MMHHCTEPCTBO 3IpaBOOXPaHEHU S
Poccuiickoit Pegepanuu

®EJEPAJIBHASA CJYIKBA 110 HAABOPY:0 1016 ‘
B C®EPE 3JIPABOOXPAHEHWUL . . .. . . .
(POC3JIPABHAJI30OP) SAPETHCTPUMPOBAHD

Perncipauuonnbti M EZ4 95

COUACRON GRAEPALIM

IIPHKA3

I penadlee 4oir, Moctea v TASEE

OG yTBepxaennn GopMbI OLEHOUHOr0 JIHCTA, B COOTBETCTBUH C KOTOPBIM
denepanbuoii cryxboii mo Haa3opy B cdepe 31paBoOOXpaHeHHs
H ee TEPPUTOPHAIBLHBIMH OPraHAMH NPOBOJHTCH OLEHKA COOTBETCTBHUSA
CONCKATE/IS JIHNECH3HH HJIH JIHIEH3AATA JIHIEH3HOHHBIM TPeGOBaHHAM
NpH OCYLIECTBJICHHH JeATeJbHOCTH 0 TEXHHYECKOMY 00CTy’KHBaHHIO
MeIHIHHCKHX H3Aequil (32 HCK/II0UeHHeM CJTy4as,
eCJIH TeXHAYecKoe 0GC/Ty’KHBaHNe OCYHIECTBIseTCs AJ1s oGecnedeHus
coGCTBEHHBIX HY)KX IOPHAHYECKOro JIMNA HJIH HHIAHBHAYaIbHOTO
npeANpHHAMATeJIS, 2 TAKKe CTy4asi TEXHH1EeCKOro 00C/Ty’KHBaHHS
MeIHIMHCKHX H3JeJIHH ¢ HH3KOH CTeneHbI0 NOTEHNHAILHOI0
pHCKA HX NPHMEHEHH) '

B COOTBETCTBUMM C 4YacThio 8 cratbu 19.1 ®enepambHoro 3akoHa or 4 mas 2011 r.
Ne 99-®3 «O JHIEH3MPOBaHHM  OTACIBHBIX BHAOB  ACATCIBHOCTH» (Cobpanue
3aKkoHoZaTeNnbctBa Poccmiickoii ®epmepamum, 2011, Ne 19, cr. 2716; 2021, Ne 24,
cr. 4188), mynkrom 4 IlonoXKeHHA O JMIEH3HPOBAHMM JEATENLHOCTH IO TEXHUICCKOMY
0GCIYKUBAHMIO MEIMLMHCKMX H3JeNui (33 MCKTOUCHUEM Clydad, €Cin TEXHIUECKOE
0GCITyKMBAHME OCYIECTBIAETCS i 00ecneyeHns cOOCTBEHHBIX HYXJ IOPHAMYECKOro JINIA
WIM WHAVBHAYadbHOTO MpPESHNPHHHMATENS, a TaloKe Ciydas TCXHHICCKOTo 00CITyXUBaHUS
MEIUIMHCKUX M3JeAMi C HU3KOH CTENMeHbI0 NOTCHIMAIbHOTO pHCKa MX IPUMEHEHHA),
YTBEpIKAEHHOTO TOCTaHOBJICHHEM IIpaBHTENLCTBA Poccuiickoii ®enepauuu or 30 HOAGPA
2021 1. Ne 2129 (OdpuIMATBEHEIA HHTEPHET-IOPTAN IIPABOBOH uudopmarmu http://pravo.gov.ru,
30.11.2021),npuKa3bBIBaloO:

