
MnuncrepcrBo s.qpaBooxpaneHut
Poccnftcxofi Oelcpaqnn

OEAEPA.'IbIIAfl CJIYXDA NO HAI3OPY
B COEPE 3APABOOXPAHEHHS

(POCsAPABHM3OP)

Orannrcxas rur. 4, crp. l, Moqoa, 109074
TereQor: (495) 698 45 38; 698 46 ll

28,42.L0 4LN, 0utA- lzO I l4
Ha I&
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AJlfi opraHr,rsarylft 3ApaBooxpaHeHnlr

B cootsercrBrll{ c (De4epanbHbrM 3aKoHoM or 21.II.2012 }1b323-o3 <06 oclrosax
oxpaHbl 3AopoBbt rpaxqqaH B Poccuficrofi @e4epaquu> MeAr,rquHcKue v3Aerrvrfl,
HaxoAtlqr4ecs' B obpaulennn Ha reppl,ITopt4l4 Poccrnftcrcofi @e4epaquu, rroAnexar
MoHI{TopHHry 6esouacHocrll B Ilen.rx BbIfBJIeHI,It u npe.qorBparrleHr4s [o6oqHhrx
geftcrnuft, Ho yK€BaHHhIX B uHcrpyKrIHH rro [pr4MeHeHlrro Hrrv pyKoBoAcrBe rro
SKCnJIyaTAIIULI MeAI'IqIHCKOTO kr34e|rkrs, HexenaTeJrbHbrx peaKrlHfi rrpu ero rrpHMeHeH[r{,
oco6enHocrefi B3ar,rMoAeficrsn.f, MeAr{rIr4HcKr{x u3lrernfr MexAy co6ofi, Qamon u
o6crosreJlbcrB, co3Aaroqlfi yrpo3y xlI3HH v 3AopoBbro rpDK.qaH Lr MeAr,rrIHHcKrdx
pa6ornuxoB npr4 IIpr4 MeHeH uu u 3Kc[nyar arrnu MeAurIuH cKtrx u3 Ae nvr4.

floctanonneHl'IeM flpanurenbcrBa Poccuficxofi @e4epaqvvr or 30.06.200 4 Ns323
(n pegaxqrlu nocraHoBJleHun flpanurenbcrBa Poccnficrofi oea.parlur4 or 19.06.2012
Ilb614) <06 yrnepxAeHl{I{ flonoxeur4n o (De4epamHofi c.rryN6e uo HaA3opy B c6epe
3ApaBooxpaIJeH.r4s>>' rocyAapcrBeHHat QyHrqnx rro [poBeAeHnrc MoHriropgHra
6esonacHocru MeAr{IIrrHcKI{x uzAetmit Bo3noxeHa Ha @e4ep€rrrbHyro clyx6y ,ro 

"u4ropyn cQepe 3ApaBooxp ane:aufl, (Pocsgpanna4sop).
B paMK€x [poBeAeHr4f, MoHr,rropnHra 6esonacHocruL) P.1.rur.a rlPul'sAtrHrrx M0HI{TOpHHIa Oe3O[aCHOCTI{ MeAHqHHCKI,IX l/IZ4enl1.Iil

PocsgpanHaA3op ocyqecrBr.ger c6op, o6pa6orry H a*urn3 cBeAenufi o 6esouacHocrr'
MeALIquHcKux vtslreiluir Ha Bcex STaIIax I{x o6paqeuux, BKJrroqa{ KJIHHI{rrecKI4e
r,r c rrbrraHr,rr 14 rro crp erra crp aquo Hu rrfi rr epra oA.

B qentx pasbflcHeHufl rloptAKa yracrtrfr cy6rerron o6parqeHnr MeAr{rlr.rHcKax
uz4etuia B MoHI{TopLIHre 6esonacnocrr{ MeAr.rqr.rHcKr,rx nzAetuit pocs4panHaA3opoM
coBMecrHo c (DfEY <<BIJ& fuWnvlT> Pocs4paBHaA3opa pa^:pa6oran <flop"aon rpoBeAeHrrrr
MOHr,rTOpHHra oe3onacHocTl4 MeALIIII{HcKI,IX usilenuil Anfl opraHusaqufi
3ApaBOOXpaHeHHr)>.

<flopx4or npoBe.qeHl'It MoHHTopIaHra 6esouacHocrrr MeAr,rqprHcKrax uzge;1uit gttx
opraHzraqzfi 3ApaBooxpaHeHlan) rlpeAJlaraer e4nHoo6pasHHfi rroAxoA K c6opy,
o6pa6offie u rpe.qcraBneHrlro B PocegpanHaA3op uuQopuaqnz ro 6esonac'ocrr'
MeATIIII4HCKIIX usgenufi n Aaer pa3btcHeuLlt tlo npaKTl,rqecKuM BorrpocaM co6nrc4ennx
tpe6onaHnfi gaxonoAarerlbcraa Pocczficxofi @e4epaqzr,r K MoHr,rropr4Hry 6egouacHocrr{
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L



MeAI,IqI{HCKI,TX H3AeJrI4fi

3ApaBooXpaHeHLI.fl.

2

B TIOCTPE|I,ICTPAqUOHHOM ITEPUOAE ATfl OPIAHI,BAUI{fi

OgHorpeueHHo Poco4panHaA3op o6paqaer BHr,rMaHr{e, rrro <flopa4ox rrpoBeAeHlry
MoHLITopHHra 6esouacHocrl4 MeAI{qI{HcKr,rx lls4elnfi Nrs. opraHuraqufi
3ApaBooxpaHeHl'It)) Hocrrr peKoMeHAarenrnrrfi xapaKTep H orKJroHegtre or Hero, rpu
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YBENOMJIEHI,IE

Hacrosqnfi <<llopaAor npoBeAeHr4fl MoHr{ToprrHra 6esonacuocrr,r
MeAI{qI'IHcKI{x usl:enuil Anfl opranzsaqnfi 3ApaBooxpaHeHr.rr) He rBJr.f,ercfl
HOpMaTr4BHbrM [paBOBbrM aKToM.

[aHuufi AoKyMeHr ocHoBblBaerct Ha noAxoAax (De4epanrHofi cnyx6rr
ro HaA3opy B csepe 3ApaBooxpaHeHr{f K paccMarpnnaeuofi npo6lenre u

co6mo4eHnr rpe6osaHnfi
cSepe ocyulecrBJreHlrt

coAepxr{T pa3bf,cHeHr{r IIo [paKTnrrecKr4M BorrpocaM
3aKoHoAareJrbcrBa Poccnftcrofi @e4epaqrau B

MoHI,ITopI{Hra 6eson acHocrn MeALIquHcKr.rx us Aenufi .
Otr.noneHue or nonoxenuft [oprAKa [poBeAeHr4r MoHr,rropuHra

6egonacHocru MeAHIILIHcKI,IX usAenufiAnr opraHusaqufi3ApaBooxpaHeHtrr, npr{
ycnoBl'Iu co6nrc4eHI4t 3aKoHoAareJrbcrsa Poccnficxofi @e4epaqir, n" BJrerrer
s a c o 6oft H acryrrn e HuA aAMuHI{crp arr{ a Ho fi u nn usoit o."etcr"e H H o cr}r.



Hacrorqufi AoKyMeHr parpa6oran rpu yqacruu corpyAHr,rKoB
Pocr4panHaA3opa ,q.O.n., rpoO. Temnosofi E.A., r.S.n. KoceHxo B.8.,
fnaroresac.B. corpyAHr.rKaMlr ofEy <BHI4I,II4MT> pocs4panHaA3opa
Eopnconoft E.8., Hosurosuu C.B., poManosrrrra O.B.



1. BneAeHue

I{enrro orqerHocru o ne6naronpr{rrHbrx co6ururx (HC)
rlocneAyrcIrll{x oIIeHoK tBJltercr ynfrrueHr{e oxpaHbr 3AopoBbf, H 6esonacHocrr{
naIII{eHToB' noJlb3oBarelefi u Apyrl4x nl{q [ocpeAcrBoM pac[pocrpaHeHg.rr
nuQopnaaq[pl, Korop€tt Moxer rlpuBecrr,r K cHr.rxeur{ro BeposrHocrr,r Ao[yqeHr{rr
rloBTopeHus. ge6narorlpHf,THoro co6rrrr4g, vtiltr cMf,rtrr{Tb rrocJreAcrBr4r raK}IX
nonropeuuft.

B coornercrBuu co crarbefi 95 (DegepamHoro 3aKoHa or
Ns 323-<D3 (06 ocHoBax oxpaHbr 3AopoBbr lpaxAaH B
(Degepaquu>> (4anee (Degepalrnufi 3aKoH Ne 323-<D3)

2t.11.2011
Poccuficrofi
oopaIIIeHLIe

MeAr,rur.{HcKrirx usIlenufi Ha reppHTopuu Poccuficrofi (Degepaqua NO.UJIE}KI4T
rocyAapcTBeHHoMy KOHTpOJTTO.

focyaapcrneHnrrfi KoHTponb sa o6paqeHnena MeAHrrr{HcKLrx ws1eJrnfi
BKrlotlaer B ce6g, KoHTpoJIb 3a TexHr4rrecKr4Mrl nc[brraHl{ fl;,,;4vr,
TOKCHKOJIO|UqeCKUMU UCCIeAOBalll4fll'dkr, KJIHHI,F{eCKI,IMI{ HCIIbITaHI'I'MLI,
sQQerrranHocrblo, 6esonacHocrblo, npor,r3BoAcrBoM, u3roroBJreHrreM,
pealusaquefi, xpaHeHueM' TpaHcrlopruponrofi, BBo3oM Ha Teppnroprrrc
Poccuftcxofi @eAepaqzz, BbrBo3oM c repplrropr4u pocczficrofi o.a.puq""
MeAlrr{r.IHcKI{x uzgenuil- 3a I{X MOHTaXOM, Ha-ua4rofi, [pLrMeHeHI,reM,
SKCnJryaranTueit, BKrroqaf, TexHr{rrecKoe o6cnyxuBaHr,Ie, peMoHToM,
rrpr{M eHe Hr,r e M, yrnJr wzagueft nnur y Hn.trox e nu erra I I ] .

Mounropunr 6eso[acHocrl,I MeAI4IILIHcKrirx ur4erurft rBJr.f,ercr gAHI{M r{3
oJreMeHToB focy4apcrBeHHoro KoHTpoJr{ 3a
ue.qerzfi [1].

o6paqeuueu MeAr.rqr{HcKr4x

B coorBercrB*n co crarrefi 96 (Degepa*Horo 3aKoHa Ns 323-03
Me.quqr{HcKne vrcAeJrvfr, HaxoAf,rrluecfl B O6paqeuuu Ha TeppHTopuu
Poccuficxofi @egepaqnz, noAJIe)I(ar MoHr4Topt4Hry 6esonacHocrrl B ueJr.f,x
Bbrf,BJreHur 14 rrpeAorBparrleHr.rr no6oquslx 4eficrnufi, H€ yK€BaHHbrx B
I,IHCTPYKIII{N IIO IIPUMEHCHLIIO Z^JILI PYKOBOACTBE IIO 3KCIIIYATA\UU
MeAltIII4HcKoro vi3AeIrkrfl, HexeJrareJrbHbrx pearqafi npu ero [pnMeHeHr{H,
oco6enHocrefi nsauuoAeficrwrr MeArrqr4HcKux usAenufi MexAy co6ofi, QarronLr o6crosreJrbcrB, co3Aarcrqux yrpo3y xr.r3Hr,r n 3AOpOBbrc lpaxAaH U
MeAI'IqI'IHCKLIX pa6orHnKoB rlpla rIppIMeHeH wr u sKcrrJryar arluu MeAr4rIr{HcKr{x
nsI.eruir.

