>;

3aron Krtprurscxofi Pecny6nl{Klr or 24 5et<a6pt 1998 ro4a J\e 155 <O perclane>,

3aron KrrprtIscxofi Pecny6:rI'IKI{ or 22 xraq2004 rola Ne 67 <06 ocsonax
TexHHqecKoro perynupoBaHuq n Itnrprrt:cr<ofi Pecny6lzre>;
3aroH Krrpruscxofi Pecny6nrrKrr or 9 vtrols,2014 rorc Nb 1 18 <06 o6ecneqeLII4I'I

eAIzHcrBa uslrepeuufi > ;

7. KoAerc Ktrpruscr<ofi Pecuy6nlrKr.r or 13 anpen.a 2017 rotaNb 58 <KoAerc Krtpruscrofi
Pecny6nuxlr o HapyrueHlltx);

8, 3axou Kuprrrscrofi Pecny6Jrr.rKrr or 10 4exa6pr 7997 rorcNs 90 <O sarqure npan

norpe6urelefi>;
9. 3arou Ksrpruscrofi Pecny6Jrr.rKr,r or 24 arrperrx2019 rol:allb 52 <O rauorrel{}IoM

perynl4poBaHuu>>;

10.3axon Ksrpruscxoft Pecny6rrr4Kr.r or 17 utous 1999 roaal\b 58 <O paauauuorrnoii

6esouacHocrLI HaceJleuur KuprrtscKoii Pecny6luxu>;
1 1 . flocranoBJreHne flpanure:rrcrna Kuprugcrofi Pecuy6luxu or 5 I4ro:r.r 2018 roaa Ne 3 I 1

<O nexoropbrx Borrpocax, cBr3aHHbrx c perr{crpaqzeft lreAI,tqIzHcKI{x uzgetuit>> ;

i 2. flocrauoBJreHrre flpanzrelrcrna Kupruscxofi Pecny6lzru'r or 5 uro.[.f, 201 8 roaa ]l'e 3 1 3

<O6 yrneplr(AeHr.rLt flopx4ra rrpoBeAeHr4q oIIeHIor l(ar{ecrBa u 6e:olacuocrr't
MeArruI4HcKux Ias4eluil> ;

13. llocranoBneHr4e flpanurelrcrna I(uprnscxofi Pecny6luru or 1 aBrycra 2018 roAa N
359 (06 yrBep)KAeHzz llop.a4ra npoBeAeHr{f, r{oHlrropuHra KaqecrBa, 6egonaurocru r'I

sQsenrunHocrrr MeArrrlr4HcKr{x uz1er,uit tro BonpocaM MoHI{TopIrHra no6o'{HlIx

Aeitcrnufi.3apefr,rcrpl4poBaHHbIX uz4etuit MeArrIIlrHcI(oro Ha3HarleHLrfl.) MeAUUI4HcKI{x

LrMrrJIaHTaroB Li I,I3Aenufi I.tts..4I'IarHocrI4KI{) ;

14. llocranoBJreHue flpanurelrcrea Krtprrt3crofi Pecny6lurcra or 15 rraapra 2019 roaa l\b

120 (06 yrBep)rqeHuu llopn4na r4HcrreKrrrpoBaHut e c{.tepe o6palleuul \'Ie.4l{L(I4lIcKl{x

uz4er'uit>>',

15. Penrenze Ko:uerura EA3C or 12.02.2016 Ne26 <O cneuua,lbHoM 3HaKe o6paqeuun
MeArarlrrHcKux uzgetuit Ha pbrHr(e Enpa:nfi crofo gKoHoMl{rlecKofo colo3a) ;

16. Peruenne Ko:uerura EAOC or 12.02.2016 Np27 <06 yrnepll(AeHrrr{ o6ulux rpe6onannfi

6egonacno cru u eS$exrunuocrr,r I'reAr.rqr.{HcKr4x usgerruit, rpe6onauufi x nx Maplo4poBl(e

rr gKcrlJryaraquonuofi AoKyMeHTaIIuv rla Hrrx) ;

17. Peurenue Korureruu EASC or 12.02.2016 Ne28 <06 yrnep)I(AeHHu flpannn IrpoBeAeIII4t

TexHr{r{e cKIr x I4 cIIbITanUfi rr,l elu qul I cKI4 x zz ye tuit>t ;

18. Peruenrae Komreruu EASC or 12.02.2016 Nl29 <O flpanrz:rax npoBeAeI{I'Itr KrIIrHlIqecKI'IX

r{ KJrr4Hr4Ko-:ra6oparopHbrx rrcrrbrrauuit (utccle4onauuil) MeAUIIITHoI(ux uzgemril>>;

