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CranpapTusanusi HOMEHKJIATYPbI
MeIUIUHCKUX H31eTUil

Memynaponﬂaﬂ CuCTeMa Knaccn(])mcaunn, KOJIHMPOBaAHUA U
HOMCHKJIATYPbI MEAUIMHCKHX u31eIun

Hoxaan I'eHepanbHOIO 1HMpeKTOpa

1.  Ha koncynbTanusx c ['eHepaibHBIM TUPEKTOPOM B OKTsiOpe 2018 . TOIKHOCTHBIE JIUIIA
HcnonHnTenbHOIrO KOMHTETA COIJIACHIIMCh PEKOMEHJI0BaTh IIEPEHECTH PAacCMOTPEHUE
IpeiaraéMoro MyHKTa O CTaHAApTU3alUU HOMEHKJIATYPbl MEIUIIMHCKUX U3eani Ha 145-10
ceccuto McrosnkoMa, OCKOJIBKY B paMKax MpeABapUTEIbHON MOBECTKU 1HA 144-i1 ceccun He
OBLIO TMPEAYCMOTPEHO JOCTAaTOYHO BPEMEHM [JIsi YIENeHHs] 3TOH TeMme HaJJieKallero
BHMMAHUS M K TOMY K€ OTCpPOYKA MO3BONMNA Obl IIPOBECTH KOHCynbTamuu'. HacTosmimii
JTOKJIaJ] TOATOTOBJIEH B OTBET HA MPEUIOKEHNE PACCMOTPETH ATOT ITYHKT HA HBIHEITHEN CECCUU
Hcnonkoma.

INOTPEBHOCTHU B MEJUHUHCKHUX U3AEJUAX

2.  MeaguuuHcKue U3€NUs SBISIOTCS TEXHOJIOTHUSMH 3/IpaBOOXPAHEHHs, HEOOXOAUMBIMU
JUI OKa3aHUsI MEIUKO-CAaHUTAPHBIX YCIYT B 00JIaCTH NPO(UIAKTUKY, TUATHOCTHKH, JICUCHHUS,
peabuIMTaMK U NaTHATUBHON MOMONIN?; OHH He ABJISAIOTCS JIEKAPCTBEHHBIMU CPEICTBAMU
WINA BakIMHaMU. MenunuHCKIe U3AeIHsl He0OXO0AUMBl Ha MPOTSKEHUH BCErO >KU3HEHHOTO
[IUKJIa, a TaKKe B YCIOBHIX YpE3BbIUANHBIX CHUTYyalluii M TpU BeACHUU 3a00JIeBaHUIL.
Menunuackue wu3fenus HEOOXOAUMBI Ui  JOCTHKEHHUS Lellell «Tpex MUUIHApAOBY,
BBIIBUHYTHIX B TpuHaanaroii obmei nporpamme padotsl BO3 Ha 2019-2023 rr., MOCKOIBKY
OHM MMEIOT pelIalollee 3HaueHue Uil oOecledeHuss BCEOOLIero oxBaTa yCIyramu

! Cwm. noxyment EB144/1 (annotated) n npoTokouns! 3acenannii MCIOTHUTEIEHOTO KOMHUTETA HA €T0
144-1 ceccunm, iepBoe 3aceneHue, pasaen 1.

2 MeaMIMHCKUE U3/IENNS — 3TO MPEIMETHI, MHCTPYMEHTBI, IPUOOPHI MM annapaThl (BKIKOYas
MOOMIIbHBIE MCEINIHUHCKUEC MPUIIOKEHUA U IIPOTPAaMMHOC 06ecnequI/Ie), npeaHasHadyacMbI€ IPOU3BOANUTEIIEM
JUTA IPUMEHCHUSA OTACJIbHO WJIKM B COYECTAaHUN MCIKIY co00ii B o0mactu HpO(l)I/IHaKTI/IKI/I, JUArHOoCTUKHU HUJIN
JIeueHus OoJIe3HEN UiIn Hapymeﬂnﬁ 340POBbA, UJIN JJIA BBISABJIICHUS, U3BMEPCHUS, BOCCTAHOBJICHNS, UCITPABJICHUS
W N3MEHEHUsI aHATOMUYECKOHN CTPYKTYPBI WM (PM3HOJIOTHYECKHUX (DYHKIMI OpraHn3Ma B Kakux-JIH0o
MEIUIIMHCKHUX LCIIAX. OO0BIYHO (bYHKI_II/IOHaJ'H)HOG Ha3HAUYCHUEC MCIUITMHCKHUX I/ISL[GJ'II/Iﬁ HE pCaiu3yceTCHd C
TTOMOIIBIO0 (hapMaKOJOTHIECKUX, MMMYHOJIOTHUECKUX 1 MeTabonmdeckux cpeacts. Cm. Global Harmonization
Task Force, document GHTF/SG1/N071:2012 (http://www.imdrf.org/docs/ghtf/final/sgl/technical-docs/ghtf-
sg1-n071-2012-definition-of-terms-120516.pdf#search=, mo cocrostauro Ha 18 ampens 2019 r.).


http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n071-2012-definition-of-terms-120516.pdf#search=
http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n071-2012-definition-of-terms-120516.pdf#search=
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3[paBOOXpAHEHUS], MPUHATUS OTBETHBIX MEP Ha YPE3BBIYAWHBIC CUTYAIlUH W TOIEPKaHUs
0J1aromoJTydus.