Cy6rerrrr o6parqeHkl.g MeAI,rqHHcKr{x ns4erufi o6ssaHH coo6qarr o6o
Bcex cJDTEI€uIx BbIflBneHLrt no6o'IHHx Aeficrnuir, ne yKa3aHHbrx B r4HcrpyKrlr{H
tro [puMeHeHrIIO UILI pyKoBoACTBe nO sKcrrJryutar[u]a Me.qr{rlr.rHcKoro v3$eJrvrfl, o
IIe)KeJIareJIbHbIX peaKIIUtX npu ero upr4MeHeHr4H, O6 OCO6eHnOcrsx
83aHMoAeficrnu.s MeAr{rInHcKr4X nzge]/'uh Mex.qy co60fi, o Qaruax u o6
o6crosreJrbcrBax, c03Aaroruux yrpo3y )KI{3HIII., v\rrAQnr,,wr^ ylp(J3y x(It3Hu H 3AOpOBbIO rpaxAaH Lt
MeAI4rIHHcKLtx pa6oruaroB IIpu [pI{MeHeHuu n oKc[nyarar\Lru MeAurIHHcKrrx
nssemrfi [1].



3a Hecoo6qeHue vJrH colqpblTne raKlrx cryqaeB v cne4eHnfi Jrr{qa,
KoropblM oHI{ crarll{ I43BecrHbr no poAy r,rx npoQeccr{oHzrJrbuofi 4erreJrbHocr14,
Hecyr orBercrBeHHocrb B coorBercrBr{lr c 3aKoHoAareJrbcrsoru Poccuficrofi
(Degepaquu.

flocranosJleHue flpannrerbcrBa Poccnficrofi (De4ep a\uu or 25.09.2012
llb 970 <<floroxenue o rocyAapcrBeHHoM KoHrpone 3a o6paqeuueu
MEAI,IIII{HCKIIX HSAENI,Ifi) YCTAHABJII,IBACT NOPIAOK OCYqECTBJICHIA'
KoHTponbHbrx Meponpuxrufi n Aeficrsufi opraua rocyAapcrBeHHoro KoHrpoJrr B
cJlfrae npI{rIrIHeHvs, Bpelra nu6o Bo3H}IKHoBeHr,rtr yrpo3br npr4r{r.rHeur.rr BpeAa
XI43HI,I I,I 3AopoBblo rparKAaH u MeAr,rrIHHcKr[x pa6ornuroB rrpg npHMeHeH1rH
MeAI{IIIIIH c KLIX ns ge nuir l2f .

flprara-r MunucrepcrBa 3ApaBooxpaHeHrrfl Poccuficrcofi (Deaeparlr{}r or
20.06.2012 Ns l2H (06 yrBep)KAeHI,IH flopa4ra coo6rqenzr cy6rerrauu
o6paqeuufl MeAHIIIcHcKt4x usgenuft o6o scex cryqaf,x BbrrBneHnr no6oqnrrx
Aefictnufi, He yK€BaHHbrx B I,IHcrpyKIIr{n no [pr.rMeHeHr.rro r,rJru pyKoBoAcrBe no
3KCrIJIyarArIH'IiI MeAI{qI,IHCKOTO V's4errr4fl., O He)KeJraTeJrbHhrx peaKrlHsx npn ero
npI{MeHeHI,tu, o6 oco6eHHocrtx B3al{MoAeficrsus MeAr{rlr,rHcKr{x HsAenr,rfi
MexAy co6ofi, o Qarctax n o6 o6croqreJlbcrBax, co3Aaroqux yrpo3y xr{3H}r r{
3AopoBblo lpa)KAaH H MeAurtrIrHcKrdx pa6orHuxon rtpu npgMeHeHnr.r u
SKctlJlyaral{zu MeALIIII{HcKIIX us4elufi>> ycraHaBnraBaer rrpaBuJra coo6qenns
cy6rercrarrara o6paqeHr,rr MeAHrIr4HcKrrx uzpertuit o raKr,rx cnyrarx [3 ] .

Ctarseft 14 OegepzulbHoro 3aKoHa Ns 323-03 onpegeJreHbr rroJrHoMoqr{t
SegepalrHhlx opraHoB rocyAapcrBeHHofi sracru n csepe oxpaHbr 3AopoBbr, K
KorophlM orHocsrct MoHLITopIaHr 6esouacHocrtr MeAurIr{HcKr4x uzgetuit,
perHcrpaqnr uo6orlHblx Aeitcrrluir, HexeJrareJrbHbrx peaxqufi rrpu npr{MeHeHr4r,r
MeAUTIT4HCKLTX UZnlennit, Qarron 14 o6croxreJrbcrB, co3Aarcrqux yrpo3y
npnqvHeHr,rr BpeAa xr,r3Hr,r v 3AopoBbro moAefi npLI o6pauleHzn
3 ap e rr,rcrp r{p o BaHHbrx M eAH rlr{Hc Kt4 x us Aenufi .

B coorsercrBl{I{ c qacrblo 5 Cmrru 96 @e4epzrJrbHoro 3aKoHa Ns 323-@3
rlopflAoK ocyulecrBJleHl4t MoHI,ITopI4Hra 6esouacHocrlr MeAI4rIr.IHcKr.IX vrz1ennit
ycraHaBJlr4Baercfl, ynoJIHoMoqeHHhIM Qe4epamHbrM opraHoM HcrroJrHtrrelrHofi
BJIACTI{.

floctanoeneHl{eM llpannrenbcrBa Poccnfi cxofi (Deaep a\nu or 3 0. 06.2 0 04
Ns 323 (n pe4arquu rocraHoBJIeHI4r flpanurerbcrBa Poccuficrofi @e4ep aril4u
or 19.06.2012 Xb 614) (06 yrBepxAeHnu lloroxeHur o (De4epa6uofi crryx6e
no HaA3opy B c0epe 3ApaBooxpaHeHus)), n.5.1.2.3, rpoBeAeHue MoHrrropr{Hra
6esouacHocrtt MeAI{III{HcKI,IX ns$erufi orHocl4Tc.f, K noJrHoMoqn rM(De4eparrHofi cryx6n ro HaA3opy B csepe 3ApaBooxpaHeHr4,
(PoespanHaasop) [4].

B coornercrBru c qacrblo 6 Crarru 96 @e4eparrbHoro 3aKoga Xb 323-@3
rlo pe3yJlbraraM ocyqecrBIreld'Hfl' MoHl4Topunra 6esonacHocrtr MeArirlr{HcKtrx
uzgetruit tlpr noryqeHr4r,r n rorrBepxreHuu uuoopuaquu o uo60.rHHx
Aeftcrnnsx' He yK€BaHHbIX B I4HcrpyKIII,ILt no [pr{MeHeHr,rro nnn pyKoBoAcrBe rro
gKcnJryaraukrw MeAI4III,IHCKO|O Vr3IierlJ/rfl, HexeJraTeJrbHhIX peaKrlarx [pI{ el.o



npI{MeHeHuI'I, 06 oco6eHHocrflx B3allMoAeitcrrlun MeAr4Ur{HcKr4x nsAenr,rfi
MexAy co6ofi, o Qarrax u o6 o6crogreJlbcrBax, co3Aaroqr4x yrpo3y xr{3H}r H
3AOpOBbrO rpDKAaH U MeAIrquHcKux pa6oruuxoa flpu npr,rMeHeHgr.r u
9KC[nyaTAIIUIiI 3aperH cTpr,rpoBaHHbrx MCAI{IIHHCKI4X uzgenuit,
ynoJlHoMo'reHHrrfi llpanurelbcrBoM Poccuftcrcoft (Degepaqnu Se4epansnufi
opraH I4c[oJlHHTenrsofi BJIacrI,I paccMarpl,IBaer Bonpoc o npnocraHoBJreHr,pr
npuMeHeHkrfl' ulru o6 nslsruu u3 o6paqeHur raKoro MeAHrIHHcKoro u31erlug. Lr
rpnHr,rMaer coorBercrByrouee perreHue [1 ].

LlnQoprraaqrEr o perueHr.r.f,x PocsgpaaHaA3opa no pe3ynbraraM
MOHr,rropr,rHra 6eronacnocrrr pa3Merrlaercr Ha oQnquarrbHoM Cafire
(De4epa*uofi cnyx6u no HaA3opy B c0epe 3ApaBooxpaHeHr{f, B cerr{
<I4nrepuer> (vacrr 8 crarun 96 oegep€urbHoro 3aKoHa m rz:-o:;.

2. O6lacrr npuMeHeHllfl

Hactorquft noptAoK [poBeAeHHr MoHHTopyrHra 6esouacHocru
MOAHIIHH0KUX uzAenufi Atx opraHn3alluit sgpanooxpaHeHux paspa6oraH Ha
ocHoBaHI{nqacrkr 5 Crarrn 96 @eaepaJlbHoro 3aKoHa or 2l.1L20ll }lb 323-@3
<<06 ocuoB€rx oxpaHhr 3AopoBbr rparAan s poccuficrofi (De,qepaqnro>, n.5.1.2.3
flonoxenns. o oegepamHofi cnyx6e no HaA3opy n cfepe .4pu"oo*paHeHr,r,
(yrnepx4eHo [ocraHoBJIeHI{eM llpaanrelbcrBa Poccnficrcoft @e4epaqr,r6 or
30.06.2004 Ns 323 s peAaKIInI4 nocraHoBlreHufl llpannrenbcrBa poccuficrofi
(De4epaqun or 19.06.2012 }lb 614) Lr npeAH€BHaqeHbr Anr MeAr.rrIHHcKr.rx,
QaprvraqenrllqecKl{x u LIHbIx opraHl43al{ufi, ocyulecrBJrrroulrax AerreJrbHocrb B
c0epe oxpaHhl 3AopoBbf,, trPH BhltroJrHeHuu r4MH rpe6onaHuft QeaepaJrbHoro
3aKoHoAaTenbcTBa IIo OcyIqecTBJIeHLIrc MoHLITop[Hra 6eSonacHOCTr{
M eAI,Ir{HH cKrax us le nuit.

3. Tepnrunu lr onpeAeJrenrrfl

'ftr qe-rrefi nacroslqero AoKyMeHTa l{cnonb3yrorcr cneAyroqr{e repMr,rHbr
r{ orrpeAelreHufl.:

MeAnIInHcKHe Ir3AeJrHfl (MI4) nro6ue r{HcrpryeHrhr, annaparbr,
npu6opu, o6opy4oBaHl{e, MarepnaJlbr r{ npoql,Ie n31errufl, [pr,rMeHreMhre B
MeAUIII4HCKI{X IIeJrtX OTAeJIbHO HJrr{ B CoqeraHnr.r MexAy co6ofi, a TaruKe BMeCTe
c IpyrI4Mn npvrHa4Jle)I(Hocrf,uu, neo6xoALIMhIMu Anfl. nprrMeHeHlr.rr yKa3aHHhrx
uz4ennfi rlo Ha3HaqeHI4Io, BKJIIoq€u c[erluaJrbHoe uporpaMMHoe o6ecueqeHvIe,vI
rIpeAHa3HaqeHHhIe nporBBoAI4TeJreM lff'fl. npo$unaxrr4KH, Ar,rarHocruKu,
JIetIeHHj[ Lt MeAI4IIrIHcxoft pea6unuraquu sa6oleeaHnfi, MoHrrropr4Hra
cOCTOtHI4t OpIaHI{3Ma qeJIOBeKa' npoBe,qeHnfl, M)ALIIILTHCKI{X HCCJIeAOB ail][|it,
BOccTaHoBJIeHI{[' 3aMeIIIeHI{t, I'BMeHeHI{t aHaToMlttlecxofi cTpyKTypbl uItll
SIlsuolorHrIecKI'IX QyHTIIVfi opraHr,r3Ma, npeAorBparrleHpr{ r{Jrrr [pep brBaHvfl
6epeueu'ocrll' QyHTIIIEoH€lJIbHoe Ha3HarreH"a *orop'rx He peaJrr.3yercfl nyreM



S apuaro.rr o rr,rrre c Ko ro, HMMyHOJIOII,IqeCKOrO, feHeTI,IqecKoro
ueta6oluqecKoro nosgefictBuflHa opraHI{3M qefloBeKa. Me4raquHcKr4e n31eJrr4fl
MOryT np[3HaBaTbct B3aI{MO3aMeHreMbIMrr, ecJrH oHtr cpaBHLIMbr fro
QyHrquoH€ulbHoMy H€BHarIeHIrIIo, KarIecrBeHHbIM u TexHr{qecKr{M
xapaKTepr,rcrnKaM n cnoco6Hbr 3aMeHHTb Apyr Apyra.

