[locTaHoBNneHue lNpaButensctea PO oT
15.09.2020 N 1445
(pea. ot 28.11.2020)

"O6 yTBepxaeHuu MNMonoxxeHus o
NINLIEH3NPOBAHNN AesaTeNbHOCTMN NO NMPOU3BOACTBY
N TEXHNYECKOMY 06CTy>XnBaHmto (33
NCKNIOYEHNEM Clyyast, eC/in TEXHNYECKoe
obcnyXxuBaHue ocyLWecTBNsSeTcsa ans
obecneyeHnst CObCTBEHHbIX HY>XX IOPUANYECKOIO
nmua Mnu MHAMBMAYyanbHOro npearnpuHuMaTens)
MEeAMLIMHCKON TEXHUKN"



NMPABUTENbCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
oT 15 ceHTa6psa 2020 r. N 1445

Ob YTBEPXAEHWUU NMONOXEHUA
O IMLUEH3WPOBAHWUU OEATEJNIBHOCTHU MO NPOU3BOACTBY
N TEXHUWYECKOMY OBCINYXXUBAHUIO (3A UCKIMTIOYEHUEM CJITYYAA,
ECJIN TEXHUWYECKOE OBCNYXXUBAHUE OCYLLUECTBNAETCAH
AnA ObBECMNEYEHUA COBCTBEHHbBLIX HYXXA FOPUANYECKOIO JIULIA
WNu UHOMBUAYANbHOIO NPEONPUHUMATENSA) MEOUUUHCKON TEXHUKN

CIHCcoK U3MEHSIOIMUX TOKYMEHTOB
(B pexn. ITocranosnenus IIpasurenscrea PO ot 28.11.2020 N 1961)

B cootBercTBuM ¢ ®enepanbHbiM 3aK0HOM "O JTUIEH3UPOBAHUN OTAENIBHBIX BUIOB J€ATEIbHOCTH"
IIpaButensctBO Poccuiickoit @eepany MoCTaHOBIISIET:

1. YrBepauts npunaraemoe llonoxkeHue O JIMLEH3UPOBAHUM JAEATEIBHOCTH IO IPOU3BOACTBY U
TEXHUYECKOMY OOCIYKMBaHHIO (32 MCKIIOYEHHEM cilydas, €cld TeXHHYeCKoe O0OCIyXKUBaHUE
OCYIIECTBIISICTCS JJIsi OOecrieueHus COOCTBEHHBIX HYXJ OPUIMYECKOTO JIMLA WM WHAWBUIYAIBHOTO
IpEeINPUHUMATEINST) METUIUHCKON TEXHUKH.

2. JIuueH3uu Ha OCYIIECTBICHUE ACATEIBHOCTH MO MTPOU3BOICTBY U TEXHUYECKOMY OOCITYKHBaHHUIO
(3a HCKIIOYEHHEM Cilydas, €ClIM TEeXHHUYeCKOoe OOCIy)KHBaHHE OCYLIECTBISETCA s oOecrneueHus
COOCTBEHHBIX HYXJ HOPHIAWYCCKOIO JiMa WJIW HWHAWBUAYAJIBbHOI'O HpeI[HpI/IHI/IMaTeJ'Ifl) MGHHHHHCKOﬁ
TEXHUKH, BbIJJAaHHbIE JI0 BCTYIJICHUS B CHIIY HaCTOSIIET0 MOCTaHOBIIEHHS, TOJIeXkKAT NepeoOopMIICHHUIO B
COOTBETCTBUU C Tp€6OBaHI/I$IMI/I HOHO)KCHI/ISI, YTBCPKACHHOI'0 HACTOAIIMUM IMOCTAHOBJIICHHUEM, 10 31
nexaOpst 2023 .

3. ®epepanpHOU ciyx0e 1Mo Ham30py B cdepe 3apaBooxpaHeHus g0 1 wroms 2021 1.
aKTyallu3UpOBaTh JaHHBIE PEECTPOBBIX 3aIlMCEd €IMHOr0 peecTpa JIUIEH3UN, COAEPIKALIUX CBEACHUS O
MPOU3BOJICTBE W TEXHHUYECKOM OOCTYXMBaHUHM (32 WCKIIOYCHHEM Cllydas, eCIH TEeXHUYECKOe
oOCITy)KMBaHHE OCYIIECTBISETCA sl OOECHeueHUss COOCTBEHHBIX HYXKJ IOPUIMYECKOTO JHIA WU
HHAWBUAYAJIbHOI'O HpeZ[HpI/IHI/IMaTeHﬂ) MCI[I/IHHHCKOﬁ TEXHHUKU, KOTOPBIC B COOTBETCTBUU C
[TonoxxeHneM, yTBEpKI€HHBIM HACTOSIIIUM MTOCTAHOBJICHUEM, HE TPEOYIOT MONyUeHUs JTUIICH3UH.

4. Hacrosimee nmoctaHoBieHUe BeTynaer B cuiy ¢ 1 suBaps 2021 r. n perictByer no 1 ssHBaps 2027

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit @eaepanuu
M.MHUITYCTUH

YTBEPKIECHO



nmoctaHoBJIeHHeM [IpaBuTenbCTBa
Poccuiickoit enepanuu
ot 15 cents6ps 2020 . N 1445

NOJNTIOXEHUE
O IMUEH3WPOBAHWUU OEATEJNIBHOCTHU MO NPOU3BOACTBY
N TEXHUWHECKOMY OBCIYXXUBAHUIO (3A UCKITIOYEHUEM CITYYAA,
ECJIN TEXHUWYECKOE OBCNYXXUBAHUE OCYLLUECTBINAETCAH
AnA OBECMNEYEHUA COBCTBEHHbBIX HYXKA KOPUANYECKOIO JIULIA
WNu UHOQMBUAYANbHOIO NPEONPUHUMATENSA) MEAULUMHCKON TEXHUKK

Cnucok U3MEHSIIOUUX IOKYMEHTOB
(B pen. ITocranosnenns [IpaButenscTBa PO ot 28.11.2020 N 1961)

1. Hacrosiiee [lonoxenue ornpenensieT NOPAA0K JIMLEH3UPOBAHUS ACSTEILHOCTHU 110 IPOU3BOJICTBY
U TEXHUYECKOMY OOCIY)KMBAaHHMIO (32 MCKIIOYEHHEM Ciydas, €clIM TEeXHHYeCKoe OOCIyXKMBaHUE
OCYILIECTBISIETCS JUIsl oOecreueHus: COOCTBEHHBIX HYXKJ FOPHUJIMYECKOrO JHIA WIM HHIAUBUAYAIbHOIO
IpEeIIPUHUMATEINST) MEIUIUHCKON TEXHUKH.

2. llonsTus, ucnonib3yemele B HacTosAeM [lonoxkeHnu, 03HavaroT clieayrolee:

"TeXHUYECKOe OOCITYy)XMBaHHE MEAUIMHCKOW TEXHHKH' - KOMIUIEKC periiaMeHTHPOBAaHHBIX
AKCIUTyaTallMOHHOM JIOKYMEHTaUMeW MPOU3BOAUTENS MEAUUUHCKOTO W3ACIUS MEpPONPUATUN  T10
MOAJIEP>KAHUIO HCIPABHOCTU U (MJIM) BOCCTAHOBIICHHIO PAOOTOCTIOCOOHOCTH MEIUIIMHCKUX H3JAEIHH C
MPOBEICHUEM KOHTPOJSI TEXHMYECKOIO COCTOSIHUS TPU HMX HCIHOJBb30BAHMM 10 HA3HAYEHUIO,
MPEIYCMOTPEHHOMY TIPOU3BOJMTENIEM, A TaKXe JACHCTBUSA II0 MOHTAXy M HAJIAJKE MEIULIMHCKUX
N31EIINH;

"MeIUMIMHCKas TeXHUKA" - MEIUIMHCKUE U3Jenus (3a UCKIYeHueM | Kiacca MOTEHIMAIbHOIOo
pUCKa MPUMEHEHHMsI), NOJJIeKAlINe TEXHUYECKOMY OOCITYKHBAaHUIO U MPEACTaBISAIOLME CcOOOM
MHCTPYMEHTBI, annapaTsl, IpUOOpkl, 000pyI0BaHUE, TPUMEHSIEMbIE B MEAUIIMHCKUX LENIX OTAEIbHO WIN
B COYETaHWM, a TAaK)K€ BMECTE€ C JAPYTUMHU MPUHAIIECKHOCTAMHU, HEOOXOAUMBIMH JUIsl NMPUMEHEHHUS
yKa3aHHbIX M3JeNMH MO0 Ha3HAYeHMIO, BKIIOYas CIELUAIbHOE IPOrpaMMHOE oOecleyeHue, |
IpeHa3HaYeHHbIE MPOU3BOJIUTENEM i1 MPO(PUIAKTUKHM, JUArHOCTUKH, JI€YEHHUS U MEIUIIMHCKOU
peabwinTtanuy 3a00J1€BaHUM, MOHUTOPUHIA COCTOSIHUS OpraHU3Ma 4eloBeKa, IPOBEIEHUS MEIUIIMHCKIX
UCCIIEIOBaHUM, BOCCTAaHOBJIEHUS, 3aMEIICHUs, HW3MEHEHUS aHATOMUYECKOM CTPYKTYpbl WM
¢usnonornyeckux (QyHKUMH oOpraHu3Mma, MpeloTBpAIEHUs WJIM MpepblBaHUS OepeMEHHOCTH,
GyHKIIMOHATPHOE  Ha3HAuY€HUE  KOTOPBIX  HE  peanusyercs  IyTeM  (apMakoJIOrH4ecKoro,
MMMYHOJIOTHYECKOT0, TEHETHUECKOTO MIIM METa0O0IMUECKOTO BO3ACHCTBUS Ha OPraHU3M YeI0BeKa.

