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KNACUDIKATOP MEANYHUX BUPOBIB HK 024:2023: HALUIOHAJ/IbHA

CUCTEMA KNACUDIKALLII TA BUKOPUCTAHHA MEANYHUX BUPOBIB
B YKPAIHI
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MeTa: npeactaBuUTU METOAUYHI MigxoAu [0 knacuduikauii MeguuHux BUPOGIB, AKi BUKOPWUCTaHI MpU CTBOPEHHI
HaLljioHa/IbHOro Knacudikatopa MeanyHnx Bupo6is HK 024:2023 Ta npu 1A0ro NpakTM4HOMY BUKOPUCTaHHI.

Martepiann i meToau. Mamepiasiu: MiXXHapoAHI Ta HaljioHas/IbHI 3aKOHOAABYI | HOPMAaTUBHO-NPABOBI AOKYMEHTU i3
nuTaHb Knacudikayii MegnyHux BUpo6isB. Memodu: 6i6nioceMaHTUYHNIA, CUCTEMHOIO MiAX04Y Ta CTPYKTYPHO-10MYHOro
aHaniay.

Pesynbratu. HauioHanbHuiA knacudpikatop MeguuHux Bupo6iB HK 024:2023 npusHadeHuin ana igeHTtudikawii
iHCTpyMeHTIB, anaparTiB, Npunagis, NpMCTPOIB, MaTepiasliB abo iHWKX MegnMuHMX BUpPoGiB. HauioHanbHWii knacucdikatop
MeanyHux Bupo6iB HK 024:2023 aBnsie co60t0 agantoBaHuii nepeknag YacTuHu nepeniky MeguyHnx BUpoobis, BKIIIOYEHNX
0o HomeHknatypu Global Medical Device Nomenclature (GMDN), Ta ONOBHEHWIT MeAUYHMY BUpPO6Gamu, L0 He BXOASATb
[0 HomeHknaTtypyu GMDN, asie BUKOPUCTOBYIOTLCA B YKpaiHi.

Y xopji NpoBeAeHOro AOCAIMKEHHS BCTAHOBEHO | MPeACTaB/IeHO B CTaTTi METOAMYHI migxoau A0 knacudikauii
MeAnYHMX BMPOOIB, SiKi BUKOPUCTaHI MpY CTBOPEHHI HaLiOHa/IbHOTO Knacudikatopa meanyHmx Brpo6is HK 024:2023 ta
npu A0ro NPakTUYHOMY BUKOPUCTaHHI.

BucHoBoOK. HaljioHanbHWit knacudpikatop megnyHux Brupo6is 024:2022 npusHaveHuid ans igeHTudikawii iHCTpyMeHTIB,
anaparis, Nnpuaagis, NPUCTPOIB, MaTepianiB abo iHWKX BMPOGIB, WO Hanexarb 40 MeguYyHUX BUPOOIB, i3 BUKOPUCTAHHSAM
MiXXHapPOAHMX METOAMNYHUX MIAXOAIB 4O PO3PO6KNY, € BiAMOBIAHUM HaLiOHa/TbHUM CTaHL4APTOM.

KKOYOBI C/IOBA: HauioHa/ibHUIA KnacudiikaTop MeAWYHUX BUPOGIB; TepMiHM; MeTOAWYHI nigxoan Ao

Knacudikauii; BAKOPUCTaHHSA.

B YkpaiHi 3aTBepaxeHo Knacudikatop mepguu-
HUX BUPOG6IB (pani — HK 024:2023) [2]. HK 024:2023
NPUIAHATO 419 YHidoiKawii TEXHIYHOI, EKOHOMIYHOT iH-
hopmadii, ineHTudikaLii MmeguyHnX BUPOBGIB BigNo-
BilHO 1O CUCTEMMU 3arasibHOBU3HAHUX MiXXHApPOLHUX
OEeCKpUnTOopIB.