3. brnarogapst ObicTpOMY pa3BUTHIO HAYKH U TEXHUKH B HACTOSIIIIEE BPEMSI HACUUTHIBACTCS
6omee 20 000 TUITOB MEAUITMHCKHUX H3JIEIHI. DTO cCaMble pa3HbIC HU3/IEIHUS — OT CTETOCKOIIOB,
MPe3epBaTHBOB, IINPHUIIEB U ACPUOPUIUIATOPOB MO M3ICIUN I JMATHOCTHKH 1IN vitro?,
XUPYPTHUECKOTO 00OpPYAOBaHUS M OMOCOBMECTUMBIX MMJIAHTATOB, TAKWX KaK MPOTE3bI IS
Ta300eIPEHHBIX CYCTABOB U KapIUOCTUMYIISTOPHI, ¥ IO PEHTTEHOBCKOTO anmapaTa 1 CJI0KHOTO
M JIOpOroro 00OpYyIOBaHMS METUITMHCKOW BHU3YaJIW3allMH, WCIOJb3yeMOro, HampuMep, s
MarHUTHO-PE30HAHCHOTO HUCCJEAOBAHHUS U B siACpHOM MeauimHe. B Hacrosiiee BpeMs He
CYIIECTBYET OOMIEMPUHATHIX CTAaHAAPTHBIX HAMMEHOBAHUHN JJI KaKOTO THIA MEIUIIMHCKUX
W3/IeNIMid, W HEMOCIeAOBATEeIbHOCTh MPUBOJUT K CMEIICHUIO pa3HBIX THUIOB W3JCIUN,
MPEMSITCTBYET TMPOCICKUBAHUIO M OKa3blBA€T HETAaTUBHOE BO3JCHCTBUE HAa OKa3aHUE
MEIUITTHCKOM ITOMOIITH.

4,  BO3 BeImycKaeT pPYKOBOJACTBO IO PETYJIMPOBAHHIO, OTOOPY U HCIOJIH30BAHUIO
MCIUIIMHCKHUX I/I3I[GJII/II>'I B HCIAX YIY4YIICHUSA AOOCTYINMHOCTHU, HAJIWYHUA U NPUCMIICMOCTH I10
CTOMMOCTH 3TUX U3JeHi U obecrieueHns ux 0e30MacHOCTH U HaJIJIeKalero KauecTsa.

5. OTtcyTcTBHE MOCTyNa K MPUEMIIEMBIM 10 CTOMMOCTH, HaJJIekKAIUM, Ka4eCTBEHHBIM U
0e30macHbIM ~ MEIMIIMHCKAM  HW3JCIUSM  SBISICTCS OJHOM W3 OCHOBHBIX IPOOJIEM
OOIIIECTBEHHOTO 3[PaBOOXPAHEHHs. OTH U3JENHUsS HWMEIOT pelIaroliee 3HaueHue s
CBOEBPEMEHHOTO TMarHOCTHPOBAHUSI, MOHUTOPUHTA 3a00JIEBAHKS UJIH COCTOSIHHSI 3/TOPOBbS 1
MPEIOCTaBIICHUs  HEOOXOMUMOTO  JIGYEHHMS W KAUYeCTBEHHBIX  OCHOBHBIX  YCIyT
3IpaBOOXPAHCHUS.

HEOBXOJIUMOCTb CTAHJAPTU3ALIMU HOMEHKJIATYPbI MEJUIIMHCKHUX
U3JIEJIUN

6. Cranpaptuzanus Kiaccu(uKalud 1 HOMEHKJIATYphl MEAMLIMHCKUX HM3/EIHNA MO3BOJIUT
00ECTIeYUTh «OOIIUI SI3BIK» TSI PETUCTPAIIMH MEAWIMHCKUX W3 M OTYETHOCTH B UX
OTHOILICHHUU B paMKax BCEU CHCTEMBI 3ApPaBOOXPAaHCHUA Ha BCCX YPOBHAX MCIAUIIMHCKOI'O
oOCITy’)KMBaHUSI B CaMbIX pa3HbIX 001acTsIX mnpuMeHeHws. Takas kiaccudukamus OyaeT
CHOCOGCTBOBaTB YKPCIUICHUTIO 6630HaCHOCTI/I IIallTUCHTOB )41 IIO3BOJIUT MMpOBOAUTD
CPaBHUTEIBHBIN aHAJIN3 M OLECHKY HAIWYHS MEIUIIMHCKUAX M3/ICIHIA, a TAK)KE OLIEHKY TOCTYIIa
K MCOAUIUMHCKUM HU3ACINAM B O6H_II/IHaX C INOMOIIBIO MCTOAHUK OILICHKH, HUCIHOJB3YCMLIX B
VUPSKACHUSAX 37paBooxpaHeHus. CTaHAapTH3alvs HOMEHKIATYPbl BaKHA TakkKe s
OIPCACIICHUA U HAMMCHOBAHUA WHHOBAIIMOHHBIX TGXHOHOFHﬁ, KJIaCCI/I(bI/IKaI_II/II/I I/I3I[GJII/II>'I JJIA

