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Ha Ne

VaaNaeNtri Mnxaun

,{enapraveHr JreKapcrBeHHoro o6ecneqeHut }r peryJMpoBalrnf, o6pan{eH[t
MeaHur.rHcKHX lrsAerri Munr.qpaea Poccnu no pe3ynbraraM paccMorpeHltr Baurero
o6paulenur o npnr(a3e MnHncrepcrna 3ApaBooxpaHeuus Poccttficrofi @eAepauur.r

or 15.08,2012 Ne 89H "06 yrBepxAeH[n noptAKa npoBeaeHut ucnu,auufi B qeJltx

yrBepxAeHar rr{na cpe,[crB H3Mepenl,ffi, a raKxe nepeqnt MeAL{IIHItcKr,ix nzgenufi,
otfiocsrllD(cr K cpeacrBaM n:mepeHnfi a clfepe rocyaapcrBeuHoro peryJrnpoBaH[ff

o6ecneqeHnq e.qr4HcrBa r:ttepennfi, B orHoueHuu Koropblx npoBoAtrct rcnblTaHnt
B rlerux yTBepxAeHur rr4na cpeAcrB rzsvepeuufi> coo6ulaer creAylouee.

Cornacno [oJroxeHlrtM Oegeparsxoro 3aKoHa or 21.11.2011

Ns 323-@3 <06 ocHoeax oxpanbt 3aopoBbt rpaxraH s Poecrftcrofi OeAepaq[rd))

(aanee - @e.qepa*aufi 3aKoH or 21.11.2011 Ne 323-(D3) H nocraHoBrlesu!
flpaotterucrna Poccuficxoi Oe4epaqan or 19.06.2012 Ne 608 (06 yrBepxAeHHH

floroxeHu-q o Mrzuucrepctse 3ApaBooxpaHeHxt Poccafict<ofi @e.qepaqun>

MuHrcrepcrro 3ApaBooxpaHenur Poccnficxofi @eAepauu qBtterct Qe4epalrnur.,l
opraHoM ucnonHureJlLHofi uac'ru, ocyuecrBJltlouruM QyHI(uI4n no nupa6otre

peanu3a\nLl nocy.{apcTBeHHo14 NOJIl,ITI,IKH HOpMaTHBHO-npaBoBoMy

perynupoBaHvlo B c$epe o6paqenur MeAlluttHct<I{x uzrenuir.
Mruuctepcrno 3apaBooxpaHesnr Poccltficxofi Oeaepaurau He yllonHoMoqeHo

AaBaTb pa3btcHeHnr no BonpocaM oTHeceHut TexHI{qecKI,lx cpeAcTB,

npeAHa3HaqeHHblx AJrr u:uepeuufi, K cpeAcrBaM uauepeuufi, B cBt3td c rteM

npeAcraBnreM n03r4rlr{rc MrHs,qpasa Pocctttt no BoflpocaM orHeceHI4t Me.[xqI4HcKHx

usAenuia K cpeAcrBaM urr'aepeHufi s cQepe rocyrapcrBeHHoro peryJMPoBaHI4t

obec[eqeHr.rf, eAfi HcrBa u:uepeuuir.
B coorsercrnari c r.racrblo I crarru 38 @eaepanrnoro 3aKoua or 21.11.2011
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c Apyrr,rMrr npl,IHaanexHoctlt" .t, Heo6xo,quMbrMH AJUI npHMeHeHnt yKa3aHHblx

ulgenuit no Ha3HatreHurc, BKJrrcqar cneu14aJrbHoe nporpaMMHoe o6ecnevexne,
L npeAHa3HaqeHHbre npor,r3BoahrereM Arr npoQrnaarrrKr,r, AtarnocrriKu, reqeHnt
H MeauunHcKofi pea6ururaqlH sa6oresaHui, voHuropnura cocrorHnr opraH[3Ma
qeJIoBeKa, npoBeAeHr,rt MeA UHHcKHx HccneaoBaHHf, BoccraHoBreHr,rr, 3aMeuleHnr,
H3MeHeHr.n aHaroMr.rqecKoft crpyrryplr nlu Qu:uoronr4t{ecKnx <}yHxqnfi opmHH3Ma,
flpe.qorBparqeHrr ulr npepbrBaH[r 6epevenuocru, QyrxqnorarbHoe Ha3HaqeHr.re

KOTOpbTX He peanr,r3yeTcr nyTeM QapMaKoJIoFl,rtrecKoFo, HMMyHonorHqecKoro,
reger[qecKoro nnu nera6o.n uqecKoro Bo3refrcrBnt Ha opraHH3M qeJIoBeKa.