1. VrBepauTh mpuiaracMyio (opMy OLEHOYHOrO JHMCTa, B COOTBETCTBMM C KOTOPEIM
®epepanbHOl CiyxGoli Mo Hamsopy B cdepe 31paBOOXpaHCHUA U €€ TeppUTOPUAIBHBIMU
OpraHaMH MPOBOJMTCA OLEHKA COOTBETCTBMA COMCKATCNS JIMLIEH3MM HIH JULEH3UAaTa
MHICH3MOHHEIM TpPEOOBAHHUAM IIPM  OCYHIECTBICHMM JEATENBHOCTH IO TEXHMICCKOMY
0GCIyXHMBAHUMIO MEIMIHMHCKHX H3JCMuA (33 HCKIOYCHHEM Ciydad, CCiH TEXHUIECKOE
0GCITy)KMBaHHE OCYLIECTBIAETCS I 00CCICUCHHS CcOOCTBEHHBIX HYXX] IOPHAMYECKOro LA
WY MHIMBHAYAIGHOTO NpPEINPHHEMATEIA, a TAKKe Ciydas TCXHHYCCKOTO o0CITyXUBaHUA
MeIUIMHCKUX M3/IeHi ¢ HU3KOM CTENEHBIO OTEHIIHAIBHOTO PUCKa HX NPUMEHEHHNA).

2. Hacrosmyif npuka3 BeTymaer B cuy ¢ 1 mapra 2022 ropa.

l A.B. CamoiinoBa

PykoBoaurets




IIpunoxenue
K mpuKasy ®DenepanpHo# CIryKObI
10 Haa30py B chepe 34paBOOXPAHCHUSA

or 30 At AL No 7AHETE

dopma

OueHouHBIi JHCT,
B COOTBETCTBHH ¢ KOTOPbIM
®@eaepaabHoOil cyx060ii o Hax30py B cdepe 31paBOOXPaAHEHHs
M ee TepPHTOPHAILHHIMH OPraHaAMH NPOBOJHTCS OUEHKA COOTBETCTBHS
COHCKATEIS JTHIICH3AH HIH JIHIEH3HATA JIMIEeH3HOHHBIM TPeOoBaHUAM
NpPH OCYLIECTBICHHH AEATEIHLHOCTH 10 TEXHUYECKOMY 00Cc/Iy;KNBAHHIO
MeIHIMHCKHX H3eauil (32 HCKJII0UeHHEM CJy'asi, €C/IH TeXHHIeCKOoe
06CayKHBaHHE OCYIIECTBIIseTCs 1l oGecedeH s c00CTBEHHBIX HYXK/
JOPHIMYECKOro JUNA HIH HHANBHAYaJbHOIO NpeANPHHUMATE, 2 TAKIKe CIyHast
TeXHH4eCKOro 06Cay)KHBAHNS MEHIMHCKAX H3/leUil ¢ HH3KOH CTeNeHbIo -
NOTEHIHAJbLHOr0 PHCKA HX NPAMEHEHHUs)

1.bopMa MpOBOAMMOI ONEHKHM COOTBETCTBHS COHMCKAaTeslsi JMICHIMKM HIH
JIMLEeH3MaTa JIMNEH3MOHHBIM TpeGoBaHMsAM', DPETHCTPALMOHHBIH HOMEp M JaTa
PErMCTpaLK 3asBICHHA O MPEAOCTABICHAH JIULIECH3NH (BHeceHHe M3MEHECHUA B peecTp
JIMIIEH3U}):

2. TlomHoe wmu (B ciydae, eclnd MMEETCS) COKpAlleHHOE HAMMCHOBAHHE, H
OpraHM3alOHHO-TIpaBoBas (Gopma IOpUAMYECKOrO JIHIA, afpec IOPUANIECKOro Juua B
npe/ieNiax ero MecTa HaxOXK/IeHHsl, OCHOBHOM roCy 1apCTBEHHbIH pErHUCTPaLIMOHHBIN HOMEP
ropunuyeckoro nuna (OI'PH), pamunms, nMs 0TIECTBO (np¥ HATWYUH) HHIAWBUYalIBHOTO
NpeANpYHUMATENS, apeC MECTa IKATENbCTBA, OCHOBHOM roCyAapCTBEHHEIH

peFI/ICTpaI_IPIOHHI:Ii;I HOMCEDP HHINBHUAYAJIBHOI'O Inp e}IHpI/IHI/IMaTeJ'IH
(OTPHUIT):

3. Azpec (agpeca) MeCT OCYIIECTBIICHHS JIHLICH3UPYEMOr0 Biu/ia NeATEIbHOCTH:

4. MecTo (MecTa) NpOBEACHHs OLICHKH COOTBETCTBHUS TUIIEH3NOHHBIM TpeGOBaHUAM
C 3aM0JIHEHHEM OLICHOYHOTO JINCTa:

1 Yactp 3 crath 19.1 ®epepasbHOro 3akoHa OT 4 mas 2011 .r. Ne 99-®3 «O nHMUEH3UPOBAHWH OTAEIbHBIX BHUAOB
nestensHocTHy  (CobpaHue 3akoHojarenbctBa Poccuiickodt  denepaun, 2011, Ne 19, ecr. 2716; 2021,
Ne 24, ct. 4188).