1 Kommekt MCECIUITUMHCKHUX HSHGHHﬁ, ONPECACIIAEMBIX KaK U3ACIHA, KOTOPBIC, HE3AaBUCHUMO OT TOTO,
HCTIOJIB3YIOTCA JIM OHU OTACJIBHO UIIN B COUYCTAHUU MEXIAY CO6OI71, MpeaHa3HavYarTCA IMMPOU3BOAUTCIIEM JIJIA
HUCCICOOBAHUA in vitro 06p3.3LIOB, TMOJTYYCHHBIX U3 OpTraHnu3Ma 4€JIOBEKA, NCKIIOYUTECIIBHO UITA
TIPEUMYIIECTBEHHO JIS TTOJYUCHUSA I/IH(I)OpMaI_II/II/I B OEJIAX JUArHOCTUKHA, MOHUTOPHUHIA WX YCTAHOBJICHUS
coBMecTUMOCTH. OHU BKIIOYAIOT pCarcHThl, KaJ’IPIGpaTOpLI, KOHTpOHLHLIﬁ MaTepual U KOMIUICKTBI JJI1
tectupoBanus. (Cm. Global Harmonization Task Force. Definition of the terms medical device and in vitro
diagnostic (VD) medical device. Geneva: World Health Organization; 2012 (http://www.imdrf.org/docs/ghtf/
final/sgl1/ technical-docs/ghtf-sg1-n071-2012-definition-of-terms-120516.pdf#search, mo cocrosiHuio Ha
3 mas 2018 r.).
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0100peHUs] KOMITEHTEHTHBIMU OpraHamul (perucTparii) W ONTUMHU3AIMUU 3aKYMOK JTHX
uznenuii. CTaHnapTU3MpOBaHHbIE HAWMEHOBAHHUS MEAULMHCKHX H3JEINM TpeOyroTcs Npu
OMHMCAHUU W3JICTUH, HEOOXOIWMBIX MJIs BKJIIOYCHUS B CTPAaxOBBbIE MAKETHl B paMKax
oOecrnieueHrs BCeOoOIIero oxBaTa yCIyraMH 3/IpaBOOXpaHEHUs. DTO TaKkKe IMOMOXKET CO3/aTh
OOIIyI0 CHCTEMY CCBUIOK, MCIIOJb3YEMYIO B JJIEKTPOHHBIX MEIUIIMHCKUX KapTax U APYrHX
MH(OPMALIMOHHBIX CHCTEMaX 3/paBOOXPAHEHUS.

7. OrcyTcTBHE HOMEHKJIATYpPHOW CHCTEMBI NPENSATCTBYET CO3JAaHHIO OCHOBAaHHOM Ha
dakTUyecKuX JaHHBIX W JOCTYIHOM dYepe3 HWHTEpHET 0a3bl JAaHHBIX O TEXHOJIOTHSIX
3paBOOXPAaHEHHUs] Ui  OOECIEYEeHUsT  PYKOBOISIIUX  HPUHIMUIIOB B  OTHOIICHUH
COOTBETCTBYIOIIMX MEIUIIMHCKUX H3IeTui B cooTBeTcTBUM ¢ pesomonueit WHAG0.29
(2007r.) o TexHomorusx 3apaBooxpaHeHus. CraHIapTHU3MpPOBaHHAs KJIacCH(PHUKALUSI
MEAMIMHCKUX H3JETHIl MOXET ObITh yBsi3aHa C APYTMMH MEXAYHAapOIHBIMU CHCTEMaMH
knaccupukanun BO3, Takumu kak MexayHapoaHas kiaccu(uKanus MEIUIMHCKUAX YCIYT,
MexnayHaponHas cTaTUcTHYecKas Kiaccupukanus Ooyie3HEH W MmpoOsieM, CBA3aHHBIX CO
310poBbeM, W MexayHapoaHas KiIacCHpUKanMsg (YHKIMOHUPOBAHUS, OrpaHUYCHUIM
YKU3ZHEJEATEIIbHOCTH U 3/10POBbs, U BONTH B CEMEWCTBO MEXIYHAPOJIHBIX KiaccuUKaiuii
BO3 B nensax copeicTBUS (OPMUPOBAHUIO CHCTEMAaTU3UPOBAHHON M CTaHIApTHU3UPOBAHHOM
uH(pOpMaLUuU AJIs JIHLL, pa3padaThIBAIOIIUX MOJUTUKY, U PYKOBOIUTEIIEH.

8. B pesomonun WHA67.20 (2014 r.) 00 yKpeIuIeHWH HOPMATHBHON CHUCTEMBI ISt
MEJUIIMHCKOW TMPOAYKIMU AccaMOies 3apaBOOXpaHEHUs TpemIoxkmwia [ eHepabHOMY
JTUPEKTOPY YIEIATh, B COOTBETCTBYIOLIUX ClIy4asiX, MPUOPUTETHOE BHUMAHUE MOMJIEPIKKE
paboThl MO CO3JaHUIO U YKPEIJICHUIO PETMOHANBHBIX U CYOpErHMOHAIBbHBIX CETel OpraHoB
HOPMATUBHOTO PETYIUPOBAHMS, B TOM YHCIIE TI0 YKPEIUICHHIO T€X 00JIacTell peryinpoBaHUs
MEAMIIMHCKOW TPOAYKIMH, KOTOphlE HAaMMEHEE pa3BUTHI, TAaKUX Kak peryjIupoBaHUE
MEAWIIMHCKUX W3JIeNHiA, BKIIOYas CpeacTBa aAmarHocTuku. CucremMa KiacCUpUKaUU
MEAUIMHCKUX U3l OyIeT CIOCOOCTBOBATH YCUITUSM, IPUJIAraéMbIM B 3TOM HaIlpaBJICHUH,
B COOTBETCTBHHM C TOpydY€HHEM, NaHHBIM AccamOneeil 31apaBooxpaHenus Cekperapuary:
MPOJOKATh pa3pabOTKy COOTBETCTBYIOIIMX HOPM, CTAHAPTOB U PYKOBOJCTB, B TOM YHCJIIE C
YU4ETOM HAI[MOHAIBHBIX, PETUOHAIBHBIX M MEXIYHAPOJIHBIX MOTPeOHOCTEW M WHUIMATHB, B
COOTBETCTBUU ¢ NpuHIMnamu BO3.

