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B coorsercrBur4 c @egepanbHBrM 3aKoHoM or 21.11.2012 Nb323-O3 <06 ocHosax
oxpaHbl 3AopoBbt rpDKAaH B Poccraficxofi Oe4epaquu>> MeAr{rIr.rHcKHe Hs$errkrfl,
HaxoAslqvrecfl, B o6pauleunu Ha reppI,ITopI,It4 Poccuficrofi @e4epaquu, [oAJre]r(ar
MoHI{TopI{Hry 6esonacHocrH B Ilen.f,x Bbrf,BJreHr,rtr u [peAorBparrleHur [o6oqHbrx
Aeficrnufi, H€ yKa3aHHbIx B HHcrpyKrIHr{ no [puMeHeHraro r4rru pyKoBoAcrBe 11o

SKcrlJryarartruvr MeAI,IqI,IHcKoro vIslterrvfl, HexeJrareJrbHbrx peaKrlr{fi [pr{ ero npuMegeHuu,
oco6eHHocrefi nsal,IMoAeitctriufl, MeAraqr{HcKrrx H31errtrfi MexAy co6ofi, Qapon vr

o6ctosreJlbcrB, co3AarcIqlTx yrpo3y xlr3Hlr vr 3AopoBbro rpaxAaH Lr MeAr4rIr{HcKr4x
pa6orHuKoB npu npl{MeHeHukr vr gKcrrJryararlnv MeAErtrr{HcKLrx rl3AeJrr.rfi.

fIocraHosJIeHI{eM llpanurerbcrBa Poccuficrofi (DeAeparlr4vl or 30.06.2004 J\b323
(n pegarIIHI{ nocraHoBJleHur flpanurerrbcrBa Poccuficxofi @egeparlr4r4 or 19.06.2012
Ne614) <06 yrnep)KAeHHII lloloxenufl. o Oe4epanrHofi cnyN6e uo Ha.q3opy n cQepe
3.qpaBooxpaHeHr4fl>>, rocyAapcrBeHH€ul QyHrqux rro npoBeAeHr.rrc MoHr,rTopr4Hra
6esonacHocrt4 MeAI{qLIHcKIrx us$enufi Bo3JroxeHa Ha OeAepirnbHyro cnyx6y rro HaA3opy
n cQepe 3ApaBooxp aneHus (Pocsgpanna4sop).

B paMKax npoBeAeHl{t MoHI4TopHHra 6esonacHocrra MeAr{rIr{HcKr4x usAerufi
Poc:4panHaA3op ocyqecrBJlter c6op, o6pa6orry vr aHanr{3 cBeAeHnfi o 6esouacHocrlr
MeAI'IqLIHcKax us4enuir Ha Bcex 3Talax r4x o6parqeuua, BKmoqaff KruHI{qecKI{e
r4cnbrrarrLrfl 14rrocrperrrcrparluonsufi [epnoA.

B qentx pa3tscHeHurl rroptAKa yqacrnfl, cy6rerron o6pautreHnx MSAHTIHHSKHX
us!.eruir B MoHIlTopI,tHre 6esonacHocrr.r MeAr.rrdlrHcKr4x us4elzfi Pocr4panHaA3opoM
coBMecrHo c @fEV <<BlJ& .fufufrvIT> PocglpaBHaA3opa pa^:pa6oraH <<Ilopr4or rrpoBeAeHgtt
MoHI'ITopI{Hfa 6esonacHocrl{ M€ALIIIIIHcKI{x vrcAelruir AJr.rr [pou3BoAr4TeJrefi (Aepxarelefi
perprcTparlHoHHbrx yAocToBepennfi) MeAr{rIuHcK}rx usAerHfi >.

<<floprgor npoBeAeHvIfl MoHuropnHra 6egonacHocru Me,quqr.rHcKr.rx ug1enmit urx
npol'I3BoAnrelefi (4epxatenefi perpIcrpaIII4oHHbIX y,qocroBepennfi) MeAr{q}rHcKrirx
uzgetnir>> lpeAJlaraer eAI4Hoo6pasuuft rIoAxoA x c6opy, o6pa6orxe n npeAcraBJreHrrro B
PocsgpanHaA3op uuSoprraaquu ilo 6esouacHocrpr MeAr{rlt4HcKr.rx uzge;1uit, vt Aaer
pa3sf,cHeHl/u no npaKTurIecKI4M BoIIpoc€lM co6lrcAeHnx rpe6onartuit 3aKoHoAaTeJrbcTBa
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Poccuficrofi (Degepaqnu K MoHr,rropr,rHry 6esonacHocrr,r MeAr4rIHHcKr,rx nsAenr,rft Nrfl,
[popr3BoAurereft.

OgnoapeueHHo PocrgpanHaA3op o6paqaer BHuMaHHe, rrro <<flopx4ox rrpoBeAeHlrt
MoHLtropl4nra 6eeouacHocrl{ MeAI4III,THcKHX usAenufi Anr [pou3BoAHTeJrefi (aepxareneft
perlrcrparlr{oHHbrx yAocroBepenufi) MeAlrrlraHcKr{x zs4erufi>> HocHT peKoMeHAarelrHrrfi
xapaKTep v orKJIoHeHI,Ie or Hero, npu yciIoBI,Iu co6mogenrEr 3aKoHoAareJrbcrBa
Poccuficrofi Oeaepallnn, He BJIeqer sa co6ofi Hacry[neHr,r.fl a,AMnHr4crparr{nHofi ulu uHofi
OTBCTCTBEHHOCTI4.
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vBEAOMJIEHTTE

Hacrorqufi dlopx4or rrpoBeAeHr,rt
MeAI,ITIHHCKI|IX nS gennit AJrr nponssoAurenefi
yAocroBepeHr,rfi) MeAr,rqlrHcKax usAenr,rfi>

MoHr4TopLrHra 6eeonacHocrr{
(4epxareneft perucrparlr{oHHbrx
He flBJrteTcr HopMaTI,tBHbIM

npaBoBbrM aKToM.

,{aHnufi AoKyMeHr ocHoBblBaercf, Ha noAxoAax (De4epalsnofi cnyx6u
rlo HaA3opy B cSepe 3ApaBooxpalenkrfl. K paccMarprEnaeuofi npo6neue u
co.qepxl,IT p€I3btcHeHla.f, no [paKTprqecKr4M BorrpocaM co6lro4eHrar rpe6onaruuit
3aKoHoAareJrbcrBa PocctEftcrcofi (Degepaqnn B c$epe ocyqecrBJreHlnr
MoHr{Topr{nra 6esonacHocrr,r Me4r,rq}rHcKr{x usgelufi .

Otx.noneHne or noptAKa rIpoBeAeHHt MoHr,rroplrHra 6esonacHocrlr
MeALIqI{HcKLlx us4ernfi Anfl npol{3BoAuterefi, npr4 ycJroBr.rr4 co6lro4enna
3aKoHoAareJrbcrBa Poccnficrofi Qe4eparlnv4 He BJrerrer sa co6ofi HacrynJreHr,rt
aAMr,rHr,rcrparnsHofi uluurtoitorBercrBeHHocrr,r.



Hacroqtqufi AoKyMeHr pa":pa6omn npu yrracruu corpyAHuKoB
Pocs4panHaA3opa ,q.$.n., npoQ. Tenrnosofi E.A., rc.Q.n. Kocenro B.8.,
fraroresaC.B. corpyAHlrKaMr4 OfEy <<BHI,IPILIMT> PocsgpanHaA3opa
Eopnconofi E.B., Hosurosuu C.B., Pouasonuu O.B.



l. BneAeHue

I{enrro orqerHocru o He6raroupr{trHblx co6rrrnsx u rocJreAyroqux
orIeHoK rBJr.f,ercr yJrfrruenr,re oxpaHbr 3AopoBbfl. u 6esouacHocru rrarIHeHToB,

noJrb3oBarerefi r.r Apyrux nHrI nocpeAcrBoM pacrpocrpanenr4fl. unQopuaquu,
KOTOp€UI MO)r(eT rrpnBeCTr,r K CHr,rxeHr,rro BeporrHocrr{ AorryqeHr{r [oBTopeHr{t
He6larouprrrrHoro co6utm, I{lru cMtrfrrr,ITb nocJIeAcrB]It raK]rx nonropenufi.

B coornercrBr{r{ co crarbeft 95 (De4epzutrHoro 3aKoHa o'r 21.11.2011
J\b 323-@3 (06 ocHoBax oxpaHbl 3AopoBbt fpaxAaH B Poccuficrofi
(De4epaqun>> (aanee @egepanurnfi 3aKoH Ne 323-<D3) o6paulenue
MeAr,rqr,rHcKr{x nsAerr,rfi Ha reppuropuu Poccnftcrofi (Degepaquu [oAJIe)KI4T

rocyAapcTBeHHoMy KoHTponIo.

focy.uapcrseHHrrft KoHTpoJIb sa oOpaqeunenr MeAI4III{HcKI,IX ugAenufi
BKJIrcqaer B ce6s. KoHTpoJIb 3a rexHHqecKI,IMLt I,IcnhITaHI{flMvI,

TOKCHKOJTO|IIIIeCKI,IMU I,ICCJIeAOBAHIflMU, KJIHHI{qeCKI{MI,I I{CnbITaHI4f,MI'I,

s$QertueHocrbro, 6eeouacHocrbro, npou3BoAcrBoM, I,I3roroBJIeHueM,

pealnsaqnefi, xpaHeHrleM, TpaHcrloprnpoerofi, BBo3oM Ha reppllTopruo
Poccuficrofi @e4epaqun, BbIBo3oM c reppl-tropur Poccuficrofi (Degepaquu

MeAIiIqI,IHcKIrx uzgenuit, 3a I{x MoHTaxoM, nalaAroft, tIpI4MeHeHVeM,
gKcnJryaTaryuetrr, BKJIroq€u TexHlaqecKoe o6clyxnnaHue, peMoHToM,

npr{MeH e HI,t eM, yrI{JI u3 aII uefi . unu yHI,IrIToxe nzerr,r I I ] .

