PerucrpannonHoe y1ocropepenue

B coorBerctBun ¢ 4. 4 cr. 38 @enepanpHoro 3akoHa ot 21.11.2011 Ne 323-@3
«O0 ocHOBax OxpaHbl 370pOBbs Tpaxaad B Poccuiickoit ®enepamum» ¢ 01 suBaps 2013 roma
Ha Tepputropun P®D paspemnraercs oOpaimieHue MEIUIIMHCKUAX H3ACTUH, 3aperuCcTPUPOBAHHBIX
B yctaHoBJieHHOM [IpaButensctBom P® mnopsake. CornacHo n. 6 IlpaBui rocyaapCTBEHHOM
pEerucTpalu MEJULMHCKUX HU3JEIUM, yTBEP:KICHHBIX IocTaHoBiIeHueM [IpaBurenscrBa PO
or 27.12.2012 Ne 1416, dakt rocy1apCTBEHHOW PpErHUCTPAlMM MEIUIIMHCKOTO HW3eIHUs
MOJITBEPIKIAETCS PErHCTPAIMOHHBIM YII0OCTOBEPEHUEM, KOTOPOE AeicTByeT Oeccpouno. [IpaBuna
rOCyIapCTBEHHOW PpEruCTpalliid MEIUIUHCKUX U3JeNUA  YTBEpHKIEHbl IOCTAaHOBJICHHUEM
IIpasutenscTBa PO ot 27.12.2012 Ne 14161, a ocobennocTn 06pareHns MEANIIMHCKIX H3IEINH,
B TOM WYHCJE TOCYAApCTBEHHOM pETUCTpalUud cepuu (MapTUHU) MEIULIUHCKOTO H3/Aemus,
yTBepsKeHbI TocTanobienueM [paBurenscta PO ot 03.04.2020 Ne 4302,

dopma perucTpalioHHOTO YIOCTOBEPEHHsS Ha MEAMIMHCKOE U3JeNNe YTBEepXkKIeHa
npukazoM PoczapaBnamzopa ot 16.01.2013 Ne 40-I1p/13.

MeauuuHckue u3aeausi — JitoOble MHCTPYMEHTHI, anmnapaTsl, IpruOopbl, 000pyI0BaHHE,
Marepuajibl M TNPOYME HW3JACNUsA, NPUMEHSEMble B MEIUIMHCKUX LEIAX  OTACIBHO
WM B COUYETAaHUH MEX]Ty COOOM, a TaKKe BMECTE C APYTUMHU MPUHAATICKHOCTIMU, HEOOXOUMBIMU
JUISl IPUMEHEHUST YKA3aHHBIX HM3JCJIMI 10 HA3HAYEHWI0, BKJIIOYAs CIEIUAIbHOE MPOTPaMMHOE
obecrnieueHue, U NpeJHa3HaYeHHbIE POU3BOAUTENEM AJIs MPODUITAKTUKY, TUATHOCTHKY, JICUCHUS
U MEIUIMHCKON peabuiuTanuu 3a00JeBaHUN, MOHHUTOPUHTA COCTOSHUSI OpraHM3Ma 4YesloBeKa,
MPOBEJCHUS MEIULMHCKUX  HMCCIEAOBAHUN, BOCCTAHOBJICHUS, 3aMEIICHUS, H3MEHEHUS
AHATOMUYECKOW CTPYKTYpbl WM (PU3MOJOTUYECKHX (QYHKIMH OpraHu3Ma, MPeIOTBPAMICHUS
WM TIpephIBaHus 0EPEeMEHHOCTH, (DYHKIIMOHAFHOE HA3HAYCHHE KOTOPBIX HE pealn3yeTcs MMyTeM
(GapMakoJIOTUYECKOTO,  MMMYHOJOTHYECKOTO,  T€HETUYECKOr0 WM  METabOJIMYEeCKOTO
BO3/ICIICTBUS HA OPraHU3M YETIOBEKa.

MennumnHcKoe u3jiejiue TaKKe BKJIKYaeT B ce0sl paHee CyleCTBYIONINE MOHATHS:

— MEJIMLMHCKAs TEXHUKA;

— U3JIeTUSI METUIIMHCKOTO Ha3HAYCHUSI.