HK 024:2023 — ue cuctemMaTn3oBaHuii nepenik Hai-
MEHOBaHNX 00’€KTIB, KOXXHOMY 3 SKUX MPUCBOEHO YHi-
KaslbHWIA KOf, SIKMIA 3aCTOCOBYETLCA B aBTOMAaTM30Ba-
HUX CUCTEMax ynpas/iHHA 1 06pobku iHhopmadi.

O6’ekTamn Knacucpikauii € BUpo6u, Ha SKi nowm-
PHOETHLCA Aist TEXHIYHOrO pernameHTy Woao meauny-
HUX BMPOOIB, 3aTBEpPAKEHOro MNMocTaHoBOK KabiHe-
Ty MiHicTpiB YkpaiHu Big 02.10.2013 p. Ne 753 [6],
TexHiYHOro pernameHTy LWoAo MeAuyHUX BUPOO6iB
ONA AiarHocTuky in vitro, 3aTBepXeHoro NoctaHo-
BOK KabiHeTy MiHicTpiB YkpaiHu Big 02.10.2013 p.
Ne 754 [5], TexHIYHOro pernameHTy WoA0 aKTUBHUX
MeANYHMUX BUPOGIB, SIKI IMNIAHTYOTb, 3aTBepAxe-
Horo lMoctaHoBol KabiHeTy MiHiCTpiB YKpaiHu Bif
02.10.2013 p. Ne 755 [4].

HK 024:2023 rapMOHi30BaHO 3 MiXXHapO4HOI HO-
MEHKaTypo MeauyHmx Bupobis Global Medical

©T. O. Cnabknii, P. /1. KapTtaBues, 2023

Device Nomenclature (gani — GMDN) [1], siKy BUKO-
puUcTOBYIOTb Y 70 KpaiHax CBIiTY, 30Kpema, B 6iflbLlo-
CTi kpaiH €sponu Ta CLLUA. Tenep HOMeHKNaTyporo
KOpUCTYIOTbCA 6/1M3bk0 7500 BMPOGHWKIB, BOHa
MICTUTb G/IN3bKO MiNbAOHA MO3ULLA.

MeTa po6oTU: NpeacTaBUT METOANYHI Nigxoam
00 Knacudpikauii megnuuHnx BUpoo6iB, siki BUKOpuUCTa-
Hi MpWM CTBOPEHHI HauioHasIbHOro Kracudikatopa
MeauuHnx Bupobis HK 024:2023 Ta npu noro npak-
TUYHOMY BVKOPUCTAHHI.

Martepianu i metogn. Mamepiasiu: MiXXHapPOAHI
Ta HauioHasIbHI 3aKOHOA4AaBYi | HOPMATMBHO-MPABOBI
OOKYMEHTMW i3 NTaHb Knacuduikauii MeguyHnx Bupo-
6iB. Memoou: 6ibnioceMaHTUYHWI, CUCTEMHOrO Nia-
X04y Ta CTPYKTYPHO-/IOTIYHOTO aHanisy.

Pesynbtat gocnifXeHHs1 Ta iX 06roBopeHHs.
BpaxoBytouu, L0 METOK BMPOBaLXEeHHHA Knacudi-
Katopa MeauyHux BMPOOGIB Ha HaLliOHaIbHOMY PiBHI
€ epeKTMBHe 3aCTOCyBaHHA B YKpaiHi EBPONeiCbKo-
ro nigxoAy [o ifeHTudikayii MmegnyHux Bupoois, Lo
€ KPOKOM [0 €BPONENCbKOT iHTerpawii cuctemm oxo-
POHM 3[40POB'A YKpaiHu Ta CnpoCTUTb BUXif YKpa-
THCbKUX MeAUYHMX BMPOBIB HA 30BHILLHI PUHKK, MU
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npoaHanisysanu BiAMNOBIAHICTL TEPMIHONONI, AKa  MeAWYHUX BUPOGIB, BK/IOYEHMX OO HOMEHKIATYpU
3aCTOCOBYETLCA B HauioHanbHOMY knacudoikatopi  GMDN, Ta JOMNOBHEHWI MegMYHMMK BUpOGamu, Lo
MeanyHux Bnpo6is HK 024:2023 GMDN. He BXO4ATb A0 HoMeHknarypu GMDN, asnie BuMKO-

GMDN - ue cucTema 3ara/ibHOBM3HAHUX MiKHa-  PUCTOBYHOTHLCS B YKpaiHi.