Mouuropunr 6eso[acHocrr,r MeAurIr{HcKI4x ueAeruft r'BIrflercfl. oAHI{M Lt3

3JreMeHToB focygapcrBeHHoro KoHTpoJIt 3a o6parqeuueu MeApIIIuHcKI{x

nr4enufi [1].
B coorBercrBl,Iu co crarrefi 96 Oe4epalrHolo 3aKoHa J\b 323-03

MeAHTII{HcKI4e va4eJfirl, HaxoAslqr4ecfl. B o6paqennu Ha reppnropl,rlE

Poccuficrofi @e4epaqnu, noAne)KaT MoHLITopHHT 6esonacHocTl,I B rIeJIflX

BbrrBJreHLrt vr [peAoTBpaIrIeHI{f, uo6o.rHHx 4eficrnuft, H€ yKa3aHHbIx B
r,rHcTpyKrlr4rr IIo nplrMeHeH]rro UJII.-I pyKoBoAcTBe no 9Kc[InyaTaIryrLr

MeAr4rlr{HcKoro vr34erfi4fl, HexeJrareJrbHblx pearqufi npu ero rIpI4MeHeHrII,I,

oco6eHnocrefi B3ar,rMoAeitcrsnfl. MeAuIILrHcKrIx I,I3Aenufi uexay co6ofi, Qaxron
14 o6crosreJlbcTB, co3AaIoqI4X yrpo3y XI{3HI4 U 3AopoBblo rpaXAaH u
MeAr.rqr{HcrrEx pa6orHHKoB npu [pI,IMeHeHIaI4 rI 3Kc[ny ar arryru MeAI,IIII{HcKI,Ix

v34elrvrlr.
Cy6rerru o6paqennf, MeAr{rIHHcKr{x uzgenufi o6ssaHH coo6ulat o6o

Bcex cnlnraflx BbrrBJreHrrrr no6o.rHrrx Aeficrsuit, ue yK€BaHHbIx B I4HcrpyKIII4I,I

no [pEMeHeHLIIo nnu pyKoBoAcTBe IIo SKCnJIyaTauJdv MeALIIII4HCKOIO I{3AeJII'Ifl' o

HexeJrareJrbHbrx peaKrlrd.f,x upvr ero npuMeHenuu, o6 oco6eHnocr.f,x

B3auMoAeficrsnfl. MeALIqI,IHcKux ns4elufi MexAy co6ofi, o Samax H o6
o6crosreJrbcrBax, co3Aaloqrx yrpo3y xLI3HI,I vr 3AopoBblo rpaxAaH u
MeAr,rquncKrax pa6orHnroB npu rrpr4MeHeHuu u sKcrInyaraIIHI{ Me.qrIqI,IHcK}Ix

nsgerufi [1].
3a secoo6qenve vJru corcpbrrr{e raKI,IX cnyqaeB n cseAeHufi JIHrIa,

KoropbrM oHrr crurJrr{ r,r3BecrHbr rro poAy rEx upoQecclloHtlllbnofi 4exreJlbuocrll,



HeCyT OTBeTCTBeHHOCTr B COOTBeTCTBHLI C 3aKOHOAaTeJIIcTBOM PoccnfiCroft
(De4epaquu.

floctanosreHl4e flpanurenbcrBa Poccuficxofi (De4eparlur or 25.09.2012
J\b 970 <<floroxeHue o rocyAapcrBeHHoM KoHTpoJre 3a o6parqeHneu
MeAr{qr,rHcKax u:4eluft>> ycraHaBJrlrBaer noprAoK ocyqecrBJreHr,rfl
KoHTpoJIbHbIX Meponpnxrufi n Aeficrsufi opraHa rocyAapcrBeHHoro KoHrpoJrr B

cJlfrae rrpruI{HeHur Bpe4a nu6o Bo3HuKHoBeHlrr yrpo3br npuqvHeHr{fl BpeAa
xI,I3HI,I I{ 3AopoBbrc rpax4ar il MeAHrIr4HcKI{x pa6orHraroB rrpn npr{MeHeHr{r,r

MeArlrtrr{H c Kr{x uz ae nuia l?f .
flpraras MnnucrepcrBa 3ApaBooxpaHeHnr Poccuftcrofi (De4epaquu

or 20.06.2012 Ns 12H <06 yrnepxAeHw,I llopr4xa coo6qeuut cylreKraMlr
o6paqeuut MeAuIILtHcKux uzryetuit o6o scex cJry raf,x BbItBJIeHI,Lt uo6o.rHrtx
Aeficrsufi, He yKa3aHHbrx B r{HcrpyKuuu rro npHMeHeH[K) LrJrr,r pyKoBoAcrBe rro
gKCrInyaTAIJJII.d MeA]rrII{HCKOTO r434eril4s., O HeXeJIaTeJrbHhrX peaKrlr{sx IIpI1I ero
nplrMeHeHl{rr, o6 oco6ennocrsx nsal{MoAeficrsus Me,quq}rHcK}rx nsAenutrr

MexAy co6ofi, o Qaxrax u o6 obcrosreJrbcrBax, co3Aaroqrx yrpo3y xr,r3Hr,r Lr

3AopoBbro rpaxAaH v MeATIIIIIHcKI4x pa6otHuxoe npu [pHMeHeHuI,I u
gKcrrnyara\uu MeAr{rl}rHcKrrx ugAemrfi>> ycraHaBJII{Baer [paBuna coo6qenns
cy6rerrauu o6paqeHl,It MeAI,IIII{HcKHx us4eruit o raKI,IX cryua"* 1rr.

Cramefi 14 @eleparrbHoro 3aKoHa Ns 323-O3 onpe,4eJleHbl noJIHoMotIrIt

Qe4epanrHblx opraHoB rocyAapcrBeHHofi sracru n cSepe oxpaHbl 3AopoBbt, K

KoropbrM orHocrrcfl MoHlrropr,rHr 6esonacHocru MeAIaIIrtHcKHX uzgenuit,
perucrpaqus no6orrHbrx Aeftcrsufi, HexeJIareJIbHbIx pearqufi upu npuMeHeHI{}I

MeAr,rqr{HcKax nsgenuit, {arron v o6crosreJlbcrB, co3AarouryIx yrpo3y
[prur,rHeHr,rt BpeAa xcIl3HI{ v 3AopoBblo lrcAefi npu o6paqenuu
3apeH4cTpI,IpOBaHHbIX MeAuquHcKLIX llsgelnfi .

B coornercrBr{rd c rracrbro 5 Crarru 96 Qeaep€IJlbHoro 3aKona }.lb 323-O3
uoprAoK ocyulecrBJreHr,tf, MoHlrropusra 6egonacHocru MeAI,IqI{HoKLIX us4enuir
ycraHaBJrnBaercfl. yrroJrHoMorreHHbrM QegepalsHblM opraHoM LIcrIoJIHlITelrHofi
BJIACTI{.

flocranosJreHpreM flpanurenbcrBa Poccufi cxofi @e4ep alqlztvr or 3 0. 0 6. 2 0 04

Ilb 323 (n pe4axquu rocraHoBJreHr{r flpanurenbcrBa Poccnficrofi @e4epa\nkr
or 19.06.2012 Nl 614) <06 yrnepxAeHur4 lloloNeuus o @eAepalruofi clyx6e
rro HaA3opy B cQepe 3ApaBooxpaHeHlat), n.5.1.2.3, [poBeAeHI{e MoHI{TopLIHra

6esonacnocrr{ MeAr,rqI,IHcK}IX usI.enufi orHocl{Tcfl K norlHoMotln.flM
(De4epanrnofi cryx6rt ro HaA3opy B cQepe 3ApaBooxpaHeHaf,

(Pocs.qpannaasop) [4].
B coorsercrBnra c rracrbK) 6 Crarru 96 QeaepaJlbHoro 3aKoHa Ns 323-@3

no pe3yJrbraraM ocyilIecrBJreHr{r MoHr4Topr,IHra 6esonacHocrrl MeAlrrlr4HcKux

usryenuia npu noJrylreHulr n noATBeplKAeHkrvI nHfoprvraqura o no6o.rHrrx

4efictrnrx, He yKuraHHbrx B uHcrpyKIII,IIl rlo trpl4MeHeHuro Lurl't pyKoBoAcrBe rlo
9KCIIJryaTArIIdt4 MeAI,IIII{HCKOTO U34ei fl, He)I(eJIaTeJIbHbrX peaKrIUrX IIpU ero
npuMeHeHlrn, o6 oco6enuocr.nx B3al4MoAeitcrsufl, MeAI,IrIr{HcKr4x uzryenuit
MexAy co6ofi, o {arcrax u o6 o6crosreJrbcrBax, co3Aarour4x yrpo3y x}r3Hr{ r{



3AOpOBbIO rpaxAaH u MeAnIIHHCKI,IX pa6OTH[KOB np}I [pI{MeHeHI',IU 14

9KCnJryaralJxkr 3apen{crpI4poBaHHblx MeAI,IqLIHCKI{X H3AeJrlrfi,

ynonHoMoqeHHbrfi flpanurenbcrBoM Poccuficrofi Oe4epaqnn Qegepzururrrfi
opraH lrcrroJrHr{TeJrbHofi BJracrlr paccMarp}IBaer Bonpoc o [pnocraHoBJleHu]r

rrpr{MeHeH4s,r4Jru o6 ugtsruuvtg o6paqeHnt raKoro MeA}IIII{HcKoro I,I3AeJILII }r

[p]rHI,IMaer coorBercrByloqee peuleHue [ 1 ].
HH$oprvraUux o pe[IeHI,Itx Poc:4panHaA3opa no pe3ynbraraM

MoHlrropr,rHra 6esonacHocrr{ pa3Melllaercf, Ha oQuqraanbHoM caftre

@egepanrnofi cnyx6u ro HaA3opy B cSepe 3ApaBooxpaHeHl'It B cerl,t

<<I,IurepHeo> (uacrs 8 Crarsn 96 @eaeparlbHoro 3aKoHa Ne 323-<D3).

2. O6nacrr nprlMeHeHnfl

Hacrosuue MeroAr,rqecKlre peKoMeHAaWu paspa6oraHbl Ha ocHoBaHlrl{

Lracrv 5 crarsu 96 (De,4epanrHoro 3aKoHa or 2L.1L2011 Ns 323-O3

<<06 oqroBax oxpaHbr 3AopoBbs qpaxAan s Poccuficrofi @elepaql{LD), n.5.I.2.3

flonoxegvIfl, o (De4epalurofi c.rryx6e no Ha,q3opy n ctpepe 3ApaBooxpaHeHllt

(yrnepx,4euo rrocraHoBJreHr4eM flpanurenbcrBa Poccuftcroft (De,4epaqun

or g0.00.2004 Jrfg 323 s peAaKrrtrn rrocraHoBJreHur flpanntenbcrBa Poccnficrofi

@e4epauur4 or 19.06.2012 l.lb 614) u npeAH€BHarIeHbI AJI' npol4ssoAl',Irerefi

MeALrrInHcKr{x r{3AeJrHfi (rax ynoJIHoMOqeHHbIX npeAcTaBnrenefi) npLI

Brr[OJTHeHI{I{ I,IM}I tpe6Onanr,rfi Qe.qepanrHoro 3aKOHoAaTeJIbcTBa nO

ocyqecrBJreHlrro MoHrrropunra 6egouacHocrl{ MeAIIuI'IHcKLIX ug$enuit.