(e ped. <DedepanaHoeo 3aKoHa lrlb 323-@3 U)).

[ponrnognreJrb (nrroronnre.nr) MeAr,rrlr4HcKoro usl.elrvrfl,
IopHAuqecKoe nHIIo vrJru Susuvecroe JII,Iqo B KarrecTBe uHAuBuqyaJrbHoro
rIpeAnpI'IHuMareJIt, Hecyqee orBercrBeHHocrb 3a Karrecrno, sQ{eKTr,rBHocrb r.r

6esonacHocrb MeAIdIII,IHcKoro v3$enturs Ha Bcex gTarrax xr,BHeHHoro rIr4KJra
He3aBHcI4Mo or rofo, BblrlycKaercfl IrLr r{3AeJrrre B rpaxAaHcrnfi o6opot caMrrM
JII,IIIOM I,IJILI TpeTbIIM JII{IIOM OT ero I{MeHI,I.

QtaspadomaHo c yqemoM [7], [8], [11], [12]).

Vno.nnonaoqenHufi [peAcraBlrreJrb rrpor43BoAr{TeJrr rcp[Ar,HecKoe
JII{qo nn6o l/t]F.AurlnliyanrnrIfi npeAnpl4HrlMareJrb, 3aperucrpnpoBaHHoe Ha
reppl{TopHll Poccraficrofi @e4epaqnn, ynoJrHoMorreHHoe npor{3BoAr{TeJreM
MeAI'IqI{HcKoro v3Ielrkrfl. flpe.qcraBJrrrb ero prHTepecbr rro Bolpocau o6parrleHgt
MeAI,IIIHHcKoTo v34elrurfl. Ha reppuropr{r4 Poccprficrofi (De4epar\nlr, B ToM qlrcre
cBt3aHHbIx c HLIM npOIIeAyp oqeHKH COoTBeTcTBvrs., rocyAapcrneHnofi
perHcrpar\Hl/^, v Ha vMfl Koroporo Moxer 6srr BbrAaHo perr{crparl[oHHoe
yAOcToBepeHI4e Ha Me/quqLIHcKoe I,I3AeJILI e.

Qtaspa6omaHo c yqemoM GHTF/SG I /N0 5 5 : 2 009 ll2l).

vnornopro.renHrrfi tro 6egonacnocru MeATTqLIHcKI,IX us$enufi
AOJIXHOCTHOE JII{IIO, YNONHOMOI{CHHOC HA OCYUICCTBJICHI,IE O6UEUA
uuQopuaqrEeft c cy6rerraun o6parqeHrar MeAr{rlr.rHcKr,rx usternfi o
ne6laronputrHblx co6rrruqx, cBr3aHHbrx c npHMeHeHr.reM MeAuIILTHSKHX
nsAeilnfi.

Qtaspa6omaHo c yuemou l3l).

Cy6rerru o6paqenun MeAHrIr,rHcKr{x uz1enufrr
co3AaHHhre B ycTaHoBJreHHOM rropflAKe Ha Teppr4Topr{u

npr6o [peAcraBr{TeJrbcrBa r4HocrpaHHbrx@egepaqurE,
aK{peAr4ToBaHHbre B ycraHoBJreHHoM rropsAKe Ha reppr{Topr{vl
(De4epaqnu, tu6o LrHAr4BuAyaJIbHbre npeAlpuHuMareJru, 3aperprcrpLrpoBaHHbre

Poccuficroft @e4epaqnn, ml6o fnauuecxue rvrla,
TexHI4qecKI4e HcnbITaHPIt' ToKcLIKoJIornqecKHe

uccJIeAoBalJurfi., KJII4HI4qECKI,IE HCIIbITaHLI',.YrvvJtsAvrto.nvLrLt llJrrltrl4'ttrUKl4e n\J[blTAHI?I.fl., 3KCII€pTI,I3y KaqgCTBa,
oQ0errraeHocru H 6eeonacHocrl,r MeAr4rIHHcKr{x uz1enuft,rrx rocyAapcrBeHHyro
perucTpaqHb, [porr3BoAcTBo,p€r'flsrpaquo, [poll3BoAcrBo, I43roroBJIeHHe, BBo3 Ha reppr{Topuro Poccl.tficxofi
(De4epaqupr, BhrBo3 c reppr4ropuu Poccuficrofi @e4eparrrrv, rroATBepxAeHue

opfaHH3arIHU,

Poccnficrofi
opraHuraqnfi,

Poccuficrofi

Ha TeppHTopr,[r
ocyIIIecTBJrsrcIIIue

coorBercrBrtf,, focyAapcrneHnufi KoHTpoJrb, xpaHeHlre, TpaHcnoprHpoBKy,



pefIJII,BaIII{rO, MOHTaX, HaJIaAKY, [pI4MeHeHI{e, gKCnJIyaTarIuIo, B TOM rIIlrCJIe

TexHHrIecKoe o6cJryxl{BaHl,te, npeAycMorpeHHoe HopMar}rBHofi, TexHlrqecKofi H
(znu) sKcrr.r5/araqraonnofi AoKyr![eHTarlueft [por{3BoAvrrenrs., a raKxe peMoHT,
yTr{JI I{3 arIUrO li''Irr4 yHUrrTO)KeH H e

(e ped. flpurcasa Muusdpaea Poccuu om 20.06.2012 Ne I2n [3]).

Opran rocyAapcrBennoro KoHTpoJrfl yrroJrHoMo.reHHrrfi

$egepanrnufi opraH I,IcrIoJIHI4Temnofi BJracrH, ocyqecrBlnolqnfi Qynrqnu
MoHr{ropr{Hra oesouacHocrr.r Me.qHrlr,rHcKr.rx nsAenufi (pocsapanHagrop) [2].

Opranuraqrrl 3ApaBooxpaHeHrrfl

Qaprraaqenrr{qecKrie opraHr,r3arluu u r{Hbre

Aef,TeJrbHocrb B c$epe oxpaHhr 3AopoBbt

Qtaspa6omoHo c yqemoM cm.29 <DedepanuHoeo 3aKoHa Nb 323-(03 UD.

Bp"l HaHeceHr,re yrqep6a 3AopoBbro mo4efi, r4MyrrlecrBy urrkl
oKpyxarcqefi cpege Ul.

ceprerHufi npe4 (cepresnoe yxyArueHr{e cocro flHvrfl, s4oponrr):
yrpoxarculee xH3HH ga6orenaHr4e nnu TpaBMa;
Heo6parnMoe Hapyrue Hr4e crpoeHr{r ranr,r synrcq}ru opraHrr3Ma;
neo6xoAllMocrb Me,qHIInHcKoro (xnpyprut..*o.oj BMeruareJrbcrBa

AJr.r rpeAorBparrleHzr Heo6parlrMoro BpeAa [6], [11].

Onacnocrb - noreHrlr{€urbHbrfi Hcro.rnur< npeaa [7].

Pncr - BepotrHocrb [pIitII.{HeHLrfl, Bpera uru ycvnenufl cre[eHr{ Tsxecrrr
cocrorHur or npnrruHeHHoro BpeAa [7], [8].

Vrpora xrr3Hrr rr 3AopoBbro rpaxAaH - pr,rcK:
cMeprrr;
cepbe3Horo yxyArueHHr cocTorHrrr 3AopoBb.rr ;
SynrqnoH€urbHhlx HapyureHuit y rrJroAa, ero ru6eru, npox4enHofi

aHoM€rrrr4Lr ranr{ polonofi rpanuu.

EesonacHocrb MeArrrlnHcrcoro rr3AeJrlrs
prrcKa npz r,rcrroJrb3oBaHnr r43AenHr B

I,I3roroBr{renerra [7] .

EesouacHocrb MeAHrIr.rHcKoro u3nenvrfl
ero gKcnJryararluoHHrrx csoficrs.

MeAUTIITHCKHe OpfaHr{3artrHur,
opraHrr3arlHr,r, ocyrqecTBJrrrouue

- oTcyTcTBHe HeAorrycTlrMoro
ycJroBr{rx, trPeAYCMOTpeHHhrx

o6ecueqprBaerc.fi coxpaHeHr,reM

IIgeHrnQnKaIIrIfl H3AeJrIrfl - ycraHoBJreHne coorBercrBr,rf, r{3,{eJrr,rf, ero
CyqeCTBeHHbIM npIrBHaKaM, IIO3BOISTIItrHM COIIoCTaBI,ITb AaHHoe H3AeJIue
ronrperuofi rexnu'recxofi u gKcnnyarar{uoHnofi AoKyr!{eHTa;q1,i{]r_ Lr



pefr{crpalll{oHHbrM AaHHhrM, BKJIIOqat MapKy, MO.qeJrb, cep[fiHbrfi HoMep
(uorraep [aprr,ru), Har,rMeHoBaHlre [por,r3BoA vr e rfl.

Qtaspa6omaHo c yvemoM @edepamHozo saKoHct /rlb 154-@3l9l).

rIpoc.rexrrBaeMocrb BO3MO)KHOCTb rrpOCJreAI,rTb r,rcTopr4ro,
npr,rMeHe H rle rarru Me croHaxox,qeH r{ e us4enrar [ 9 ] .

He6narorpnflTHoe co6rrrne (nuqugenr) ruo6ue no6o.rHrre
Aeitctrrnfl' He yKa3aHHbIe B I,IHcrpyKrlr.rrd no rrpuMeHeHr,rro r.rJrr{ pyKoBoAcrBe no
gKC[JIyaTAUVrr4 MeAI'IqUHCKOTO r43l.elfitg,, He)KeJrareJrbHbre peaKrlr4H npH efo
npI{MeHeHI,tlI, oco6eunocru B3al{MoAetrrcrsufl, MeAr,rqr,rHcKr.rx uzgenuit MexAy
co6ofi, Qarru u o6crosreJrbcrBa, co3Aarorrlue yrpo3y xr{3Hr,r H 3AopoBbro
rpaxAaH v MeIuIII4HcKI4x paoornuxon llpld rrpr4MeHeHHr{ v gKcrrJryaramu
MeArlrIHHcKr,rx usp.enuir [6], I I ].

lrsneuleHue rro 6esonacHocru coo6lrlenne cy6rerm o6paqennr
MeAurIr,rHcKHX uszlenuir opraH focyAapcTBeHHOfO KOHTpOJTT Ant
nnQoprr,rupoBaHl4s o [pola3orueAllreM ne6naronpurTHoM co6urul,r, cBs3aHHoM c
MeAHIIHHcKI4M I,I3AenI4eM, BBoAI4MoM B o6pauleHrae vilu HaxoAsrqr4Mcr B
o6paqeuun Ha reppr,rropun Poccuficxofi Qe4ep awru.

YneAolvr.n eH rle uo upo6reue 6egonacHocrr.r - coo6rqeHr{e npor.r3BoAureJrt
vilu ero ynonHoMoqeHHoro npeAcraBr{TeJrf, cy6rercrau o6parqeuur
M€AHIII,IHCKLIX usgenuit, Kacarcqeeca npo6JleMhr 6egonacHocrtr MeAr{qr.rHcKoro
ras4ennr [10].

Vne4onaleHlde Mox(er orHocrrrbcf, KaK K o,qHoMy Lr3AeJrr{n Lr

ne6laronplltrHoMy co6rrrpno, cBt3aHHoMy c HLIM, TaK r{ K rpynne us1enuir
(uaprzn, KoHKperHoMy flepeqHro cepufiurx Horraepon), Ho Koropbre
pacrpocrp anfler cfl, KoHKp erHoe KoppeKrr,rpypqee noe4efi crBr{e.
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4. Ilopn4onopraHrr3aurrrrMoHrrropnHra6esonacHocrrl

Opranusaqnn 3ApaBooxpaHeHl4s rBnrrorcr ocHoBHbrM HcrorrHr.rKoM

AaHHbIx o He6naronplrtrHblx co6urnsx, cB{3aHHbrx c npHMeHeHHeM
MeAI,IqI,IHcKux uzgenuit. 3ru AaHHbIe neo6xoAnrrau AIrfl ocyulecrBJreHlrt

I,IHIII4A€HTaX, KaqecrBe I{ sQQexrunHocT}I u3Aenrvrfl B ycnoBurx MeAr,rquscrofi
rrpaKTHKrr.