5. PeKBHM3HUTBHI pELICHHS O TPOBENCHMH OLIEHKH COOTBETCTBHA JIMLCH3HOHHBIM
TpeGOBaHUAM, HPUHATOTO YIOJTHOMOYEHHBIM JO/KHOCTHBIM JIMLIOM Poc3npaBHaa30opa
(TeppUTOPHAILHOTO OPraHa)

6. JIOJDKHOCTb, (haMHJIHsS, MMs OTYeCTBO (NPH HAJM4YWK) JAODKHOCTHOTO JHLA
Poc3apaBHai3opa (TeppUTOPHATBHOTO OpraHa) MPOBOASAIIEIO OLEHKY COOTBETCTBHS
JIATIEH3UOHHBIM TpeOOBaHUIM H 3aII0JTHSAIOIETO OLIEHOYHBIH JIHCT:

7. Cnucoxk KOHTPOJIbHBIX BOIIPOCOB, OTBCTHI Ha KOTOPbIC JOJIKHBI
CBUIETENBCTBOBATE O COOTBETCTBHH (HCCOOTBGTCTBPIH) cOMCKaTeisl JIMICH3HH HIH

JUuLeH3ruaTa JHLCH3NOHHbIM Tpe60BaHI/IﬂMI/IZ

n/n

CriHMCOK KOHTPOJIBHBIX BOTIPOCOB,
OTPaXKAIOIIMX COAEPIKAHHE
JIMIEH3NOHHBIX TPeOOBaHUMN

PekBH3UTHI
HOPMAaTHBHBIX
TIPABOBBIX aKTOB C
yKa3aHHEM HX
CTPYKTYPHBIX €AMHHLI,
KOTOPBIMH
YCTaHOBJICHBI
JINLIEH3HOHHBIE
TpeboBaHuUA

OTBeTHI Ha BOIPOCHI O
COOTBETCTBHH
(HECOOTBETCTBHH)
JIMLEH3HOHHBIM
TpeGoBaHUAM

aa HET | HCMpUMEHHUMO

TIpumeuanue

HmeroTcs 1 y COMCKATENS
JTULEH3HH, TUIECH3HATa
MMOMEICHHUS, 31aHu,
COOPYXCHHS 110 MECTY
OCyIIECTBIICHHS
JMMICH3NPYEMOTO BHIA
JIEATEIILHOCTH 110 TEXHHIECKOMY
00CITyKUBaHUIO MEMIIMHCKUX
H3ENIHH, TpUHaUIeKallue eMy
Ha npaBe COOCTBEHHOCTH HJTH Ha
HMHOM 3aKOHHOM OCHOBaHHH,
IpelycCMaTpHBaIOLIEM IIPaBO
BJIAJICHUS U IIPaBO
TOJIb30BaHUS?

nyHKT 5 [lonoxenus
0 JIMIECH3UPOBaHUH
JICATENBHOCTH 110
TEXHAYECKOMY
00CITy)XUBaHHIO
MEIUIMHCKHUX
u3genmii (3a
HCKTIOYEHUEM
cliydas, €CIIH
TEXHUYIECKOE
o0cmyXuBaHue
OCYLIECTBIIACTCS UL
obecnedeHus
CcOOCTBEHHBIX HYXI
IOPHINYECKOTO JIMLA
WK
HHIABUTYAJIHOTO
npeANpUHUMATEN, &
TaKXke CIrydas
TEXHHYECKOTO
o0cCITy)XKUBaHHUS
MEAMIHHCKUX
U3JeNuil ¢ BU3KOH




CTEIIEHBIO
NOTEHIMATBHOIO
pHcKa X
IPUMEHEHUS),
YTBEPXKIECHHOTO
[IOCTAHOBJICHUEM
[IpaButenscTBa
Poccuiickoii
®denepauuu oT
30.11.2021 Ne 21292
(manee -
[MonoxeHne)