3. TePunuu n o[PeAeJreHnfl

AIs qenefi nacrosqero AoKyMeHTa I4Cnonb3ytoTcs cJIeAyIOque repMlIHbI

I1I o[peAeJIeHI{n:

Me4nqnHc6re H3AeJIIIfl (MlI) mo6ue I{HcTpyMeHrbI' annaparbl'

upn6opu, o6opyAoBaHlle, MaTepI{aJIbI I{ upoque la34eIlzrfl, [pHMeHteMbIe B

MeAI,IqLIHCKI,TX qentx OTAeJIbHO I{JIIft B COqeTaHI'II4 MeXAy CO6Ofi, a TarcKe BMeCTe

C ApyrlIMU npLIHaAJIeXHOCTttrlU, HeO6XOAI'IMrIMV AJIfl npnMeHeHl{t yKa3aHHbIx

ugaelrafi 11o Ha3HatreH]rro, BKJrK)q€u crreqplaJlbHoe nporpaMMHoe o6ecneqeKvle' 14

[peAH€r3HarIeHHbIe npoII3BoAIaTeJIeM Anfl npoSunarTvl6v\ ALIarHocTlIKI4'

JreqeHur H MeAuIII4Hcrofi pea6unuta\I4u ra6oleaanufi, MoHIaTopI'IHra

cocToflHr{rr opfaHr{3Ma rreJroBeKa, npoBeAeHl{t MeAHIII{HCKI4X HCCJIe.{OBAHVfiI,

BOCCTaHOBJIeHI{f,, 3aMeIqeHI{t, I,I3MSHSHIIS aHaTOMI'trIeCKOfi CTpyKTypbI I4II14

SrasraolorrrrecKnx $ynrqzfi opraHr{3Ma, npeAorBpalrleHlafl vITu npepblBaHl{t

6eperraeHHocrn, QyHrquoHurJrbHoe Ha3HarIeHI4e Koropblx He pealn3yerct rryTeM

rfaprr,rarOlgn4tlegKoro, HMMyHOJIOTI{qgCKOIO' feHeTIIqeCKOrO 14JIL1

rraera6onurrecKoro sosAeficrBr4s.Ha opraHrl3M qeJIoBeKa. MeAIaquHcKI4e v3lenvfl

MOIyT [pI,I3HaBaTbCfl B3ar{MO3aMeH.seMbIMI'I, eCJIH OHI'I CpaBHHMbI IIO



SyurquonalrbHoMy H€BHaqeHLIK), KATICCTBCHHhIM TCXHI{qECKI,IM

xapaKTepucrr.rK€rM r.r cnoco6Hbr 3aMeHurb Apyf Apyra.
(e ped. <DedepanaHoeo 3aKoHa l,lb 323-@3 |l).

[pournogrrreJrb (urrorosnre.nr) MeAr,rrIHHcKoro r.r3Aenr,rs

rcpn{ruecKoe JII{qo krlrvr Qnsnuecroe Jrlrqo B KaqecrBe HHALrBHAyarrbHoro
npeAnpl,IHuruareIrfl,, Hecyqee orBercrBeHHocrb 3a Karrecreo, eQQeKTr.rBHocrb r,r

Gegonacnocrr MeAI,IqrrHcKoro I,I3AeJIut Ha Bcex 3Tan€x xI,I3HeHHoro uraKJra
He3aBI{cHMo or roro, BblrrycKaercfl, Jtu H3AeJrr{e B rpax(AaHcxufi o6opor caMnM
JII,IIIOM I{JII{ TpeTbI'tM JI}IIIOM OT ero I{MeHI,I.

Qtaspa6omaHo c yqemoM [7], [8], [11], [2]).

Vno.nnouo.rennufi npeAcraB[TeJrb nporl3BoAr{TeJr{ ropuAr,rqecKoe
JII,Iqo rua6o vrn4r4Bur4yarsnrrfi [peAlpI{HI,IMareJIb, 3aperlrcrp}rpoBaHHoe Ha
Teppr,rropuu Poccnficrofi Oe4epaquu, ynoJrHoMoqeHHoe npon3BoAr,rreJreM

MeAHrIr,rHcKoro vlr,4erwrfl, [peAcraBJlrrb ero IaHTepecbr no Bonpocau o6parrleHr{t
MeAI,IIIHHcKoTo usAelrnfl, Ha reppuropuu Poccuftcrofi @e4epa\uvr, B roM qr{cJre

cBr3aHnbrx c HraM [porleAyp orIeHKH coorBercrBr{r, rocyAapcrseHHofi
perncrpaqr{H, 14 Ha lrMr Koroporo Moxer 6utr BbrAaHo perrrcrparlr{oHHoe
yAocToBepeHr{e Ha MeAuqI4HcKoe rI3AeJIue.

Qtaspa6omaHo c yqemolvt GHTF/SG I /1,{ 0 5 5 : 2 00 9 llzl).

Vno.nnoproqeHHufi rro desonacHocrlr
AOJIXHOCTHOe JII4IIO, ynOJTHOMOtIeHHOe Ha

nnQoprr,raqnefi c cy6rerrauu o6pauleunx
ne6raronpl{trHblx co6rrnExx, cBt3aHHbIx c

nsAeuufi.

Qtaspa6omaHo c yuemou l3f).

Cy6rercru o6parqeHnr MeAr4r{rrHcKlrx uzgenuit opraHr,r3arryrv,

co3AaHHbre B ycraHoBJreHHoM nopflAKe Ha reppr4Topr4r{ Poccuficrofi
(De4epaqnn, nu6o npeAcraBlrreJrbcrBa l{HocrpaHHbrx opraHnsaquft,
aKKpeAr,rroBaHHbre B ycraHoBneHHoM noptAKe Ha repp[TopLtu Poccuficroft
(De.qep aqn n, nu6 o vrn AvrBu4y€urb H bI e np eArlp Lt HI,IM are JI r{, 3 ap eru crp Hp o BaHH bre

Ha reppuropr,rn Poccuficrofi @e4epaqzn, rH6o Qnsuvecxue Jrr{rla,

ocyuecTBnrlolrlHe TexHuqecKr,re uc[bITaHI{r, ToKcraKoJlofr{rrecKr4e

[ccJIeAoBaHvIfl., KJIr4Ht4rIeCKI4e I{CIrbrTaHr4f,, 3KCnepTrr3y KarreCTBa,

e$QerrunHocrr4 u 6egonacHocrl{ Me.quqI{HcKI{x uzyexuit, rlx rocyAapcrBeHHyro
pefr{cTpartrzro, npoLI3BoAcTBo, I{3foroBJreHr{e, BBo3 Ha reppr{Topuro Poccaficrofi
(Degepaqrarr, BbrBo3 c reppr4Topuu Poccnficxofi @elepawfi4, noATBepxqqeHne

coorBercrBl,It, rccyAapcrseHHrtfi KoHTpoJIb, xpaHeHr{e, TpaHcrropr}rpoBKy,
pe€IJII{3aqHrO, MOHTIDK, H€LIaAKY, [pI4MeHeHI4e, 3KCnJIyaTarII4rc, B TOM III4CJIe

MeALIrIIHCKI,IX lzrlAelr'Ufi

ocyqecrBJreHr{e o6uena
MeAr4rILrHcKux nsAenufi o

IIpHMeHeHueM MeAI'rrIr{HcKax

TexHl'rqecroe o6cryxuBaHue, upeAycMorpeHHoe HopMarnnuofi, TexHr4rrecrofi u



(unu) gKclJlyararluonnofi .rloKyMeHTarluefi [pol,I3BoAlrreJrs, a raKxe peMoHT,

yTHJTH3aIII4IO HJIII yHI,ITITOXeHI{e

(e ped. ffpurcasa Muusdpaea Poccuu om 20.06.2012 J,lb I2u [31.

Opran rocyAapcrBeHHoro KoHTpoJrfl yronHoMoqenurrft

Segepalruufi opraH r{crroJrHr,rremsofi BrIacrI4, ocyulecrBlsloqprfi SyHrquu
MoHrrropr{nra 6egouacHocru MeAHIIHHcKHx rI3AeJInfi (PocsgpaBHaA3op) t2].

Oprauuraqlln 3ApaBooxpaHeHl{fl MeAHIII,IHcKHe opraHl,I3a\un,

Qaprr,raqenruqecKr,re opraHr,r3aqun u LIHhIe opraHu3arrytn, ocyulecrBJlf,Iolqze

AetreJlbHocrb B cQepe oxpaHbl 3AopoBbt

Qtazpa6omqHo c yuemoM Cm.29 @edepanuHoeo 3aKoHa Ne 323-@3 [l]).

Bp.a HaHeceHI,Ie

oKppKaloqeft cpe4e [7].

yqep6a 3AopoBblo nrogefi, IdMyIIIecrBy unrr4

Cepresnufi npeq (cepserHoe yxyAureHue cocro flHr4fl, r4oponrr) :

yrpolKaloqee xLI3Hu g a6 oreeaHlle IIJII{ TpaBM a ;

Heo6paruMoe HapyIueHI,Ie crpoeHl'It zlu Qyurquu opraHI'I3Ma;

neo6xoAtrMocrb MeAr4rIHHcKoro (xupyprn.recroro) BMeIIrareJIbcrBa

Ant rpeAorBpalrleHux neo6parl{Moro BpeAa [6]' [11].

OuacHocrb - noreHIII'I€IJIbHbIft ucro'IHHr npe4a [7].

Pucn - BeporrHocrb npI,IrIr4HeHI/H BpeAa vlrvr yculreHl4fl. cTe[eHI,I TtxecTlrt

cocrosHla.n or npurll{HeHHoro BpeAa [7]' [8].

Vrpora ?KIr3HtI Ir 3AopoBblo lpilKAaH - pI4cK:

cMepTlI;
cepbe3Horo yxyAlu eBr4fl' co crotHLlfl 3AOpOBbt ;

SynrquoHaJrbnbrx HapyureHkrir y nJIoAa, ero ru6eJII,I, BpoxAenHoft

AHOM€IJII'IH HJIH POAONOfi TPANUU.

EesonacHocrb MeArrrlnHcKoro rr3AeJrlrfl - orcyrcrBl,Ie HeAorrycrl,IMoro

pr,rcKa npu UcIIoJIb3OBaHVU y.3I:enlylfl, B ycnoBl4tx, nPe,4YcMoTpeHHbIX

r{3roroBtlre.rrevr [ 7 ] .

EegonacHocrb MeAurtrLrHcKoro r43AeJILIt o6ecue.InBaercf, coxpaHeHl{eM

ero 3KcnJIyaraIIlIoHnHx csoftcrs.

