MuHHCTEPCTBO 31PaBOOXPaHEHHS S
Poccuiickoii Pegepanuu ]

GEJEPAJIBHAS CJIVIKBA TI0 HAZBOBY:w0 woriis i
B COEPE 3[IPABOOXPAHEHMSA .. . ..
(POC3JIPABHANI30P) | SAPETHCTFUPOBARD

IIPUKA3

W pewallee sots, Hocs o TASEE

06 yrBepskaeHnn GopMbl OLIEHOYHOr0 JIHCTA, B COOTBETCTBHH ¢ KOTOPLIM
®enepanabHoil cyxGoii o Haa3opy B cepe 3APaABOOXPaAHEHH
¥ ee TEPPHTOPHAJIBLHBIMH OPraHaMH NPOBOHTCS OLEHKA COOTBETCTBUSA
COMCKATeIs JIMIEH3HH HJIH JTHIEA3AATA JIHIeH3HOHHBIM TPeGOBaHHAM
NpH OCYIIECTBIEHHH AEATEILHOCTH N0 TEXHHYECKOMY 00CITy’KHBAHHIO
MeIHIIHHCKHX H3eanii (3a HCK/II0UeHHeM CJTy4as,
eCJIH TeXHHIecKoe 06CTy’KHBaHHe OCYIIECTBJISETCS A3 oGecneeHust
cOOCTBEHHBIX HYKA IOPHAHYECKOro JJHIA HIH HHANBHAYAJIBHOTO
npeanpHHAMAaTENs], 2 TAKHKe CJTy4as TEXHHIeCKOro 00cJTyKHBaHHUS
MeIHIMHCKHX H31eJIHH ¢ HU3KOH CTeneHbI0 NOTCHUHAIbLHOI0
pHCKA UX NPHMEHEHHS)

B cooTBeTCTBHM ¢ uacThio 8 cratsé 19.1 @enepanpHoro 3akoma oT 4 mas 2011 r.
Ne 99-®3 «O JHMIEH3MPOBAaHMM OTHCIBHBIX  BHAOB  JCATEIHHOCTH (Cobpanue
3aKoHomaTenbcTBa Poccuiickoit ®enepammu, 2011, Ne 19, cr. 2716; 2021, Ne 24,
cr. 4188), myHkToM 4 TlONOXEHHA O JHIEH3MPOBAHMM JEATENBHOCTH IO TEXHHICCKOMY
0GCTyKHBAHMIO MEIMLMHCKUX H3Jlenuil (3a HCKIIOUCHMEM Clydasd, eCi TEXHUUECKOE
0GCITyXKMBaHAE OCYLIECTBIAETCS Wi OOecreyeHns COOCTBEHHBIX HYXJ IOPUAMYECKOIrO JIUNA
WA WHIABHAYaJbHOTO IPEANPHHMMATEN], a TaKKe Ciydas TCXHMYCCKOro 00CITy KIBaHMS
MEIUIMHCKAX M3JeNMi C HHU3KOH CTENEeHBIO MNOTCHUMAIbHOIO pHCKa HX IPUMEHEHHS),
YTBEpKICHHOrO IOCTAHOBJICHHEM lIpaBUTEBCTBA Poccuiickoii Peneparmu or 30 HOAGps
2021 1. Ne 2129 (OdpunmaabHBIi HHTEPHET-IOPTA [PaBOBOH nudopmaruu http://pravo.gov.ru,
30.11.2021),npuKa3 b Bako:

1. VrBepauTh TpuiaraeMyio (popMmy OIEHOYHOrO JHCTa, B COOTBCTCTBHHM C KOTOPBIM
®enepanpHOll Ciyx6oif MO Hamsopy B cdepe 3ApaBOOXPAHCHUA H €€ TePPUTOPUAIBHBIMU
OpraHaMy TPOBOJWTCA OLEHKA COOTBETCTBHMA COMCKAaTeNd JIMLICHSHA M JULEH3UATa
JHIEH3MOHHBIM TPEOGOBAHMAM IPM OCYNIECTBICHHM MNEATENBHOCTH 10  TEXHHIECKOMY
0GCIyKUBAHAIO MEIVLHMHCKAX H3NE/Mi (32 HCKMIOYCHHEM Cirydas, ©CiH TEXHIUECKOE
0GCIyXKMBaHAE OCYLIECTBIAETC I OOecreueHus COOCTBEHHBIX HYXJ IOPHAMYECKOTO JIKNA
WM VHAMBHAYAIGHOTO IPEINPUHAMATEI, a TAakKe Ciydas TCXHHYECKOro 00CITyXUBaHUA
MEIUIIMHCKIX M3AEIUM ¢ HU3KOH CTENEHBIO MOTCHIMAIBHOTO PUCKa MX IPUMEHEHHS).