3. B cocraB nesTenbHOCTH N0 NMPOU3BOJCTBY M TEXHUYECKOMY OOCTYKMBaHUIO (32 HCKIIOYEHHEM
cllyyasi, €ClIi TEXHHYECKOE OOCIY)KMBAaHHE OCYILECTBIISICTCS i oOecredeHuss COOCTBEHHBIX HYKI
IOPUANYECKOr0 JIMIAa WIM WHAMBUAYAJIBHOTO IMpEeANpUHUMATENs) MEAUIMHCKOM TEXHUKH (Janee -
JeSTeNbHOCTh MO TMPOMU3BOJACTBY U TEXHHMUECKOMY OOCITY)KMBAHUIO METUIIMHCKOH TEXHUKH) BXOISAT
paboTHI (YCIyru) 1O MEPEUYHIO COTJIACHO MPHIIOKEHUTO.

4. JluueH3upoBaHHWE NEATEIHHOCTH IO TMPOU3BOACTBY M TEXHUYECKOMY OOCTYKUBAHUIO
MEIUIIMHCKONW TeXHUKHU ocyuiecTBisgercs denepanbHoil ciry:k00ii Mo Haa30py B cepe 3ApaBOOXpaHEHUS
(manee - MULIEH3UPYIOIINM OpraH).



JIuueH3upyromuid opraH yTBep)KIaeT (OpMbI JOKYMEHTOB, HEOOXOIMMBIX Ui pealu3aluu
Hacrosiero [lonoxenus (popMel mpeacTaBasieMbIX 3asiBICHHA, YBEIOMICHUN U CBEACHUH).

5. HI/IHGHSI/IOHHI)IMI/I TpC6OBaHI/I$IMI/I IIprU OCYMICCTBICHUU ACATCIBHOCTU II0 IIPOM3BOACTBY H
TCXHUYICCKOMY 06CJIy)KI/IBaHI/IIO MGHHHHHCKOﬁ TCXHUKU ABIAKOTCA:

a) JJIs1 COUCKaTECIs1 JIMLCH3UM

HAIMYUE TPUHAUICKANIUX COMCKATEN0 JIMIICH3UU Ha TMpaBe COOCTBEHHOCTH WM Ha WHOM
3aKOHHOM OCHOBAHUM MOMEIICHUMN, 3JaHUU, COOPYKEHUH IO MECTY OCYUIECTBIICHUS JIMIEH3UPYEMOIO
BHUJA JICATEIHHOCTH, HEOOXOAMMBIX JUIsI OCYIICCTBIICHUS JCSITENLHOCTH 110 TPOHM3BOJCTBY H
TEXHUYECKOMY OOCITY)KHBAHUIO METUIIMHCKON TEXHUKH;

HAJIMYUEC Yy COHCKATCIIA JMLOCH3WMK, HMCIOIICTO HAMCPCHHUEC OCYLICCTBIIATL ACATCIBHOCTL 110
IMpOU3BOACTBY MCHHHHHCKOﬁ TCXHHUKU:

CPEACTB  M3MEPEHUM, MPEAYCMOTPEHHBIX HOPMATHUBHOW, TEXHUYECKOM  JOKYMEHTalHUeu
MIPOU3BOJIUTENSS U COOTBETCTBYIOUIMX TPeOOBAaHUSM K HMX IOBEpPKE, MPEeIyCMOTPEHHBIM cTaThed 13
@enepanpHoro 3akoHa "OO oOecrieyeHMM €IUHCTBA M3MEPEHUN", TEXHUYECKUX CpEACTB U
o0opynoBaHusl, HEOOXOAUMBIX [JISl OCYLIECTBICHHS JEATEIBHOCTH MO MPOU3BOJCTBY MEAUIIMHCKOU
TEXHUKH;

PETUCTPALIMOHHOTO  YIOCTOBEPEHHS HAa MEIULUHCKYI0 TEXHHMKY, MOATBEPKAAIOIIErO, YTO
COUCKATENb JIMIEH3UH OCYILECTBISET IPOU3BOACTBO OSTOM MEIMLUMHCKON TEXHUKH JINOO HMeEeT
OTHOIIIEHHE K MECTY IPOM3BOJACTBA 3TOM MEIULMHCKON TEXHMKHU IIPU YCIOBUHM, YTO IIPOU3BOJUTEID
(YIIOJIHOMOYEHHBIH MPEICTaBUTENb IPOM3BOAMUTEIIS) 3aKIIOUNII COTJIAIICHNE C COUCKATENIEM JIUIEH3UU 00
OpraHu3alK MPOU3BOJICTBA, PETYIMPYIOIIEe B TOM YHUCIIE BOIPOCHI 0OeCTIeYeHNss KOHTPOJIs KayecTBa U
0€30MacCHOCTH MTPOU3BOIMMON MPOYKIUH, a TAKXKE OTBETCTBEHHOCTHU NEPE]] TPEThUMHU JINLIAMU;

HOpMaTI/IBHOI\/'I, TEXHUYSCKOMN JAOKYMCHTAIUH, HCHOJ’IL3y€MOfI AJI1 OCYHIECTBIICHUS ACATCIIBHOCTU I10
IMPOU3BOJACTBY MEIHUITMHCKOMN TEXHUKU,

CHUCTEMBbl MEHEIDKMEHTa KauecTBa, CO3/JaHHOW W (YHKIMOHUPYIONIEH B COOTBETCTBUU C
TpeboBanusAMU MekrocyaapcTBenHoro crangapra 'OCT ISO 13485-2017;

pabOTHUKOB, 3aKIIOUMBIINX C COMCKATENEeM JIMIIEH3WH TPYAOBBIE JOTOBOPBI, OTBETCTBEHHBIX 3a
IMPOMU3BOJCTBO U KAYECTBO MGI[HHHHCKOﬁ TCXHUKH, UMCIOIINX BBICIICC UJIM CPEOAHEC HpO(i)CCCI/IOHaJ'IBHOC
(TexHudeckoe) oOpa3oBaHME, CTaX PabOThl MO CHEUATHHOCTH HE MEHee 3 JIeT W JOMOJHHUTEIbHOE
npodeccuoHaibHOE 00pa3oBaHue (MOBBINICHHE KBATU(PUKAIIUKA HE PEKE OJHOTO pa3a B 5 yeT) B chepe
BBITIOJTHSIEMBIX pa0OT U OKA3bIBAEMBIX YCIIYT;

HAJIMYUE Y COHCKATCIIA JHULOCH3WH, HWMCIOIICTO HAMEPCHHUE OCYIICCTBIIATHL ACATCIBHOCTL II0
TCXHUYICCKOMY 06CHY)KI/IB3.HI/IIO MCHHHHHCKOﬁ TCXHHUKU!

CPEJICTB M3MEpPEHUI, COOTBETCTBYIOIIUX TPEOOBAHUSIM K MX TOBEPKE, MPETyCMOTPEHHBIM CTaThei
13 ®depnepanbHoro 3akoHa "OO oOecrnedeHMH €AMHCTBA HM3MEPEHUH", TEXHMUYECKHX CPEICTB U
o0opynoBaHusl, HEOOXOIUMBIX JIsi TEXHMYECKOTO OOCTY>KMBaHUS 3asBJICHHBIX TPYII MEIUIMHCKOU
TEXHUKM IO KJaccaM IOTEHLIMAIbHOIO pPHCKa IPUMEHEHUS B COOTBETCTBUU C YTBEP)KIECHHBIM
MuHnuncrepcTBOM 311paBooxpanenus Poccuiickoit @enepanyiv nepevHeM;

3KCHHyaTaHI/IOHHOﬁ JOKYMCHTAUU TIPOU3BOJUTCIIA MEIUITUHCKON TCXHHKU, HCO6XOHHMOﬁ AJIA
TEXHUYCCKOI'O O6CJ'Iy>KI/IBaHI/IH 3asBJICHHBIX T'PYIIII MCI[I/IHI/IHCKOI\/'I TEXHHUKHU I10 Kj1acCaM INOTCHIHUAJIBbHOT'O



pHUCKa IPUMEHEHUS;