I{qeHrnQrrKar1[q u3Aernfl - ycraHoBJIeHLIe coorBercrBvrfl, Yi:.Aellllfi ero

cyqecTBeHHbrM IrpLBHaKaM, ITO3BOJI.f,TOIIII{M COTIOCTaBUTb AaHHOe I'I3AenI{e

ronxpernofi texHn.Iecrofi w SKcnnyaTaquonnoft AoKyMeHTaIVn vr

perprCTpaqUoHHbIM AaHHIIM, BK[Ioqa.f, MapKy, MoAeJIb, cepufiHufi HOMep

(norvrepnapruu)rHal{MeHoBanvre[poI'I3BoAI{TeJIt.



(ltaspa6omaHo c yqemoM @edepaaaHoeo 3aKoHa Ne l8a-$ [8]).

Ilpoc.nexrrBaeMocrb Bo3Mo)KHocrb npocJleAurb HcropI,IK),

rrplrMeHeH ue vru MecroH€xoxAeHlae rar4enur [9 ] .

He6.naronplrflTHoe co6rnue (uuqugenr) nro6ue uo6o'IHHe

Aeficrsur, He yKa3aHHbre B rlHcrpyKrluu no [pI4MeHeHI,IIo IlJrIa pyKoBoAcrBe no

sKCnJryaTAr\VrU MeAr,rqrrHcKoro v34elIprfl., HeXeJIaTeJIbHbIe peaKIII{U npH efo
npr.rMeHeHr{H, oco6ennocrr{ B3alrN{oAeficrsnt MeAI,IqI{HcKI,IX usAenl,Ifi Mex(Ay

co6ofi, Sarru 14 o6crosteJlbcrBa, co3Auuoque yrpo3y xI,I3HI,I 14 3AopoBblo

rpaxAaH Lr MeArlrllrHcKlrx pa6ornuroa npu [pI{MeHeHI4I,I vr oKcnJlyararJnn

MeAI,IqLIHcKI{x nsAenlafi [6], [1].

IlsnerueHre
ynonHoMorleHHofo

uo 6esonacHocrl,I - coo6uleHze trpoll3BoAure;la I4nI4 ero

rrpeAcraBurerfl. B opraH rocyAapcTBeHHoro KoHTpoJIt AJIfl

o npou3olueAllreM B crpaHe vlru 3a py6exonaraHSopunpoBaHI{t
ne6laronpr4trHoM co6utura, cBf,3aHHoM c MeAI,IIII{HoKHM LI3AeJITIeM AaHHofo

rrpor{3BoAqrreIrfl., BBoAI{MoM n o6paqeHue uJIH HaxoAtIqI'IMcfl n o6paqenuu Ha

repprlropnu Poccllficroft (De4epaqnu.

Ynegorr.negge no npo6nel{e 6esonacHocrl,I - coo6qeHl{e npou3BoAI{TeJIt

LlItu ero ynoJrHoMoqeHHoro npeAcraBl{TeJlfl cy6terrau o6pauleunx

MeAr,Iqr,rHcKr{x uzgenuir, Kacapqeecx npo6JIeMbI 6esonacHocrl,I MeAI4IIuHcKoro

usgenur [10].
Yse,UONIneHIAe MO)I(eT oTHOCLITrCI KaK K oAHoMy LI3AenI'Irc kr

ne6laronplltTHoMy co6rtruro, cBf,3aHHoMy c HLIM, TaK pI K lpynlle u}Aenutrr

(naprnu, KoHKperHoMy nepeqHlo cepufiHrx norvrepon), Hd KoTopble

pac[pocTpaHflerct KoHKpeTHoe KoppeKrl,Ipyrcqee nogAeficrsue.
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4.

Oqenxa 6esonacHocrl{
neplroAe flBlrfleTcfl, He MeHee

Ilopngorc opra H H3arlr rr MoH lrropu H ra 6eronacnocrlr

MeAr4 rlr,rH c Ko f o Lr3 Ae lrufl . B II ocrpern cTp arIHoHHoM

BCIKHbIM SJreMeHToM, rIeM o6ecne.IeHl{e KoHTpoJIt

n orleHKlr coorBercrBvrfr. nsAenr,rfi npu nepBlIrIHoM BbrnycKe n o6paqeHlre,
locKoJrbKy r{crronrsyer o6paruyro cBt3b, 3aKJlloqaloqyoct n un@oprvrarluu o6

r{HrIr4AeHTax, KarlecrBe lr sQQerrr,rnHocrn v34elrvrs. B ycloBuflx MeAl,IquHcrofi

rrpaKTI,IKI{.

Mouuropuur 6egonacnocrr4 rBJlsercfl cocrasHoft qacrblo cucreMbl

MeHeAXMeHTa KarlecrBa r{ Mox(er 6rrrr BbIAeJIeH B caMocroflTeJlbHylo 3aAarry Ha

ocHoBaHuu upoqeccHoro rIoAXoAa ISO 9000 [9].
B paurax peaJrrmarllrn 3aKoHoAareilbHrx rpe6osaHufi K MoHHTopIdHry

6egonacuocrr{ MeAr,rqr{HcKlrx ns1enuir [poI,I3BoAI,ITeJLf,M MeAI,IqnHcKI4x tts4enuilr

(ux ynoirHoMoqeHHbrM rrpeAcraBurenxru) peKoMeHAyerct [poBoAI,ITb c6op,

o6pa6omy v. anaJfi4s uocrynaroulefi unQopuaquu o ne6naronpl4trHblx

CO6U1USX, CBfl 3aHHbIX C npHMeHeHIleM MeALIIII,IHCKI{X ns Aeilutr1

B qensx MoHgTopr{nra 6esonacHocrl{, B ToM III,IcJIe AJIx ocyqecrBJleHl{.f,

Meponprrruit, nanpaBJreHHbrx Ha [peAorBpaIrIeHIIe yrpo3 xI,I3HI,I I4 3AopoBbro

rreJroBeKa rrpu [pr4MeHeHrrn Ml{, peroMeHAyercs o6ecneqnTb Bo3Mo}(Hocrb

u4enrusnKarluu n [pocJrexuBanr4s. us1ernir prtrfl, oIIeHKLI Heo6xo,quMocr]I

np1rMeHeH4fl, peryJrrTopHbrx sogAeficrnuit, a raKx(e rpy[n rloJlb3oBarenefi r
KoropblM 9TI,I Bo3Ae itcrsvfl, rIplIMeHlrMbI.

Iltx B3ar4MoAeitcrnlufl. rro BorlpocaM 6egonacHocrl{ c opraHoM

KOHTpOJIfl, opraHLI3aIIHf,MI4 3ApaBOOXpAHeHIdfl.,rocyAapcTBeHHofo KoHTpoJIf,, UPI :d.trn5:4\vLnvlvL 5AP4r'vv^P4ILwIrxLA)

noJrb3oBareJrffMlr MeAr{rlr{HcKrrx uzgenutr1 ApyrI4MI{ cy6lerrauu o6paqenur

[por,r3BoArrTeJrro (ero ynoJrHoMoqeHHoMy rlpeAcTaBnrenro) peKoMeHAyeTCq

O[peAeJII{Tb A9JDKHOCTHOe JII,IqO, OTBeTCTBeHHOe 3a 3TO B3auMOAefiCrSUe -
y[oJrHOMOrIeHHoro uO 6 esOnaCHoCTu MeAI4III{HCKUX US Ae nutrI.

4.1. @oprvrbr coo6uleHnfi o neo.naronpllflTHoM COobtrnn

Coo6qeune o ne6laronpurrHoM co6rrruu He f,BJlf,erct nprBHaHLreM

I,I3rOTOBr,ITeJreM, rlonb3oBaTeJreM uJIu [aqueHToM oTBeTCTBeHHOCTI{ Sa AaHHrrfi

I,THIIHAeHT LI ero BO3MOXHbIe TIOCJIeACTBI{'.

B coorBercrBu1l c rpe6onaH:aauu @e,qepanrHoro 3aKoHa Ns 323-O3

rrpog3BoAureJru (nx ynonHoMorreHHble [peAcraBLITeJII'I) o6asaHn coo6qatr s

pocs4paeHaA3op o mo6ux uo6o.rHsrx Aefictnusx, He yKa3aHHbIx B I{HcrpyKIIupI

IIo ilpr,rMeHeHuro raJrr{ pyKoBoAcTBe IIo SKCnJIyaTaIIUI{ MeAI,IqHHCKOTO r/3AeIWlA'

HexeJlareJrbHblx peaKllr,Igx rtpn ero upLIMeHeHI{u' oco6egnocrf,x

Bar{MoAeitc"tsus, MeAI{II}IHcKI{x uz4enuit MeXAy co6ofi, Qarrut
o6crosreJlbcrBax, co3Aaroqax yrposy XH3HH u 3AopoBblo fpaxAaH
Me,qlrql{HcK1tx pa6orHuroB IIpH IIpuMeH eHI'I l,t I'I 3KC nlyaraqun MI4.

Yrposa xr{3Hlr v 34opoBbro Moxer oxBarblBarb [Io6oe uo4o6uoe

co6trrue, f,Birrrorleect pe3ynbraroM HeAocrarKoB LrITkr HecoorBetctnufi,

AO[yUIeHHbrX B r4HcTpyKrlr.rf,x rro 3KclllyaTaIlukr r4lrvr npu nclloJlb3oBalIuvr

MeAr{IIuHCKoro 143p1eJ1vtfl , a TaKXe Orun6ru [onb3OBaTeJIf, .
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Coo6qeurae o HC Moxer 6srrr rpex rr{noB:
nepBI,IrIHOe I,I3BerrIeHr{e, CoAepxarqee

npolr3orrreArxeM BnepBbre ;

un$oprraaquro o HC,

flocJreAyroqee (,4ouonunremnoe) H3BerrleHr{e, coAepxarqee
AorronH.f,rcrrryro r,urr,r yrorrHrroqyro uu$oprrrarlr4ro o 3aperlrcrpr4poBaHHou HC,
Koropar paHee 6ura HeAocrynHa;

3aKJIIOqIitTeJIbHOe I,I3B€III€HI{€, COAep)KaIqee OKOHTIaTOJIbHyK)

unQopuaquro o HC rro pe3ynbraraM lrccJreAoBaHufl, rrpo[r3BoAr{TeJrt
(sarnrouurersnufi orqer Moxer 6urr raKxe nepBbIM oruerou).

3arilo.rureJrbHoe coo6qenue Moxer coAepxam nogpo6Hoe r43Jro)r(eHlre

(or.rer) pe3ynbraroB paccneAoBaHr.rf, trpol,I3BoAureilfl, uo SartaM BbItBJIeHHbrx

ne6raronprdrrHbrx co6unIfi .