MeAnrlraHcKrre

HsAeflrfi
Ha3HaqaeTct

(galee

aApecy:(gocrynno Ha oQnqnanbHoM caftre Poce4paaHaA3opa ro
http : I I r oszdr avnadzor. ru/i/upload/fi I es I r 3 4 5 03 86 0 I . 5 5 I 5 6 -3 t i s l. pag.

?IHQopnaaqr,ra o H€BHarreHur.{ ynonuouorreHHoro u neo6xH€BHarreHur.{ YnonuouorreHHoro u neo6xo.uuMocrra
coo6rqenns eMy uufiopuaqrau o Bo3Hr,rKHoBeHlrr{ HC, cBr3aHHhx c
npLIMeHeHueM MeAI{rIuHcKI{x usgenuit, AonxHa 6rrm AoBeAeHa Ao cBe.qeHr4.f,
Bcex MeAI{II}rHcKrrx pa6oruuron opraHl{3arlnr.r, r{clonb3yrou{ux B csoefi
AerTenbHocTlr MeAHr{HHCKHe V3 Aennfl.

Yuolnonao'IeHHrrfi AoJDKeH HMerb Aocryrr K [epeqHro MeAr,rrllrHcKrrx
US4EIllilT, 3KCIJTATIIPYEMrIX B OPTAHI43AIIIII4, K CBEACHII'IM O6 YI.1'
I4crIoJIb3oBaHvIvl, TexHHrIecKoM o6cryxunaHvrvr, K nepcoH€tlbHbrM AaHHbrM
rrae4pa6orHvKoB opraHlr3arl vrvr vr, upn Heo6xoAr{M ocTrr, narILreHTOB.

B o6gsaHHocrr,r VnoluouoqeHHoro BXoAr{T:

HaA3opa 3a M€AI,IIIHHOKIIIMI,I I,I3A€JII{flMI,I nOcJIe I,IX BbIIIycxa n o6parqeHr{e .{nfl
o6ecne.Iennfl n rIoBbIrIreHnA ux sQQerrnnHocru u 6esonacHocrtl, [ocKonbKy
ECrronb3yer o6parnyro cBr3b, 3aKJrroqarorr{yrocr B uu{opnraqun o6

pa6orHuxll o6rsaHu coo6qarr ynoJrHoMoqeHHoMy
AonxHocrHoMy JIHIIy MeAlIIIr4Hcroft opraHH3arlHu unoopvaqurc o6o Bcex
cJlyqaf,x BhItBJTeHI{s no6o.rHrrx geftcrnnfi, He yK€BaHHbrx B raHcrpyKrltrv no
npI{MeHeHVIO HILId pyKOBOACTBe nO sKonnyaTarlul,I MeAT4TIHHCKOTO l/l3neJr]flfl, O

HeXeJIaTeJIbHbIx peaKIII{tX nplll ero npIiIMeHeHLII4, o6 Oco6eHuOcTrX
B3arirMoAeircrsun MeAnrILrHcKr,rx ragAelufi Mexqy co6oft, o Sarrax u o6
o6crosreJrbcrBax, co3Aarorrlux yrpo3y xr,r3Hr,r u 3AopoBbrc rpaKAaH u
MeAI4III{HOKID( pa6orHnroB npI,I [pI,IMeHeHun vr gKcnJryarar\vu MeAHrIlrHcKprx
uzaenutrr (n.5 uacrn2 CrarsuT3 Qetep€urbHoro 3aKoHa }lb 323-@3 t1]).

4.1. vno.nnopro.reHHrrfi no 6esonacHocrrr MeArrrurHcKnx
Pyrono4ureJreM opraHu3arlr4r.r 3ApaBooxp alenr4s.

ynonHoMo.reHHrrfi IIo 6esonacHocrr4 MeAr,rqr,rHcKr{x nsAerr,rfi
VnolnououenHufi) - JIHIIo, orBercrBeHHoe 3a o6ecne.reHr,re [poqecca
MoHLITopHHra 6esonacHocrl{ MeAI{IIHHcKLIx usAerufi n AaHuofi opraH63ar1g14,
KoTopoMy npeAocTaBJltlorct neo6xoAuMble AoKyMeHTbr AJrs ero perncrpamr u
nonrreHr,rrr nepconra{krrlupoBaHHoro Aocryla K pa:}AeJry MoHlrropgHfa
6 es onac Ho crr{ MeAr{ rlrr H cKprx uz Ae tuit AZrC P o c r4p anH aA3 op.

I.t:u rroJrrreHr,r.s [epcoHaJrr{3upoBaHHoro .qocryna B 4annrrfi
uHQopnraqnonHufi pecypc AVTC Pocs4panHaA3opa neo6xo4r,rMa perr,rc rpa1\ua
ynoJrHoMorreHHoro IIo 6esonacHocrr,r l\/fuI B rropsAKe, o[]rcaHHoM B
I,rHooprraaqvoHHoM nltcbMe Pocs4panHaA3opa or 15.08.2012 Ns 04I,I-7 49/12
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c6op uHQopuaqnn o ne6laronpnrrHbrx co6rrrusx, cBr3aHHbrx c
npr,rMeHeHHeM, xpaHeHr,reM, o6pa6omofi, o6clyxlrBaHr,reM, yrunuraquefi,

rrpHMeHfleMhreMeAr,rqr,rHcKr{x usAenufi n 4aunofi opraHn3arl[pr, B ToM qucre -
Bbre3AHhrMr,r 6prar4gauu vrrr ceruefinrruu BpaqaMr,r rlpu
raqueHToB Ha AoMy;

o6clyxunannvr

ocyqecrBJleHl{e c6opa uH$opnraql{Id o He6laronpr{rrHhrx co6rrrulx,
cBt3aHHbIX c [pI'IMeHeHLIeM MeAI,IqI,IHcKI,IX usAeIllfi I{HAr{Br,rAyaJrbHhrMr.r
noJIb3oBaTeJI.fi MlI, o6clyxl,IBaeMbIMI,I Aannofi opraHn3arluefi 3.qpaBooxpaHeHlrt
(uunlanrrapoBaHHble MH, r4g4enrr4s, Hc[onrcyeMbre caMocrorreJrbHo na gol{y);

noAroroBKa I{ npeAocraBJleHl{e unQoprr,rarlur{ o HC pyroBoAr.rrenro
opraHI{3aIII{I{, a rapKe B opraH rocyAapcrBeHHoro KoHTpoJrr nocpeAcrBoM
uepcoHuQuqprpoBaHHoro Aocryra B AI4C Poc:4paaHaA3op, rorrroBhrM
orrrpaBJleHr,reM Ha 6yvraxHoM HocHTeJre, I,IHbIM AOCTynHbIU CnOCO6OU;

noJry^IeHl{e I{ AoBeAeHLIe Ao pyKoBoAcrBa opraHl{3aquu unQopMarlrrr{
o neo6xoAI{MbIX Mepax (ynpanmrcIrlux ra KoppeKrr{pyroqux sosAeficrnurx) no
BbrrBJreHHbrM B opraHn3arluu HC;

noJD reHze u AoBeAeHHe AO pyKOBOACTBa OpraHr,r3aqnu raHoopMarlr.rH
o HC c vt:'4enruflvtvt, I,IAeHTI,IT{HrIMI,I uJII4 oKBI{BaJTeHTHsIMH
OpraHn3ar\z.lI, AIIfl, CHLIxeHLIII pplcKa BO3HI,IKHOneHrar HC ;

cssgaHHofi c He6laronpurrHhrM co6rrureu, B

oKcnJryaraquoHnoft AoKyrvreHTarluu coorBercrBeHHo

rpoBepKa Quncaquu MeAlaltrplHcrofi u rexnu.recrofi uHQoprvrartrHlr,

$oprraynxp MeAr{rIHHcKoro r,r3AeJrr{.tr n r. n. ) ;

AOKYMEHTUPOBAHI,IE UHQOPTTAAIIUN O HC, CUCTEMATI{3AIINfl V BEAEHLIE

frera nocrynaroqux u ornpaBJUIeMhIX coo6qenuft, o6ecueqeHr,re r{x xpaHeHr{.s,
[pocnexHBaeMocrH no MepaM, npI,IHuMaeMbrM B cBg3I{ C AaHH6IMI,T HC
(Safinu HC);

AoBeAeHile Ao pa6otHl,Ixon opraHl{3arluu, HcrroJrb3yroqr4x
Me.quqr,IHcKr4e vr34errnfl, peuenzft ro pe3yJrbraraM paccneAoBa;gikrfl HC,
VneAorranenuit, IiHbIX cne4eHufi no 6esonacHocru MeAHrIr,IHcKr,rx Hs,[erlrfi s
npeAenax r{x KoMneTeHrIur4.

flo ycuorpeHl{Io pyKoBoAlrreJlf, opraHu3arlur MoryT 6uru Ha3HaqeHhr
TaKXe orBercrBeHHble no 6esonacHocrll MeAI,Iqr{HcKIix uzgetuit B
crpyKTypHbrx roApa3AeJreHlrrx opfaHr{3arlul4. l4x o6rsaHHocrz
pefJlaMeHTrlpylorct pe[reHl{eM pyKoBoAlrreJr.f, opraHr{3arlr{H B rrpeAeJrax
o6ssaHHocrefi YnolnouoqeHHoro.

IropnAorc Aeficreufi nprr BosHHKHoBeHuu ne6.naro[prrffTHoro

4.2.1. flpn Bo3HHKHoBeHur4HC e opraHr43arrlrlr 3ApaBooxpaHeHgrr:
He3aMeAJIUTeJIbHO AoBOA'TC.S MeAI,IqLIHcKLIM IIepcOHtuIOM,

rIpI{MeHtBrIrHM MeAHqI,IHcKoe u3AeJrHe npr{ Bo3HtrKHoBeHr,rn HC, Ao cBeAeHr,rt
YuonnouorreHHoro opraHl,Baqr{r4;

rrpl4MeHf,eMbrM B

MeAr{rlraHcxofi u
(rapra narlr4eHra,

4.2.
co6rrrrlq
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B TeqeHI,Ie pa6oqefi cueHrr cBeAeHr{r o HC BHocrrcr MeAr,rqr,rHcKlrM
IepCOHUUIOM, tIpIiIMeH{BIIIIftM M9AI,IqI,IHCKO€ H3A€JII{e nplll BO3HI,IKHOB€HI{H HC, n
coorBercrnyrolqufi pa3Aen Qoprvrympa MeAHrIr,rHcKoro Lr3AeJrr,ur (upn ero
Halnuura) rI, rlo Bo3MoxHocrrl, Ilprr B3al,rruo4eftcrnuu c VnorHoMoqeHHbIM - B

I4sneuleuue (flpunoxeHrae) ;

nocJle 3anoJIHeHI{{ Zsneulenue He3aMeAnr{TeJrbHo nepeAaerct
VnolHouoqeHHoMy opraHu3arlur{ AJrr gamnefiurux Aeficrenfi (cnr. n,4.2.3);

4.2.2. flpra nosxl{KHoBeHl4rz HC BHe MeAr{qnHcrofi opraH}rsarl}rr4 trpr4
caMocTosTeJIbHoM IIpHMeHeHULT MeALTIIIIHCKO| O I43AeJrr4ff :

JrHrIo, [pr,rMerurBrrree MeAHrIHHcKoe r{3AeJrHe (aalee - nonrsonarenr)
MeAr4uHHcxofiMoxer caMocroflTeJrbHo obparnrucr K VnolHouorreHHoMy

opraHl{3allvlvt, B roropofi o6crryxunaercf, nonb3oBarelr, uro6rr coo6rqr.rrb o
HC, cnrsaHHbrM c npHMeHeHr{eM MeAr,rrlr{HcKoro v31errus;

B cn)rqae, ecJII'I no [pI4qI4He npI{r{I4HeHI'It BpeAa 3AopoBbK)
rIoJIb3oBareJIb o6parulca 3a MeAurlnscxofi [oMorrlbro, I4:neuleHue co cJroB
rloJlb3oBareJlf, 3anoJluterc.s MeAr,rquHcKr4M pa6orurarcoM, oKul3aBrrIHM rroMolrlb
noJIb3oBareJIIo, n [epeAaetcs VuorHoMoqeHHo]ry MeAr4rlr{Hcxofi opraHl{3atl1fr,
corpyAHI,IKoM xoropoft f,BJUIerct AaHnrrfi MeAr,rrlr4Hcrnfi pa6orHur, Aqrfl.