2. Hactosmuit mpukas BCTymaer B cuy ¢ 1 mapra 2022 roza.

PykoBoauretb i A.B. Camoitnona




ITpunoxenue
K mpuKazy dezepanbHOH CIryKObI
10 Haa30py B cdepe 34paBOOXpaHCHUs

or S0 At AL No TASETE

dopma

OueHoYHBIH JHCT,
B COOTBETCTBHH ¢ KOTOPbIM
®exepannHoii cayxGoii Mo HaA30py B cdepe 31paBoOXpPaHEHHs
H ee TePPUTOPHAILHBIMH OPraHAMH NPOBONTCS OUEHKA COOTBETCTBHS
COMCKATEISI JTNIEH3NH HIH JHIEH3NaTa JIMHIEeH3HOHHbIM TPeOOBAHHAM
NpH OCYLIECTBICHHH AEATEILHOCTH M0 TEXHHYIECKOMY 00C/y;KNBAHHIO
MeIHIMHCKHX M3Je/Hil (32 HCKII0YeHHeM CIy4as, eC/IH TEXHHIECKO0e
06CTyKHBAHHE OCYIECTBIIAieTCs 71l 00ecmeeHHus] cO00CTBEHHBIX HYK/
JOPHAMYECKOro JUNA HIH HHANBHIYAJIBHOIO NPeNPHHUMATENS, 2 TaKKe cayHdasd
TeXHHUYECKOro 00CayKHBAHMS MeHIHHCKHX H3/1e/IAi ¢ HU3KOH CTeNeHBI0
MOTEHIHAJHHOr0 PHCKA UX IPAMEHEeHHUs)

1.dopMa MNpoBONMMOM OLEHKM COOTBETCTBUS COUCKATels JIMHCH3MM WM
JIMLEH3WATa JIMLEH3MOHHBIM TpeGOBaHMAM', PETHUCTPALMOHHBIN HOMEp M  JaTa
pEruCTpaliy 3asBIEHUS O MPENOCTABICHAN IHIECH3NH (BHeceHHEe U3MEHEHUH B PEECTP
JHIIEH3UN):

2. Tlommoe wmu (B cilydae, €CTH HMEETCH) COKPAIIEeHHOe HAaWMCHOBAHME, H
OpraHW3allMOHHO-TIpaBoBas dopma IOPUIMYECKOr0 JIMIA, aIpec IOPHANYEeCKOro Juia B
npe/ieniax ero MecTa HaX0XK/ICHHsI, OCHOBHO#H rocy1apCTBeHHBIH PErrCTPallMOHHBIA HOMEP
ropuauueckoro nuna (OI'PH), damunisi, ©Mst OTYECTBO (IIpY HAJTMYUH)) ’HOUBHUY aJIBHOTO
IpeANpUHUMATENs, aipec MecTa IKUTENbCTBA,  OCHOBHOM rocyaapcTBEHHEIH

peFI/ICTpaIII/IOHHLIﬁ HOMCD I/IHI[I/IBI/IL[yaJII)HOI‘O Hpe}IHpI/IHI/IMaTe.TISI
(OTPHUIT):

3. Azlpec (anpeca) MECT OCYLIECTBIICHUA JIMLICH3UPYEMOI'0 BH/1a JEATCIbHOCTH!

4. MecTo (MecTa) NPOBEACHHUS OLIEHKH COOTBETCTBHS IULIEH3NOHHBIM TpeOOBaHUAM
C 3aI0JIHEHUEM OLIEHOYHOTI'O JIUCTA:

! Yacte 3 cratem 19.1 ®epepanbHoro 3akoHa OT 4 Mas 2011 r. Ne 99-®3 «O nuueH3WpPOBAHWH OTACIBHBIX BHIOB
nestenbHOCTHY  (CoGpaHme  3akoHojarenbcTBa  Poccuiickoit  Penepaun, 2011, Ne 19, cr. 2716; 2021,
Ne 24, ct. 4188).