ITPOBJIEMBI 1 ITPUOPUTETDbI

9.  CymecTBYyIOT MHOTOYMCIIEHHBIE CUCTEMBbl NMPUCBOCHHUSI HAMMEHOBAHUN MEAMIIMHCKUM
U3JIENHSIM, KOTOpBIE HCIIOJIB3YIOTCS B Pa3HOM KOHTEKCTE, HalmpUMeEp NPUMEHUTENBHO K
HallMOHAJIBHBIM IEPEYHSIM MPUOPUTETHOM 3HAYMMOCTH, MEpaM MOJUTHKH, PYKOBOISIINM
OPUHIUIAM, TpOLEeAypaM OOCTY)XUBAaHUsS, CHEIU(PUKALUAM 3aKyMOK, Y4YeTy pEe3epBHBIX
3aracoB, HOPMaTUBHO-TIPAaBOBOMY PETYJIUPOBAHUIO, OTYETHOCTH 11O MOOOYHBIM pEaKIMsIM Ha
MEIUIIUHCKUE U3ENNs U TAMOKEHHOMY KOHTpOII0. Takoe MHOTooOpasue CHCTeM 3aTpyJHseT
KOMMYHUKAIMIO MEKY OTACIbHBIMU JIMLIAMH, CTPAaHAMHU U OpraHU3aALHSIMHU.

10. Ilo mepe pa3pabOTKH HOBBIX MPOTPAMMHBIX U allapaTHBIX CPEICTB, HOBBIX MAaTEPUAIOB
U HOBOW KOMOMHHPOBAHHOW TPOAYKIIMHW YHUCIO W Pa3HOOOpa3ve MEIUIIMHCKUX W3IETui
paCTeT; OHH BKJIFOYAKOT HU3ACIIUA, KOM6I/IHI/IpOBaHHBIe C HeKapCTBeHHBIMI/I Cp@I[CTBaMI/I I/I/I/IJII/I
BaKI[MHAMH, W HEKOTOpbIC M3JC/HsI, KOMOMHMPOBAHHBIE C KJIMHHUYECKUMH JaTYUKAMU M
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JaHHBIMH, KOTOpBIE TaKXKe KIACCU(PUUUPYIOTCS KaK MPUIOKEHUS DICKTPOHHOTO WM
1uhpoBoro 3ApaBooxXpaneHns . Knaccudukamus MeTUITMHCKIX H3/IeTHi B COOTBETCTBHH C HX
npeaAyCMOTPCHHBIM HA3HAYCHUCM W C YUCTOM DPA3JIMYHBIX BAapUAHTOB TPHUMCHCHUA
MPEACTABISIET COO0M CIIOXKHYIO 3a1a4y. [{71s1 pa3paboTku TEPMUHOB, ONIEPECIICHUI U CBSI3EH C
3aboneBanusaMu Cekperapuarty, pu HEOOXOIUMOCTH, TIOTPEOYETCS TOMOIIb MEXKTYHAPOIHBIX
SKCIIEPTOB.

11. MexnayHapoaHas cHCTeMa KJIAacCU(pHUKAIMHM, KOIMPOBAHHS W HOMEHKIATYphl Oynaer
obOecrieunBaTh MPEUMYINECTBA B CIECAYIONIUX OOJACTAX: COOMIOAeHUE (DYHKITMOHAITBHBIX
Tp660BaHHﬁ K MHBCHTapU3alluu, MOHUTOPUHT U OLICHKA NPUMCHCHHUA MCIAUTTUHCKUX H3,Z[eﬂHﬁ,
oOecriedeHre KOMIIOHCHTOB [UISI YHHKQJIBbHOW WICHTH(QHUKAIMA MEIUIUHCKUX H3IACITHH,
OTCJIC’)KUBAHUC TPUMCHCHHA HUMINUIAHTUPYCMbBIX MCAUIUHCKUX I/I3,Z[GHI/II>'I, MPOCJICIKUBAHHUC
nepeaaHHoro 0e3BO3ME3AHO W/WIM  OTPEMOHTHPOBAHHOTO OOOpYIOBaHMS, IOIyYEHHUE
pa3pemeHHI‘/'1 Ha C6E>IT U ONTHMHU3AIUA TOPIroOBJIM, COIOCTABJICHHUC ICH W TCXHUUYCCKHUX
XapaKTEPUCTHK, & TAK)KE TAMOKEHHOE KOJIMPOBAHKE U HAJIOTOOOI0KEHHUE 3TOH MPOIYKIIUH.

MEXAYHAPOIHASA CUTYAIUA U JEATEJIBHOCTDb CEKPETAPUATA

12. B I'nmoGambHOM ariace MEAMIIMHCKUX u3nenui, BeimymieHHomMm BO3 B 2017 r.2,

NpeJCTaBICHbl OT4YeThl 174 cTpaH, y4acTBOBABIIMX B 0a30BOM 00CJIEIOBAHUU CTpaH.
Ob6cnenoBanne mokazano, uro &84 rocyaapctBa-wieHa (49%) He HMMEIOT Kako-1mubo
opunmanbHOM HAIMOHATBPHOW HOMEHKIATypsl H 90 rocyaapcTB-4iE€HOB HCIOJIb3YIOT
opUIMaNBHYI0 CHUCTEMY HOMEHKIATyphl. Bcero 26% rocymapcTB-uIeHOB pa3paboTain
HAIMOHAJIbHYIO CUCTEMY HOMEHKJIATYphl, 22% HCIOJIb3YIOT 3allaTEeHTOBaHHYIO cuctemy u 3%
HCIOJIB3YIOT O60Jiee OHON CUCTEMBI.

