YTBEPKJIEHBI

Pemennem Komneruu

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
OT 20 1. Ne

ITPABUJA
Be/JICHUS] HOMEHKJIATYPbI MEAMUMHCKUX U3AeTHH

|. OOmne mooKeHust

1. Hacrosimue IlpaBuna pa3paboTaHbl B COOTBETCTBUM C IIYHKTOM 2
cratbu 31 JloroBopa o EBpasuiiCkOM 3KOHOMHUYECKOM COKO3€ OT 29 Mmas
2014 rona, mynktom 4 cratbu 4 CoriameHuss O €IUWHBIX IPUHIUIIAX U
npaBuiax oOpamieHusT MEIUIMHCKUX W3AeNUid (M3JeNUid  MEIUIIMHCKOTO
Ha3HAUYCHUs] M  MEIUUMHCKOM TEXHHMKHM) B paMkax EBpasuiickoro
PKOHOMMYECKOTo coro3a oT 23 gaekabps 2014 roma, pacupocTpaHsitoTcs Ha
MEJIUIIMHCKUE U3JEIUsl, BhIITyCKaeMbie B oOpaiieHue B pamkax EBpaszuiickoro
SKOHOMHYECKOTO0 coro3a (mamee — Coro3), U ONpPENeNsioT MOPAIOK
dbopMHUpOBaHUS U BEJACHUS HOMEHKJIATYPHOTO KiaccH(HUKaTOpa METUITMHCKUX
uznenuii B pamkax Coro3za (ajiee — HOMEHKJIATypa MEIMUIIMHCKUX HU3JCIIUM
Coro3a).

2. B nacrosmux [IpaBuiax ucnosyib3yroTcs CISAYIOIUE MOHSTHS:

«HOMEHKJIaTypa MEIULIMTHCKUX 17163 (SN 1507 Coroza» —
CHCTEMATU3UPOBAHHBIA MEPEUYCHb BUJOB MEAUIIMHCKUX W3ACIUNA, CONCPKAIINN
HAaUMEHOBAHMSI, OITMCAHUSI ¥ KOJIbI BUJIOB;

«['moGanbHass HOMeHKIaTypa MemuiuHckux wm3aenuii (Global Medical
Device Nomenclature)» — sjaexkTpoHHass cucTeMa BHIOB JJIs MICHTH(UKAIUH
MEJUIIMHCKUX U3/ICTUH, IPU3HAHHAS HA MEKyHAPOJHOM YPOBHE;

«ArenTctBo ['7100abHOM HOMEHKJIATYPHl MEIMIIMHCKUX H3JICIHN») —
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opraHu3aliusi, OTBETCTBEHHass 3a (opMHupoBaHUE U BejeHue [1o0ampHOU
HOMEHKJIATYpbl MEAULIMHCKUX WU3EITUT;

«KaTEropusi MEAUIUHCKOTO H3JEIUs» — caMas IIMpoKas IpyHIUpOBKa
B HOMEHKJIATypPE€ MEAUIUHCKUX U3/ICIIHMN;

«BUJI MEIUIIMHCKOTO W3JCIUS» — COBOKYIMHOCTb W3JICJIHM, WUMEIOIINX

OJIMHAKOBOE WJIM aHAJIOTUYHOE Ha3HaueHHUE U (M) YCTPOMCTBO.

I1. Tlopsimox dhopMUpOBaHKS U BEICHUS
HOMEHKJIATYPbI MEAULIMHCKUX U3IECTUN

3. Homenknarypa memuuuHckux uzgenuit Coro3a mpeacTaBisieT coOoi
nepeyeHb BUJIOB MEIUIIMHCKUX W3JIeNUNA, TapMOHU3UPOBaHHBIN ¢ [ 100abHOM
HOMEHKJIATYPOW MEIUIMHCKUX W3JeNui. Bua MEIUIIMHCKOrO U3AENUS UMEET
HOMEHKJIATYPHOE HAWMEHOBAHUE, YHUKAJIBHBIA KOJ, OIMCAaHHE, COJAEpKalee
COOTBETCTBYIOIIME  KJIacCU(UKAIMOHHBIE  TMPU3HAKUA, yKa3blBa€Mbi€ B
3aBUCUMOCTH OT HA3HAUYCHUSI MEIUIIMHCKOTO U3/eNIUs U (UJIN) €ro yCTPOMCTBRA.