5. PexBM3UTBI pelleHHS O TPOBEACHWM OLIEHKH COOTBETCTBUS JIMLCH3HOHHBIM
TpeGOBaHUSIM, MPHUHATOTO YIIOJHOMOYEHHBIM NODKHOCTHBIM JIUIIOM Poc3npaBHan3opa
(TeppHUTOPHAILHOTO OpPraHa)

6. JIoJKHOCTb, (haMuIus, WMs OT4eCTBO (IIPH HANMYHMH) JIOJDKHOCTHOIO JIMIA
Poc3apaBHanzopa (TeppUTOpPHAIBHOrO OpraHa) MPOBOASAINEr0 OLCHKY COOTBETCTBHA
JIATIEH3MOHHBIM TpeOOBaHUAM u 3aITOJTHSIOLIETO OLIEHOYHBIH JIKCT:

7. Crucok KOHTPOJIbHBIX BONIPOCOB, OTBCTHI Ha KOTOPbIC JOJI2KHBI
CBUIECTEIABCTBOBATL O COOTBECTCTBHUH (HGCOOTBGTCTBI/II/I) COMCKaTesa JUUCH3HH HWIH

JULieH3HuaTa JULCH3UOHHbIM Tpe60BaHI/I$IMI/IZ

n/n

CrHMCOK KOHTPOJIBHBIX BOMPOCOB,
OTpakalolUX CONEePIKAHHE
JMIEH3NOHHBIX TPeOOBaHUM

PexBH3UTHI
HOPMATHBHBIX
MPaBOBBIX AKTOB €
yKazaHHeM HX
CTPYKTYPHBIX €IHHHML,
KOTOPBIMH
YCTAHOBJICHBI
JIALEH3UOHHBIE
TpeboBaHUsA

OTtBeThbl HA BOIIPOCH O
COOTBETCTBUH
(HECOOTBETCTBHH)
JIMLEH3UOHHBIM
TpeGoBaHUAM

Aa HET | HCMPUMECHUMO

IIpumeuanue

HmMeroTcs Tl y coucKaresst
JUIEH3HH, JIHIICH3HAaTa
MMOMEIIEHHS, 3MaHu4,
COOPYXKEHHUS 110 MECTY
OCYINECTBIICHUS
JHIEH3NPYEMOT0 BUAA
JIEATEIILHOCTH 110 TEXHUUCCKOMY
00CITyKHBaHUIO MEIUIMHCKUX
U3JIeNTHM, MPUHAJIEKAIINE EMY
Ha IpaBe COOCTBEHHOCTH HJIM Ha
MHOM 3aKOHHOM OCHOBaHHH,
peyCMaTPHBAIOIIEM IIPAaBO
BJIaJIEHUS U TIPABO
MOJIb30BaHM?

nyHKT 5 [lonoxenus
0 JIMIEH3UPOBAaHUH
JIEATETLHOCTH IO
TEXHMYECKOMY
00CITy>KBaHHIO
MEIUITHHCKUX
u3enuit (3a
ACKITIOYEHUEM
crydasi, eCly
TEXHUIECKOE
o0city>)KHBaHUE
OCYIIECTBIIACTCS IS
obecrneueHus
COOCTBEHHBIX HYX]I
IOPUAXIECKOTO JIHIA
170171

HH/MBUY AIBHOTO
IpeANpUHAMATENS, a
TaKkKe Crydas
TEXHUYECKOTO
00CITy)XKUBaHUA
MeAUITHHCKAX
W3IeNUi ¢ HU3KOW




CTETIEHBIO
HOTEHINAIBHOIO
pHcKa UX
[PUMEHEHH),
YTBEPXKJICHHOTO
IIOCTAHOBJICHUEM
[IpaBurenbcTBa
Poccuiickoit
®degepauyu OT
30.11.2021 Ne 21292
(manee -
ITonoxeHue)