CUCTEeMBl MEHE/DKMEHTAa KadecTBa, CO3JaHHOW © (DYHKIHMOHUPYIONIEH B COOTBETCTBHH C
TpeboBaHusIMU MexrocynapcrseHHoro ctagaapra ['OCT ISO 13485-2017,

paOOTHUKOB (IpW BBHINOJIHEHMH | wiam 2 BUIOB paboT (ychnyr) - HE MeHee 2 4eJOBeK, NpH
BBINIOJTHEHUH 3 WK 4 BUIOB paboT (ycayr) - He MeHee 3 4eJIOBEeK, IPU BBIMOJHEHUH 5 U 0oJiee BUIOB
pabot (ycnmyr) - HE MEHee 5 YeloBeK), 3aKIIOYMBIINX C COMCKATENeM JUIEH3UN TPYIOBBIC JOTOBOPHI,
OCYILECTBISIONIMX TEXHUYECKOE OOCIYy)KMBAaHHE MEIULMUHCKON TEXHHMKH, HMEIOIIMX BBICIIEEC WU
cpeanee npodeccuoHanbHOe (TEXHUUECKOE) 00pa3oBaHKe, CTaX PadOTHI MO CHENHUATBHOCTH HE MeHee 3
JIET U JOTOJIHUTENbHOE TpodecCHOoHaIbHOEe 00pa3oBaHue (MOBBIIEHHE KBATU(DHUKAMN HE PEKe OJAHOTO
pa3a B 5 1eT) B cepe BBITIOIHACMBIX Pa0OT U OKa3bIBAEMBIX YCIIYT;

0) 1S TMIICH3UATA:

HAJIMYUEC TpHUHALJICKAIIUX JIMOCH3UATY Ha IIpaBe COOCTBEHHOCTH HWJIM HAa HMHOM 3aKOHHOM
OCHOBaHHMH HOMGHlCHPIfI, SﬂaHHﬁ, COOpy>K€HI/II71 o MCECTy OCYIICCTBIICHHA JIMLUCH3UPYEMOI'O BHUOA
JACATCIIBHOCTH, H€O6XOIII/IMI>IX AJI1 OCYHICCTBIICHUA ACATCIIBHOCTU IO MPOU3BOACTBY U TCXHHUYCCKOMY
O6CJ'Iy>I(I/IBaHI/IIO MCﬂHHHHCKOﬁ TCXHHUKU,

IIpu OCYIICCTBJICHNUU ACATCIIBHOCTU 110 IPOU3BOJACTBY MCIIPIIIPIHCKOﬁ TCXHUKU:

HaJIMYME MNPUHAMISKAIMUX JIMLIEH3UMaTy Ha IpaBe COOCTBEHHOCTH WJIM HAa HHOM 3aKOHHOM
OCHOBAaHMHU CPEACTB HM3MEPEHUH, INPENYyCMOTPEHHBIX HOPMATHBHOW, TEXHMYECKOW JOKYMEHTALMEN W
COOTBETCTBYIOLIMX TPeOOBAHUAM K MX HOBEpKE, MPEAyCMOTPEHHbIM cTaThel 13 dexepanbHOro 3akoHa
"O6 obecrieueHNH €IWHCTBA M3MEPEHUH'", TEXHUYECKHX CPEACTB M 00OPYJIOBaHUS, HEOOXOAMMBIX IS
OCYILIECTBIIEHUS IE€ATEIBHOCTH 10 IPOU3BOJACTBY MEAUIIMHCKON TEXHUKH;

HaJIU4Me PETUCTPALMOHHOIO yJIOCTOBEPEHMS HAa MEIULMHCKYIO TEXHHUKY, IOATBEPKAAIOIIETO, YTO
JIMIIEH3MAT OCYIIECTBIISIET MPOU3BOJCTBO 3TOW MEIUIIMHCKON TEXHUKH JIMOO MMEET OTHOIIEHUE K MECTY
MIPOM3BOJICTBA 3TOM MEIULMHCKON TEXHUKU MpPHU YCIOBUHU, YTO MPOU3BOJAUTEND (YIOJTHOMOUYEHHBIN
NPEJCTaBUTENIb MPOM3BOIUTENS) 3aKIIOYMJI  COTJIAllleHHe ¢ JIMLIEH3UWaToM (IIPOU3BOACTBEHHOU
IUIOUIA/IKOM) 00 OpraHu3aluu TMPOM3BOJCTBA, PErYIHMPYIOIIEe B TOM YHCIE BOIPOCH 00eCHedeHUs
KOHTpOJISl KayecTBa M 0€30MacHOCTH IMPOU3BOAMMON MPOJIYKIMH, a TaKkKe OTBETCTBEHHOCTH Iepe]
TPETHUMH JIUIIAMH;

coOnrofieHre TpeOOBaHMI CHCTEMbl MEHEI)KMEHTa KauyeCTBa, CO3/IaHHOW M (PYHKIMOHUPYIOUIEH B
COOTBETCTBHUH ¢ TpeOoBaHUAMHU MekrocyaapcTBeHHoro crangapra OCT ISO 13485-2017;

coOmrofieHre TpeOOBaHUN HMCHOIB3YeMON I OCYHIECTBICHUS NEATEIHHOCTH MO IMPOU3BOJICTBY
MEIHUIIMHCKON TEXHUKH HOPMATUBHOM, TEXHUYECKON JOKYMEHTAIUU;

HAIMYUE y TUIeH3MaTa pabOTHUKOB, 3aKIIOYUBIINUX C HUM TPYIOBBIE IOTOBOPHI, OTBETCTBEHHBIX 32
IMPOMU3BOJICTBO U KAYE€CTBO Me}II/IHI/IHCKOI\/'I TEXHUKH, UMCIOIINX BBICIICC UIJIM CPEOAHEC HpO(l)eCCI/IOHaJ'H)HOC
(TexHu4eckoe) oOpa3oBaHME, CTaX PabOTHl MO CHEIUATBHOCTH HE MEHee 3 JIeT W JOMOJHHUTEIhHOE
npodeccuoHaibHOE 00pa3oBaHue (MOBBIINICHHE KBATU(PUKAIIMKA HE PEXKe OJHOTO pasza B 5 jeT) B chepe
BBITIONTHSIEMBIX pa0OT U OKa3bIBAEMBIX YCIIYT;

IIpU OCYIICCTBICHUUN ACATCIIBHOCTH IO TEXHUYECKOMY 06CJ'IY)KI/IBaHI/IIO MG}II/IHI/IHCKOI\/’I TEXHHUKHU:

HAIMYUE TPHUHAUICKANINX JHUIICH3WaTy Ha TMpaBe COOCTBEHHOCTH WM Ha WHOM 3aKOHHOM
OCHOBAaHHMM CPEIICTB HM3MEPECHHUH, MPEAYCMOTPEHHBIX HOPMATHUBHOM, TEXHUYECKON TOKYMEHTalUEeH Hu



COOTBETCTBYIOIIMX TPEOOBAaHUAM K MX TOBEPKE, MPEAYCMOTPEHHBIM cTaThel 13 demepaibHOrO 3aKOoHA
"O6 o0ecrieyeHNH €IWHCTBA M3MEPEHUH", TEXHUYECKHX CPEACTB M 00OpYJIOBaHUS, HEOOXOAMMBIX IS
TEXHUYECKOTro 00CITYyXKMBAaHUS 3asBJICHHBIX TPYII MEAUIIMHCKONW TEXHUKH IO KjaccaM MOTEHIIHAIbLHOTO
pHCKa MPUMEHEHHUS B COOTBETCTBHHM C HOMEHKIATYPHOHW KJIacCH(HKAIMEH MEIUIUHCKUX H3ICNTUil 1o
KJIaccaM B 3aBUCUMOCTHU OT MOTEHIIMAILHOTO PUCKA UX TPUMEHEHUS;

coOmosieHre TpeOOBaHUK SKCIUTYaTallMOHHOM JOKYMEHTAIlMKM TPOU3BOAMTENS MEIUIIMHCKOM
TEXHUKHU MPH OCYLIECTBIEHUH TEXHUUECKOTO 00CIyKUBaHMsS 3asBJICHHBIX I'PYII MEJUIIMHCKON TEXHUKU
110 KJIaccaM MOTEHMAIBHOIO pPUCKa IPUMEHEHMS,

cobOmtoieHre TpeOOBaHMI CUCTEMBI MEHEPKMEHTA Ka4ecTBa, CO3/aHHON M (YHKIMOHHPYIOIICH B
COOTBETCTBHH € TpeboBaHUAMH MexrocynapcrseHHoro crangapra ['OCT ISO 13485-2017;

HaJIM4YMe y JMLEeH3UaTa paOOTHUKOB (MU BbIMONHEHUH 1 uiau 2 BUAOB padoT (ycayr) - He MeHee 2
YeJIOBEK, IIPY BBIMOJIHEHNH 3 win 4 BUIOB paboT (yciIyr) - He MEeHee 3 YeJOBeK, IPU BBIOJHEHUU 5 U
Oonee BUJIOB pPabOT (yciayr) - He MEHee 5 4YelloBeK), 3aKIIOUMBUIMX C HHUM TPYAOBBIE JIOTOBOPBI,
OCYIIECTBISIONIMNX TEXHUYECKOE OOCITY)KMBAaHHE MEIMIMHCKOW TEXHHWKH, WMEIOIIMX BBICIIEE WU
cpeaHee npodeccuoHanbHOE (TEXHUUECKOE) 00pa3oBaHMe, CTaX padOThl M0 CHENHUAIbHOCTH HE MeHee 3
JIeT U JIOTIOJIHUTENbHOE TTpodeccuoHanbHoe 00pa3oBaHue (MOBHIMICHUE KBATU(HUKAIIMHA HE PEKE OTHOTO
pasa B 5 51eT) B cpepe BBIIOIHAEMBIX PA0OT U OKA3bIBAEMBIX YCIIYT.