Aarruefiurx Aeficrnnft (cu. n.4.2.3).

4.2.3. [eficrrlut yroJrHoMorreHHoro uo 6esonacHocrrr
flpn nonyreHr4u or MeAI{IIHHcKt4x pa6ornnrcoB r{JrH r,rHAr,rBr4Aya;rbHbrx

rloJlb3oBareleft ceeAelmfi o Bo3HLtKHoBeHr,rH HC rlpu ucnonb3oBa1vru
MeAI{III,IHcKoro r43Aelrkrfl. (ns4elufi) YnonuoNaoqeHHHfi o6ssaH HeMeAJreHHo
coo6qurr o HC pyKoBoAI,ITeJIIo opraHr,tsarluu u B coorBercrBr.rg c ero
peIueHI{eM npl{H.ttrb Mephl K coxpaHeHr{ro AoK€Barelrsofi 6asu, 14cxoAr E3
creneHld rtxecrl,I [ocJleAcrnrafi HC, AoKyMeHTr{poBaHLrro codrrrnl, a rarcKe
AOBeAeHr,rrc nusoprraaquu o HC Ao opfaHa rocyAapcrBeHHofo KoH,rpont
(Poce4paaHa4eopa).

1)

B
CoxpaHenlre AoK€Barelrsofi 6a:u HC

cJrrrae npuqr,rHeHr{rr BpeAa xr{3Hr{, 3AopoBbrc lpaxAaH, B TOM rIHCJre

MeA[rIrIHcKux pa6otuuxon, lx6o HurL,'rrufl ylpo3br [prrr,rHeHnr raKoro BpeAa,
cBt3aHHofi c upnueHeHneM MeAI{III{HcKoro H31eril4fl, HaAnexr{T HeMeAJreHHo
rIpI,IH.flTb Mepbl rlo npeKpallleHlrro HcnoJrb3oBauufl. AaHHoro r,r3Aen[fl (rar4enufi)
z o6ecne'reHl{Io coxpaHeHufl. vslLelrtts. AJrf, ocyuecrBJreHr,r fl, rrpv neo6xo4uMocrg
B ycTaHoBJIeHHOM nOptAKe AOCTyna K rlt3AeJrvro .qoJrxHocrHbx nnq opraHa
rocyAapcrBeHHoro KoHTpont l{nr{ gKclepruofi opfaHr,r3arlnn Nffi HccJreAoBaHLrfl
r4s Aerrnfl n lrE or6opa o6pasqon.

2) fioryuenrr4poBaHrire uHSoprvraqlrrr o HC
.{orynaenrilpoBaHl{e un0 oprra ar\Hu o ne6raronpnrrHoM co6rnuu cocror{T

B OTpaxeHr,ru MeAr,rqr,rHcKr,rMr4 pa6orHr,rrauu o6rexrusHHx AaHHbrx o
Me.ququHcKLIx acneKTax co6rtrns (Hanpuvep, [arILreHTe, MeAr.rqr,rHcKktx
floKa3aHHtx, npI4tII,IHeHHoM BpeAe, cocrorHnr{ naqneHra) n MeAr{r{rlHcrofi
AoKyMeHTarIvLr (Haupzuep, B KaproqKe narlr{eHTa) u rexHr4rrecKr4x acneKTgx
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co6hITI'Ifl (nonpexgeHl{e, Hapy[IeHr,re SyurquoHr,rpoBaHr,rf,, HenpaBr.rJr6H6re
uoKuBaHr.rx n r.n.) B sKcrrlyararluoHHofi 4OXyrr,reHrar{Hr,r (Qoprraymp, xypH€ur r,r
trp.), a raKx(e B 3a[oJrHeHr,rr4 YnolnouorreHHbrM Ha ocHoBe sTAX AaHHbrX
Qopnau Hsneqeuur o HC (crnr. n.4.3) c upuBrerreHr,reM MeAurrrrHcKgx
pa6ornnrcon, coo6rqr{Brrrux o HC.

I4sneuleHne [ocJle 3arIoJIHeHI{t rloArlucblBaerct YnorHorvtorreHHbrM n
pyKoBoAI'ITeJIeM opraHl{3auJln v coxpaHrercr B Qafine HC B opraHu3arlrrrd
3ApaBooxp aHeH.ufl, rIoA rlpt4 cBoeHHbrM eMy BHyrpeHHnM u4euru$nKarluoHHbrM
HOMepOM OpraHil3arlr4r,r.

3) I,IHQoprr,rr,rpoBaHr{eorpor43orrregruervrHC
Coo6uesue o ne6laronpl4trHoM co6rrruu He rBJrrercfl nprlsHaHrireM

I{3TOTOBHT€JI€M, [OJIb3OBaT€JI9M UILU IA\UeHTOM OTBSTCTBeHHOCTI{ ra Aagnufi
HHTIHAeHT I{ ero BO3MOXHbTe rrocJIeAcTBrU.

cneAeuns o HC AoJrxHbr 6rrrr nepeAaHbr n pocsgpaBHaA3op B cpoKn,
yK€BaHHbre B n.4.4. flpu 3ToM <<Heue4reHHo) o3Harraer, qro coo6rqeHue
AoJrxHo 6urs nepeAaHo KaK ToJIbKo Bo3Mo)KHo, B MaKcI4M€uIbHo KoporKr,re
cpoKr{.

B raqecree o6qero rrpI{HIIurIa, B cryqae couHeunfi n Heo6xoAr{Mocrr{
coo6uleHns o co6rru4n crreAyer ryrrue coo6ulnrb, rreM ne coo6uarr.

Ilrs, uu$oprrazpoBaHlnr o HC opraHa rocyAapcrBeHHoro KoHTpoJrf,
(Pocs4parrr44sop) rpeAnorrrl.rrelrnofi Qoprraofi f,BJI'CTC' 3ANOJIHEHI{E
3JIeKTpoHnofi Sopubl Ha ocHoBaHuu H B coorBercrBr4u c AaHHhrMr{ llsneueuut
c I{cnoJIb3oBaHI4eM nepcoHtUII{3LIpoBaHHoro AocTyna B IEnQoprraaquoHnrrft
pecypc <<MoHuropunr MeAI4I{I{HcKIrx t4sAerrafi)) AWC PocegpanHaA3opa
(http://roszdravnadzor.ru/national_foreign_medprod/3194).

B cnytae orcyrcrBnrl Bo3MoxHocrrir nepcoHr,rQrirrlupoBaHHoro Aocry11a K
6ase AaHHux AI4C PocsApanHaA3opa MoxHo HarpaBr,rrb Korrurc LlsneueHvfl B

soprrae gneKTpoHHoro AoKyMeHra Ha slerrpoHHufi aApec
mdvigilance@roszdravnadzor.ru, rn6o 3aBepeHHyro Korrr,rrc ?IsneuleHras Ha
6ynaaxHoM Hocr.rreJre ro aApecy 109074, Mocrna, craeqHcruu [noulapt, 4,
crp.l.

rIPZ ISLAJTYI.c,'j,i{N AOTOBOPHbIX OIHOUEUTEfi, IIPEAYCMATPHBAIOIqHX
npeAocraBJreHr.re opraHz3arrnefi 3ApaBOOXpAHeHLrfl, nHsoprraaqun o
ne6naronplltrHblx co6rtrnsx [poa3BoAr4TeJrro, ero ynoJrgoMorreHHoMy
rrpeAcraBHTenro vnv Encrpl,r6rroropy (nocranquKy), Korrur tr4sneqenux o HC
HaIIpaBJIterct npol43BoAHTenro (ero yrIoJIHoMoqeHHoMy rrpeAcraBuremo) 4nr
paccJreAoBaHvfl, u paspa60rnra KoMnJreKca Mep rro ycrpaHeHr.rn rpgqr,rH H
nocJreAcrsrft HC.

Peuenne o Aocryne flpeAcrarurenefi [por,r3BorlrreJrr K H3AeJrHro r{Jrlr
lepeAarle I{M II3AeII}i'fl AIrfl LlccneAoBaftufl npI,IHIIMaeTcr pyKoBoAr,rTeJreM
opraHl'I3aquu 3ApaBooxpaHeHl,It c yr{eroM ueo6xo4xMocrr4 coxpaHeHr.rrr
AoK€BarenrHofi 6agu (cu. 1) ).

B cnfrae HeBo3Mox(HocrH roryqLrrb noJrlryro nHQopnaaquro o HC K
ycraHoBJreHHOMy CpOKy OTlpaBKr{ coo6rqeHnx, TeM He MeHee, peKoMeHAyercs
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Ha[paBI,ITb nepBl,IqHoe I{3BeIIIeHrle B ycranoBJreHHbre cpoKr{ (crr,r. n.4.4). B eroru
cJryrlae 6onee uo4po6uar uHQopuaqus npeAcraBrsercr B Ao[onHr4TeJrbHbrx
r{3BerrleHr,rrx o ne6narorrplrrrnou co6urnu (crra. n.4. 3 ).

4.3, (Dopuu coo6uennfi o ne6.naronpnflTHbtx co6ulrnqx
B coorBercrBrfrlr c rpe6onaHunuu (De4epanrHoro 3aKoHa Nb 323-O3

opraHI{3aIIu}I 3ApaBooxpaHeHl{r, KaK cy6rerru o6paqenux, o6xzanrr coo6rqaru
B PocsgpanHaA3op o nro6slx no6oqnrx ,{eficrslrflx, He yKa3auHbrx B

I,IHCTpyKTILIE rIO nplIMeHeHr{rO Hrrkr pyKOBOACTBe IIO 3KCIInyarAI{xId
MeAHIII'IHCKOIO Vl3AeJInfl,, HeXeJIaTeJIbHhIX peaKIILtf,X IIpII efo IIpI4MeHeHLIH,
oco6enHocrtx B3auIvroAeficrsufl MeAr.IqLrHcKr{x uzAenufi. MexAy co6ofi, $arra<
v o6crosreJrbcrBax, co3Aulrorqux yrpo3y xlr3Htr n 3AopoBbro rpaxAaH u
MeAr,rqr.rHcKlrx pa6ornnroB rrpu npr{MeHeHr{r,r H gKcnnyaraquu MlI.

@oprurofi AoKyMeHrLIpoBaHHoro coo6ulenus o He6naroupprrrHoM
co6urun, npol{3olueAlueM rIp}I npHMeHeHI{I{ MeALrrIr{HcKoro v3p.eilvfl., rBnterct
nsseqeHue. .{anHar Qopl,ra coo6qenr4fl, fiBrrflercf, yHnBepcaJrbHofi 4m Bcex
cy6rerron o6parqeHzx.

Co4epxaHne I4rneuleuur o HC u peKoMeHAar\uu uo 3arroJrHeHr,rro

rrpnBeAeHu e flpuroxenupr 1.

Coo6nleHrae o HC Mo)r(er 6rmr rpex rrrnoB:
uepBHtlHoe n3BerrleHr{e, coAepxarqee

rrpolt 3orueArueM BnepBbre ;
nocneAyroqee (AononHuremHoe)

nHQopuaqnro o HC,

r{3BerrleHHe, coAepxarqee
AOnOnHtIOqyIO I4rr4 yTorrHflrcrrtyrc uHQopr,,raqr{ro o 3aperucrpr{poBaHHou HC,
Korop€u paHee 6ura HeAocrynHa;

3aKJIIOqIITeJIbHOe H3BeIIIeHI4e,

uu$oprvraqurc o HC (saurcqnrerbHoe IiI3BeIqeHI,re Moxer 6rrrr raKxe nepBbrM
nsneuleunerra).