13. C 2010 r. BO3 nmpoBena psii KOHCYAbTalUi IO BOIIPOCAM, CBSI3aHHBIM C METUIIMHCKUMU
U3JIENUSAMY, BKIIIOYast 00CYKAEHUS Ha YeThIpex rodanbHbIX popymax BO3 no MenunmHckum
w3nenausam (B 2010, 2013, 2017 rr. u B aexabpe 2018 r1.%), u crpanHoBbIe 0030pHI I
OIpeJIeJIEHUs TOTPEOHOCTEN CTpaH; Be3e ObUIO OTMEUYEHO OTCYTCTBUE CTaHAAPTU3UPOBAHHON
HOMEHKJaTypsl. /s 3anonnenus stux npodenos BO3 pazpaboTana pykoBoasIue JOKYMEHTHI
B OTHOLIEHMM TOrO, Kak pa3pabaTblBaTh Mephbl MOJUTHKM B OTHOIIEHHMM MEAMLIMHCKUX

! Cwm., nanpumep, pezomonmo WHA66.24 (2013 r.) o cTanaapTH3alMy ¥ COBMECTUMOCTH B 00J1aCTH
9NIEKTPOHHOTO 3ApaBooxpanenus (http://apps.who.int/gb/ebwha/pdf_files’WHAB6/A66_R24-ru.pdf?ua=1,
o cocTosiHuo Ha 16 anpens 2019 r.).

2 WHO. Global atlas of medical devices (WHO medical devices technical series). Geneva: World Health
Organization; 2017 (http://www.who.int/iris/handle/10665/255181, o cocrosinuto Ha 15 mapra 2019 r.)

3 Cwm. First WHO global forum on medical devices: context, outcomes, and future actions. Geneva:
World Health Organization; 2011 (https://apps.who.int/iris/bitstream/handle/10665/70668/WHO_HSS
EHT_DIM_11.11_eng.pdf;jsessionid=3D5D851A23A5A699A88AB8631FDD2684?sequence=1); Second WHO
global forum on medical devices: priority medical devices for universal health coverage. Geneva: World Health
Organization; 2014 (https://www.who.int/medical_devices/global_forum/2ndgfmd_report.pdf?ua=1); Third
WHO global forum on medical devices: report. Geneva: World Health Organization; 2018 (https://apps.who.int/
iris/bitstream/handle/10665/273192/WHO-EMP-2018.02-eng.pdf?ua=1); u Fourth WHO global forum on
medical devices: improving access to safe, effective and innovative quality medical devices. Geneva: World
Health Organization; 2019 (https://www.who.int/medical_devices/global_forum/Final_Draft 4AGFMD _
Report.pdf?ua=1 — Bce URLS mo cocrosiauto Ha 29 mapta 2019 r.).



http://apps.who.int/gb/ebwha/pdf_files/WHA66/A66_R24-ru.pdf?ua=1
http://www.who.int/iris/handle/10665/255181
https://apps.who.int/iris/bitstream/handle/10665/70668/WHO_HSS_EHT_DIM_11.11_eng.pdf;jsessionid=3D5D851A23A5A699A88AB8631FDD2684?sequence=1
https://apps.who.int/iris/bitstream/handle/10665/70668/WHO_HSS_EHT_DIM_11.11_eng.pdf;jsessionid=3D5D851A23A5A699A88AB8631FDD2684?sequence=1
https://www.who.int/medical_devices/global_forum/2ndgfmd_report.pdf?ua=1
https://apps.who.int/%0biris/bitstream/handle/10665/273192/WHO-EMP-2018.02-eng.pdf?ua=1
https://apps.who.int/%0biris/bitstream/handle/10665/273192/WHO-EMP-2018.02-eng.pdf?ua=1
https://www.who.int/medical_devices/global_forum/Final_Draft_4GFMD_%0bReport.pdf?ua=1
https://www.who.int/medical_devices/global_forum/Final_Draft_4GFMD_%0bReport.pdf?ua=1
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U3/IeNuil; KaKk 0OTOUpaTh, OLEHUBATD, PETYJIIMPOBATh U 3aKyNaTh COOTBETCTBYIOIINE U3CIHS; U
Kak 3(Q(QEeKTUBHO HUCIOJIb30BaTh MepelaHHble 0€3BO3ME3HO MEIUIMHCKHUE M3ZEIHs, HO IO
BOIPOCY HOMEHKIIATYPhI PEIeH s IPUHATO He ObLIol,

14, BO3 pa3pabotasia mpuMepHbIE TEPEUYHU MEIUIMHCKUX H3JIeJIMH W COoJelcTBOBala
00eCIeyeHnI0 UX JOCTYHMHOCTH Ha CTPAaHOBOM ypoBHE. B wacTtHocTH, OHa omyOnmKoBana
[Mpumepnsbiii epederb BO3 OCHOBHBIX CPEACTB AHATHOCTHKHU IN VItro (mepBoe w3maHue,
2018 1.%) ¥ mepeyHM NPMOPUTETHBIX MEAMIMHCKUX H3JIEIUil MPUMEHUTENLHO K OONE3HH,
BEI3BAHHOM BUpycoM J60ma, paKy® u 0XpaHe PeNpOAyKTHBHOTO 3[0POBbS H 37I0POBbS MaTEpH
u pebenka’, MexydpexaeHueckuil MeIMIMHCKMII HAaOOp M OKa3aHMA IOMOIIM B
Upe3BEIYANHEIX CUTYallHAX® M TOBAPHBIE KOMIIIEKTHI TI0 KOHKPETHBIM OonesHsaM® Ha ciydait
Ype3BBIYANHBIX CUTyaluil U Bcmbimiek. Cekperapuar pa3padaThiBaT MepeueHb MEAUIIMHCKOM
NPOAYKIMH IS TIEPBUYHOM MEAMKO-CAHHUTApHOM MOMOIIU. XOTA HEKOTOPbIE M3 3THUX
nepevHell pa3pabaThIBAIUCh KaK MEXKYUPEKICHUECKHE PYKOBOJACTBA, B HUX OTCYTCTBYET
oOmras cucreMa CTaHIapTU3UPOBAHHBIX HAUMEHOBAHUM, KOAUPOBAHUS U KIIAaCCU(PUKALINU.