6. K rpyObiM HapylIeHUSM JMIEH3UOHHBIX TPEOOBAHUN OTHOCSTCS HApYIICHUs JHUIEH3UATOM
TpeOOBaHUHM, NPEAYCMOTPEHHBIX NYHKTOM 5 Hactosmero [lomokeHus, mnoBiekmue 3a coOoi
MIOCJIEACTBUSI, YCTaHOBJIEHHbIEe uacThio 11 cratbu 19 ®enepanpHoro 3akoHa "O JIMLEH3UPOBAHUU
OT/EJbHBIX BUJIOB J€SITEIBHOCTH" .

7. ,Z[J'ISI IMOJIYYCHUA JIMICH3UN Ha OCYHICCTBICHUC NCATCIBHOCTH IO IMTPOU3BOACTBY U TEXHUYCCKOMY
O6CJ'Iy)KI/IBaHI/IIO MCI[HHHHCKOﬁ TCXHUKHU COUCKATCJIb JIMIICH3UHU HAIIPABJKICT WKW HOPCACTABIACT B
J'II/IIICHSI/IpyIOHH/Iﬁ OopraH 3a4BJICHHUEC, K KOTOPpOMY IMPpHJIAracTcia ONNMCh JOKYMCHTOB, 4 TaK¥XKC!:

a) KOMHUHU TOKYMEHTOB, MMOATBEPKAAIONINX HAJTMUUE Yy COUCKATENs JIMIECH3UH NPUHAISKAIINX eMy
Ha IpaBe COOCTBEHHOCTHM WJIM Ha MHOM 3aKOHHOM OCHOBaHUHM IOMEUICHHH, 3AaHUH, COOPYXEHHUH IO
MECTY OCYUIECTBJICHUS JIMLEH3UPYEMOI0 BHJA JEATENbHOCTH, HEOOXOAWMBIX JUIsl OCYIIECTBIECHUS
JEeSITEIbHOCTH IO TMPOU3BOJACTBY U TEXHHYECKOMY OOCITY)KHMBAHHIO MEAMIIMHCKOW TEXHUKHU, B Cllydae
ecnu MH(popMalMs 0 HUX OTCYTCTBYeT B EIMHOM ToCyZapCTBEHHOM peecTpe MpaB Ha HEIBHKMMOE
HMMYILECTBO U CHEJIOK C HUM, WJIM CBEJCHHUS 00 3TUX MOMEIIEHUSX, 3/1aHUSAX, COOPYKEHUAX, €CIIU TaKas
uHpoOpMaIKs UMEETCs B YKa3aHHOM PEecTpe;

0) JI71s1 OCYIIECTBIICHUS JACATEIHHOCTH 110 TPOU3BOICTBY METUIIMHCKON TEXHUKH:

KOMUU JOKYMEHTOB, MOATBEPKAAIOIINX HATUYUE Y COMCKATEINS JINIIEH3UH Ha MpaBe COOCTBEHHOCTH
WJIM HA THOM 3aKOHHOM OCHOBAHMH CPEJICTB U3MEPEHUI, PETyCMOTPEHHBIX HOPMAaTUBHOM, TEXHUYECKON
JOKYMEHTAIlMel M COOTBETCTBYIOIIMX TPEOOBAHUAM K WX IOBEpPKE, MPEIyCMOTPEHHBIM cTaTtbhel 13
®enepanpHoro 3akoHa "OO oOecnieyeHMM €IMHCTBA UW3MEPEHUH'", TEXHMYECKUX CpPEACTB U
o0opynoBaHUsl, HEOOXOAMMBIX [IJISl OCYIIECTBICHHS JEATEIBHOCTH IO TPOU3BOACTBY MEAMIIMHCKON
TEXHUKHU;

PEKBU3UTHI  JIOKYMEHTOB, MOJTBEepXkAatromux perucrpauntio B  Poccuiickoit ~ ®eneparuun
MeJIHHHHCKOﬁ TEXHUKH, KOTOPYIO COHCKATCJIb JIMIECH3UWHW HaMEPCH IIPOU3BOAUTH (yKa3LIBaIOTC$I B
3asIBJICHUH), & TAK)KE KOMHIO COTTIAIICHUS MEXy POU3BOIUTENEM (YIIOJTHOMOYEHHBIM MPEICTaBUTEIEM
MPOM3BOJUTENSI) W COMCKaTeleM JIMIEeH3WU (TIPOU3BOACTBEHHOM IUIOMIAAKON) 00 oOpraHu3anuu



MTPOM3BOJICTBA (TIPH HAJTUYHH);

KOMUU  JIOKYMEHTOB,  MOJTBEPXKIAIONIMX  COOTBETCTBHME  NPOU3BOJCTBA  TPEOOBAHUAM
MexrocynapcreHHoro ctangapra ['OCT ISO 13485-2017;

KONIMM HOPMATHBHOM, TEXHUYECKOM JOKYMEHTALMM HAa MEAULUMHCKYI0 TEXHHUKY, KOTOPYIO
COMCKATEIb JIMIEH3UU HAMEPEH POU3BO/INTS;

KOMUU JIOKYMEHTOB, TMOATBEPXMAOIIUX HAIWYUE Yy paOOTHUKOB COUCKATENS JIMIICH3UH,
3aKIIIOYMBIIUX C COHMCKATEIEeM JIMIICH3WU TPYAOBBIC JOTOBOPHI, OTBETCTBEHHBIX 3a IPOM3BOJCTBO U
KaueCTBO MEIUIIMHCKOW TEXHHWKH, BBICHICTO WJIM CPEIHEro MNpo(ecCHOHATBLHOTO (TEXHHYECKOTO)
oOpa3oBaHMs, CTaka pabOThl IO CICHUAIBHOCTH HE MeHee 3 JIeT W JIONOJHHUTEIBHOTO
npodeccnoHaTbHOTO 00pa3oBaHus (TIOBBIICHHUS KBATM(UKAIIMKA HE PeXe OJHOTO pasza B 5 1eT) B cdepe
BBINOJIHAEMBIX pa0OT U OKa3bIBAEMbBIX YCIYT;

B) JUISL OCYIIECTBIICHUS IEATEILHOCTH 110 TEXHUYECKOMY OOCITY’)KHUBAaHUIO METUITTHCKON TEXHHUKH:

KOIMUU JOKYMEHTOB, MOATBEPKAAIOIINX HAIUYUE Y COMCKATENS JTUIEH3UN Ha MpaBe COOCTBEHHOCTH
WJIU HA UHOM 3aKOHHOM OCHOBAaHUM CPEJCTB U3MEPEHHI, COOTBETCTBYIOIIUX TPEOOBAHMIM K HX MOBEPKE,
MpeIyCMOTpPeHHbIM cTaTtbell 13 @DenpepanbHoro 3akonHa "OO obecrneuyeHUM €IWHCTBA H3MEpEeHUN",
TEXHUYECKHUX CPEIICTB U 00OPYIOBaHMS, HEOOXOAMMBIX I TEXHHYECKOTO OOCTY)KUBAHUS 3asSBICHHBIX
Tpynn MEIUIUHCKOW TEXHUKH IO KJaccaM MOTEHIUATbHOIO PHCKAa MPUMEHEHHS B COOTBETCTBHH C
HOMCHKJIATYPHOM  KJacCH(pUKAIMEH MEIUIMHCKUX W3JeIUA 10 KiaccaM B 3aBHUCHUMOCTH  OT
MOTEHIIUAJILHOTO PUCKA UX TPUMEHEHNUS;

KOTHMH JJOKYMEHTOB, MOJATBEPKAAIONINX HAMYNAE Y COMCKATENS JIMIIEH3UN CUCTEMbl MEHEIKMEHTA
Ka4yecTBa, COOTBETCTBYIOLIEH TpeOoBaHUAM MexrocyaapcTsenHoro ctanaapra 'OCT ISO 13485-2017;

KOIINu" BKCHHyaTaHI/IOHHOfI AOKYMCHTAIlUKM  MPOU3BOJUTCIIAI Ha  MCAWLNUHCKYIO TCXHHUKY,
HCO6XO,[[I/IMOI>’I JJI TCXHUYCCKOT'O O6CJ'Iy>KI/IBaHI/I$I 3aABJICHHBIX I'pyIIT MCAUTTUHCKUX I/I3I[CJIHI>'I 10 KJIaCCaM
MOTCHIUAJIBHOT'O pPUCKAa TPUMCHCHU A,

KOMUU JOKYMEHTOB, TMOATBEPXAAOIINX HaIWyue Yy pabOTHUKOB COUCKATENs JIMIICH3UH,
3aK/IIIOYMBHIMX C COUCKATCICM JIMICH3UHU TPYAOBBIC JOTOBOPHI, OCYIICCTBIAIOIMIUX TCEXHUYCCKOC
oOCITy)KMBaHHE MEIUIIMHCKONH TEXHWKH, BBICIIETO WM CPEAHEr0 MPO(EeCcCCHOHAIBHOTO (TEXHUYECKOTO)
oOpa3zoBaHmsi, cTaxka pabOTBI 1O CHEIUAIBPHOCTM HE MEHee 3 JieT U JIONOJHUTEIHbHOTO
npodeccnoHanbHOT0 00pazoBaHus (MOBBINICHUS KBaNU(pUKAIUKA HE peXke OJHOTO pasa B 5 JeT) B cdepe
BBITIOJIHSIEMBIX PAaOOT U OKA3bIBAEMBIX YCIIYT.