I4snerqeuue tBJltercf, Soprvrofi AoKyMeHTHpoBaHHoro coo6qenuq o
ne6naroupuf,THoM co6unau, [poH3oIxeAIIreM B crpaHe vlfir 3a pyOexou c
r43AeJrr,reM, HaxoA.rlrquMcf, B o6parqeunu Ha repprlTopl{pl Poccnficrcofi
(De4epaqulr, B rleJrrx nHQopulrpoBaHuf, opraHa rocyAapcrBeHHoro KoHTpors,
perr,rcrpaquu co6urufl, 14 rrpuH{Tuf, Mep no BbItcHeHLIIo npttulaH, ycrpaHeHLIK,

nocneActsnfi u npeAylpexAeHnlo nonropennfi AaHHoro co6Hrn.s. ,{auHax

Qoprraa coo6qesr4fl flBtrs,erctr yHr,rBepcamnofi AJII Bcex cy6rerron o6palqeuux.

Co4epxanne l4gseqeHrar o HC 14 peKoMeHAar1vrvr ro 3aloJIHeHI,Iro

rrpr,rBeAeHrt e llpnnoxeHl,Iu.
flpeguovrurelrnoft Soprraofi HaIrpaBneHI,It raHQopruaqnu o

He6laronpr4rrHbrx co6urusx sBflrerct 3anoJIHeHI4e slerrpoHnofi Qoprvru
H3BeIIIeHI{' C uclOJIb3OBaHI,IeM nepcoHuulll3l{poBaHHoro AocTyIIa B

unooprraaqnonnsrfi pecypc <<MosutopuHr MeApIIII,IH0KIIX llsAerHfi>) AVIC

Pocs4panHaA3opa.

finn [onyqeHl.{f, [epcoH€UIIa3I{poBaHHoro AocTyna B AaHH6II,I

nnsoprvraquonnrrfi pecypc AVIC Pocs4panHaA3opa Heo6xoAuMa perucrpalll4t
yrroJrHoMorleHHoro no 6esouacHocrl{ MI{ B rloptAKe, ouI4caHHoM B

r.rHQoprvrarlLtoHHoM rrucbMe Pocs4panHaA3opa or 15.08.2012 Ns 0414-749112

(4ocrynno Ha oQuquanbHoM cafrne Pocs4panHaA3opa no aApecy:

hltp : l l r oszdr av nadzor.nr/i/uplo adlfi l es 1 13 4 5 03 86 0 1 . 5 5 1 5 6-3 1 1 89. pdf).

Coo6rqeHu.s MoXHo HanpaBI{Tb B Qopue 3JIeKTpoHHoro AoKyMeHra Ha

sneKTpoHnufi agpec mdvigilance@roszdravnadzor.ru, a raKxe ua 6yuaxnont
Hocr,rreJre no aApecy 109074, Mocrsa, Clanrt.cKat rlJlolqags,4, crp.l.

4.2. [oprgorc rrplrHflTlrfl pellreHng o coo6qeHrllr
4.2,L flpnnxrue peureHl{f, o Heo6xoguMocrtl coo6qenus o

ne6laronprrrrHoM co6urnn c MeAr,rrIHHcKI,IM H3AenI,IeM Aon)IGo ocHoBblBarbct

Ha ero cooTBeTcrBI{I,I BCeM TpeM OCHOBHbIM KpI{TepUtM:
co6rrrue npor.r3ollno c yqacrueM u3p.enlrfl, AaHHoro npol43BoAvrerfl;
co6rrrue HerlocpeAcrBeHHo cBt3aHo c Ia3AeJIueM;

co6srrue upl{Beno vrrkr MorJro nplaBecrl{ K npI{TIHHeHLIIo BpeAa

3AOpOBbrO fpaxAaH, BKJIK)Ir €uI cMepTb I{II,I c ep be3Hoe rIoBpe)KAeHI,Ie.
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,{aunue Kpr{Teplau o[peAentror noptAor 4efi crnnfi :

1) Eclpr [porr3BoAr{TeJrro Lr3 rarnx-ru6o ucrorrHlrKoB craHoBnrcs
H3BeCTHa r{noOprvraqrtf,, Kacaroularcf, co6rrtufi, KoTopble Ilpol{3ollulu c efo
rd3AeJllreM, oH AoJDr(eH orreHr,rrb [pnrrHHHo-cJIeAcrBeHHyIo cBs3b groro co6rrrns
C I,I3AEJII,IEM.

flpu oqeHKe B3alrMocBfl3rd MexAy LI3AeJII,IeM u co6rrtueM npol{3BoAl{Tenb

MOXeT rII,ITbIBaTb:
MHeHlre cneIrI{aJII,Icra B c Qepe 3ApaBooxpaHeHl{fl ;

unQoprraaqnlo o [peAbIAyIq]Ix aH[uIofI,ttIHbIx co6uruxx;
TeHAeHIIuu npereH3ufi (xalo6, peruauaqufi );

it
Apyryo rlMelolrlyrclcfl y Hero uuQopuaqnro.

Ecnu TaKaS B3alIMOcBt3b yCTaHoBJIeHa, cJIeAyeT oIIpeAeJILITb Ha

ocHoBaHr4r{ rroJrfreuuOfi uHSoprvraIIHH, IIpuBeJIO nn co6rrtlle K [pI{rI}IHeHI'In

BpeAa 3AopoBbro r{Jru MorJro 6u oro co6rtrue npLIBecrI,I K npnqI,[HeHHIo BpeAa,

BKIrOqat cMepTb I,IJIII Cepbe3Hoe IIoBpexqeHI'Ie' B cJryrlae ero noBTopeHl',Is.

3) B clyrae coorBercrBvrs. BceM KpI{repI{tM I{ [pI{H.srLIu pemeHllfl o

HanpaBnertuu VlsrreqeHr{r, cJreAyer BKJIIoqurb B Hero IaHQopr"raIItrF, Koroparl

MoxeT noBJrHf,Tb Ha noHr{MaHI{e Ii oIIeHKy He6naronpntrHoro co6rtrnr.
B ra.recrne o6ulero npuHrluna, B cnyqae couHesuft s Heo6xoAHMocrI{

coo6qeruEs o co6rrruta cneAyeT ;tyqile coo6u{urb' rreM He coo6ula6.
LlsseqeHue o HC or npolr3BoAureJlf,, B orJII{tII{e or llsselrlenufi or

Apyrnx cy6rerron o6paIqeHur, Mo)KeT coAep)Karb nuQoprraaqnro o

[peAflpl,rHrrbrx r{JIr{ npeArroJraraeMblx Aeitctr,ktsx npoI,I3BoAI{TeJIf, B cBt3H c

AaHHrIM co6nrueu (flPruoxeuue).
4) Ecnn nocJle noJ1fleHufl [pon3BoAI'IreJIeM coo6qeunx o

npo[3orrreArrreM co6rrruu He yAaJlocb oAHo3HaqHo ycraHoBI'ITb npuaII'{HHo-

cneAcTBeHHyto cBfl3b c lI3AenI{eM, npol'I3BOAI4TeJIIO' TeM He MeHee'

peKoMeHAyeTcr HanpaBHTb [IepBlrrrHoe I,I3BeIIIeHI{e B ycTaHoBJIeHHbIe CpOKLI

(crvr. n.4.3).
B oroM clyrrae 6olee no4po6nar nn$oprrraqrar npeAcraBJlserc{ B

ASITO1HI,ITSJI6H6IX I,I3Be uleHplgx O He6laronpl,If, Tnou co6 rtruu.
4.2.2. AononHnreJrbHo rrpou3BoAr4reJltM MeALIIII4HcKax usryerutrr B cpoKlr,

yKa3aHHbIe B t.4.3, peKoMeH,qyeTcf, unQoprrlzpoBaTb PoegpanHaA3op o

cne4ytoqux Qartax u o6crosreJlbcrBax:
oT3bIB TIpOAyKIII4II;

npeKpalqeHl,Ie BbInyCKa;

BO3BpaT Id3AeIrIIs, [poI{3BoAHTenIO;

uo4usnxa\vfl, LI3AeJII{g (nrnrouax [porpaMMHoe o6ecueuenne,

AoKyMeHraIIurc);
o6uen vt3ryenrufl, B ToM tlucire B cBt3rl c upo6neMaMv KatlecrBa;

yH I,IIITO X( eH I{ e V3 Ae nVIfl;

AOIrOJIHr.rTeJrbHbrx peKoMeHAAIIplflX npou3BoAplTenf, B oTHOIUeHI4I{

r{crroJrb3oBanvtfl. n3Aerrvfl, (nanpnuep, KorAa v3l.eIrvs y)Ke Her Ha pbIHKe vrn He
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npoI,I3BOAr4TCfl,, HO BCe €III€, BO3MOXHO, 6yger B IICnOJIb3OBaHI,IU, HanpuMep,

HMnJraHTarbr);
perrreHr,r.fi 3apy6exHbrx peryirf,TopHblx opfaHoB no ofpaHI,IrIeHuIo

o6parqeuufl\/fu\.
flepe.rucneHHbre cBeAeHr4.f, Moryr 6rrrr npeAcraBJIeHbI n Pocr4paBHaA3op

[por43BoAr{TeJreM B Qopue r.I3BeIrIeHItt o HC, 11460 B BLIAe nI,IcbMa-

yBeAoMJIeHI{fl.

4.3. Cporcn cooOuennfi o ne6.naro[prrflTlloM co6rtrnu
B coorBercrBr{r{ c npr,rKa3oM MunncrepcrBa 3ApaBooxpaHeHnt

Poccuftcrofi (De4epaqIEu or 20.06.2012 J\b 12n t3] IEnQoptrlaqur o
He6[arolpr4rrHbrx co6uflasx noAJIexI,IT HarIpaBJIeHI,IIo B PocsgpanHaA3op B

TeqeHlle 20 utefi.
,{annoe rpe6onanue f,BJrrercr o6quu AJIx cy6terron o6paqenux vr

pac[pocrpaHflercr. Ha coo6rqeuur o craBlul{x H3BecrHbIMI{ Qarrax HC,

Koropbre HarrpaBnflrorcs B Br{Ae klsseqeHufi (crvr. n.4.1). Peruauenrl'IpoBaHHblx

cpoKoB tlo HanpaBneHl,Irc Yee.4ol\anesnft (uur. n.4.5) n Ottleroe no

6esouacHocrr,r (crvr. n.4.4) uer, oAHaKo rIpotI3BoAnreJIIo npu cilMocrotreJlbHoM

onpeAeJreHr{n cpoKoB npeAocraBJleHl{t raKux cooOqeuufi cnegyer y{LlrblBarb

BaXHocTb rarofi uHQoprraaqun AJIS IIpeAyIIpelKAeHufl Bo3MoXHbIX

ne6naronpurrHbrx co6uruft, Koropble MoryT Bo3HlIKHyrb H3-3a orcyrcrBl,ts

un$oprvraUvlr4, c freroM Ttxecrl,I Bo3MoxHoro BpeAa'

Orc.rer cpoKa npeAcraBJreHlrrl I,rn6oprvraqnu o HC n PocegpaBHaA3op

BeAercr c MoMeHTa nocTy[Jre:avrfl, [poI{3BoAI{TeJIK, cseAeHufi' [o3BoJI.flIouIHX:

ngeHrra$uqupoBarb H3Aenue ;

u4enrutpuqlrpoBarb ornpaBureJlt ;

noJrfrurb otll{caHlte xapaKTepa lI rocneAcrnufi HC'

B uelrx o6ecne.reHrr.fl 3aulr4Tbr xIl3HI{ IiI 3AopoBrr cy6rerron o6paqeHHt

MeAr,rqr,rHcKr/rx uzaenuit, nnsoprrlaquro o ne6laronpl{trHblx co6uuux,
npeAcTaBJItIOIqUX 3HaqUTeJIbIIyIO Y|PO3Y' peKOMeHAyeTCf, UpeACTaBJItTb B

6onee cxarble cpoKI'I.