15. B nacrosmee BpeMs yupexxaenus cuctembl Oprannzanuu O0bequHeHHbIx Hammid, Takue
kak IOH®ITIA, IOHUCE®, VYmnpaenenue Opranuzanuun OObeauHeHHbIX Haruii 1o
oOciyxuBaHuio npoektoB 1 BO3, u Tpu npyrue opranuzanuu, a MMEHHO MeXayHapoIHbINA
komuter Kpacnoro Kpecra, «Bpaum Oe3 rpanuny u ['mobGambHbIM GoHA 11 OOpPHOBI €O
CIIN oM, TyOepKyIe30M U MalspHel, Bce U3 KOTOPBIX 3aHHUMAIOTCA OTOOPOM M 3aKYIKOM
MEAMIMHCKUX W3ACIUM I OKa3aHHWs COACHCTBHS TOCYJapCTBaM-4JIEHAaM, HUMEKT CBOU
COOCTBEHHBIE HOMEHKJIATYPHBIE CUCTEMBI [T KJIacCCU(PUKALUU U KOTUPOBAHUS MEAUIIMHCKUX
m3enuid. IloaTomy MexydpeKIeHUYeCKHe INOKYMEHTbl HE HMEIOT TapMOHU3MPOBAHHOIO
KOAUPOBAHUS; Takas HECOIVIACOBAHHOCTb 3aTPYAHSIET 3aKyNKH, COCTaBICHHME IE€PEUHEN U
IIOCTAaBKH, a TAK)KE CPAaBHEHUE LIEH U, KaK CIEJCTBUE, JOCTYN K MEIULIUHCKAM U3JEIHUAM Ha
CTPAaHOBOM YpPOBHE KaK B pPaMKax pEryJSpHbIX IOCTaBOK, TaK M B XOjA€ OOecledYeHus
TOTOBHOCTH K UPE3BBIYaHBIM CUTYallUsIM U pearupoBaHUs HA HUX.

1 WHO. Publications on medical devices (https://www.who.int/medical_devices/publications/en/, no
cocrosiHuIo Ha 29 mapTa 2019 1.)

2 WHO. First WHO model list of essential in vitro diagnostics. (WHO Technical Report Series No.
1017). Geneva: World Health Organization; 2019 (https://apps.who.int/iris/bitstream/handle/10665/311567/
9789241210263-eng.pdf?ua=1, mo cocrosiuuio Ha 29 mapta 2019 r.).

3 WHO. WHO list of priority medical devices for cancer management. (WHO Medical device technical
series). Geneva: World Health Organization; 2017 (https://apps.who.int/iris/bitstream/handle/10665/
255262/9789241565462-eng.pdf;jsessionid=E549267137B337D169F15E3372BDCF42?sequence=1,

0 COCTOsIHUIO Ha 26 mapta 2019 1.).

4 WHO, UNFPA, UNICEF. Interagency list of priority medical devices for essential interventions for
reproductive, maternal, newborn and childhealth. Geneva: World Health Organization; 2016
(http://lwww.who.int/iris/handle/10665/205490, mo cocrosiuio Ha 26 mapra 2019 1.).

> WHO. Interagency emergency health kit 2017. Geneva: World Health Organization; 2017
(https://www.who.int/emergencies/kits/iehk/en/, mo cocrosiauio Ha 15 mapta 2019 r.).

& WHO. Disease commodity packages. Geneva: World Health Organization (https://www.who.int/
emergencies/what-we-do/prevention-readiness/disease-commodity-packages/en/, o cocrosiHuto Ha
15 mapra 2019 1.).



https://www.who.int/medical_devices/publications/en/
https://apps.who.int/iris/bitstream/handle/10665/311567/9789241210263-eng.pdf?ua=1
https://apps.who.int/iris/bitstream/handle/10665/311567/9789241210263-eng.pdf?ua=1
https://apps.who.int/iris/bitstream/handle/10665/255262/9789241565462-eng.pdf;jsessionid=E549267137B337D169F15E3372BDCF42?sequence=1
https://apps.who.int/iris/bitstream/handle/10665/255262/9789241565462-eng.pdf;jsessionid=E549267137B337D169F15E3372BDCF42?sequence=1
http://www.who.int/iris/handle/10665/205490
https://www.who.int/emergencies/kits/iehk/en/
https://www.who.int/emergencies/what-we-do/prevention-readiness/disease-commodity-packages/en/
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16. BO3 nyOmukyer OCHOBaHHBbIE Ha (DAaKTUYECKMX JAaHHBIX TOAOOPKM TepedHei
NPUOPUTETHBIX M OCHOBHBIX MEAWIMHCKHAX W3JCTUH JUIs NpOQUIAKTHKH, CKPUHUHTA,
JIMAarHOCTHKH, JICUYCHHs, peabWIMTalMUd M OKa3aHWi NAJUTMATUBHOW IOMOIIM B LEHTpax
NEepBUYHON MEIUKO-CAHUTAPHOW MOMOIIM W HCHOJb30BAaHHWS B CHCTEMax HANpaBICHHUS K
CIIELMATICTaM, HO 3TOT IpoIeCe 3aTPyAHAETCS TeM (AKTOM, UTO y STHX U3/IEIUi HET 0OIIHX
HauMeHOBaHWi. Jljs  comedicTBHS  OOECIIEUEHHMIO  BCEOOIEro  OxBaTa  yCiIyramu
3IpaBOOXPAaHEHHUs] STH HAUMEHOBAaHHUS HEOOXOAMMO CTaHAAPTH3UPOBATh, C TEM YTOOBI
CIIOCOOCTBOBATh UX YBSA3KE CO BCEMHU JAPYTUMH MEXIYHAPOIHBIMU KITaCCH(DUKAIISIMU.