8. B 3asgBienun o HCpCO(bOpMHCHI/II/I JIMICH3UU Ha OCYHICCTBJIICHHUEC ACATCIIBHOCTH 1O IIPOU3BOJACTBY
U TEXHUYCCKOMY O6CJ'Iy>KI/IBaHI/IIO MGJII/IHI/IHCKOﬁ TEXHUKHU JIUMICH3UAT YKA3bIBACT:

a) B Cllyyae OCYIIECTBIIEHUS AEATEIBHOCTU IO MPOU3BOJCTBY M TEXHHUECKOMY OOCITYKHBAaHUIO
MEAUIMHCKONW TEXHUKH T10 aJIpecy MECTa €€ OCYIIECTBIEHUS, HE MPEAYCMOTPEHHOMY JIMIIEH3UEH:
(B pen. Ilocranosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

CBEJICHUS, COJIepIKalllUe aJIpec MeCTa OCYLIECTBICHUS IeSATEIbHOCTH;
(B pen. [locranosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

CBCIACHUA O NOKYMCHTAX, MOATBCPKAAONIUX IIPaBO COOCTBEHHOCTH WJIM MHOE 3aKOHHOE OCHOBAaHUE
HUCIIOJIB30BaHUA HOMeHleHHﬁ, 3)13.HI/II71, COOPY)KCHI/II‘/JI Mo MECTY OCYHICCTBJICHUS JIMOCH3UPYCMOI'O BHUA
JCATCIIBHOCTH, HGO6XOI[I/IMBIX AJI1 OCYIICCTBIICHUA ACATCIIBHOCTH IO IPOU3BOACTBY M TCXHHUYECCKOMY



O6CJ'Iy>KI/IBaHI/IIO Me,Z[I/IHHHCKOI;'I TCXHUKU,
IMpU OCYICCTBJICHUU ACATCIIbHOCTH 110 IPOU3BOACTBY MGI[I/H.[I/IHCKOﬁ TCXHHUKU

CBEJICHUS O JOKYMEHTaX, MOJTBEPXKAAIONIMX HAIMYUE Yy COUCKATeNs JIMICH3MH Ha TpaBe
COOCTBEHHOCTH WM HAa WHOM 3aKOHHOM OCHOBAaHWUU CpPEJICTB H3MEpPEHUH, TNPEeayCMOTPEHHBIX
HOPMATHUBHOM, TEXHHYECKOW JIOKYMEHTAIIMEH MPOU3BOAUTEINSI W COOTBETCTBYIONIMX TPEOOBaHUSAM K HMX
MOBEPKE, MPEeAyCMOTpeHHBIM cTaThelt 13 dDenmepampHoro 3akoHa "OO oOecneyeHHH €IUHCTBA
U3MEPEHUI", TEXHUYECKUX CPEJCTB U 000pYyJOBaHUS, HEOOXOAMMBIX IS OCYIIECTBICHUS JICATEIILHOCTH
10 MTPOU3BOJICTBY MEAULIMHCKOW TEXHHKU;

CBEIICHMSI O JIOKyMEHTax, MOJATBEPKIAIONINX PETUCTPALMI0 MEAULIMHCKUX u3nenuil B Poccuiickoit
®denepauuu;

PECKBU3UTLI HOpMaTHBHOﬁ, TEXHHUYCSCKOU AOKYMCHTAaIUU, HCHOHLSyeMOﬁ IJIL OCYHICCTBJICHU S
ACATCIIBHOCTHU 110 IPOU3BOJACTBY MGI[I/IIII/IHCKOf/'I TCXHUKU,

PEKBH3HMTHI  TOKYMEHTOB, IOATBEPXKAAIOIIUX COOTBETCTBHE MPOM3BOACTBA TPEOOBAHHUSIM
MmexrocynapcerBennoro crannapra ['OCT ISO 13485-2017,;

CBEICHUS O JOKYMEHTaX O BBICHIEM WM CPEIHEM NPOPECCHOHATHHOM (TEXHHYECKOM)
00pa3oBaHMH, CTa)Kke pabOTHI IO CIENUATBHOCTH HE MEHee 3 JIET U JOMOTHUTEIHHOM NMPO(ecCHOHATEHOM
oOpa3zoBaHuM (MOBBIIICHUH KBATH(PHUKAIIMKA HE PEXKE OAHOTO pa3a B 5 JieT) B cepe BBIMOIHIEMBIX padoT
Y OKA3bIBAEMBIX YCIYT pa0OTHUKOB, 3aKJIFOUMBIINX C JIMIICH3HATOM TPYIOBBIC IOTOBOPHI, OTBETCTBCHHBIX
3a IPOM3BOJICTBO U KAYECTBO MEIUITUHCKON TEXHHKH,

IMpU OCYIICCTBJIICHUU ACATCIIBHOCTH 10 TEXHUYCCKOMY O6CJ'IY)KI/IBaHI/II-O MGHHHHHCKOﬁ TEXHHUKU:

CBEIICHMsI O JOKYMEHTaX, MOJATBEPKIAIONINX HAIMYKE Yy JIMIIEH3HaTa Ha paBe COOCTBEHHOCTH HIIU
Ha MHOM 3aKOHHOM OCHOBAHHWH CPEJICTB M3MEPEHU, COOTBETCTBYIOIIUX TPEeOOBAaHUSM K HUX IOBEPKE,
MpeyCMOTPeHHbIM cTaTthel 13 @DenmepanbHoro 3akonHa "OO obOecreueHUM €IWHCTBA H3MEpEeHUi",
TEXHUYECKUX CPEICTB U 000PYIOBaHUS, HEOOXOJUMBIX JIJII TEXHUUECKOTO OOCTY>KUBAHUS 3asBJICHHBIX
TPYNIl MEIUIMHCKON TEXHHKU IO KJaccaM MOTEHIHAIBHOIO PHCKAa NMPUMEHEHHS B COOTBETCTBUU C
HOMEHKJIATYpHOW  KJjaccu(UKalMed MEIMIIMHCKUX U3ACeNUid 10 KiaccaM B 3aBUCUMOCTH  OT
MOTEHIMATBHOTO PUCKA UX PUMEHEHHS;

PEKBHU3UTHI SKCIUTyaTallMOHHOW JTOKYMEHTALlUU MPOU3BOJIUTEINSI, HEOOXOAUMOMN ISl TEXHUYECKOTO
OOCITy’)KUBaHMsI 3asBJICHHBIX TPYNN MEIUIMHCKUX W3JeJUi MO0 KjiaccaM MOTEHIMAJbHOIO pHCKa
MpUMEHEHHUs (IPU HaJIUYUN);

PEKBU3UTHl JTOKYMEHTOB, MOATBEPKIAIONINX HATWYHE Yy JHIIEH3WaTa CUCTEMBl MEHEKMEHTa
KadecTBa, COOTBETCTBYIOMICH TpeboBaHUsIM MexrocynapcerBenHoro crangapra [OCT ISO 13485-2017,

CBEIEHUS O [JOKYMEHTaXx O BBbICHIEM WJIH CpeIHeM NpoPEecCHOHATBHOM (TEXHHUUYECKOM)
00pa3oBaHMH, CTake paOOTHI IO CHELUATBHOCTH HE MEHee 3 JIET U JJOMOJHUTEIbHOM NPO(EeCCHOHATBHOM
00pa3oBaHUH (TTOBBIIICHUN KBAJTU(HUKAIIMKA HE PEXKE OJHOTO pasza B 5 JieT) B cepe BHIIOIHIEMbIX padoT
U OKa3bIBa€MbIX yCIAyr paOOTHHUKOB, 3aKIIOUMBIIMX C JIMLIEH3MAaTOM TPYJIOBBIE JOTOBOPHI,
OCYILIECTBISIOUINX TEXHUYECKOE 00CTYKUBAaHHE MEAUIIMHCKON TEXHUKH;

0) B ciaydae HaMEpeHHs JMIICH3WATa BBIMOJHATH PaOOTHI, OKa3bIBaTh YCIYTH, COCTABIISIONIHE
NEeSTeNbHOCTh MO0 TPOU3BOJACTBY M TEXHUYECKOMY OOCIY)KMBAHHIO MEIUIIMHCKOW TEXHUKH, HE
MPeyCMOTPEHHbIE JINLIEH3UEH:



(B pen. ITocranosnenus [IpasutenscTBa PO ot 28.11.2020 N 1961)

CBE/IEHUS O paboTax, yciIyrax, COCTABJISIOMINX ACATEIbHOCTh IO MPOU3BOACTBY M TEXHUYECKOMY
00CITy’)KUBAaHUIO MEUIIMHCKON TEXHUKH, KOTOPBIE JINLIEH3UAT HaMEPEH BBIIOJIHATh, OKa3bIBaTh;
(B pen. [locranosnenus IlpasurensctBa PO ot 28.11.2020 N 1961)

IIpU OCYIIECTBICHNUUN ACATCIIBHOCTH I10 IIPOU3BOJACTBY MGHHHHHCKOﬁ TCXHHUKU:

CBEIICHHSI O JJOKYMEHTaX, MOTBEPKIAIONINX HAMYKE Yy JIMIICH3WAaTa Ha IPaBe COOCTBEHHOCTH HIIN
Ha MHOM 3aKOHHOM OCHOBAHHWH CPEICTB M3MEPEHHUH, MPETyCMOTPEHHBIX HOPMATHBHOM, TEXHHYECKOU
JOKYMEHTAIUEeH TIPOU3BOIUTEINS U COOTBETCTBYIOIMIUX TPEOOBAHHUSIM K HX IMOBEPKE, MPEIyCMOTPEHHBIM
cratbeil 13 denepanbHoro 3akoHa "OO oOecreueHUM €TUHCTBA M3MEPECHHH'", TEXHUYECKUX CPEJICTB H
00Opy/nOBaHUs, HEOOXOAMMBIX [UJISI OCYIIECTBICHHS JEATEIBHOCTH IO TPOU3BOACTBY MEAMIIMHCKON
TEXHUKHU,

CBEIICHWA O JOKyMEHTaX, IOATBEpKAalomMX perucrpauno B Poccuiickonn  denepanuun
MEIULMHCKUX U3JEIHH;

PEKBU3UTBl HOPMAaTUBHOM, TEXHMYECKOW JIOKYMEHTAllMM, WCIOJIb3YEMOW I OCYIIECTBIICHUS
JESATEIBHOCTH 110 IPOU3BOJICTBY MEIULIMHCKON TEXHUKU;

PEKBH3UTHI  JOKYMEHTOB, TOJTBEPXKIAIONINX COOTBETCTBUE IPOW3BOJACTBA  TPEOOBAHUSIM
Mexrocynapcersennoro crannapra ['OCT ISO 13485-2017;

CBEIIEGHUS O JOKYMEHTaXx O BBICHIEM WJIM CpeIHeM NpOoPEecCHOHATHLHOM (TEXHHYECKOM)
00pa3oBaHMHM, CTa)ke pabOTHI IO CHELUATBHOCTH HE MeHee 3 JIeT U JONOJHUTEIbHOM NPOo(ecCHOHAIBHOM
oOpa3oBaHMH (TOBBIIIEHNN KBATU(QHUKAIIMN HE PEXE OJJHOTO pas3a B 5 JIeT) B cepe BBINOIHIEMbIX padoT
Y OKa3bIBAEMBbIX YCIYTI paOOTHUKOB, 3aKJIIOUYMBIINX C JIUIIEH3MATOM TPYIOBBIE JOTOBOPHI, OTBETCTBEHHBIX
3a MPOU3BOJICTBO U KAUECTBO MEIUIIMHCKON TEXHUKHU;

IMpU OCYHICCTBJIICHUU ACATCIIBHOCTHU 10 TEXHUYICCKOMY O6CJ'Iy>KI/IBaHI/II-O MEIUITUHCKON TEXHUKU:

CBEJICHUS O JOKYMEHTaX, MOATBEPKIAIOIINX HAIMYUE Y JIMIICH3MaTa Ha MpaBe COOCTBEHHOCTU WU
HAa WHOM 3aKOHHOM OCHOBAaHUHU CPENICTB M3MEpPEHUI, COOTBETCTBYIONIMX TPeOOBAaHUSM K HX TMOBEPKE,
MpeAyCMOTPEHHBIM cTaTtheil 13 @DenepanbHoro 3akoHa "OO obOecrnedeHMM €IWHCTBA H3MEpeHUi",
TEXHUUYECKUX CPEJICTB U 00OpYyIOBaHMs, HEOOXOAUMBIX JJIsi TEXHHUECKOTO OOCTY>KUBaHUS 3asSBICHHBIX
TPYII MEIUIIMHCKON TEXHHKH M0 KJIaccaM TMOTEHIIMAIBHOTO pHUCKA MPUMEHEHHS] B COOTBETCTBUU C
HOMEHKJIATYpHOM KiaccHupUKalmeld MEOUIMHCKUX W3AeTUd 1o KilaccaM B 3aBHCHUMOCTH  OT
MOTEHITMATBFHOTO PUCKA UX PUMEHEHHS;

PCKBU3UTHI 3KCHJIyaTaI_IPIOHHOI>'I JAOKYMCHTAIIUU TIPOU3BOAUTECIIA, HCOGXOEHMOﬁ 1 TEXHHUYCCKOT'O
O6CJ'IY)KI/IBaHI/I$I 3a4ABJICHHBIX Tpylnil MCEIUIUHCKHUX I/ISJIG.]'II/If/'I o KjaccaM IMOTCHIHUAIBHOTO PpHCKa
MMPUMCHCHUS

PEKBU3UTHl JTOKYMEHTOB, ITOATBEPKAAIONINX HAJIWMUUE Yy JHIEH3WaTa CHCTEMBbl MEHEIKMEHTa
Ka4yecTBa, COOTBETCTBYIOLIEH TpeOoBaHUAM MexrocyaapcrsenHoro ctanaapra 'OCT ISO 13485-2017,

CBEICHMS O JIOKYMEHTax O BBICIIEM WM CpeAHeM MpodeccuoHalIbHOM (TEXHUYECKOM)
00pa3oBaHMH, CTa)ke pabOTHI MO CHENUATBHOCTH He MeHee 3 JIET U JOMOJHUTEIbHOM NPOo(ecCHOHAIBHOM
oOpa3oBaHMH (MOBBIIICHNN KBaJTU(HUKALMU HE pexke OJTHOTO pa3a B 5 JieT) B cepe BBITOIHIEMbIX paboT
U OKa3blBa€MbIX yCIyr paOOTHHMKOB, 3aKIIOUMBIIMX C JIMIIEH3MATOM TPYJIOBBIE JIOTOBOPBI,
OCYILIECTBIISAIONINX TEXHUYECKOE 00CITyKUBAaHUE MEIULIMHCKON TEXHUKH.



9. BoimonHnenue paboT, OKa3aHHE YCIYr B YacTH TEXHUYECKOTO OOCTY)XKMBaHHS MEAMIIMHCKON
TEXHUKH MOTYT OCYIIECTBIISATHCSA JIMIEH3MATOM [0 aApecy HIKCIUTyaTaluu (MECTy HaxOXKJICHHUS)
MEAUIIMHCKOW TEXHUKH, HE MPEIyCMOTPEHHOMY JIMIICH3UEH B KauecTBE aJpeca MecTa OCYIIECTBIICHUS
JTUIEH3UPYEMOTO BHJIA ACSITEILHOCTH, U HE TPEOYIOT TIepeoOopMIICHUS JINIICH3UH.

(B pen. ITocranornenus [IpaButenscTBa PO ot 28.11.2020 N 1961)

10. IIpu mpoBeAeHHWH NUPOBEPKH CBEACHUH, COACPIKALIMXCS B MPEACTABICHHBIX COUCKATEIIEM
JMIEH3UN U JIMLIEH3MAaTOM 3asBJICHMM U INPHJIATaeMblX K HEMY JOKYMEHTAaX, JIMIEH3UPYIOLUI opraxH
3aIrpammrBaeT HeOOXOIUMBIE I PEAOCTABICHHS FOCYJAPCTBEHHBIX YCIYT B O0JIACTH JIMIIEH3UPOBAHUS
CBEJICHUS, HAXOJSIIUECs B pPAcIOPsSKEHUU OPraHOB, IMPEJOCTAaBIIAIOLIMX T'OCYIAPCTBEHHBIE YCIYTH,
OpPraHoB, IPENOCTABIIAIOIINX MYHHUILMIAIbHBIE YCIYTH, HMHBIX TOCYAAPCTBEHHBIX OpPraHOB, OPIraHOB
MECTHOTO CaMOYIpaBJIE€HUs JIMOO IOABEJOMCTBEHHBIX TI'OCYAAPCTBEHHBIM OpraHaM WJIM OpraHam
MECTHOTO CaMOYIpPAaBJICHHUS OpPraHU3alui, B MOpAIKE, ycTaHOBIeHHOM DenepanbHbIM 3akoHOM "OO6
OpraHu3alK IPEJOCTaBICHUS IOCY1apCTBEHHBIX U MYHUIMIIAIbHbBIX yCIyr".

11. JIuueH3upyromuii oprad pazMeniaeT Ha €IMHOM [OpTajie roCyJapCTBEHHbIX U MyHULIMIIAIBbHBIX
yenyr (QyHkuuii) B nopsake, ycranoneHHoM [IpaBurensctBom Poccuiickoit deneparnuu, cBeleHus: o
X0l IPUHATHS UM PEUICHHUS O MPEIOCTABICHUN WIH TIepeo()OPMIICHUH JIMIICH3MH, a TaKXKe TPOBEICHUS
MIPOBEPKU COOTBETCTBHUSI COUCKATENS JIMLIEH3UH JTUIICH3MOHHBIM TPEOOBAHUSAM U MPOBEPKU COOITIOACHHUS
JUIICH3UAaTOM YKa3aHHBIX TPeOOBAaHWA TPHU OCYIIECTBICHHH JESITEIBHOCTH MO MPOU3BOJICTBY U
TEXHHUYECKOMY 00CTY>KUBAHUIO METUIIMTHCKON TEXHHUKH.