Corracso aaHsoi Qopruyrr.rposre, coorBercrByrourefi MexayHapoaHoMy
onpeAeneHr4lo Mer[u]rHcKr4x uz4ennit, BbrnoJIHeHre n:uepeuri, KaK npaBHJIo,

He rBrrercr ocHoBHblM QyuxuuoHalrubrM Ha3HaqeHHeM MeAHLu4HcKrrx u34ennil.
B coorsercrsgtt c ocHoBHbtMI,t noHtrl.ttMlt, npIrBeAeHHbIMLt B crarue 2

(DegeparrHoro 3aKoHa or 26.06.2008 Ne 102-<D3 <06 o6ecne'reHu eAHHcrBa

lr3MepeHr{fi) (aa:ree - @eseparsnrrfi 3aKoH or 26.06.2008 Ne 102-03) MeA}luHHcKue

vg4erut, Koropbre Haprly c ocHoBnbrMH Qyuxuurun BLlnorHtror u3MeplirerbHHe
tfynruru, onpe,ueJrrlorcr KaK TexHHqecKHe cl4creMbr n ycrpofictna
c n3MepuTeJrbHbrMr.r qyHKI{HtM14.

CorracHo \acru 4 crarura 38 @eaepa.nsuoro 3aKoHa or 2l .ll.2011 Ne 323-03
Ha reppr.rropnu Poccnftcxofi Oegepaunn pa3peuaerct o6paureHt{e Me.qfluuHcrl'tx

uz1enuil,3aperncrpr4poBaHHstx MnHsnpaaou Poccnr.r B noptaKe, yrBepxreHnoM
nocrarloBjleHr'Ieu flpawrre.nucrsa PoccHftcrofi OeaepaqNN ot 27 '12'2012 },l! 1416

<06 yraepxgeura flpaenn rocyAapcrBeHHoi perucrpaqrall MeaIdquHcKI'Ix ur.[elnfi>
(aaree - [Ipanrana).

Comacno qacru 5 llpanr.rn rocyAapcrBeHHat perucrpauuff MeAIIITHHcKHx

ng.qelnfi npoBoAt4Tct Ha ocHoBaHHr4 pe3ynbraToB TexHI{qecKHX uCnSIranrfi,
ToKcHKororuqecKI,tx llccJleAosau rafi, KJrHHuqecKHx ucnutauufr, npeAcraBntloull'lx
co6ofi Sopr',trr oueHKlr coorBercrBl,tt MeallurjHcKt4x A3aer.vit c yqeroM

xnaccHQurauuH B 3aBHct4MocTH oT noTeHIlI4aJIsHOrO pHcKa nX [pnMeHeHl,ltl,

r,r sKcneprn3br Kar{ecrBa, eQ$exrltauocrH H 6esonacHocra MeA[q]'IHcKI-rx H3Aetui,
a raKxe ncnsrraunfi B uertx yrBepxaeHl4q rl'Ina cpe.ucrB I'I3MepeHHfr

(r orHoureunn Me,qr4uuHcKAx u3aenufi,, orHoctltutlxct K cpeAcrBaM nrruepenuft

a cSepe rocyaapcrBeHHoro peryntrpoaaHun o6ecner{eHHt eAnncrna uruepenufi,
nepeqeHb r(oropbtx yrBepxAaerct MuuncrepcraoM 3apaBooxpaHeHHq PoccHfi cxofi
<Deaepaunu).

c nonoxeHr4rMr4 qacrn 8 crarsu 38 @eaepa.nrnoro 3aKoHa

323-<D3 H npul(a3oM Muuucrepcrna 3apaBooxpaHeHHt

nH o'r 15.08.20 l2 Ns 89H "06 yrsepxAeHn,t noptAKa

ncnstrauufi B qenrx yrBepxAeHHt rHna cpeacrB H3MepeHufr, a raKxe
nepeqHr MeAHur.rHcxr.rx ut!,etuil, orHocttuuxct K cpeacrBaM urvepeunE B cQepe

rocyaapcrBeHHoro perynnpoBaHur o6ecneqeHr,tr eauHcrBa 
'r3MepeH[fr,

B OTHOTUeHHH KOTOpbIX npOBOATTCt l4cnblraHfit B ueJltx yrBepxAeHut TI{na cpe.[cTB

nauepennir> (perracrpauHr Musrocra PoccNt-r or 25.1,2.2072 No 26328) (,qanee -
npuKa3 MHHrgpana Poccttn or 15.08.2012 Ns 89n), no couacoBaHulo