He HCTIONB3YET JIU COUCKATCIIb
JINLIEH3UU, JULCH3HAT YCpaaKy,

HOJIIYHKT «0»
nyHkra 16 IIpasun

TEXHHYECKHE, IOABAIBLHEIC U HIPOTHBOIIOKAPHOTO
IIOKOJIBHBIE 3TAXH, ITOAIOIbS, pexxuma B
BCHTHJISILIUOHHBIE KAMEPHI U Poccuiickoit
JPyTHE TEXHUUECKHUE Oeniepanyy,
MTOMEMIEHUs Id YTBEPKAECHHOIO
OCYIIECTBIICHUS HOCTAHOBJICHHEM
JTUIEH3UPYEMOrO BHIA [IpaBuTenscTBa
JeATeIbHOCTH 110 TexHudeckomy | Poccuiickoi

00CITy)KUBAHUIO METHUIIMHCKUX
H3AENuin?

®denepanuu oT
16.09.2020 Ne 1479°

HNmerotcs nu Yy COACKaTEIA

JIULIEH3WH, JINIICH3HaTa CPpeaACTBa

HU3MEPEHHS, TEXHHUECKHE
cpencTsa u 000py0BaHHE,
TIPeAyCMOTPEHHBIE
[MonoxenneM, HEOOXO UMbIE
JUISL TEXHUYECKOTO
00CTy)KUBaHUS 3asSBJICHHBIX
TPYIIN MEIUIHHCKIX H3/ETUM
TI0 KJIaccaM MOTEHIMAIBHOTO
pHCKa X IPHMEHCHUS,
IpUHAJIEKALIHE EMy Ha IPaBe
COOCTBEHHOCTH WK HA HHOM
3aKOHHOM OCHOBAHHH,
IpeIyCMaTPUBAIOIIEM IPaBO
BJIaJICHUS U IIPaBO
I0JIE30BaHMA?

nyHKT S5 [losnoxenus

COOTBETCTBYIOT JIM CPECTBA ctatbs 13
W3MEpEHHH, TPHUHAIeKALINE denepaabHOTO
COHCKATEJIO JTHLICH3HH, 3aKOHA OT
JIMIICH3UATY Ha IIpaBe 26.06.2008
COOCTBEHHOCTH WJI HHOM Ne 102-@3 «O6
3aKOHHOM OCHOBaHHH, obecrieueHUN
IpeTyCMaTpUBaIOLIEM IIPaBO €JIMHCTBA
y3MepeHuii»’;

2 O¢unmanbHEIR HHTEPHET-NIOPTAIl NPaBOBOH HH(pOPMALIMK http://pravo.gov.ru, 30.11.2021.
3 Cobpanue 3akoHOJaTeNbCTBa Poccuiickoii ®enepanuy, 2020, Ne 39, cr. 6056; 2021, Ne 23, ct. 4041.
4 Cobpanue 3aKoHOJaTeNbCTBA PoccuiicKoi denepauyn, 2008, Ne 26, cT. 3021; 2021, Ne 24, cT. 4188.




BJIQACHUS B IPaBO HOHB3OBaHI/ISI;

TIOANMYHKT «O»

TpeGOBaHMSM K UX TIOBEpKe? MYHKTA 5
ITonoxeHus
CoOMOIaI0TES TN TULIEH3HATOM | TOMIMYHKT «O»
TpeGOBaHuUs KCILTyaTallMOHHOR | IyHKTa 5
JoKyMeHTanuy mpouspoutens | [lonoxenus

MEIUIIMHCKUX H3/ICTHH MTpH
OCYIIIECTBJIICHUH MX
TEXHUYECKOTO 00CTyKUBAHUS?

NMeeTcs 1y COHCKaTeld

NHALIEH3UH cHCTEMA
MEHEKMEHTa KauyecTBa,
CO3/1aHHas u
(GyHKIHOHUpYOLIAs B
COOTBETCTBHH C TpeOOBAHHAMH
Mexrocy 1apcTBEHHOTO

cragmapra ['OCT ISO 13485-
2017 «V3gennda MeguIMHCKHE.