12. Hudopmamusi, OTHOCAMIAACA K OCYIIECTBICHHIO MACATEIBHOCTH 10 MPOU3BOJICTBY U
TEXHUYECKOMY OOCITY)KMBAHHIO MEAMLIMHCKOW TEXHUKH, MPeAyCMOTpeHHass 4acTsamMu 1 um 2 crathu 21
@enepanbHoro 3akoHa "O JMIEH3MPOBAHMM OTAEIBHBIX BUJOB JI€ATEIbHOCTH", pa3Mellaercs Ha
ounmanbHOM caiiTe JHUIEH3UPYIOUIET0 OpraHa B HH(OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON CeTH
"UnTepuer".

Joctyn k oOmienocTynmHol WHQOpMAIMK, COAEpIKAIleics B peecTpe JIMIEH3U, obecrednBaeTcs
JUIEH3UPYIOIIMM OPTraHOM IOCPEICTBOM €€ pa3MEIIeHUs] B MH(POPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON
cetu "UHTepHer", B TOM uucie B (opMe OTKPBHITHIX JaHHBIX. J[aHHBIE O JNUIEH3UAX, COJEpKalecs B
peecTpe JIMIIEH3UH, TOMyJaloT CTaTyC OTKPBITHIX JAHHBIX MPU BHECEHUH COOTBETCTBYIOIICH 3alUCH B
peecTp, KOTOPBIN BEIETCS B JIEKTPOHHOM BHUJIE.

AKTyanbHass MHQOpMAIMs U3 peecTpa JIMILEH3UM [0JKHA OTOoOpaxarbcsi B MH(POPMAIMOHHO-
TEJIEKOMMYHHUKAIIMOHHON ceTH "VIHTepHeT" B peXMMe pealbHOro BpeMeHH JH00 B TEUEHHE CpPOKa, HE
MIPEBBIIIAOIIETO 5 MUHYT.

(m. 12 B pen. ITocranosnenus [IpaButenscta PO ot 28.11.2020 N 1961)

13. IlpeameTroM JHUIIEH3UOHHOTO KOHTPOJS SIBJISIOTCA COOTBETCTBHE COMCKATENs JIMIEH3UU
JTUIEH3UOHHBIM  TPEeOOBaHHWSIM W COONIOJICHHE  JHUICH3UATOM  JIUICH3MOHHBIX  TpeOOBaHUH,
YCTaHOBJICHHBIX MYHKTOM 5 Hacrtosero [lonoxenus.

14. JIuueH3nOHHBIA KOHTPOJIb OCYLIECTBISIETCS B MOPAIKE, NpeaycMOTpeHHOM denepanbHbIM
3akoHOM "O 3amuTe mnpaB IOPUAMYECKHX JHUI W HUHAUBUAYAIBHBIX IPEANPUHHUMATENEH IpU
OCYIIECTBICHUH TOCYAAPCTBEHHOTO KOHTPOJSA (Haa30pa) W MYHHMIMIAIBHOTO KOHTPOJA", C Y4eTOM
O0COOCHHOCTEH oOpraHu3alMy W TPOBEACHUS MPOBEPOK, ycTaHOBIEHHBIX dDenepanbHbiM 3akoHOM "O
JULEH3UPOBAHNHU OTJENBHBIX BUJIOB I€ATEIBHOCTH .

15. JIOJ'DKHOCTHI)IMI/I JMIAMH  JTULOCH3UPYIOMIETO OpraHa, YIOJHOMOUYCHHBIMU OCYIICCTBIIATH
JII/II_IGH3I/IOHHI>II71 KOHTPOJIb, ABJIAIOTCA:



a) pyKOBOJUTEIb, €r0 3aMECTUTENIH;

0) PyKOBOAMTENU CTPYKTYPHBIX MOJpa3aeieHU, UX 3aMECTUTENIN, JOJPKHOCTHBIMHU pPEriIaMeHTaMH1
KOTOPBIX IPEAYCMOTPEHBI IIOJTHOMOYMS 110 OCYILECTBICHUIO JIMIEH3UOHHOTO KOHTPOJIS;

B) HHBIE T'OCYJapCTBEHHBIE T'PAXKIAHCKHUE CIy)KalUe, JOJDKHOCTHBIMU pErjgaMeHTaMH KOTOPBIX
IPEAYCMOTPEHBI IIOJTHOMOYUSA 10 OCYIIECTBICHUIO TULIEH3MOHHOIO KOHTPOJIA.

16. JIoMKHOCTHBIE JIMLIa JIMLEH3UPYIOLIETO OpraHa IpHU IPOBEACHUMM IIPOBEPOK B paMKax
OCYILLECTBJICHHS JIUL[EH3MOHHOIO KOHTPOJS COOJIOJAI0T OrpaHMYEHMs] U BBINOJHSAIOT OOS3aHHOCTH,
yCcTaHOBNIEHHBIE cTaThiMu 15 - 18 ®depepanpHoro 3akoHa "O 3amuTe NpaB IOPUIUMYECKUX JIUI[ U
WH/MBUYAJIBHBIX MpeANpPUHUMATENEH MPH OCYIIECTBIEHUU TOCYIapCTBEHHOIO KOHTPOJS (HaA30pa) U
MYHHMIMIIAJIBHOTO KOHTPOJA", @ TaKK€ HECYT OTBETCTBEHHOCTh 32 HEUCIIOJHEHHE WM HEHaJUIeKalllee
HCIIOJIHEHUE BO3JIOKEHHBIX Ha HUX MOJHOMOYMM U 00s3aHHOCTEH B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit ®enepanuu.

17. Ilpn opraHu3auuu M OCYIIECTBJICHHUU JMIECH3UOHHOIO KOHTPOJIA JIMLECH3UPYIOUIMI Oprax
BIIPAaBE IPUBIIEKATh HKCIIEPTOB, a TAaKKE OKCIEPTHBIC OpPraHU3alMd, KOTOpbIE AaKKPEIWTOBAaHBI B
YCTaHOBJICHHOM IIOPSAKE.

18. B menax mnpenynpexaceHds HapyLUIeHMM JUIEeH3uaTaMu JIMLIEH3UOHHBIX TpeOOBaHUM
JULEH3UPYIOUIMM  OPraHOM  OCYIIECTBIISIFOTCS ~ MEpONpHATHS 1O  NPO(QUIAKTUKE  HapyLIEHUH
JUIEH3UOHHBIX TpeOOBaHUM B COOTBETCTBUU C TpeOOBaHUSIMH, YCTAaHOBJIEHHBIMU CTaTbed 8.2
@enepanbHOro 3akoHa "O 3amuTe NpaB IOPUANYECKUX JIML U UHIUBUAYAIbHBIX IPEAIPUHUMATENCH IPU
OCYIIECTBJICHUH TOCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa) U MyHHUIIMIIAIHHOTO KOHTPOJIs".

19. JIuueH3upyromuM OpPraHOM HPOBOJSATCS MEPONPUATHS MO KOHTPOMIO 0e3 B3auMOJCHCTBHUS C
JUIEH3UaTaM|, MpelycMOTpeHHble TyHKToM 7 bactu 1 crateu 8.3 denepanbHoro 3akona "O 3amure
OpaB  IOPUAMYECKUX JIML M UHIAMBUAYAJIBHBIX  [peIIpUHUMATeNed MpH  OCYIIECTBICHUHU
rOCy/lapCTBEHHOI'O0 KOHTpOJid (Haja30pa) M MYHHUIMIAIBHOTO KOHTPOJS", IMyTeM HaONIoAeHUs 3a
COOJIIOJICHHEM JIMIICH3MOHHBIX TpeOOBaHUI M aHanM3a MHPOPMALUU O JNEATENBbHOCTH JHOO NEeHCTBUAX
JUIEH3UATOB, KOTOpas MpEeJCTaBisieTcs JIMLEH3UMaTaMd (B TOM YHCJE MOCPEACTBOM HCIIOJIb30BAHMS
(benepanbHBIX TOCYIapCTBEHHBIX UH(OPMAIIMOHHBIX CUCTEM) B JIMIEH3UPYIOIUI OPraH UM MOXKET ObITh
nmojiyueHa (B TOM 4YHCIIE€ B paMKaX MEXKBEIOMCTBEHHOIO HMH()OPMAILIMIOHHOTO B3aMMOJICHCTBUS)
JMIEH3UPYIOUIMM OpraHoM 0Oe3 BO3JIOKEHHUsl Ha JIMIEH3HAaTOB OO0S3aHHOCTEH, HE MpPESyCMOTPEHHBIX
benepaTbHBIMU 3aKOHAMH M TPUHSATHIMH B COOTBETCTBUM C HUMHU WHBIMH HOPMATHBHBIMH TPAaBOBBIMH
akramu Poccuiickoit denepanuu.