J

c MHHnpoMToproM Pocclltl, yrBepx.qeH nepeqeHb MeanrlrHcKrlx ntgeanir,
noAnexaulr4x orHeceHrrro K cpeAcrBaM u:uepennfi n c$epe rocyaapcrBeHHoro
perynHpoBaHHR o6ecneqes nr eAHHcrBa urvepeHu [.

flepeveur Me.unqrHcKl4x utaenuit, orHocrurnxcr K cpeAcrBaM nrrr,lepeuuft
B cQepe rocyaapcrBeHHoro perynnpoBaHr4r o6ecneqexnq eAr.rHcrBa r:uepeHr.rft,
yrBepxaesHbrfi npura:ou MaHtgpaaa Poccau or 15.08.2012 Nc 89H, [oAroroBreH
c yqeroM llnponofi npaKTHKH, B ToM
MexAyHapoaHblx aoKyMeHToB :

r{Hcre noloxesr,ri cneAyrcqax

-AoKyMeHTa Bcerrupuofi OpraHn:aqtr.r 3Apaeooxpanenraq (MeIuqHHcKHe
H3AeJrHr. Pery.nxporaHue. O6:op uupoaolr npaKrltxl4 H pyl(oBoArull,re flprlHufinbl));

-ar4peKrr4Bbl Cosera Enponur 90/3 85/EEC <06 axrlrnnsx HMnraHrripyeMbrx
Me,qFul.rHcKltx t43aent{rx )) ;

-AnpeKrr.rB6r Coaera Esponul 93 I 421EEC <O ueAl.runscrcfi x H3rerlux));
-rupeKrxBbr Cosera Esponur 98179 IEEC <O ue4nquncKr4x r43AeJlt4.lx

rJIr .quarHocrHru in vitro";
-AHpeKrLrBhr Erponeficroro flapraueura H Cosera Erponrr 2004/22lEC

<O opegcrnax u:rraepenrai> ;
-AoI(yMeHTa Kounccru Erponeicroro Coro:a MEDDEV 2.115

vcTaHaBJIHBalolUefo<Me4nqrucxl.re r,r3AeJrr{fl c r.rlrepure.nuofi tfynrcqraefi>,
pyKoBoAturue npr,rHunnbr, KacarcruHXcr npHMeHeHur .{nperrua Eeponeftcroro
Corc:a 90/385/EEC ra 93/42/EEC:

-AoKyMeHToB MexaynapoAHbrx opraunraurfi no MerpoJrorrln
(Mex4yHapo.qnofi Opranr.r:aunu 3axonoAare.nrsofi Merpolornn
a Mexgynapo4uoro 6ropo Mep u Becoa), qJreHoM Koropbrx rBJlsercr Pocojficrac
Oeaepaur.rr;

-AoKyMeHra Bcer'rupxofi Toproaofi
no rexHuqecKr.ru 6aprepau B ToproBne);

OoraHnsauura <Corraurenne

-craHAaproB Mex.[yHapoAHblx opfaHri3aqui( no craHAapru3aur4u l4co 0so)

C yrerorra noloxegrafi yKa3aHH6'rx .{oKyMelrroB, coBpeM€HHbre uuQpoBbre
aBTOMaTHT{eCKUe }l aBTOMaTU3l.ipOBaHHbre MeAUr.U4HCKr,re Vla4errl/^fl CO CneqIaIbHbIM
3aKpbrrblM nporpaMMHbrM o6ecne.reHueM, raKne KaK unrcy6aropsr Art
HoBopox(AeHHbrx, aHzurn3aropbr Anr xruuuqecr<oft .rra6oparopnoi AuarHocrl.rKu
in vitro, MoHuropbr naLIHeHTa, MoHHTopbr AbrxareJrbHbx QyHxqfifi H AblxarerbHllx
ra3oBbrx cvecefi HapKo3Ho-AblxareJrbHbrx annaparoB, 3JreKTpoKapAnorpaQrr,
nynbcoKcHMerpbl H Ap.: B nepeqeHb MeArautlHcKr,rx HsAejrfifr, orHocru{lrxcn
K CpeacTBaM n:r'aepeHnfi n cQepe rocyaapcrBeHHorc peryrupogaHnr o6ecne.{ex[r
eAnHcrBa r.r:uepeuufi, yreepxaeHHsrfi npHKa3oM MnHr4pasa Poco.rN or 15.08.2012
N 89u, He BKrloqeHbl r., npn focyAapcrBeHHofi perNc'rpaqHH He noAlrexar
ncnbrraHutM B ue;rrx yrBepxAeHr.rr runa cpeAcrB l43MepeHHfr.