3arffo.IrreJlbHoe coo6Iqeuue Moxer coAep)Karr no4po6Hoe r,r3Jroxeur{e
pe3yJlbraroB (or4areuuux nocne4crsufi, coBMecrHbrx c [por{3BoAHTeJreM
paccJleAosannfr pr r.A.) no $arraM BbIflBJIeHHbIX ue6naroupr4f,THbrx co6urufi.

4.4. Cporcu coo6uleHuit o ne6laronprflTnbrx co6rnusx
B coorBercrBr4u c npI{Ka3oM MrEHucrepcrBa 3ApaBooxpaHeHzfl

Poccuficroft @e4epaquu or 20.06.2012 Ne l2H t3l uHQopuaqur o
ne6laronpntrHblx co6rrrusx rIoAne)KI{T HanpaBJreHr.rro n Poca4paBHaA3op B

TerreHue 20 lnefi.
.{aHnoe rpe6onanue flBnflercfl, o6qrau Nrfl cy6rerron o6pauleHur vr

pacnpocrpaHrerct Ha coo6rqennr o craBrrrr4x pr3BecrHbrMr4 Qarcrax HC,
Koropbre HarrpaBJurrorcf, B Br{Ae LlsnellleHr,rfi (crur. u.4.3). OAnaxo rpn
onpeAeJIeHI{I,I cpoKoB [peAocraBJreHr,rr raKVX coo6lqenzft cne4yer )rqlrrbrBarb
BaxHocrb rarofi nHQoprvraquu Nrn rrpeAyrrpexAeHnr Bo3MoxHbrx
He6naronplr;lTHblx co6rrrrafi, Koropble MoryT Bo3Hr{KHyrb r43-3a orcyrcrBr{t
gtofi rEHQopuaqvrvt, araKxe rflxecrb Bo3MoxHoro BpeAa.

co.qep)Karqee oKoHrIaTenbHyIo
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B qensx o6ecne.IeHldt 3aIIIurhI xII3HLI I{ 3AopoBbr cy6rexron o6parqe1ufl
MeAlrqr,rHcKr,D( nsgeruafi, nHooprvraquro o He6naronplrsrHbrx co6uru.rx,
npeAcTaBJrf,rolqux 3HatIHTeJIbHyro YrPo3Y, peKOMeHAyeTCs [peAcTaBJrfTb B
6oree c)Karbre cpoKr{.

Cpoxn [peAocraBJreHr{r cseAeHnft o ue6laro[p]r{THoM co6urun

B coorBercrBuu co Cramefi 96 (De4epanrHoro 3aKoHa Ng 323-@3
neo6xoglluo coo6Iqarr o nro6ux no6o.rHrx 4eficrnrux, He yKa3aHHhrx B
HHCTpyKTIUU nO [pHMeHeHr,rn ldrrvr pyKoBoAcrBe no 3KcnJryarar\uvr
Me,{uqI'IHCKOTO },'3lleIrlds., HeXeJIaTeJrbHbrx peaKrlr{rx npu ero nprlMeHeHr4r,r,
oco6enuocrflx B3avnt{oAeficrsur MeAr{qr,rHcKr4x us1erufi MexAy co6ofi, Qarra:rn o6crosreJrbcrBax, co3Aaroqnx ylpo3y xr.r3HH Lr 3AOpOBbrO fpaxAaH Lr

M €.{I4III'I HcKLrx p a6ornuro B np H rlp I{M eH e H r{!r pr sKc rr ty ar aryuu l1l'd1yI.

Yrpo:y )IC{3Hrr u 3AopoBblo Moxer rrpeAcraBJr.rrrb nro6oe uogo6Hoe
co6rttne, tBJrflrolqeect pe3yJlbraroM HeAocrarKoB vrrru HecoorBercrnrEfio
AOnyqeHHbIX B I4HCTpyKIIU'X nO sKcnnyara\vr4 vrrrr4 rlpu r4cnoJrb3oBaHvrpr
MeAI{rII,IHcKoro v's4eIrkrfl, a raKx(e oruu6xu rroJlb3oBareJlt.

4.5. .{eficrnusopraHarocyAapcrBeHnoroKoHTpoJrfl
Coruacno llonoxeru4rc o rocyAapcrBeHnoM KoHTpoJre ra o6parqeHueM

MeAnqI{HcKI{x uz4ettuit, yrBepxAeHHoMy [ocraHoBJreHlreM flpanurelbcrBa
PocctEficxofi (DeAepa\vn or 25.09.2012 J\b 970, u.13, B crrlqae 

"o}"*noBeHr{tyrpo3El ma6o npuql4HeHl{s Bpe.{a }Knsnr4,3AopoBbro rpaxAaH H MeAr{rIuHcK}rx
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Tun co6urns Cpor coo6qesus
Cepresnar yrpo3a 3AopoBrro
HaceneHlrr - nro6ofi ruu co6trlrnx,
Koropoe npr{BoAr{T r Heng6exHsnra
pHCKaM CMepTLI, Cepbe3HbIX TpaBM HJIH

cepbe3Hbrx ga6oren anuit, Koropbre
Moryr norpe6onarb cpoqHbrx Mep no
ucnpaBJleHr{ro noJloxeHrr,r

HeueAreHHo, Ho He rro3AHee2-xlnefi
co AHrr, KorAa [pou3BoAr{TeJrro cT€rJIo

H3BecrHo o co6rrrnu

Cnaepm r{nr{ cepbegnufi Bpel
3.qopoBbro (yrpoxaloulee )KLr3Hr,r

sa6oresanue ulwt rpaBMa;
Heo6parnMoe HapyrueHr.re crpoeHr.rt
unu QyHrrluu opraHr{3Ma;
Heo6xoguMocrb MeAl,rqlrHcKoro
BMeruaTeJrbCTBa AJrr [peAOTBpauIeHr,r{
Heo6paruMoro BpeAa)

HeuegreHHo, Ho He [o3AHee 10lHefi
co AHtr, KOrAa IpOI,I3BOAHTeJIIO CT€urO

u3BecrHo o co6uruu

Hnue co6urns (nce He6narorpr4rrHbre
co6rrrul, no KorophrM He rpe6yercr
coKparrleHr{r cpoKon coo6lqenufi )

B 6nraxafiuree BpeMr, Ho He [o3AHee
20 aueit co AHr, KorAa
lpor,r3BoAHTeJrro cTzrJro rr3BecTHo o
co6urnu



pa6orHnKoB opraH rocy.qapcrBeHHoro KoHTpoJrr [pnH]rMaer perrreHr{e o
rrpHocTaHoBJIeHr,rH nprrMeHeHlrf, MeAlrqr4HcKoro u3AeIrLrA.

,{onxnocrHble JII,Iqa opraHa rocyAapcrBeHHoro KoHTpoJrr ocyqecrBnrrcT
or6op o6pasqon MeAr,rqr{HcKr,rx us$enufi kr opraHr,r3yror npoBeAeHae
I4ccneAoBa]fiutrt u uctlhlTanufi o6pasrloB MeAurlr,rHcKr,rx nsAenr,rfi B opraHu3arlr,rflx
B coorBercrBur,r c 3aKoHoAareJrbcrBou PoccrEficrofi (De4epaqnu.

Konun pe3ynbraroB [poBeAeHHbrx HccneAoBar:nfi v ncnuraHnfi
MeAr{rIr{HcK}rx u:4elraft HanpaBnrrorcr [pot43BoAr4TeJrIOo6pasqoe

MeAI4III,IHCKOTO Vr34elrldfl ldILU ero ynoJIHOMOrreHHOMy npeAcTaBHTeJrIO,
rpaxAaHlIHY, rcPHAnqeCKOMy rua{Y 14 r4HAUBr4Ay€UrbHOMy rrpeArrpr4HHMaTeJrro, y
Koropbrx 6rrr Hgssr o6paseq MeAHrIHHcKoro H3AeJrr,rr.

B crryuae ycraHoBJIeHI{t Qarror u o6crosreJrbcrB, co3Aaroqux yrpo3y
xI'I3HI{, 3AopoBbrc rpa}KAaH I{ MeAr,rrIHHcKr{x pa6orHnroB rrpu upr{MeHeHvrvr u
sKclJryaTa\ur4 MeALIIIHHcKI{x ns4ennft, noATBep)KAeHHbrx pe3yJrbTaTaMr,r
rIpoBeAeHHbIX I4ccJleAonanraft H HcnblTanufi o6pauloB MeAHrIHHcKtax uzgenuit,
opraH rocyAapcrBeHHoro KoHTpoJrs npr{HprMaer Mepbr no [peAynpexAeHr4rc r.r

[peceqeHr,rro BbrrBJreHHbrx napyruenuft .

B coorsercrBrll{ c qacrblo 6 Crarrn 96 @eaepaJrbHoro 3aKoHa Ns 323-03
TaKltMlI MepaMI,I tBJItIOTCt [p]IOCTaHOBJIeHUe npr4MeHeH[fl Vrlrt/r Vr3TflTI/re Vr3

o6parqeHur raKoro MeAurlr4HcKoro vB Ae nvfl, no perueHzrc PocsgpaBHaA3opa.
Oprau rocyAapcTBeHHoro KOHTpOJIf, [pr4Hr,rMaeT perlleHr,re

soso6HosileHnu npuMeHeHI,nI MeAurIr{HcKr{x usgenufi B cryqae, ecJrr,r Qarru n
o6crosreJrbcrBa, co3Arrroqne yrpo3y xH3Hr{, 3AopoBbro rpax(AaH u
M€AI4III{HOKI{X pa6otnnroB npI4 npllMeHeHuu u eKcnJryararlur MeAr,rqr,rHcKzx
uzgenufr,, He IroATBeplKAeHhI pe3ynbraraMr,r npoBeAeHHbrx raccneAoBanufi, vr

H c nbrraH r,rfi o6p ar qoB M eALr r{r,r H c KLrx us Ae rufa.

4.6. VneAonr.nenneno6esonacHocrrrMeAurllrncKrrxpsAerufi
B IIeJIflx 3aIqI,ITbI x(H3HIit H 3AopoBbr rpaxAaH npor,r3BoAr,rreJrlr

MeAHTIT,THCKAX IlZI4eJ'iUit MOryT nnoOprraupoBarb cy6lerrrr o6panleunx
MeAUIIHHcKpIX usAeruir o HoBhrx AaHHhx u AorroJlHltreJrbHbrx Mepax rro
6egonacHocrpr MeAr{rlr{HcKr,rx usgerruit, B ToM rrr4cJre o geficrnurx
npoH3BoA Telrfl. no o6ecne.IeHLIIo 6esonacHocrr,r \ffi, a raKxe Mepax,
[pnHqrbrx B orH orue lc.uu NfuI sapy6exnbrMn p eryJrrropHbrMr{ op raHaMLr.

,{4x errx qelefi [poI43BoAHTeJIeM MoryT paccbrnarbcr yBeAoMneHrrr no
6 eg onacHo crr,r M eAr,r qr{HcKr[x us Ie nufi (.qrur e e - Vn e4oul e Hn e ).

YnegouleHl,Ie Moxer 6rtrr BbrrryqeHo He roJrbKo B cBr3H c BburBJreHI{eM
HeolaronpnrrHbrx coourrafi, Ho raKxe rrpH cJreAyroqux
o6crosreJrbcrBax:

oT3brB [poAyKrlr{u;
npeKparqeHne BbrrrycKa;
BO3BpaT l.d34errvrfl. rrpolr3BoAr{TeJrro ;

uognsnrar\ufl, v3plenvfl (nruro.rax npolpaMMHoe o6ecneveuue,
AoKyr!{eHraqraro);

Qarrax vr
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o6ugH vrgAerrvrfl., B ToM rrr{cJre B cBr3r4 c npo6neMaMr{ KaqecrBa;

AOIOJIHHTeJIbHbIX peKOMeHAaIII4f,X npOI,I3BOA]rTeJIt B OTHOTX€HT.IU

I{cnoJIb3oBaHLIc, u3AeJII,tf, (Hanprnrraep, KorAa LI3AeJII,rt yxe Her Ha pbrHKe HJrr{ He
[poI,I3BoAvrTc , Ho Bce eIIIo, Bo3MoXHo, 6yger B LIcrroJIb3oBaHHI,t, Ha[pI{Mep,
T,IMNNAHTATbI);

perrreHr{f, sapy6exnux peryn{ropHbrx opfaHoB no orpaHuqeHuro
o6paulenutlvfuI.