Cporra npeAocraBJreHr,rfl cseAe HI,Ifi o He 6l aro[pl{trHoM co6 rruau

Tnn co6rrrns Cpor coo6uleHu.s

CepresHax yrpo3a 3AoPoBbK)

HaceJIeHI,It - nro6ofi rnu co6rrrzl,
Koropoe npI{BoAI,IT r neng6exnuvt
pr,rcKaM cMeprl{, cepbe3Hblx TpaBM I{nu

cepbe3Hblx sa6ores anuit, Koropble

MoryT notpe6oaarb cPoqHblx MeP rro

ucnpaBJIeHI,[O TIOJIO)KeHI{fl

HeueAneHHo rrocJle roro, KaK

[poLI3BO.qI,ITeJIb yCTaHOBHJI CBf,3b

MexAy co6rrrueu I,I MeAIIIIHHcKIIM

r,r3AeJrI{eM, Ho He rIo3AHee 2-x Anefi co

AIrf, , KOrAa TIpOU3BOAHTeJIIO CTUIJIO

r,r3BecrHo o co6rrrnn

Crrrepm unu cepbesHrrfi BPeA

3AopoBblo (yrpoxaulee )KI{3HLI

3a6 oreBanue r4|rv rPaBMa ;

HeueArenHo flocJle roro, KaK

npoI43BOAUTeJIb yCTaHOBI{JI CBt3b

MexAy co6rtrueu LI MeAITIIUHcKIIM
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Heo6paTl{Moe HapylIeHI,Ie crpoeHl'Iff

I,Urr,r oyHKIII,III OpFaHI,I3Ma;

HEO6XOAHMOCTb MEA}IIII{HCKOTO

BMeruareJlbcrBa Ant rIpeAorBpaIrIeHI{.t

Heo6DarnMoro BPeAa)

r43AeJILIeM, Ho He rIo3AHee 10lnefi co

AHf,, KOrAa npolI3BoAlITenIO CTaJIO

LI3BeCTHO O CObrrrUU

I,Isue co6rtrus (nce He6narorpllflrHble
co6urul, rlo KoropblM He rPe6Yercr
coKpaIrIeHI,It cpoKon coo6qeHufi)

B 6nuxaftilee BpeMf, nocJle roro, KaK

rrpoLr3BoAI{TeJIb ycTaHoBLrJI CBt3b

Me)KAy co6urneu I{ MeAI'IqIHcKI'IM

r.r3AeJrr,reM, Ho He no3AHee 20lueft co

AHs, KOrAa npou3BoAI,ITeJIIO CTtIIIO

rir3BecrHo o co6urun

4.4. .{eficrnnflopraHarocyAapcrBenHoroKoHTpoJrfl
Corlacno floloxenl[o o IocyAapcTBeHHoM KoHTpoJIe sa o6paqeHl'IeM

MeAr,rur.rHcKrfrx us,qenrafi, yTBepxAeHHOMy IIOCTaHOBJIeHIIeM flpanurenbcTBa

poccraficrofi @e4epa\vr4 or 25.09.2012l.lb 970, n.13, B crlyr{ae Bo3HLIKHoBeHTI9

yrpo3bl nn6O rlpltrlnHeH:afl. Bpe4a xu3HI4, 3AopoBblo rpa)I(AaH I,I MeAI,IquHcKEX

pa6orHuxon opraH rocyAapcTBeHHoro KoHTpont [pI{HI'IMaeT pelueHge o

npI4ocTaHoBJIeHI'IU npUMeHeHI{t MeAHII}IHCKOIO VI3ASIIPIfl'.

AonXHocTHbIe nuqa OpraHa rocyAapcTBeHHoro KoHTponf, ocyuIecTBJItIoT

or6op o6pasqon MeAIIIIIIHcKIitx us4eIfirit LI opIaHH3yIoT npoBe'4eHue

"aana,Uo" 
at}tit I{ ltcllblTaUnft O6pasIIoB MeAI'IqI,IHCKI,IX uzIienufi' B OpIaHI{3aIII{tX

B COOTBSTCTBT4IT c 3aKoHoAaTeJrbcrBolr PoccuficKofi (DeAepaquu.

Konuu pe3ynbTaToB [pOBeAeHHbIX I4CCJIeAOBAHLfit H I4CIIbITaH]Ifi

o6pasUon MSAI{qI,IHCK1IX I{3AeJI}Ifi HanpaBJItIoTct npOH3BoALITeJIIo

MeAr,rqI,IHCKOrO v3$enr4fl, L4III4 ero ynonHoMoqeHHoMy npeAcTaBI'ITeJIIO'

rpaXAaHIaHY, rcP}IAI4qecKoMy IHIIY n 
'IHA|4Bv|Ay€tIIbHoMy 

IIpeAIIpI,IHI4MaTeJIIo' y

KOTOpbrx 6rrn ugrsr oopaseu MeAr{UI,IHCKOTO U3AeJILIfl.

B cnyuae ycraHoBJreHlrf, Qarror u o6crotrTeJlbcrB, co3AarcIrll4x yrpo3y

)rfl43HII, 3AopoBblo rpaXAaH LI MeAIiIqnHcKI4X pa6ornuroB npl{ [pLIMeHeHwr 14

gKCnJIyaTA1y1vr Me.qnquHCKI4x uZgenuit, no,qTBepXAeHHbIX pe3ynbTaTaMI'I

npoBeAeHHbrx prccJre4onauHfi lr lrcnbrraHufi o6pauloB MeAI{II}IHOKLIX r43ile[rvfI,

opfaH rocyAapcrBeHHofo KOHTpOIT npI'IHI{Maer Mepbl rlo npeAynpexAeHl4lo I{

npeceqeHl4lo BbIrBJIeHHbIx Hapyueuufi '
B coorsercrBr{r{ c qacrbrc 6 Crarrn 96 @e.qep€IJlbHoro 3aKoHa Ns 323-O3

TAKI'IMI,I MCPAMV SBJI'IOTC' NPUOCTAHOBJICHI'IC IIPLIMEHEHVTfl' VIJIId LI3b'TLIE I'T3

o6paulerurf, TaKOro MeAurIrrHcKOfO Vr3Aen]/l[.IIO pelueHnro Poce4paBHaA3opa.

OpraH rocyAapcTBeHHolo KoHTpoJIt npuHuMaeT pelueHlle o

soso6Hoslreilvr4 npuMeHeHlr.s MeAnTIHHCKHX UZllettnit B cnrlae, ecJIII Qarru u

o6crosreJrbcTBa, co3Aaroulr{e yrpo3y xI,I3Hn, 3AOpOBIIO qpaxAaH 14

MeAr,rqr,rHcKlrx pa6ornuxoB [pr4 npr,IMeHeHr4vr kr sKclrJlyararryrvr MeAI{III'IHcKI{X

ugKettuit, He [oATBepxAeHbr pe3ynbTaTaMpl [poBeAeHHbIX IICCJIeAOBasUit pr

rrc[brraHr.Ifi o6pasqoB Me.qEqvHcKux uzgettuil
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Hapr4y c 9TI{M IIporI3BoAI,ITeJIb MeAI{qI,IHcKoro

upeAcTaBI{Tb B Poc:4panHaA3op nnQopuaqun
r{3Aenr,rr Mo)KeT

o pe3yJrbTaTax

caMocrorreJrbHoro paccJreAoBanufl. AaHHoro ne6raroupn{THol'o co6rrrul,
sKcnepTr,r3 H ucnurasufi AaHHoro MeAI,IIIIaHcKoro vll:.Aenufl,, a TaKXe

npeA[pLrHsTbIX 4eftcrauxx, HaIIpaBneHHbIX Ha 3aIIII,ITy XI{3HI,I u 3AOpoBbt

[aqueHToB r{ MeA}rqr{HcKKx pa6oruuron. ,{anHar un$opMarlut Moxer 6nrr
rrpeAcraBJleHa n Qopuare AorroJrHHTeJIbHoro IaJIIa oKoHrlareJlbHoro I,I3BeIIIeHHI o

ne6laronpr4rrHoM co6rrrr,rra, yBeAoMJIeHr4s.r4ItLr orqera uo 6esouacHocrl,I.

4.5. VneAou.neHneno6esonacnocrlrMeAuIIrlHcKIrxnrAe.nufi
B rleJrsx 3aIIIIITLI xH3HI,I 14 3AopoBbt rpaXAaH rIpoH3BoAIrTeJII4

MeAr4rlr.rHcKax uspLeilutrr Moryr uH$opurapoBarb cy6terru o6pauleuur

MeAr,rqr,rHCKlrX uSAenI,I[ O HOBrIX AaHHrIX vr AOIIOJIHHT9JIbHbIX Mepax nO

6esonacHocTl{ MeAI,IqI{HcKI/tx uzgetutrt, B ToM vnclle o Aeftctsllfi
[por,r3BoAuTerfl. no o6ecne.IeHuro 6egonacsocTn MIl[, a raKxe Mepax'

rrpr,rHrrblx B oTHolrlesuu M?I rapy6exHblMu peryJItropHbIMIiI opl'aHaMu.

.{4r srux qeneft npor,r3BoAr{TeJreM MoryT paccblnarbct yBe,qoMJIeH[.r Iro

6 esOn aCHo CTH MeAuqI,IH cKI,Ix us Ae nuia (Aane e - V n eAOIral e nu e ).
YseAo1dreHne Mo)Ker 6urr BbIIryuIeHo B cBf,3LI c BbTtBJIeHI'teM

ne6laronplltTHblx co6rtrufi, a TaKx(e QaxrOn u o6CrosrelbcTB'

nepeqlacreHHblx s n.4 .2.2 HacrotIIII4x peKoMeHAaIInfi .