Karne-ml6o nHble HopMarHBHbre npaBoBbre aKTbr, ycraHaBnr{B€lrotrIne

nepegeHr, MeAnrlr4gcKlrx r:rensfi, oruocrutnxcr K cpercrBaM u:vepeHni s c$epe

n M3K (lEC), vneuor',r Koropblx rBrrrercs Poccrficrcar Oe4epaqlrn.

rocyAapcrBeHHoro pefyn poBaHns o6ecne.{eHr.rr
OTCVTCTBVIOT.

eAHHCTBa lt3MepeHHr,t,



O6paulaerlt BHHMaHHe, qro corJracHo noJroxeHurM cratn 38 Oe.uepaaworo
3aKoHa or 2l.ll.20l lNe 323-03 n npnKa3a Muns.qpana Poccr.rur or 15.08.2012
l\! 89H Boflpocbt npuHrrHr B orHoueHru Me.{LturiHcKrlx n3.ueJll4fi peureHrfi
o npoBeaeHau scnsnanul B ue;rrx yrBepxAeHr,rr rrina cpeacrB lnuepeunft
r.r o6 yrnepx4eHr.ru THna cpercrB uevepeuui He orHocrrcr K KoMnereHunr4 oprauoB
ynpaBreHr4r 3ApaBooxpanenuev cy6terroa Poccuftcrcoi @eaepauaH, a raxxe
lopuAr{qecKux r.t $ulauecr<nx JlHu, B ToM r{ r.tcne MerauHucrux oprauuraunfi.

Comacso no;roxeHurM qacru 5 crarrn 5 <Degepa,rruoro
or 26.06.2008 N! 102-03 <06 o6ecneqeHur.r eAnncrBa arr'lepenui>
(Degepa-rrrr.rrrfi 3aKoH or 26.06.2008 Ns 102-(D3) Mux:4pan

3aKOHa

(aaree -
Poccnu

no corracoBaHao c MnmpoMToproM Poccru onpe.uerrer s3MepeHnr, orHoccu1uect
x c$epe nocyAapcrBeHHoro peryrnposaHns o6ecneqeHur eAuHcrea nruepenrfi,
Koropbte BbrnorHrrorct npu ocyurecrBJreHnr,r .qerreJrbHocrH s o6racru
3.qpaBooxpaHetu^, u ycraHaBJruBaer K HhM o6lgaremHue MerporofuqecKne
rpe6onanu-r, B ToM r{Hcre noKa3arenu roqHocru urnaepeHlrfi.

Bo lrcnonneHfie ,[aHHbrx noroxeHufi @e4epalsnoro 3aKoHa or 26.06.2008
Ns 102-@3 yrBepxAeH npnrar MraurcrepcrBa 3apaBooxpaHesrs Poccnficxofi
Oegepauuu or 21.02.2014 Ns 8l H <06 yrnepxaeHnu nepeqHr usraepenufi,
orHocrullrxcr x cQepe rocyAapcrBeHHor o peryruposaHkr o6ecneqeHHr eAHHcrBa

r,tsrtrepenufi', BbrnoJIHteMbrx npu ocyuecTBreHnu AerTerFHocTH B ooflacT}r
3ApaBooxpaHenuR, r.r o6lsa'reJrbHblx Merpononuqecxrx rpe6oaaHui r xru, r rorr,t
qncre noKa3arerefi roquocrlr> (perr.rcrpaqr.rr Munrocra Pocclnr or 31.03.2014
Ns 3 1775) (,uanee - nplrKa3 Munr.apana Poco.l.r or 21.02.2014 N 8lH),
coFJIacoBaHHbrfi c MuHnpor"rropnoM Poccnu.

B coorgercrsnr,r c no;roxeHgrMr4 qacru 8 crarru 38 (De.uepalrnoro 3aroHa
or 21.11.2011 Ns 3n-A3 H npnxa:'a Munrcrepcrna 3ApaBooxpaHenur Poccuficxofi
Oegepaunn or I 5.08.201 2 Ng 89n n3MepeHrltl, BblnoJlHteMbte c I4cnoJIb3oBaHHeM

MeAr,r[r,fHcKr.IX ut\enufi, He BKJrroqeHHbrx B nepeqenb MeAl4uttgcrrx nr,qelufi,
orHocruluxcq K cpercrBaM H3MepeHHf a cdepe focyAapcrBeHHoro peryJIHpoBaHHt

o6ecneqeHu-c ear.rHcrBa rsuepeuufi, yraepxAexHufi npr4Ka3oM Muuagpaaa Poccttu or
15.08.2012 Ns 89u, He BKrltoqeHbl B neperieHb ust'.tepeHufi, yrBepxreHHbtfi npuxa:ov
MnHs,upasa Poccuu or 21 .02.2014 Ns 8 lH.

,{uperrop,{enapraueHra E.A. Marcnvrnsa
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