17. Tlome3ysick cBOMM cTarycoM Habmomatens Ha MexayHapoaHoM (opyMe OpraHos,
perynupyoomux Meaunuackue usaenus, BO3 BHecna Bkiaa B pa3paboTKy M akTyaTu3allUio
TEPMHUHOJIOTUH JI1 OTYETHOCTH MO MOOOYHBIM pEaKlUsIM HAa MEIUIMHCKHE H3AeNnus. JTa
TEPMHUHOJIOTHSI UMEET pellaroliee 3HaueHue s oOecredyeHrs 0e30MacHOCTH MAlMeHTOB U
MOJIb30BaTENeH, IMOCKOJIbKY OHA TMO3BOJISIET ONTUMHU3UPOBATH MPAKTUYECKUE METOJUKHU
HaJ30pa U YMEHBIIAET BEPOSTHOCTh HEIONOHUMAHUS B OTHOUIEHUM CTEIEHH TSKECTH
peakiuii. [[apMOHM3UPOBAHHYIO CHUCTEMY KIACCU(UKAIMA U HOMEHKIATYPHl MEIUITMHCKUX
U311 He0OX0IMMO HUCIIONb30BaTh B MIOOATBHBIX MacIiTadax B LESIX AMHUIHAI30pA.

18. B oTBer Ha mpeANioKEHHs TOCyIapCTB-WICHOB, HApUMEp Ha TI00albHBIX (Qopymax,
Cekperapuar BBITYCTHIJI KOHIICTITYaTbHYIO 3aITHCKY O NMPUHIIMIIAX CHCTEMBI KiacCu(UKaIUH,
KOJAMPOBAHMA U HOMEHKIaTyphl’. Ilocloe MONydeHHs KOMMEHTAapueB® OH IIPHCTYHMI K
pa3paboTKe CTaHIAPTU3MPOBAHHONW HOMEHKJIATYpPhl B KadecTBe TIJIo0anpbHOro Onara
OOIIIECTBEHHOTO 3/[PAaBOOXPAaHEHHs HA OCHOBE MCIIOJIb30BaHUS MIaT(opMbel MexayHapoHON
CTATHCTHYECKOH KIaccu(UKaIuy Gone3Hei 1 pobieM, CBI3aHHBIX co 370poBbeM?. TlepBlit
BapUaHT MPOEKTa CHCTEMBbl ObLI MpeAcTaBiIeH Ha yerBepToM [nmobansHoMm ¢dopyme BO3 mo
MeauiuHCKUM m3aenusam (Bumrakxanataam, Mamus, 13-15 nexadpst 2018 r.)5. B mapte 2019
I. IPeATIOKEeHHNE ObIITO TaK)Ke MPEICTABICHO yYaCTHUKAM MexIyHapoJHOro (popyma OpraHos,

PETYIUPYIOMIMX MEIUIIMHCKUE U3ICTTHSI.

1 WHO. Priority medical devices: WHO lists of priority and medical devices. Geneva: World Health
Organization (https://www.who.int/medical_devices/priority/en/, mo cocrosiauto Ha 15 mapra 2019 r.).

2 Request for input and collaboration towards international classification, coding and nomenclature of
medical devices (https://www.who.int/medical_devices/priority/ConceptNoteNomenclaturemedicaldevicesv
13forconsultation.pdf?ua=1, o cocrosuuro Ha 15anpesns 2019 r.).

3 WHO. Responses to collaboration proposal for international nomenclature (2018). WHO concept note
and collaboration proposal for international nomenclature, coding and classification of medical devices. Geneva:
World Health Organization (https://www.who.int/medical_devices/priority/mde_nomenclature/en/index2.html,
o cocrostHuio Ha 3 anpens 2019 1.).

# WHO. Classifications (https://www.who.int/classifications/en/, no cocrosinuto ma 15 mapra 2019 r.);
cM. Taroke JoKyMeHTsl A72/29 u A72/29 Add.1, npencraBieHHbIe ceMbAECAT BTOPO# ceccuut Beemuproit
accamOJ1en 3/JpaBOOXpaHEeHUsI.