19. Perueuue Kollerun EA3C or 12.02.2016 Ne42 <06 yrneplr<Aenkru repeqHn BI{AoB

MeAr,rqr,rHcKux uz4e'r'uit, rroAJrexaqux orHeceHlrlo npu zx perl{crpallul{ K cpeAcrBaM

r.rsrtepenufi>;
20. Penresue Ko:uerun EASC or 12.02.2016 Ne46 <O llpanzlax perl4crpauuu Li

gr(cleprtr3bl 6esouacuocrl4, KarrecrBa 14 oQQeruanHocrl{ MeAI{uI4Hcr(LIX I43Ae.rll{f);

21, Peurenl.re Kol:reruu EA3C or 16.05.2016 }lb38 <06 yrnep)KAeHIIU npaBlrn npoBeAeHnq

uccJreAoBanufi (ucuurauuit) c qenbro ou,eHKr{ 6uo:roru.{ecKoro Aeficreuq MeAI{III'IHcKI'IX

usiler:raiL:,

22.Pemesue Kol,neruu EASC or 22.12.2015 Ne173 <06 yreep)I(AeHI4Il llpannn



Knaccuor{Karlr4r,r MeAr.rrIHHcKr,rx u3lienvir. B 3aBr4cr4MocTrl oT rroTeHrlr4aJrbHofo pprcKa

rrpr,rMeHeHr{r);

23. lupexrusa93|42/EEC Meararlr4HcKlre npu6opu, ycrpoftcrna, o6opyAoBaHue;
24. ISO 2001:2015 <Cucrevrr MeHeAlr(MeHra Kaqecrna - Tpe6oBaHur);
25. ISO 13485-2016 <<I4srenvfl Me,qr,rqr.rHcKue - CzcreMr,r MeHeAXMeHra KaqecrBa -

Tpe6onana s. p.ns. qelefi HopMarr4BHof o pefynr4poBaHr4s).

,.{ouo.rrn urerb Haq Jrr{Tep aryp a

1. flprzxa: M3 KP or 26.04.2001 i\e132 <06 yrnepxAeHlrrr "flpaanr oKcnnyara\Lrur v
TexHrrKrr 6esonacHocrr{ npu pa6ore Ha rrapoBbrx creprrJrrr3aropax " ;

2. IIp.M3KPor09.11.2011Ns539<06yrnepxtAerzkruHcrpyKrlr4rronoprAKeMoHr.rropriHra
palll4oHanbHofo I4cnoJlb3oBaHlr.fl rueluuuscxoft TexHvKrz B oplaHv3aquflx
3ApaBooxp aHenus. Kuprrrscrofi Pecny6l r4KHn ;

3. flp. M3 KP or I6.0L2012 J\b7 (06 yrBepxAeHurr rr*crpyKrln4 o rroprAKe rrpveMrs4
MeALIIII{HcKofi rexnuxra B opraHLI3aIII4sx 3ApaBooxpaHeHr.rr Kuprsrscrofi Pecny6:ruKLr>>;

4. flp, M3 KP or 13.08.2012 J\1b488 (06 yrBepnqeHrir.r rrHcrpyKrlrru (O noprAKe
yTi^nr..3ar]J1,I4 CIUCaHHOfi naeAzrIUnCXOft TexHr4Kr4 B OpfaHlr3arl[sx 3ApaBooxpaHeHus.
Krrprrrscrofi Pecny6nr.rKr.r) ;

5. flp. M3 KP or 11.06.2019 }lb671 <06 yrnep)KAeHrrrr nopsAKa cofrracoBaHlrf, peKnaMbr

JIeKapcrBeHHbIX cpeAcrB v MeAr,rqrzHcKr4x uzger'uit n Kuprr,r:crcofi Pecny6nrzKrr;
6. llp. M3 KP or 30.05.2019 Nb645 <flo;rox<eru4e o ropsAKe cnrrcaHr4r ocFroBFrbrx cpeAcrB,

HaxoAflrll4xcfl Ha 6alance rIoABeAoMcrBeHHr,rx rroApa3AeneHLrflx MuHucrepcrna
s,qpaBooxp a:r'e:r^vs. Kuprrr:cxofi Pecuy6nr4Krr) ;

7. P 85-07.0010:2005 MeAurluucxoe o6opyAoBaHr4e. O6rque rpe6oeauu.g x o6ecneqeHr4ro
KarlecrBa rIpI4 paIII4oHa.rlbHoM r,rcnoJrb3oBaHlav Me4rrllr,rHcKoro o6opy4onauux>