4. Homenknarypa MemumuHckux  uzfenuid  Coroza  dopmupyercs
B DJIEKTPOHHOM BHJIe€ U pa3melniaercs Ha nHpopmanroHHoM mopTane Corosa
B MHGOPMAITMOHHO-TEJIEKOMMYHHUKAIMOHHOUN ceTn «HTepHeT» (manee — ceTh
WuTepHeT) u sBseTCs 0011EeTOCTYITHOM.

5. Homenknarypa wmeaunuHckux wusaenuii Coro3a BXOJUT B COCTaB
EauHoil  cucteMbl ~ HOpMaTUMBHO-clipaBoYHOM  uHpopmauuu  Coro3sa,
dbopmupyeMoii B COOTBeTCTBMM ¢ myHkTamu 4, 5 wm 7 Ilporokoina
00 wHPOPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJOTHUAX U WHGOPMAITMOHHOM
B3aUMOJCHUCTBUH B paMKax EBpa3WiiCKOTO  3KOHOMHYECKOTO  COHO3a
(mpunoxxenne Ne 3 k J[loroBopy o EBpa3uiickoM 3KOHOMHUYECKOM COIO3€

ot 29 mas 2014 roxna).
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6. Kaxaeiii BUJ HOMEHKIATYpbl MeauIMHCKUX u3aenui Coro3a J0mKeH
COOTBETCTBOBATh  CYIIECTBYIOIIEMY BHAY [J7100aJbHON  HOMEHKJIATYPHI
MEJIUIIUHCKUX U3IEITUN.

7. Ins nenedt GopMUpPOBAHUSI CUCTEMATU3AIMM MEIUIIMHCKUX W3JETUN
WCTIOJIB3YIOTCA KATErOpUM MEAUIUHCKUX W3JCIUN COTJACHO MPHUII0KEHUIO
K HacroAwuM [Ipasunam.

8. ®opMupoBaHHE W BEACHHWEC HOMEHKJIATYPhl MEIMIIMHCKUX H3ACIIHM
Coroza ocymectBiasier DenepanpHas ciayx0a 1o Hamg3opy B cdepe
3npaBooxpaneHus Poccuiickoii denepanuu (nanee — Oneparop HOMEHKIIATYPbI
MeIUIMHCKUX n3Aennii Coro3a).

9. Onepatop HOMEHKJIATYphl MEAUIMHCKUX u3aenuil Coro3a B paMKax
GhopMUPOBaHKS M BEJACHUS B JIICKTPOHHOM BHJI€ HOMEHKJIATYPbl MEIUITMHCKUX
uznenuit Coro3a OCyIIeCTBISIET cleaytonue QyHKINM:

oOecrieunBaeT MepeBOj Ha PYCCKUU S3BIK TMEPUOJUYECKH TMOJTYyYaeMbIX
or ArenTtctBa [7100aJIbHOM  HOMEHKJIATYpPhl  MEIUIMHCKUX  M3JETUi
HaMMEHOBAHMM HOBBIX BHJOB MEIMIIMHCKUX W3JCAUA M HUX OIIMCaHUH,
W3MECHCHUW W JOIOJHEHUM B CYIIECTBYIOIIWE BHUJBI W OIKUCAHUS BHIAOB
MEOULMHCKUX M3JCIMA W BHOCHUT COOTBETCTBYIOIIME H3MEHECHUS B
HOMEHKJIATYpYy MEAULIMHCKUX n3aenui Coro3a;

oOecreynuBaeT IMOCJIEI0BATeIbHOE TPUCBOCHUE YHUKAJIBHOTO KOJIa
HOBOMY BHUJ1Yy MEAULIMHCKOTO U3/IEIIUS;

Ha OCHOBE IIEPUOJIMYECKH TOoJydyaeMold OT AreHTcTBa IJoOanbHOM
HOMCHKJIATYPhl MEAMIIMHCKUX W3ACIui WHPOpMaruu 00 HWCKIIOYECHHH W3
['1o6GanbHOM HOMEHKJIATYPhl MEAMIIMHCKUX U3JCIUM OTIEIbHBIX BUJIOB
MEJIUIIMHCKUX U3JIeTTUA, 00ECIeunBaeT UCKIIOUEHUE COOTBETCTBYIOIINX BUJIOB
Y UX ONKMCAHUM U3 HOMEHKJIATypPbl MEIUIUHCKUX n3aennii Coro3a;