Kunaccnpukanusa MeuIIUHCKUX U3/1eJIUI 110 HA3HAYECHUIO M IPUMEHEHHUIO:

Menusnenus aiis J1abOpaTOPHBIX HCCIAEAOBAHUMN: MU JTUX IIeJIed MpeaHa3Ha4YarTCs
COBpEMEHHBbIE MPUOOPHI U CHUCTEMBI I 3a00pa U HUCCIEIOBaHMS HEOOXOAMMBIX aHAITU30B.
be3 »sTux wuccnenoBaHUt HEBO3MOXXHO YCTAaHOBUTH NPABWIIBHBIM JHArHO3 W MPOCIEIUTH
3a mpoTekaHueMm OosiesHU mnarueHTa. Cio/la BXOIAT pPEareHThl, aHAIW3aTOPhl, MaTepUaIIbI
U Apyrue NpUHaJIEKHOCTH.

Menauszaenust uid Tepanuu: pa3HOBUIHOCTH ITOr0 0OOPYAOBAaHUS 3aBUCUT OT criocoda
BO3JICUCTBUS HA OPTAHU3M YeJIOBEKa. DTO MEIMLIIMHCKUE JIa3€Phl, alnapaThl A yIbTPa3ByKOBOM
Tepanuu, HH(Y3MOHHBIE HACOCHI U Ipyroe 000pyI0BaHuE.

Menu3nenus nns IWAarHOCTHKU: K JMATHOCTUPYIOIIMM amnmaparaM OTHOCAT PEHTIEH,
KoMiibroTepHbIe ToMOTpadbl, Y31, KT u apyroe obopynoBanue.

Menuzaenus anst HaOIIOACHUS: TPU OOBIYHOM OCMOTpE OOTHHOTO HEBO3MOKHO MOIYYHUTh
MOJIHYI0 KapTHMHY O €ro COCTOSHUHU. [l 3TOro HeoOXOJUMO HCIIONb30BaTh CIELUaIbHOE
o0opysoBaHHEe, KOTOpPOE TO3BOJSET YBUAETH TO, YTO HE BHUIHO YEIOBEYECKHUM TIJIa30M.
3a COCTOSHMEM TMalMEeHTa CIEIIT METUIIMHCKUE MOHHUTOPBI, YCTPOWCTBA, OTCICKHBAIOIINE
AIIEKTPOKAPIUOTpaMMy, TOMOTpadbl U MHOTOE Ipyroe 000pya0BaHuE.

Menuznenus 1S TOAIEPKAHUS KUZHH: 000pyI0BaHKE, TTPEAHA3HAYECHHOE JIJIsI CTIACCHHMS
JKU3HM 4YeJOBeKa, K TakoMy OOOpYyJOBaHUIO OTHOCATCA CEpACYHO-JIETOYHBIE ammaparhl,

! Tlocranosnenue IlpaButensctBa PO or 27.12.2012 Ne 1416 «O6 yrepxkaeHun IIpaBui rocynapCTBEHHON
perucTpanuy MeIUIIMHCKHAX U3/Ienui» (nanee - mocraHoBieHue [IpasurensctBa PO ot 27.12.2012 Ne 1416).

2 TTocranosnenue Ipasurenbera PO ot 03.04.2020 Ne 430 «O6 0cOOEHHOCTSX 0OpALIEHNS MEAULIUHCKUX U3JEIUH,
B TOM YHCJIE TOCYJAPCTBEHHON PEruCTpalliy CepyH (ITapTHH) MEIUIIMHCKOTO U3AEIHSD).
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0o0Opy10BaHUE A BEHTWISALMM JIETKHX, A7 MCKYCCTBEHHOIO KPOBOOOpAILlEHMs, armapaThl
JUIs peaHuMaluu O0JILHOTO U Ipyroe 000pyAoBaHHeE.