> Presentations on nomenclature and classification of medical devices (https://www.who.int/medical_
devices/global_forum/4th_gfmd_plenary_presentations/en/index2.html, mo cocrosiauio Ha 29 mapTa, 2019 1. ).
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https://www.who.int/medical_devices/priority/ConceptNoteNomenclaturemedicaldevicesv13forconsultation.pdf?ua=1
https://www.who.int/medical_devices/priority/mde_nomenclature/en/index2.html
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JTAJBHEWIIWE JEMCTBUS

19. BO3 mnpusbiBaeT K COACHCTBHIO B pa3padboTke MexmayHapoIHOW KiaccupuKamuu u
HOMEHKIIATyphl MEAMIUHCKHUX U3/eNMil U HAMpPaBICHUIO NPEUIOKEHH B 9TOM OTHOIIECHHH .
Jlnis BBIIOTHEHHST ITOM CJIOXHOW 3aJa4dl MPUMEHHUTEIHHO K MEIUIIMHCKHM W3JCITUSIM
HEO00X0UMO OyJIeT YCHIIUTh SKCTIEPTHBINA MOTEHIIUAJ, OCOOEHHO B 00JIACTH OMOMEIHIIMHCKON
WH)KEHEpUH, WH(QOPMAIMOHHBIX CHCTEM 3ApaBOOXPAHEHHUs, a TaKkKe JIabopaTopHOU
IIMArHOCTUKUA M JUATHOCTHKM IN Vitro.

20. B mapte 2019 1. B cBeTE HOBBIX ITOCTAHOBJICHU EBPOIEHCKOTO COI03a 0 METUITMHCKUX
m3nenusax? Esponeiickas KoMuccHs 0TOOpata HOMEHKIATYPHYIO CHCTEMY ISl MEIMIMHCKHIX
u3nenuii. OHa MPeIOCTaBUT ATy HOMEHKJIATypy EBponeiickoMy 6aHKY JaHHBIX O METUIIMHCKUX
U3JIENUSAX U B HACTOALIee BpeMs u3ydaeT crocoOsl coneiicteust BO3 B 3Toi o6nacTi.

21. Oskmpmaercs, 4ro notpedyercs 3pdeKkTHBHOE yIpaBlIeHUE ACHUCTBUSAMU 10 pa3paboTKe
MEXIYHAPOJAHON CHUCTEMbI KJIACCHU(PHUKAIMK, KOIUPOBAHUS M HOMEHKJIATYphl C IMOMOILBIO
CIIPaBOYHO-UH(DOPMAITMOHHOW  TPYMIBI, PEAAKTOPCKUH COCTaB KOTOPOW  OMpPEAEIUT
Cekperapuar. HomenknarypHas cucrtema OyneT NMPUMEHSTh TPaHCHAPEHTHBIE METOJbI IS
pa3pabOTKU TEPMHHOB, KiacCU(UKAIMU, omnpeaeieHnid u uepapxuil. OHa J0KHA OBITH B
CBOOOJHOM JIOCTYIIE JAJISl JPYTUX MH(POPMALMOHHBIX CHUCTEM 3PAaBOOXPAHEHHUs M 00JajaTh
BO3MOXXHOCTBIO HCIOJBb30BaThCS B HHUX. Bce 3amHTepecoBaHHbIE CTOPOHBI CMOTYT
MOJIL30BAaTHCS 3TOU CHUCTEMOM M CChUIATHCS Ha HEC, €€ MOXKHO 6y,Z[GT HUCIIOJIB30BATh B LECIIAX
OTCIIC)KMBAHMS OTIENIbHBIX KOMIIOHEHTOB YHHMKAJIBHOTO HACHTU(PHUKATOpPAa MEIULIUHCKUX
15631 (1117178

22. llenbio SBISETCS CO3JaHUE MEKTYHAPOIHOM cUCTEMBI Kilaccu(UKAINK, KOJUPOBAHUS U
HOMEHKJIATYpPHI JUISI MEAWIIMHCKUX W3JENUN, MOCTYMHOW MJii BCEX TOCYJapCTB-YICHOB,
KOTOpasi OyJIeT CIoCOOCTBOBATh: YKPEIUICHHIO O€30MacCHOCTH TMAIlMEHTOB, OOECIICUCHUIO
OCTyMma K MEIUIIMHCKAM U3JENHUsIM JUIsl JTIOCTHDKEHHUS BCEOOIIer0 OXBaTa yCIyraMu
3paBOOXPAHEHHUS, OKa3aHUIO0 KAaYECTBEHHON MEIUIIMHCKOW MOMOIIM U JOCTHUKEHUIO LU 3
Ieneit B oOmactu ycroitumBoro pasputus (OOecnedeHue 340pOBOTO 0O0pa3a KHU3HU H
COJICCTBHUE OJIArOMOTYUHIO IJIs BCEX B JTIOOOM BO3pacTe).

23. Cekperapuar mpejyiaraeT rocyapcTBaM-4iieHaM MPOI0JDKATh OKa3bIBaTh MOAIEPKKY B
pa3paboTKe ITOH MEXTYHAPOIHON CUCTEMBI KIacCH(DUKAIIMN, HOMEHKIIATYPBl M KOJUPOBAHHS
B KauecTBE r100anpHOro Oara.

1 WHO Request for contribution and proposals towards the first development version of the ICMD
(International Classification and Nomenclature of Medical Devices) (https://www.who.int/medical_devices/
priority/mde_nomenclature/en/index4.html, mo cocrosinuto Ha 29 mapta 2019 r.).

2 Medical devices nomenclature (https://ec.europa.eu/docsroom/documents/34264/attachments/
1/translations/en/renditions/native, mo cocrosHuto Ha 15 ampesns 2019 r.).
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JEUCTBUSA UCHOJHUTEJIBHOI'O KOMUTETA

24. VcnonkoMy mpejjiaraercsi IpUHATh HACTOSIIUN TOKJIa] K CBEICHUIO U CPOPMYIHPOBATh
NanbHENIINE pYyKOBOASIINE YKa3aHUS.