B cJrfrae noiD reHr,rt VneAouresuit npon3BoAurerrs. r4rru
PocsgpanHaA3opa o peryJrllpyloIr1ux (ropper<rupyroqnx r4nr4 yrrpannrlorqzx)
nos4eficrnuxx Ynonnouo.renHHfi AoBoAur uHQopuaqurc Ao cBeAeHrrt
pyKoBoAHTeJIfl OpraHU3aIII4I{. PyrOnO4UTeJreM OpfaHu3arlr{r{ npr4HuMaeTct
peIueHLIe o ueo6xoAI{MbIX AefictnHsx, a raKxe, B 3aBHcrrMocrLI or 3HarrI,IMocrI,I

uuSopnaaqnu, o Heo6xoAlrMocrr{ ee AoBeAeHr4r VnonHorraoqeHHbrM Ao
MeAI,IqI{HCKOTO [epCOHaJIa OpfaHr,r3arlr,rH 3ApaBOOXp AHSHUA, r,rcnoJrb3yrcr{ero

AaHHOe n3AeJrrre, vr34envfl, AaHHoro TI,Ina wfit aHarorHqHbre v3Ilelturfl.
flpn rpur'rr'rt4kr pelueHl{r o HeobxoAr,ruux Aeftcrsnsx pyKoBoAr{reJrb

opraHH3aIII4lI AoJIlIteH rIpI,IHI,IMarb Bo BHuMaHHe, qro onpeAeneHHhre 4eficrnrar
(rarne, Hanpr,rMep, KaK uoguSnra\us nzgenux) Moryr rrpr.rBecrr{ K

cyulecrBeHHhrM orJrr{qr,nrM uz4errns. or 3aperricrpr{poBaHHoro o6pasqa vr

gKcnJlyarapfl, TaKoro vsAennfl 6es coorBercrByrcrqnx Br{AoB ncnuraunfi,
noATBepxAilloqrx ero eQQeKTHBHocu u 6esouacHocrb, Moxer rrpeAcraBJr{Tb
yfpo3y xpr3Hl,t u 3AopoBblo lpDKAaH. Pyrono4ureJrb opraHr{3arlnn Mo)Ker
3anpocnTb Poce4panHaA3op o Bo3MoxHocrn npunflTnfl, npeAJraraeMbrx
[por{3BoAr.rTeJreM \etrtcrnuit nr{cbMoM c oossateJlbHbrM npHJroxeH}reM K TaKoMy
nucbMy VneAour envs, [por{3BoAr4Terrs..

B cJr;r.rae npuHflTLrfl perueHl{f, o6 ocyulecrBneHnrr npeAJraraeMbrx
npor43BoAureJreM Mep, Bce Aeitc'tsufl., [porr3BoAlftMble B coorBercrBl{r,I c
VseAoNareHI,IeM, AoKyMeHTl{pylorcs Arcou co ccbrJrKofi Ha VseAor\,rreHrre.

Ecrn Aeitcrr;ufl. orHoctrcf, K H3,qenulo, To e Arre neo6xoAuMo orp€Blrrb
unQopnaaqnrc o rHrre (uaIEueuoBaHr,re, MapKa, rvro4enr) 3aMeHreMhrx gJreMeHToB,

6loronn vactefi, BepcInu nporpaMMHoro o6ecue.renns 14 rtpoqux u3MeHeHr{{x,
no3BoJltloqfo oqeHurb creneHb BlrnflHufl, BHocLrMhIx l,tsNaeHenufi Ha
coorBercrBrae 3aperucrpr.rpoBaHHoMy o6pa:qy MeArarlr,rHcKoro v3pLerrvn.

B cJlfrae, ecJII{ npl{Hl,rMaeMbre Mepbr aApecoBaHbr cropoHHrlrM
opraHu3alluffnr (cepBrIcHbIM opraHH3aIIurIM, nocraBrrlr{rcau), VnolHorvro.reHHrrfi
rIpHHI4MaeT Mepbl IIO yCTaHOBJIeHT4TO KOHTaKTOB C yKa3aHHbrMr4 OpraHH3auI,rrMH

AIrfl BbIf,crIeHIaf, Bo3MoxHocrr{ Aamuefiurero npr,rMeHeHns va4enfl4fl. kr no
opraHr,I3aqnu pa6or c r43AeJrraeM r{x npeAcraBnretefi.

Eclu Aeitcrrlns. orHocflrcfl K KoHKperHoMy HC, Korruu Arcra u
Vne.qoIralenvIfl, coxpaHslorct B Qafire HC. Ise 3aBepeHHbre Korr]ru Arcra
HarlpaBnf,Iorct [poI43BoA]ITeJIIo (ero ynonHoMoqeHHoMy [peAcraBr{TeJrro) H e
opraH rocyAapcrBeHHoro KoHTpoJrr (Poc4paaHa4sop) c npr4JroxeHlreM Korrnr{
VseAor{nenrz's'
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5. Cnncolc nnreparypbl

I @egepanrHHfi saros or 21.11.2011 Ns 323-@3 (06 ocHoBax oxpaHbr
3AopoBbr rpa4,qaH s Poccnficxofi Oegepaqun>

2 flocranonJleHlae flpanurerbcrBa Poccufi cxofi @e4ep aryiatr or 25 .09 .20 | 2
Ilb 970 <06 yrnepx,{eHran floroxeHr.rr o rocyAapcrBeHHoM KoHTpoJre 3a
o6paqeHrreM MeAr4rlr.rHcKr{x HsAernfi )

3 flpzrar MuHucrepcrBa 3ApaBooxpaHeHr,rr Poccufi crofi @e4eparlr4r,r or
20.06.2012 J\b 12n <06 yrrepxAeHlrr{ llopa4ra coo6uleunr cy6rexraM}r
o6pauleHl4s MeAr.rqr{HcKr,rx uegelufi o6o scex cryr{asx Bbrfl BJreHlrfl
no6oqHHx Aeficrsufi, ne yK€BaHHbrx B nHcrpyKrlur4 rro [pr4MeHeHlrro r,rJrr,r

pyKoBoAcTBe no sKcrrJryaTa\wr MeAlrrlr{HcKoro LBAeJrr4r, o
He)KeJrareJrbHbx peaKrlr4{x npn ero npr4MeHeHuu, o6 oco6enHocrrx
B3auMo,qeficrsun MeAr.rqlrHcKr.rx us4ernia Me)r(Ay co6ofi, o Qarrax n o6
o6crosreJrbcrBax, co3Aaroqux yrpo3y xr,r3Hu r{ 3AopoBbro lpax.uaH r,r

MeAr,rquHcKr.Ix pa6oruurcoB npI,I nprrMeHeHr{H r{ 3 KCnJryaTarIHH
MeAI,IqIIHcKLIX IasAerllafi >

4 flocranosJreHue flpannrerbcrBa Po ccnfi crofi @e4ep a\Hvr or 3 0. 06. 2004
Ns 323 (" pea. nocraHoBnreHns.flpannrelbcrBa Poccuficroft (Degepa\nu
or 19.06.2012 Ns 614) (06 yrBepxAenuu floloxeHnr o @e4epanrHoft
cnyx6e no HaA3opy n c$epe 3ApaBooxpaHeHn.fi)

5 |OCT P I{CO 15225-2003 - HonaeHKrrarypa. HouenKrrarypa AaHHbrx ro
MeAr{qr,rHcKr.rM r{3Aen}rrM 4nr uusopMarlr{oHHoro o6uena

6 |OCT P l4COlTC 19218-2008 -klsaetmn MeAr{rruHcKr{e. Crpyrrypa
KoAoB BLTAoB lr npurrlrn HedlaronpusrHbrx co6rrrnft

7 |OCT P I4CO 14971-2009 -kIgrc.rrrn MeAr4rtrr4HcKr,re. llpnuenenne
MeHeAXMeHTa pLICKa K MeAHIIHHCKI4 M II3AeJII{'M

8 @e4epamHufi garcos or 27 .12.2002 J\b 1 84-O3 (O rexHr4rrecKoM
peryJrHpoBaH.vu>>

9 |OCT P I{CO 9000-2001 - CucreMbl MeHe.qxMeHra KaqecrBa. OqrosHHe
noJrolKeHus, u cnoB,apb

l0 GHTF/SG2A{57R8:2006 - FD - Medical Devices Post Market
Surveillance: Content of Field Safetv Notices

1l GHTF/SG2AI54R8:2006 - FD - Medical Devices Post Market
Surveillance: Global Guidance for Adverse Event Reporting for Medical
Devices

T2 GHTF/SG1Atr055:2009 - Definitions of the Terms Manufacturer,
Authorised Representative, Distributor and Importer

t3 MHRA D82011(01) - Reporting adverse incidents and disseminating
medical device alerts
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Ilpuroxenne n lloprArcy rpoBeAeHrfl
MoHHTopHnra 6esonacHocrlr MeArrrlrrHcKr;rx

usAernfi Aflq opraHnsarluft 3ApaBooxpaHenrrfl

Ilopngon sarroJrHeH[fl I{3BerqeH rrfl o He6Jra rorr prrfl THoM co6brrrru

(Dopnra ?IsnerqeHrrr npuBeAeHa HI,IlKe.

flors Sopuu 3arroJrHrrorct 6es coKpalrleHufi Ha pyccKoM r3hrKe

PAS6OP.TTABbIM NOTICPKOM I{JIH MAIUUHOIIHCHbIM TEKCTOM.

Bnocnuas uHQopnraqux AoJIXHa 6uru MaKcI{MEIJIIHo nonnofi,

AOCTOBepHOLT U aKTy€lJIbHOI,I.

Irln$oprvraqrnr B rroJrr, coAepxarrlue [eperrHr,r Arrfl nrr60pa, BHocrdrct

rryTeM orMerKn coorBercrByroqero rryHKTa (rrynrron) ga HcKJrIorIeHI,reM

neo6xoAnMbrx nof,cneuufi, Koropble BHoctrct nHcbMeHHo.

LllrQoprraaqnr o M?I sanoJrHrercr Ha ocHoBaHuu lrMeroulrrxcfl B Hailuquvr

AoKyMeHToB, KaK To: [acnopra, Qoptntytrflpa,
yAocroBepenns., cepnaSzrara coorBercrBllt,
rapaHrufiHoro r€uloHa I.I T.n.

fui ugeuruQuxaqnu nocrpaAaBruero (nl. lVs rocrpaAanruero) Moxer
HcnoJrb3oBarbcr CHI4IIC rrrJrr,r HoMep AoKyMeHTa, yAocroBeptrcqero nl{qHocrb
c yKa3aHr{eM BI{Aa KOAa.

[nx n4enrnQuKarlnr{ ue4pa6orHrKa (VIA. J\b rrae4pa6oruuxa) Mo)Ker

[crroJrb3oBarbcr KoA B perucrpe MeAuTII,IHcKI{x pa6oruuron, I,IHH nnu CHI4JIC
c yKa:laHueM BI{Aa KoAa.