Menuznenus Uis TpaHCIOPTHUPOBAHUA: TEXHHMKA, KOTOpas OOecleYMBaET IPABUIIbHYIO
JIOCTaBKy MpPOYMX MaTepuajoB (OpraHbl, Iula3Ma U JpyrHe€ MaTepuanbl), JO0CTaBIsEMbIE
B MEAYUPEKACHUS UIsl OKa3aHUsI MEIULUHCKOM IIOMOILY U CIIACEHUS KU3HU MAllUEHTOB.

K MeauuuHCKUM U3JEMUsM TaKKe OTHOCAT CPEICTBA TPAHCHOPTHPOBKH OOJIBHOTO,
TEJIEKKH, IObEMHUKHN, MEJUIIMHCKUE CTOJIBI U Kpecia, CTOJUKH, KPOBATH, CTEPHIIN3ALIMOHHOE,
MO€YHOEe U JAe3uH(puuupyromee obopyaoBaHue. Takke K HUM NPUYMCIECHBI BCE PacXOHBIC
MaTepHalbl, IPUOOPHI U IPUCIIOCOOIEHMSI, KOTOPBIE ITPEeJHA3HAUEHBI JJIs1 OKa3aHUs MEAULIMHCKON
IIOMOILIH.

MeauuyuHCKIE U3LEus OAPA3AEIIAIOTCS Ha KIAcChl B 3aBUCUMOCTH OT IIOTEHLUAIBHOIO
pHCKa MX TPUMEHEHHS M Ha BHUJBl B COOTBETCTBUUM C HOMEHKJIATYpHOW KiacCHUpHUKaIMen
MEAMLMHCKUX U3JEIHN.

CoOTBETCTBYIOLIME CBEIEHUS O IPUCBOCHMM MEIUIMHCKOMY U3JEJIHI0 BHJA
HOMEHKJIATypHOH KJlacCU(pUKalUK pa3MelaloTcs Ha oduiMaibHOM caiite Poc3apaBHanzopa
(www.roszdravnadzor.ru B moapaszeine « DJIEKTPOHHBIE CEPBUCHD) -> «["0Cy1apCTBEHHBIN peecTp
MEIMIMHCKUX  W3AEIUM W opraHusauuii  (MHAMBUIYalbHBIX  NpeANpUHUMATENeil),
OCYIICCTBIISIONIMX TPOM3BOCTBO U M3TOTOBJICHUE MEIUIIMHCKUX U3ICITHIY).

Ha caiite Poc3npaBHang3opa Takxke MOKHO HaWTH JIpyryro MH(OpMAIHIO, pa3MELICHHYIO
B COOTBETCTBYIOLIUX BKJIAJKaX, B TOM YUCIIE BO BKIAJKaX:

— PeecTp MEIMIIMHCKUX U3IEIINN;

— Perucrpanus MEAMIMHCKHUX U3€IUN B paMKax EBpazuiicCKOro ’KOHOMHUYECKOTO COK03a;

— DBHecenue W3MEHEHMII B pEruMCTpalMOHHBIE JOKYMEHTBI M PErHCTpallMOHHBIE
YAOCTOBEPEHUS Ha MEJULINHCKUE U3/EIHNS;

— BB0O3 MEAMIIMHCKUX U3JENUN B LEISIX UX TOCYJAapCTBEHHOM PETUCTPALH;

— KitmHnueckue uenslTaHus MEIUIMHCKUX U3EIHN;

— KonTpousib 3a obpariennemM MEeIUIMHCKUX U3eNINH;

— MoHUTOpUHT 6€30aCHOCTH METULIMHCKUX U3/EIHi;

— JluneHsupoBanue NEATEIBHOCTH MO MPOU3BOJACTBY M TEXHMUYECKOMY OOCITYKHBAHUIO
MEIULUHCKONU TEXHUKH;

— PerynupoBanue 11eH Ha MEAULUHCKUE U3LCIINS;

— VYBenoMIEHHA O Hayalle OCYIIECTBIEHHs JEATEIbHOCTH B cdepe oOpamieHus
MEIULIUHCKUX U3CIIHN;

— @opMHpOBaHUE NIEPEUHS CIUPTOCOAECPKALIMX METULIUHCKUX U3IECITHN.