B Yse,qoNareHlre qenec oo6p€BHo BKJIKtrIarb cJle,qytoulyro nn$opMaIILIP :

qerKoe pa3rurrr{Mrrfi saronoBoK <<YeeAoMJIeHLIe uo 6egouacHocr}I) Ha

caMoM yBeAoMJrent4vr, eclttt oHo orrlpaBJulerct rro rtoqre, 3JleKTponnoft noqre

lrJrr,r uo $arcy;
B cJrlqae, ecJrr{ VseAoMneHI,Ie cBs3aHo c He6narouplltrHblMl'I

co6grg-flrvrlr, yKa3aHHe perr,rcrpalllaoHHblx HoMepos sauucefi o6 ernx co6rrrnsx

s AI4C Pogs,4panHaA3oPa;
yKa3aHI,Ie Kareropuu aApecaroB' KOTOpOII npeAHzlsHarleHo

YseAoN{neHI{e;
yKa3aHlre us4entTtrr (nannaeuoBannfr,, MoAeJrI4, cepnfiHue HoMepa,

HoMepa naprnfi), Ha Koropble pacnpocTpaHseTcs AaHHoe YneAouleHI'Ie;

Lr3Jro)KeHrre ueponpnrrnfi, HarIpaBneHHbIx Ha o6ecneqenrae

6egonacHocrr{ krzAeIr4x, BKrIoq€u orrucaHlle upo6neurr 6esonacHocrn, ee

rIpurI[IH;

HelpaBr{JrbHbrM SyurqnoHr{poBaHlleM I{3AenI{f, ,rrrlt ero HecoorBercrBlleM

ycraHoBneHHbIM rpe6onaH vflM;
peKoMeHAyeMbre AeficrBr4r, Koropble AoJIxHbI 6rtm rpeAnpl{Htrbl

rroJr5nrarerena YseAoMJreHLrn, BKJrroq€Ls peKoMeHAar\uv AJIfl JIuq, Koropble paHee

HCIIOJIb3OBarII/I L|JII4 rIp]lMeHflJII{ AaHHOe I{3AeJIUe;

B cnfrae neo6xoAuMocru, BpeMeHHbIe paMKH, B Koropblx AeficrBl,It

AOJTxH6I 6rrtr npeAnpl{HtTbl IIpOn3BOAUTeJIeM I,I IIOJIb3OBaTeneM ;

qeTKoe onncaHr{e Bo3MoxHbIX [po6JIeM 6e3o[acHocTl{, cBt3aHHbIx c
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KoHTaKTbr ynoJrHoMoqeHHoro no 6egonacHocrld Nrs' rloJrfreHl{t

AononHllTenrnofi nnQoprraaqNu n o6lacru 6esonacHocTl{.

Kounn (yBeAoMJreHlr.fl no 6e3o[acHocrn>) peKoMeHAyerct Ha[paB]rrb B

Pocs4panHaA3op.

YseAoNareli{ufl, He AoJrxHbr coAepxaTb cBeAeHHt peKJIaMHoro xapaKTepa,

a raKxe 3aBeAoMo Jro)rcHbre cBeAeHILf, o KaqecrBe, aQQerrnnHocrl'I H

6esonacHocrl,I MI4.
I{enecoo6pa3Ho BKrroqeHue B TeKcr yBeAoMJIeHI4t ccbIJIoK Ha I{crorIHlrKI4

nnQoprrlaquu.

5. Cuncorc JrrreparyPbl

OeA"ptt*rrfi saroH or 21.Lt.2011 Ns 323-@3 (06 ocHoB€x oxpaHbl

ctna Poccuficrcofi Oeaepaql4l{ or 25'09'2012

Ile 970 <06 ymepxAeHul{ flonoxenut o rocyAapcrBeHHoM KoHrpone 3a

rrleHlreM MeAuIII{Hc444 ugAglgll

@TepcTBa3ApaBooXpaHeHufl,Poccnficrofi(De.4epaqzll
ot 20.06.2012 tln tz" (06 yrBepxAeHI,Iu flopr4ra coo6ulenu-n

cy6rentanau o6paqeuux MSA1IqI'IHSKI'IX us1enufi o6o BceX cJry l€tf,x

BbrsBJIeHLIt no6oqnux Aeftcrnufi, H€ yK€BaHHbIX B I{HCTpyKIII{I4 no

upuMeHeHI'IIO LrfiLl pyKoBoACTBe no sKCnnyaTaIII',IH MeAHIII{HCKOTO

v|3\e11v|fl', o HeXeJIaTeJISHbIx peaKIII{'X 11pE ero np14MeHeHuu' o6

oco6eHHocTtx B3aI,IMoAeftctsIaA MeAI'IqI'IHcK[x tasAerlufi MeXAy co6ofi, o

Qaxrax u o6 o6croffeJlbcTBax' co3AaIouIHX yrpo3y 1I,I3HI,I I4 3AopoBblo

rpaxAaH r,r MeAurIuHcKr{x pa6oruuroB npI,I [pI4MeHeHUVI 14 SKCIIJIyaTaIIUVT

Me,uuqI,IHcKI,IX II3AeJILIU))

IocrarrosJIeHI,Ie@cIaficrofioe,qepaqI4I,toT30.06.2004
Ne 323 (a pegarqllu nocraHoBrleHl4t flpanurenbcrBa P(p or 19'06'2012

No 614) <06 pnep)r(AeHlrH floloxeru{fl o oeAepanruofi cnyx6e no

|OCT P I'ICO 1 5225-2003 - HorraeHKrlarypa. HoueHruarypa AaHHbIX no

MeAI,IqLIHCKI4M USA

m2 t g-zoos - w^enuf, MeAIftIInHcKue. crpyrrypa
KOAOB BTIAOB

|OCT P I4CO 1497I-2009 -I4sAerIHt MeAI'IqlIHcKLIe. flpnueHenue

MeHeAxMeHTapucKaK Me@
o.a"p-*"tr 3aKoH or 27.12.2002 Ns 184-O3 (O rexHI,IqecKoM

@01 - Cr,rcreMbr MeHeAXMeHra KaqecrBa. oqrosHrre

ffi2006 - FD - Medical Devices Post Market

Surveillance: Content of Field Safety Notices



1l GHTF/SG2Atr54R8:2006 - FD - Medical Devices Post Market
Surveillance: Global Guidance for Adverse Event Reporting for Medical
Devices

T2 GHTF/SG1A{055:2009 - Definitions of the Terms Manufacturer,
Authorised Representative, Distributor and Importer
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Ilpnroxenne n IIopnAICy rrpoBeAenrlfl

Monnropunra 6eronacHocrlr MeArrllrurcKrlx

rs1ennfi Anfl npolr3soA[teJreft (lepxare.neft
perucrpaunolrHblx yAocroBepenufi)

MerrrqnHcrfix rlsAernfi

Ilopn4on 3arloJrneHnfl II3Be[IeHIrfl o He6rarorlprrflTnoM coObITIrH

(Doprraa I4sserqeHl,Ifl npI'IBeAeHa H[]Ke.

flons Qoprr,ru 3anoJlHtlorct 6* corpalqeHuft Ha pyccKoM s3blKe

pa^:6opvlEBblM [OqepKoM ]rJrI,I MarrI]rHOntICHbrM TeKCTOM.

BuocnN,ras uH$opMaI1I{r AoJIxffia 6urr MaKcI4MaIIbHo noJIHOU,

AOCTOBepHOfi I,I aKTytlJlbHofr.

Irln0oprr,raqrar B rroJr.f,, coAeplKalrlue nepetlHl{ AJIS nu6opa, BHoc}ITc{

rryTeM OTMeTKLT coOTBeTcTByIoqero rryHKTa (uynrron) sa ucK[IoqeHI'IeM

Heo6xoAI4MbIx tlof,cnenufi, Koropble BHoc.grcf, nHcbMeHHo'

llnooprvraU us o lwl 3anoJrHf, ercff Ha ocHoBaHI4I{ I{MercuryIxct B HaJrfiI{vrvt

AOKyMeHTOB, KaK TO: Iracropra, Qoprraylrpa,
yAocroBepeilufl. cepruouxara coorBercrBl{'fl'

raparrrl4ftHoro T€UIOHa I{ T.rI.

fipx ugeuruQ1aKallun rocTpaAaBlllero GaA. Ns ilocTpaAaBluero) Moxer

uc[oJrb3oBarbcf, CHI{IC rdJrH HoMep AoKyMeHra, yAocroBeptnqero Jll{rrHocrb

c yKa3aHHeM BI{Aa AOKyMeHTa.

[tr'- ugenruQuKalluu rraeApa6orHrKa (VIA. Ns MeApa6ollaxa) Mo)Ker

ncnoJlb3oBarbct KoA B pe1llcTpe MeAI{qI'IHcKI{x pa6orHqKon, LIHH unuClMJlC

c yKa3aHLIeM BI{Aa KOAa.
vre4pa6orHl4Ka wwl

r4HAllBVlAyUuIbHofo [oJIb3OBaTeJIf,' a TaKXe aApec nocTpaAaBIIIerO l4llld

uHAr4Bl4AyElIIbHOIO UOnb3OBaTeJIg yKa3bIBaIOTCt TOJIbKO C UX COrJIaCI{-fl B

coorBercrBrlrr4 c oe4epalrnurra 3aKoHoM or 27.07.2006 Ns 152-@3

<<O nepcoHaJlbHblx AaHHrID).
?IgeHrnSLIKaTopaMLI vrsplelrnfl' flBJUIIoTcf, elo HauMeHoBaHVe, MapKa'

MoAeJIb, 3aBoAcKofi (cepufiuufi) HoMep ulIvr HoMep naprur1, HoMep

rocyAapcrBeHHoro peecTpa MeAI{quHcKI{X I{3AeJII{fi (perucrpaqPloHHoro

yAocroBepeHl,It).
IrtO"HTuOLrKaropaMr{ opraHu3aquu (npou3BoA}IreJrs, MeA}Iqrascxoft unu

Qaprvraqearn.recxofi opraHlr3arltra, aeprlvrcHofi opraHl{3aMvr u r.4.) xnlxrcTcf, ee

Har{MeHoBa514e, ropr{Ar{qecKr.rft aApec, roA l{HH nnu O|PH (c yxasaH}IeM BIffAa

rola).

KO[II{I{ peruIcTpaIIHOHHOrO

pyKoBoAcTBa noJIb3oBaTeJIs,
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KourarrHhre AaHHbIe AoJrxHbI coAep)Karr rene$oH, aApec erertpoHnofi
tloltrbl, Sarraram,Iro ) vIwfl, orrrecrBo KoHTaKTHoro JIHIIa, [o3BoJItIouIue upu
seo6xoAuMocrr.r o6ecue.rurb noryqeHne AoTIoJIHI4TeJIIHrIX cBeAeHIafi o HC.