20. TlpencraBneHue COMCKATENEM JIUIEH3UHM 3asBICHUS M JOKYMEHTOB, HEOOXOAMMBIX JIJISt
MOJIyYeHUsl JTUIEH3WH, UX TPUEM JHUICH3UPYIOUIUM OpPraHOM, MPHUHITHE IJHUIEH3UPYIOIIUM OpraHOM
pelleHrs O MPEeJOCTaBIECHUM JIMLEH3UU (00 OTKa3ze B NMPEAOCTaBICHUU JUIEH3UH), NepeodopMileHuH,
MPUOCTAHOBIIEHUU WU BO30OHOBIIEHUM €€ JCUCTBUA, a TaKKe BeJeHHEe WH(POPMAIMOHHOTO pecypca H
peecTpa JIMIEH3WIH U TTPEIOCTaBIICHUE CBEICHUM, COJIEpKaIMXCs B MH(OOPMAIIMOHHOM PECypce U peecTpe
TUIEH3UH, OCYIIECTBISIOTCA B TOPSAIKE, ycTaHOBICHHOM DenepanbHbIM 3aKkoHOM "O JTUIIEH3UPOBAHUU
OTZIEIBbHBIX BUIIOB JIEATEIILHOCTH ",

21. 3a mpenocTaBlieHHE JUICH3UPYIOIMIUM OpPraHOM JHIICH3UH W MepeodopMIIeHUE IUIEH3UN
YIUIAYUBAETCS TOCYJIapCTBEHHAas TMONUIMHA B pa3Mepax U TMOPAJKE, KOTOPbIE YCTaHOBJIEHBI
3akoHoAaTensCcTBOM Poccuiickoit deneparinu o Haorax u coopax.



[Ipunoxxenue

K [TonoxeHnuro o IUIIEH3UPOBAHUU
JESTENIbHOCTH 110 IIPOU3BOJICTBY

U TEXHUYECKOMY 00CITY>KMBAHUIO

(32 UCKJIFOYEHHEM CITy4as,

€CIIM TEXHUYECKOE 00CITy)KUBaHHUE
OCYILIECTBIISICTCS I 00ECTICUSHHS
COOCTBEHHBIX HYX]l FOPUIMUECKOTr0 LA
WIM UHIUBUAYAIBHOTO IPEAIPUHUMATENS)
MEIUIUHCKON TEXHUKHU

NEPEYEHDb
BbINOJIHAEMbIX PABOT, OKA3SbIBAEMbIX YCITYI' B COCTABE AEATEJIbHOCTHU
no npPon3BoaACcTBY U TEXHUHECKOMY OBCIYXXUBAHUIO (3A UCKIMIOYEHUEM
CNYYAA, ECJIU TEXHUYECKOE OBCITYXXUBAHUE OCYLLECTBIIAETCA
AnA OBECMNEYEHUA COBCTBEHHbBLIX HY>KA KOPUANYECKOIO JIULIA
WnNu UHOQMBUAYANbHOIO NPEONPUHUMATENSA) MEAULUMHCKON TEXHUKK

1. [Tpon3BOICTBO MEAUITMHCKON TEXHUKH.

2. B dyactm TeXHHYECKOTO O6CJ'Iy>KI/IBaHI/IH (38 HCKIIFOYCHUEM Cliy4das, CCJIIH TCEXHUYCCKOC
O6CJIY)KI/IB21HI/IC OCYHCCTBIIACTCA IJId obecneueHrss COOCTBEHHBIX HYXJ HOPpUAAYCCKOro JiMna HJIn
HHAUBUAYAJIBHOT'O HpeI[HpI/IHI/IMaTeJUI) MEIUITUHCKON TEXHHUKU:

a) TEXHUYeCKoe OOCIy)XMBaHHE CIEAYIOIUX TPYyNN MEIWLHUHCKOM TEeXHUKH Kiacca 2a
IIOTEHIUAIBbHOTO PUCKA IIPUMEHEHUS:

OpTONCANYCCKUEC MCIAUTIMHCKUC U3ACIINA;

TaCTPOIHTCPOJIOTHICCKUC MCANTTUHCKUC U3ICITH S,

p€a6I/IJ'[I/ITaIII/IOHHI>I€ " aJaliTUPOBAHHBIC I MHBAJIMJOB MECAUIIMHCKUEC U3ACIIUSA
MCIUIMHCKHUEC U3OCTINA OJIA IUTIACTHYECKOM XUpYpTruu, 1€pMaTOJIOTU U KOCMETOJIOTUH;
BCIIOMOTaTCJIbHBIC U O6HI€6OJ'II)HI/I'—IHI)IG MCEIUIIMHCKHNEC U3CTIHA,

CTOMATOJIOT'MYCCKUEC MCOIUITMHCKUE U3 ACIIHNA,

AHECTC3UOJIOTHYECCKHUE W PCCIIUPATOPHBIC MCAWUIMUHCKHUEC  HU3CINA (MOHI/ITOpI)I, CHCTCMBI
MOHUTOPHUPOBAHUSA AHCCTC3UOJIOTUICCKHUC, pCCHI/IpaTOPHBIC);

Heﬁponornqecm/{e MCECIHUIIMHCKHEC U3CIINA,

CCPACUHO-COCYAUCTBIC MCAULIMHCKHUEC HU3ACIINA (MC,Z[I/II_II/IHCKI/IG u3geiuda il OpeACIICHUA
CbI/ISI/IOJ'IOFI/I‘IeCKI/IX mapaMETpoOB, KapTUpOBaHUA CEpJAla, MOHHUTOPBI, CHUCTEMbBI MOHUTOPUPOBAHUIA
KapJAuOJIOTHYCCKHUEC U CONMYTCTBYIOIINC I/I3I[C.TII/ISI);

O(i)TﬁJ'IBMOJ'IOFI/ILIeCKI/Ie MCEIHUIMHCKHUE U3CIINA,



MCIUIHUHCKUEC U3ACIINA JJIA OTOPHHOJIAPHUHTOJIOTHUH,
(’10H31/10TepaneBTquc1cne MCIUIMHCKHE U3CIINA,

MEUIIMHCKUE U3IETHS IS in Vitro TMarHOCTUKY (3apEruCTPUPOBAHHBIC B YCTAHOBJICHHOM TTOPSIKE
B COOTBETCTBUU C aKTaMH, COCTaBISIIOIMIMMHU TpaBo EBpa3uiickoro SKOHOMHUYECKOTO COI03a, WIIU
3aKoHOMaTeNbCcTBOM Poccutickoit deneparun);

0) TexHUYeCKoe 0OCTY)KMBAaHUE TPy MEIUIIMHCKONW TEXHHKH Kiacca 20 MOTEHIMAIHHOTO PUCKA
MIPUMEHEHUS:

XUPYPIUICCKUC MHCTPYMCHTBI, CUCTCMbI U COITYTCTBYIOIINUC MCAUTTUHCKUC U3CIINA,

CEPACUHO-COCYAUCTBIC MCECAULIMHCKUEC HU3ACIUA (3a HCKIIIOUCHHUECM MCIHNIMHCKHUX I/ISIIGJ'II/Iﬁ JJIA
OIpCaAcCICHUA (1)I/ISI/IOJIOFI/I‘I€CKI/IX napamceTpoB, KapTUPOBaHUA cepaua, MOHUTOPOB, CUCTEM
MOHUTOPHUPOBAHUSA KApAUOJIOTHICCKUX U COITYTCTBYROIIUX I/IS,ZleJII/II‘/'I);

MCIUIMHCKHUE U3ACIINA AJIA MaHI/IHyJUIIJ;I/II\/JI, BOCCTaHOBJICHUA TKaHefI, OpTraHOB YCJIOBCKA,
MCIUNUHCKUC U3JACIINA I aKyHICPCTBA 1 THHCKOJIOTUH,

AHCCTC3UOJIOTMYCCKHUEC W PECHHUPATOPHBIC MCAUIMUMHCKHUC H3JCIIHA (33 HUCKIIIOYCHHUEM MOHUTOPOB,
CUCTCM MOHUTOPUPOBAHUA aHCCTC3UOJIOTUUCCKUX, pCCHI/IpaTopHLIX);

pPaAMOIOrMYecKe MEIUUUHCKUE u3Jenus (B 4acTH OO0OpyIOBaHUS MJis  YJIbTPa3ByKOBOTO
HCCIIEI0BAHMS);

paguoJIOTHYEeCKUe MEIUIMHCKHWE wu3Jenus (B 4YacTH TaMMa-AHarHOCTUYECKOro, TaMma-
TeparneBTHYECKOT0 000PYyI0BaHUS M SMUCCHOHHON TOMOTpadun);

pasnoIOTHYECKNE MEIUIIMHCKHAE W3Aenus (B yacTh 0O0OpYyIOBaHUS ISl MarHUTHO-PE30HAHCHOMN
TOMOrpadum);

PaAMOIOrHuecKre MEIUIIMHCKUE U3Aeus (B 4acTH 000pYyI0BaHMs ISl pEHTI€HOTEepaIun);

paluOJIOTHUECKUEe MEAMLIMHCKUE HU3Jenus (B 4YacTH PEHTICHOBCKOrOo OOOpYIOBaHUS Ul
KOMIIBIOTEPHOU ToMOrpaduu U aHruorpagum);

paTuOJIOTHUECKUEe MEIUIMHCKHE H3/enus (B 4acTu oOOpynOBaHUS Uil pEeHTTeHorpaduu H
PEHTTEHOCKOIIHH);

B) TCEXHUYCCKOC OGCHy)KI/IBaHI/IC rpymi MEIMIIMHCKON TEXHUKH Kjacca 3 MOTCHIUAJIBHOTO PUCKA
MMPUMCHCHUSA:

YPOJIOTrH4UCCKNEC MEAULIMHCKNUEC U3 ACIINUS

METUITMHCKUE U3/IENHS, PpeIHa3HaYeHHbIE 1)1 adepesa.