2. | He ucrions3yeT 14 coMCKaTenp | MOMANYHKT «6»
JHLEH3AY, JTHIEH3UAT YepAaKy, | myHkra 16 IIpaBun

TEXHHYECKHE, IIOIBATBHEIC H IPOTHBOIIOXKAPHOTO
LOKOJIBHBIE 3TaXKH, OO, pexuma B
BCHTHJISILIUOHHLIE KaMEPHI H Poccuiickoit
JIpyTHE TEXHHUUECKHE Odenepanvy,
MOMELIEHUs IS YTBEPXKAECHHOTO
OCYIIECTBIICHUS IOCTAaHOBJICHHEM
JUNEH3UPYEMOTr0 BHIA [IpaButenscTBa

JeSTeNbHOCTH 110 TeXHuueckoMy | Poccuiickoi
00CITy)XMUBaHUIO METUIIMHCKHUX ®denepanuu oT
u3zenuii? 16.09.2020 Ne 1479°

3. | NmeroTes U y COUCKATENIA nyHKT S5 [lonoxenus
NUIIEH3KH, JIAIICH3UATa CPEACTBA
H3MEPEHHUS, TEXHHIECKHE
cpencrsa U 000py0BaHHE,
TIPe;TyCMOTPEHHEBIE
[MonoxenneM, HeOOXOAUMBIE
JUISL TEXHUYECKOTO
o0CyXKMBaHUS 3a4BICHHBIX
TPYIIN MEIUIHHCKUX H3ACIHM
IO KJIaccaM IIOTCHLHAIBHOTO
PHCKa UX IPUMEHCHHUS,
HIpHHAAJIeXKAIIE €My Ha IpaBe
CcOOCTBEHHOCTH HJIA HA HHOM
3aKOHHOM OCHOBaHMH,
IpeAyCcMaTpHBAIOLIEM IIPaBoO
BJIQJICHHS U IIPaBO

MOJIb30BaHMUA?

4. | COOTBETCTBYIOT JIH CPEACTBA cTaths 13
U3MEpPEHH, TPHHAUTEKAIINE denepanbHOTO
COMCKATEJIIO JTHIICH3HH, 3aKOHA OT
JIMIIEH3UAaTy Ha IIpaBe 26.06.2008
COOCTBEHHOCTH HJIH HHOM Ne 102-@3 «O6
3aKOHHOM OCHOBaHHH, obecrneqeHun
MpeyCMaTpUBAIOIIEM IIPaBo €IMHCTBA

M3MepeHH»*;

2 O¢puumanbHbI HHTEPHET-NOPTAN NPaBOBOH HHpOpMALMHU http://pravo.gov.ru, 30.11.2021.
3 Cobpanue 3akoHOaTebCcTBa Poccuiickoi ®enepanun, 2020, Ne 39, cT. 6056; 2021, Ne 23, cT. 4041.
4 Cobpanue 3aKoHOaTeNbCTBa Poccuiickoi denepanun, 2008, Ne 26, cT. 3021; 2021, Ne 24, cr. 4188.




BIQACHHUA U IPaBO HOIIBBOB&HHH;

MOAMYHKT «O»

TpeGOBAHMAM K X ITOBEPKE? MyHKTa 5
[TonmoxeHus
Co6MOAAIOTCA M TULIEH3HATOM | TIOAIYHKT «6»
TpeGoBaHus SKCILTyaTAMOHHON | IyHKTa 5
JOKyMeHTanun npoussoautens | [lonoxenns

MEIMIIHHCKUX U3JICUi MpH
OCYIIIECTBJICHUH UX
TEXHUYECKOTO 00CTyXKMBaHHs?

NMeeTcs N Yy COMCKarens

JHLEH3UH cHCcTEMA
MEHE/DKMEHTa Ka4yecTBa,
CO3/1aHHAas "
($yHKIUOHHpYIOIIAs B
COOTBETCTBHA C TpeOOBaHMIMHU
Mexrocy1apcTBEHHOTO

cragmapra [OCT ISO 13485-
2017 «U3genust MeOUAIMHCKHE.