MrEHul,rzulurrrfi o6reu AaHHhrx s coo6qeHI,IH o HC onpe4eJleH npI{Ka3oM

MnnucrepcrBa 3ApaBooxpaHeHl,It Poccnficrofi (De,4epaquu or 20.06.2012

Nr 12n [3]:
1) cne4euut o cy6rerre o6pauleHl,Ifl MeAI{III{HcKI,IX ns4emaft:

a) noJrHoe HanMeHoBaHI{e I4 opl'aHu3alluoHHo-npaBoB€tf, Qoprvra, aApec

MecToHaxoll(AeHut - AIrfl IopuAnr{ecKnx nuq;

6) Qarvrnnur, Lfivrfl, 14 orrlecTBo (nocne4Hee npu Haln'ruu), aApec

MecroxureJrbcrBa - Ailfl Quszuecrflx JIIaII, B ToM III,IcJIe uHAvrBuAy€uIbHbIx

npeAnpLIHIEuateleft;
n) novrep KoHraKTHoro releQona;
r) aApec eJIeKTpoHHofi uoqru (upu naluuuu);
2) nauueHoBaHr4e MeAurIHHcKoro ug4eIrvfl, B orHoIrIeHuI{ Koroporo

BbrrBJIeHbI HC, c yKa3aHueM 3aBoAcKoro HoMepa;

3 ) nauueHoBaHr{e npou3BoAr{TeJr.f, MeAr,rqr,rHcKoro r,r3AeJrnr;

4) onlEcanne HC (n cly'rae' ecJII4 I'IMeIorct raKl{e cne4enur)'

B cnyrae Heo6xoAl,rMocrlr MoxHo r,r3JIolKI{Tb AorIoiIHrITeJIbHbIe cBeAeHufl

IrpuJroxeHI,IeM Ha OTAenbHOM JII{CTe.
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M O H 14TO P 14 H r 6 E3O n AC H OCT 14 M E.qil q h H C RVIX U3 AE nvn

TI3BEIIIEHIIE
o He6naronpnflTHoM co6bITrH (unuuaerne)'

cBfl3AHHOM C I|pHMeHeHlIeM MeAI|III|HCKOTO [3AeIIIrfl !r.!t.nnnn
.{ara npuurrur x pery r AI,IC

llcroqnun nHQopMalllrlt
! npouraogureru (npeacrarnrelr)
! 4ucrpn6rrorop (uocrarqux)
! MeAr.runHcKar oprarrrcauHt
! cepnncuar opraHrlsallrafl

! crpaxonar opraHrBarlut
! naeanuuncxufi cneulalucr
! uaunenr
! [HAr,rsr.rAyamgHfi nomsoBareJlb
! peryrrropHsIfi orpan
n nnoe (yxasarr):

I,Icxo.[
I cueprr
! yrpara rpyAocnoco6nocru
! rusAopoueHr.Ie c [ocJIeAcrBwIMLr

I cocrorurne 6eg uguenenufi
I ynyuuenue cocrorlHut
n nusAopouex[e 6es nocreAcrnufi
I HenpuueHnuo
! He[gsecrHo
I nnoe (yxasarr):

Bna coo6ulennn
! uepnu.rxoe
D nocneAyoqee
! sarunoqnreluroe

(run gcex xpoue nepruuxoro)

Onucanue co6ur[c: nr.rr.lnxn
.{ara co6rmu

Haenm0nxawouxufi xorrrep HC

(EHyrpeHHHft B opraHrcauHH)

locrpaganunil:
! naunerrr Ha AoMy
! au6yraropnufi naquesr
! craquonaprnlfi naqneur
! ueAnrlnxcxnfi nepconan
I noceru:reru
I rexnFrecxuft uepcouan
tr l,lHAr.rsr.rAyanrrntfi nolrgoBareJlb
I nnoe (yxararr):
! orcyrcrByer

flpu.runeunulfi npeA:
! cueprr
! yrpoxaroqee xH3Hr{ nopaxeHr,re

! neycrpauruufi npea 3AopoBbro
! rpe6yercr BMeruareJrbcrBo
n neo6xoanuocrb rocnuTaJru3auur{
I napyrueuue Aeecnoco6nocrr.r
! uapyueune [roAa, cMeprb nJIoAa

! rnoe (yxasarr)
! orcyrcruyer

Mecro co6urus:
! n opranusaq[r.r 3ApaBooxpaHeHr{t
n ua4ouy
! nnoe (yxasar):

HapyrueHue pa6oru n3Iernc
! napyureure QyHxur.roxupoBaHr.rt
n nexoppexrHbre [oKruaHr.rJl

! nnoe (yrasarr):
! orcyrcrnyet

Aasuue o6 urAe.nnn:

Hanuenostnle MealluilHcKoro fi3aerus

Huueurapusrfi Houep

KoA snAa lr3Aellrlc
I]HBMI4/!GMDN

Houep rocpeecrpa MI4 (N PY)

Kracc p[cna u3Aelrlq
!l 32a tJ26 D3

3aso,qcxoft (cepuftHufi) nouep /
Houep naprxn

tr!.[n.nnnn
,Ilara nurrycxa

flocraslqlrx (OKIIO, uauueuoraHue)

!n.In.!nln
,[ara npro6perenna

f,n.II.In!!
,{ara ncrevenur opoxa ro.[Hocrlt

CosMecrHo ficnonb3yeMbre HgAeJrrrr (ecru npuueHumo):

Mapra, Moaerb u3Aenrrg

Bepcur nporpauMHoro npoayrra

Cpor c4a*6rt

[!.!n.!nn!
Aara nocreAHero ltcnorb3oBan[t

!r.t!.[nrn
Aara ruuarnauuu

![.Ir.ntr!
,{ara nocre.quero o6cryx[saHr.rr

[ ,{aHHoe u3Aenrde ucnoJrb3oBaJrocb paHee

D Vlg!.etme oAHoKparHoro npr.rMeHeHr.rt

! Hgrenue ncnoJrb3oBaJrocb caMocrorreJrbHo
I Hrr,rruranrnpyeMoe r.BAeJrue

Texvuree MecronoJloxeHne n3ae;IHt

OpmHlraqm, ocyu1ecrBnrrcu1il Texrrrqecxoe o6crlaNunaHne

HeucnpaaHocr[, BbrqBJreHHbte nplr o6cnyx[BaHtlr,r:

Pecypc (ecnu npnuenuuo)

O6uar napa6orxa sa uouerrr HC

n!.nx.!nnn
,{ara 4euuuaHraqrn

IlpuvuHa o6cnyxnBaHnfl
! uasonoe TO
! neucnpannocrr
I nnoe (yxasaru):

N goroaopa Ha o6cnprunaune

crp. Lr43 2
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M O H r4TO P Lf H r 5 E3 O nAC H O CTL| M EA 14 r-{r4 H C KnX n3 AE nnn

Houep nsoeueuur o HC s AIIC
HsserqeHue o He6narorpnsrgoM co6brrlru (nnun.qeure)

(npoAolxenue)

Opraxuraqur
3ApaBOOXpAHeHr|f: Hauuenonannc opraHrcaqxn 3apalooxpaneHnt HH,qerc, aapec rcpuanqecxnft

Ko.u OKIIO Hauuexorasne qpyKrypHoro noapa3aeneHfit Oarnaqecxrf, aap€c pacnoroxeHur no.qpa3aeJreHnt

TereQoH, Sarc 3rerrpoHHaq noqra Arpec carha

OLIO VnonnorrroqeHHoro no 6esonacnosrn

IfocrpaAastunf,:
OHO nocrpaaarurero Aapec / .qolxnocrb nocrpaAaBuero

I,I,q. N nocrpa,qnnurem ,{narHor nepe,rl Hacrynnesueu co6srrur

Cocrocxue nepea HacrynneHuetr co6snnr

DM/ !X
noa, norpacrlii,iHuf ifl Onuqecxte oco6eHHocril nosrpaAaBuero flpmnronoratauur

flomsonarem:

,{oaxxocrr / a4pec noJrb3oBar€nt

Bn( norrgosaretrg:
n ueAnrlnncxilfi c[equarr,rcr
! cu.[elxa
! uH,ursn,{yarbrrbril [oJrb3oBareJrb
! rexnrqecxufi nepcoHan
[1 orcyrcrayer

OHO nonrgorarem

Ha. N norugogareff

Konrarnrue aauHHe nonBoBarerq

! unoe (yra.sarr

HaluenosaHne npoll3Bo.qlrrent Hsaerc, aapec

Crpaua nponsroqrrelr

flpe4crannreflb B PO:
TeaeQou, $arc SlerrponHag no.rra A.qpec calfra

hnaerc, aapecHauMeHosaHre opragmawu-npeAcraBrTeJrt

Koa OKIIO TereQon, r[axc 3lerrpoHnar noqra A.qpec calha

OHO VnonHouoqeHHon) no 6elonacuosnr .{o.rrxxocm YnolnouoqeuHoro no 6elonacsocrn

N grqera no 6eonacsoctr

,{ara mvera no 6€oonacHocrn

nn.[t.nnl!

Koruqecmo aualornqnux HC
no mfi xe npl{.tt{He c rar(nMn

xe lflaenl,lrMfi

3arcIIIo.reHHe

no 6e30nacHocTn

KeDr errAaHo
3AICIIrcIIEHIlE:

Coo6ungurft o HC:
! VnolnouoqenHbrfi npo[3B

E Ynorsouoqenssril 03
I l4noe:

flpeAnpnnnMaeMbre Aefi crBllq :

! orsHs MH
! socctaHosreHlte
IsaMeHa
! ugueneuue B Maprr{poBKe
! r,rsr,reHeHue B pyKoBoAcrBe
! yaegouleHne
I nccre,4onasue
! na6npAenue narlr{eHTa

tr u oauOuxa ryanl nacrp oilxa

Kouy aApecoBaHbr Mepbt:
! ueAnquncxufi cnequanucr
! unaunuayalrnrrfi nolrgoBareJrb
! cepencuar opraHr,Baqnt
! nocranuur
! uuoe (yxararr):

Horuepa H3BerrIeHHfi
n A?IC PocsApaBuaAsopa, Ha Koropbre

pacnpocTpar{r{rcTcr letrcTBr.tr :

,(oaxnocrs coo6qnsuero o HC

! yru.rrr,tsarlu.fl

! ae rpe6yercr
n nuoe (

<DI4O coo6urnruero o HC

Teaedon, Qarc

crp.2 w2
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