Cuctemsl MEHEIKMEHT
KavyecTBa.  IpeboBaHHsA Ui
nenei peryIHpOBaHUA Y,
BBEJAECHHOTO B ICHCTBHE ¢ 1 HIOHSA
2018 I. NIPUKa30M

denepayibHOr0  areHTCTBA IO
TEXHHYECKOMY PeTyIMPOBaHUIO
u Metposiorud ot 30 uoHs 2017
T. Ne 615-ct (M,
«CrangapTuadopm», 2017)
(nanee — TOCT ISO 13485-

HOJIITYHKT «a»
MYHKTA 5
Tlonoxenus

2017)?

CoOTIoatoTes T JTHIECH3HATOM | TOAMYHKT «0»
TpeOOBaHUS CHCTEMBI | IYHKTA 5
MEHEIHKMEHTA KauectBa, | [lomoxeHus
co3/IaHHOM’ 54
GbYHKIIMOHHUPYOIIEH B

COOTBETCTBUU C TpeOOBAHHAMH
T'OCT ISO 13485-2017?




8. | ImMeeTcs u y conuckarens
JIMIEH3WH, JINIICH3UaTa
paboTHHUKH (TP BHITIOJTHEHAH |
WM 2 BUAOB padboT (ycayr) - He
MeHee 2 UeNoBeK, Ipu
BBINOJIHEHUH 3 WK 4 BUIOB
pabot (yciIyr) - He MeHee 3
YeJI0BEK, IIPH BHIIOJHEHHH 5 U
60Jee BUAOB paboT (yciyr) - HE
MEHee 5 4eNloBeK),
3aKJIIOYHBIIAE C HUM TPYAOBbIE
JOTOBOPHI, OCYIIECTRIISIOIINE
TEXHHYECKOe 00CTy)KUBaHHE
MEINIMHCKUX H3ICIIHIA,
HUMEIOIINE BBICHIEE WIH CPETHEE
npodeccruoHaIbHOE
(Texauueckoe) o6pa3zoBaHue,
cTaX paboTHI IO CHIEIUATBHOCTH
HE MeHee 3 JIeT U
JIONOJTHUTEIEHOE
npodeccrHoHaTbHOE
oOpazoBaHue (TIOBBIIIICHHE
KBaTH(UKAIIMH HE peke OTHOrO
pasa B 5 11eT) B cdepe
BBHIIIOJTHSAEMBIX paboT U
OKa3BIBAEMBIX YCIIYT, IPU 3TOM
JIMLEH3MAT - UHIUBUY AJIbHBIH
NpeAnpPUHUMATENH CaM MOXKET
SIBJIATHCA TAKUM paGOTHUKOM
NIpU HAJIMYMH Y HETO
yKa3aHHOTO 00pa3oBaHus?

nyHKT S [Tonmoxenus

YCTaHOBJIEHO COOTBETCTBHME/HECOOTBETCTBHS COMCKATeNs JIMIEH3MH/TUIIEH3HaTa
JIMLIEH3UOHHEIM TpeGOBaHUAM, IPEIyCMOTPEHHBIM IIOCTaHOBIeHHeM IIpaButenbcTBa
Poccuiickoit ®egeparun ot 30 HosOps 2021 1. Ne 2129 «O nuileH3WpOBaHHU
NeATeNBHOCTH TI0 TEXHHYECKOMY OOCHYKHMBaHMIO MEIMLMHCKHX H3flennd (3a
UCKIIIOYEHHEM Ciydas, €ClIM TeXHH4Yeckoe OOCIyKMBaHHE OCYIUECTBIACTCA I
obecrieueHrs COOCTBEHHBIX HYX[ IOPHOMYECKOro JHMLA WK HHAWBUAYalIBHOIO
TIpeANPUHEMATENA, 4 TAKXKE CITydas TEXHUYECKOTO 00CITy KUBaHHA MeJUIIMHCKIX H3e/HH
C HU3KOM CTEIeHBIO TOTEHIHNAEHOIO PUCKA UX IPMMEHEHHU)», (Hy)KHOE BBIIEIHT).

(I0JDKHOCTHOE JIMIO, TIPOBOJMBIIEE
OILIEHKY COOTBETCTBUS U 3AIIOHUBLIETO
OIICHOYHBIH JIUCT)

I[aTa 3allOJIHCHU S OICHOYHOTO JIUCTA

« » 20 T.

(moamuck)