CucreMsl MEHEHKMEHT
KavyecTBa. IpeboBaHMA  AJIA
nenei peTyIHPOBAHUAY,
BBEJCHHOIO B JIcHCTBHE ¢ 1 HIOHS
2018 r. MPUKa30M

denepabHOrO areHTCTBa 110
TEXHUYECKOMY PETYIMPOBAHHUIO
u Metposiorud ot 30 urons 2017
T. Ne 615-ct (M,
«CrangapTuadopm», 2017)
(nanee — T'OCT ISO 13485-

HOJITYHKT «a»
MYHKTa 5
Tlomoxenus

2017)?

Co6oai0TCs 1 JIMIEH3MATOM | IOMIMYHKT «6»
TpeGoBaHUSA CHCTEMBI | MyHKTA 5
MEHEDKMEHTa KauectBa, | [Tonoxenus
CO3aHHOH %1
(YHKIHOHUPYIOLICH B

COOTBETCTBHHM € TpPEeOOBaHUIMH
T'OCT ISO 13485-2017?




8. | meeTcs iu y conckarens
JIMIEH3MH, JINIICH3UaTa
paboTHHUKH (PH BHITOJHEHHH |
WM 2 BuAoB paboT (ycyr) - He
MeHee 2 YeNIOBeK, IIph
BBINIOJIHEH!MH 3 WK 4 BUIOB
pabor (yciyr) - He MeHee 3
YeJIOBEK, ITPH BHITIOJHEHHHU S5 H
6onee BuIoB pabot (yciyr) - He
MEHEE 5 YeNIOBeK),
3aKJTIOYHBIIHE C HUM TPYAOBbIE
JOTOBOPHI, OCYLIECTBIIAIOIINE
TEXHHYECKOE 00CITyKUBAHHE
MEIUITHHCKHX H3JeIHi,
MMEIOIIHE BBICIIEE HITH CPEaHEE
npodeccHoHaBHOE
(TexHuyeckoe) oOpa3oBaHHeE,
cTaxx paboTHI O CEHANIBHOCTH
HE MeHee 3 JIeT U
JONOJTHHATENLHOE
npodeccHoHabHOE
oOpazoBanue (IIOBHIICHAE
KBayTuUKaIHK HE pEXE OTHOTO
pasa B 5 net) B cepe
BBIIOJIHSAEMBIX paboT 1
OKa3BIBAEMBIX YCIIYT, PH 3TOM
JIMLIEH3HUAT - UHAUBHAY AJIbHbIH
IpeANPUHUMATENH CaM MOXKET
ABJIATHCA TaKAM pabOTHUKOM
NIpH HATHYHH Y HEro
yKa3aHHOro oOpa3oBaHHs?

nyHKT 5 [Tonoxxenus

YCTaHOBIEHO COOTBETCTBHE/HECOOTBETCTBUS COMCKATeNs JIHMLECH3UH/TMIEH3HaTa
JIALIEH3MOHHEIM TPeOOBaHMAM, MpPEeIyCMOTPEHHBIM IocTaHoBIeHHEM IlpaBuTenbcTBa
Poccuiickoii ®enepanuu ot 30 HosOps 2021 r. Ne 2129 «O nuLeH3HpOBaHHH
JCATENBHOCTH 1O TEXHHYECKOMy OOCIHYy)XMBAaHHIO MEJUIMHCKMX H3fenud (3a
UCKIIIOYEHHEM ClIydasi, €CId TEXHHYecKoe OOCITyXuBaHWe OCYIIECTBIACTCA s
obecrieyeHrss COOCTBEHHBIX HYXI IOPHAMYECKOro JiMU@ HWIH WHIMBUAYAJIBHOTO
TIpeANPHHEMATENS, 4 TAKXKE CITydas TEXHHYECKOTO 00CITyKHBAHUA METUIIMHCKUX H31eTUH
C HU3KOM CTENeHbIO MOTEHIMATBHOIO PUCKA X TIPUMEHEHHS)», (Hy>XHOE BBLIEIHUTD).

(IOJDKHOCTHOE JIMIO, IPOBOAMBIIEE
OLCHKY COOTBETCTBHS U 3aIIOJHUBILETO
OIICHOYHBIH JIUCT)

JlaTa 3anonHeHys OLEHOYHOTO JIHCTA

« » 20 T.

(moamuce)