@avrunug., nv,-fl., orqecrBo rrocTpaAaBrrrefo, rvre4padorHr,rKa vlrla
krlJ4nBv4yarrbHoro rIoJIb3oBaTeJIt,

r4IdAr[BUAy€rJrbHOrO [OJIb3OBarenf,

cooTBercrBrlrr'r c @e4epaffinuu
<<O nepcoH€ulbHbx AaHHbIb).

a Tarur(e aApec nocTpaAaBruero vlrkr
yKa3bIB€UOTCg TOJIbKO C fiX COfJraCUr B

3aKoHoM or 27.07.2006 Ne 152-O3

I44enrnQrrKaropaMlt vrcAeJftrfl, tBJltlorct ero HaI,IMeHoBaHue, MapKa,

MoAeJrb, ganoAcrcofi (cepufiHufi) HoMep ulrvr HoMep ilaprun, HoMep

rocyAapcrBeHHoro peecrpa MeAHrIr{HcKHX us4enuir (perucrparlr{oHHoro

y,4ocroBepeuur).
I,I4eHrr.rQr.rKaropaMr.r opraHu3awil (upousnoAr{TeJr{, MeAr{qr{Hcrofi urra

Qaprrlaqenru.recrofi opraHv3alluu, cepBl4cHofi opraHl{3apvLr r.g.) xnmrorcr ee

HalrMeHoBaHLre, rcpr,rAruecrrEfi aApec, roA I4HH nnn O|PH (c yxasaHueM BuAa

xo4a).
KoHrarrnbre AaHHbre AoJDKHrT coAepxarr reneQoH, aApec srerrpoHHofi

rroqrbl, @auurnro, vrMfl, orqecrBo KoHTaKTHoro JIIitIIa, tro3BoJltloulne npla

ueo6xoArEMocrl,I o6ecue.Inrb IroJrfreHl{e AonoJIHI{TeJrbHhrx cseAeHufi o HC.

Korruu perucTparlHoHHofo
pyKoBoAcTBa [oJIb3oBaTeJrr,
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Muuuualrnnfi o6reu AaHHbIx s coo6qeHrar{ o HC onpe4eJreH rrpnKa3oM

MnnucrepcrBa 3ApaBooxpaHeHnr Poccuficxofi @egepaquu or 20.06.2012
Nr l2u [3]:

l) cne4eunr o cy6rerre o6parrleHufl MeAr{ur4HcKr,rx us4elrEfi:
a) uoluoe HalrMeHoBaHr,re r{ opraH[r3arlrloHHo-rrpaBoBzur Qopnaa, aApec

MecToHaxo)r(AeHl4t - AJI' IOpHAUTTeCKLTX nHq;

6) $auurux, r4Mfl, ,t orrlecrBo (nocne4nee npu nanuuran), aApec
MecroxI,ITeJIbcrBa - AIrfl Qu:uuecxl{x JII{q, B ToM rIIfrcJIe vHAI{BLrAyaJrbHbIx

rrp eAnp r{Hr,ruarer e fi ;

n) Horraep KoHTaKTHoro rereQoHa;
r) aApec eJreKTpoHHofi uo.rrrr (npu uwmuuu);
2) nauueHoBaHr{e MeAr,rrlr4HcKoro vrsAelrLrfl, B orHorreHr,ru Koroporo

BbrrBJreHbr HC, c yKa3aHueM 3aBoAcKoro HoMepa;

3 ) naurr,reuoBaHr,re npor,r3BoA ur eilfl, MeA[rIuHcKoro n3 Ae rfi4fl;

4) onucauue HC (n o6reue r{Merou$rxcs Ha MoMeHr coo6uleHns
cne4eHrafi).

B cJr1nrae neo6xoAlrMocrlr cBeAeHHt, Kacaroqr4ecfl, HC, MoryT 6utr
rrpnBeAeHbr KaK npr,rJroxeHue K Irlsne[IeHnrc. B groM cryqae B [paBoM BepxHeM

yrJry Ha Jrr.rcTe npr.rJro)KeHuf, yKa3blBaeTct perrrcTpaquouHrrft HoMep v AaTa
coo6uleHraq o HC.
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M O H 14TO P t4 H r 6 E3 O nAC H OCT[4 M EAr4 qh H C RUX IiBAE nnil

tI3BEITIEHITE
o He6naronpuflTHoM co6HTnrr (nHqngenre),

cBg3aHHOM C npHMeHeHneM MeAI|UITHCKOTO H3AenI|C T-l|--] t-tt--t t--lt--lT-il--]
LJL-J.LILI.LJLJLJL--I

.{ara npnurrar x pery n A}{C

HsroqH[x nHQopMaqrr
! npon:no4nrelr (npeacrannrenr)
! gncrpu6uorop (nocraBu[,rK)
! ue.{uqnHcKas opraHrcarlufl
! ceprucnar opraHu3arlt,rt
! crpaxorar opraHr.Balplt

! ue.wunscxufi cneqnarucr
! naqueur
! nnArrulyalrnuil nolrgoBareJlb
! peryarropnuil orpan
I ulroe (yrararr):

Hcxoa
! cueprr
! yrpara rpy.uocnoco6Hocru
n nrtr4opoueHue c nocJleAcrBr,rflMr,r

! cocrorsue 6eg uguenennft
! yrryuueune cocrornllrl
! rusgoponreHr{e 6es nocreAcrsHfi
! nenprnaenruo
! xengsectHo
n nlroe (yxagarr):

BUA coo6ulesun
I nepnrvnoe
I nocleayrouee
I gaurrcqrtremxoe

Houep npeau.ryuero rcBeuleHllt
(arr scex rporrre nepnurnoro)

Onucanue co6brr[s: I[.rt.nf,ln
.{ara co6urr.u

Haenrn0uxauroHnuft norrrep HC

(nryrpennrfi e opraruraqru)

Ilocrpa4auuufi:
! naqneHrHaAoMy
n au6yratopssrfi naquenr
! crauronapnuft naquenr
! naeluquncxufi uepcona;t
! nocerrrelr
! rexnnqecrufi nepcoual
! UHA[sr.rAyanurrft nonrsoBareJlb
! usoe (yra:arr):

llpnvnnennufi npe4:
! cueprr
! yrpoxarouee xI{3Hu rlopaxeHl{e
! neycrpaurmufi npeg 3AopoBblo
I rpe6yerca BMerIIareJIbcrBo
! ueo6xoAnrvrocrb rocrrl{Ttulrl3aqnl.t
! napyneune Aeecnoco6Hocrl{
! uapyueune ruoAa, cMeprb nnoAa
! nnoe (yxasarr)

Mecro co6cmlls:
I n opranr.rraqln 3ApaBooxpaHeHut
I naAouy
! unoe (yrasarr):

Hapyuenue pa6oru n3Aefl lrc
I Hapyruenue $yurwrounpoBaHr.rt
! HeropperrHbre noKa3aHr.rt

n nuoe (yrararr):
! orcyrcrnyer! orcyrcrsyer D orcyrcrByer

.[ansue o6 urAeflnlr:

Harmenonagne MertrulncKoro H3reJtrrg

Iloctaaurrx (OKflO, uauueHoraure)

KoA ellaa ll3aeltut
N HBMH/ N GMDN

Houep rocpeecrpa MH (N PY)

K.nacc p[crca u3Aelrnc
!1 J2a a26 !3

3asoacrofi (cepuftnuft) novep /
Houep napun

rr.nf,.nntn
.(ma nr,Inycra

!n.nr.!n[[
,{ara npro6pcreHur

!!.n[.!nIn
,{ara ucre,reuur cpora rcAHocrH

CosMecrHo HcnoJrb3yeMbre tl3aenrrt (ecrn npunrennuo):

Mapra, Moaelb rl3ae.trfifl

Hraeurapxuil uouepBepcna nporpauMHoro npoayKra

Pecypc (ecnn npnuennuo)Cpor cr5ax6n

nn.n!.![!n
Aara noclersero r.rcnoJrb3oBaHut

!!.nn.![nl
.{ara uun,ranraqu

!!.![.!!n!
.(ara nocneanero o6clyxuraunr

| flanuoe r.r3aeJrr,re nc[oJrb3oBrrJrocb paHee

fl HgAerure o4norparHoro npHMeHeHHrI

fl Hsaerue r{cnoJrb3oBaJrocb caMocroflTeJrbHo

D HrunnanrnpyeMoe rtAenue

Texyuee MeqronoJroxeHu e ugaerus

OpraHnraqur, ocyqecrBnqrculat rexH[qecKoe odclyxnnaHne

Hencnpannocrn, BbrqBreHHbre nptl o6c.nyxuaaHuu:

O6uar napa6mra sa uouesr HC

[[.!n.n!!!
.{ara 4enunlaHraqrr

IlpnrnHa odclyxnnauur
! manoeoe TO
! uencnpannocrr
! uuoe (yxasaru):

N aoronopa Ha o6cnlaxusaHne

crp.7rc2

.{ocrynnocrr rl:Aennfl ,4llr HccJreaoBaHnfl



M O H l,f TO P 14 H r 5 E3O nAC H OCTl,l M EA 14 Ll 14 H C RVX VB AEnVn

Houep rcneueurr o HC s AllC

IlsneueHue o He6naronpuqrHoM co6brrrrn (unuH.qeHre)

(npoaonxeHue)

Opranusauun
3ApaBOOXpaHeHI|fl:

Ko.u OKIIO

Hanueuonanne opmurcawn 3.qpaBooxpaHeHrrt HHAeKc, aapec ropHAr'r.recKnfi

HauueHosaxue qpyKrypHoro [o,qpa3AeneH[t Oucnaqecxnil aapec pacnonoxeH[fl noap&3aeneHrt

Koa OK<DC TereQou, Qaxc 3rerrponnar norra Aapec caltra

OHO YnonHorr,roqeHHoro uo 6egonacHocrrl Aorxuoqts VnolsouoqesHoro no 6e3onacHocrn

Ilocrpagaaurufi:
OHO nocrpaaasuero Agpec /,qorxnocrb nocrpaaaBurero

ll,q. N nocrpa,qaBrxero ,I[nanros nepe.[ Hacrynnenueu co6rnur

CocrorHne ncpca Hacrynnenueu co6rmu

!M/DX
flor, norpacr (nonHblx ncr) Ousfiqecrfi e oco6eHHocrn nocrpaaaBuero Ilporrnonorasanm

nomsoearenu:

Ha. N no$gosar€rr .{orxHocrr / a.qpcc flonb3oBarert

BUA nortrosareJtfl:
ll ueAuunncxufi cneunarr.rcr
! cnaerxa
! rurgurngyaruHbrfi noJlteoeareJlt
E rexxuqecrnft flepcoHar
L1 orcyrcrnyer
! uHoe (yra:an):

OHO nomsosar€m

Korrrarnrue aaHHbre norb3oBar€Jlt

[ponrnoanrenu:

-

uTpaHa nporl3Bo.ul{T€nt

Ilpegcranurem s PO:

HalrvenosaHne npor,lsBoal{T€lt Huaerc, aapec

Tener[on, rfaxc 9rerrponuar noura AApec carra

Hanuenonaune oprauu3atuu-npeacraBrrent I,IH.ueKc, alpeo

KoaOKIIO TereQou, Qaxc 3lerrpoHHar noq'ra AApec calfm

OHO YnonuouoqeHgoro no 6esonacHocrx .[orxsogrs YnolnouoqeHnoro no 6esonacnoqm

N grqcra no 6Elonacnocrfi

n!.r!.nlnl
llara oncra no deronacHocrlr

no rofi xe nprqlHe c ralfltMlt

xc r3aeJt[tMH

3arcllro.reHue
I|o 6BonacHocrn

Kelr srrAaHo
3aICnrcqeHI|e:

llpegnpnHnMaeubre Aefi crBrrs :

I orgHs MH
I rocctaHosrex[e
!3aMeHa
! ngueseHr.re B Maprr{poBKe
n uguenenue B pyKoBoAcrBe

I yae4orureHne
I r.rccre.{osaH[e
tr sa6rrc.qerure narIHeHTa

tr uoAn0nrauur/Hacrpofi ra
tr yrmnraqnr
! ue rpe6yercr
! nHoe

Kouy aapecoBaHbr Mepbr:
! ue.u.ruuncxrafi cfl e ur.ralr.rcr

! [HAusr.rAyaflbHbrtr rroJlb3oBareJrb

n cepnncnaa opraHr,Barlnt
D nocranuux
I unoe (yrararr):

Horvrepa H3BeqeHnfi
s AHC PoegparuaA3opa, Ha Koropbre

paclpocrpaHrrorc{ Aefi crBr{r :

Coo6Iuusurlrfi o HC:
! Ynoluouoqenuufi npoasa.

! VnorsouoqeHnufi 03
! I4noe:

OHO coodurnsurero o HC ,{,olxHocrs coodutusuero o HC

TeaeQon, Qaxc

crp.2rc2

9rerrpoHuar noqra Jlxqsar nornucr