10 MEpPE BHECEHUSI M3MEHCHUN B HOMEHKJIATYPY MEAUIIMHCKUX H3ICIIUN

Coro3a HampaBieT C  HUCIOJIb30BAHUEM  CPEJACTB  MHTErPUPOBAHHOMU
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uHdopmanmonHoit cucreMbl Coro3a B EBpasuiickylo 3KOHOMHYECKYIO
Komuccuro (manee — Komwuccusi) wuHpoOpMaIuioo sl pa3MEIICHUS Ha
uHdopmarmonHom nopraine Corosa B cetu HTEpHET;

paccMaTpuBaeT OOpalleHusi W 3ampoChl MOJIb30BATENEH HOMEHKIIATYPbI
MeTUIMHCKUX u3nenuit Coro3a 1o BOmpocam ee MpUMEHEHUS;

OCYLIECTBIISIET aHaldu3 M O000OIIEHWE 3aMEYaHH W OPEeIOKEHUI
M0JIb30BaTENE HOMEHKIIATYPBhl MEIUIIMHCKUX nU3Aenuil Coro3a Mo CTPYKType U
COJIEP’KAHUI0 HOMEHKJIATYPbl MEAUUMHCKUX nU3Aenuil Cor3a;

[0 pe3yJibTaTaM M[OBEACHHOTO AaHAIM3a 3aMEYaHUM W MPEIJI0KECHUN
MoJIb30BaTelIel HOMEHKJIATYypbhl MeAUIMHCKUX u3aenuit Coroza dopMupyer u
NpeACTaBIsIET Ha paccMoTpeHue Komuccuu TpeyIoKeHUsT MO0 BHECEHUIO
M3MEHEHUW U JOTIOJIHEHNM B HacTosue [IpaBuna.

10. YnonHoOMO4YEHHBIE OpraHbl KaXXIoro rocynapctsa — uieHa Corosa
CaMOCTOSTENIbHO ~ 3aKJIIYaloT corjameHuss ¢ AreHtctBoMm [oOanbHOM
HOMEHKJIATYpbl ~MEIUIMHCKUX HW3ACIUM 1O BOMNPOCAM  HUCIOJIb30BaHUS
OpPUTMHAIBHBIX KOJIOB BHUJIOB [ 7100albHOM HOMEHKJIATYPhl MEIUIIMHCKUX
U3JICNINM, a TaKXKe MO BOIpocaM BKIOYEHUS B HOMEHKIaTypy GMDN HOBBIX

BHUJ0B MEIUIINHCKNX U3JICIIHN.




[MTPJIOXEHUE

K [TpaBuiaM BefieHUs HOMEHKJIATYPbl
MEUIUHCKUX U30EINI

KATET'OPUUA

MEINIMHCKHX H31eTHH
. AKTUBHBIE UMILIAHTATEI.
. AHECTE3MOJIOTUYECKHUE U PECTUPATOPHBIC MEAUIIMHCKUAE U3/ICITUS.
. CTomaronornueckue u3aeiusl.
. DIIEKTPOMEXaHNYECKUE METUIIMHCKUE U3ICIIHS.
. O611e00IPHUYHOE METUIIMHCKOE 000PY/I0BAHUE.
. Memuimmackue u3aenus Qi1 1n vitro JTMarHOCTUKH.
. HeakTHBHBIE UMIIJIAHTATHI.

. OranpMonornyeckre v ONTUYECKHUE MEIUITMHCKHE YCTPOMCTBA.
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. MeaumuHckue u3aeinusi MHOTOPa30BOr0 UCTIOIb30BaHUS.

10. MeauuuHCKHUE U3ACIUS OJJHOPA30BOTO UCIIOJIb30BAHUA.

11. BcriomorarenbHble  MEAWIIMHCKHE W3ACIUS JUISl  I[MallMeHTOB
C OrpaHUYCHHBIMH BO3MOXHOCTSIMHU.

12. MenunHCKUE U3ACIUsI IJ1s1 Ty4eBOW TUArHOCTHKU U TepaIuu.

13. MeaunuHCKUe U3AeNusl A1 TPAAUITMOHHON MEIUIIMHBI.

14. MenuuuHCKHUE W3AETHUs, COJEPKAIINE MPOAYKTHI OMOJIOTHYECKOTO
TIPOMCXOKICHHS.

15. BcnomorarenbHble METUIIMHCKUE CPEACTBA U 000PYIOBAHHUE.

16. JTaGopaTtopHOEe MeIUIIMTHCKOE 000PYI0BaHHUE.

17. IlporpammHoe obecriedeHue 11 MEIUITMHCKUX U3ICIIH.