POAHMX OECKPMNTOPIB, LLO BUKOPUCTOBYIOTLCS ANA KoxHa 3 nosuuiii knacudpikatopa cknagaeTbes 3
iaeHTudikayii MegmuyHuX BUPOGIB; cMcTemMa HaliMe-  M'ATU YacCTUH, Takux, SK: KOoA, Ha3Ba TepMiHa ykpa-
HyBaHb NPOAYKLii, L0 BUKOPUCTOBYETLCA A1 Aiar-  THCbKOK MOBOK, ONUC TEPMiHA YKPAIHCbKO MOBOIO,
HOCTMKKN, NPOINAKTUKNA, MOHITOPUHIY, JiKyBaHHA  Ha3Ba TepMiHa aHMiiCbKOK MOBOK, ONUC TePMiHA
ab0 nonerweHHs 3axBopoBaHb Ta TPaBM /IIOANHMN. aHrnicbLKo MoBoto. Mpn po3pobui Knacudikatopa
Y xopi pocnigxeHHs 6yno BCTAHOB/EHO MOB-  BUKOPUCTAHO Taki MeTOAMYHI migxogan A0 Knacudi-
Hy BiANOBIAHICTbL BUKOPUCTAHMX Y HaLioOHa/IbHOMY  Kauii, AK: iepapXiYHuiA, NOpsSAKOBUNA, M'ATU3HAYHWUIA.
knacudpikatopi mMeanyHux BupobiB HK 024:2023  IHcopmauia nNpo MeAuyHuiA BUPIO Yy HauioHanb-
cuctemi GMDN. Hanpuknag, meduyHul BuUpi6 — HOMY Kiacudikatopi nofaetbCcs y BUIAAA4I MATU-
ue 6yab-AKuiA IHCTPYMEHT, anapaT, npunag, npu-  3HadyHoro uudposoro kogy GMDN (Code), i BoHa
CTpili, nporpamMHe 3abe3neyeHHsi, maTepiasi abo noB'si3aHa MEePexXPecHMMU MOCUIAHHAMMK 3 TOUHUM
iHWWIA BUPIG, WO 3aCTOCOBYHTLCS SIK OKPEMO, Tak  dpopMyntoBaHHAM TepMiHa (Term Name) i BU3Ha-
i B NOEAHaHHI MK coboto (Bktovarum nporpamHe  yeHHs (Definition).
3abe3neyeHHs, nepenbavyeHe BUPOOHMKOM A5 3a- Lle noka3aHo Ha Takomy npuknagi: «Kog (GMDN
CTOCYBaHHS cnewianbHo ANA giarHoCTUYHUX Ta/abo  Code): 47568. TepmiH (GMDN Term Name): ron-
TepaneBTUYHKX Lisieil Ta HeobxigHe ANSA HANEeXHO-  KOoTpMmad Oo4HOpas30oBOro BukopuctaHHsa. Needle
ro oyHKLIOHYBaHHS Mean4YHOro Bupooby), npusHadve-  holder, single-use. BusHayeHHsa (GMDN Definition):
Hi BUPOOHMKOM O7151 3aCTOCYBaHHA 3 METOI 3a6e3- «CTepubHU PYYHUA  XIPYPrivyHWi
neyeHHs AiarHOCTUKW, NPOMIiNaKTUKN, MOHITOPUHTY,  KOHCTPYKTUBHO CK/1aAAa€eTbCs 3 PYUKM, LLO Nepexo-
nikyBaHHA abo nonerweHHs nepebiry xBopobu na-  ANTb Y 1e30 (He3HIMHE), AKNA BUKOPUCTOBYETHLCS
LieHTa B pasi 3axBOPHOBAHHA, OiarHOCTMKMW, MOHi-  flikapeM A8 po3pi3aHHA abo BUAA/IEHHA TKaHMH.
TOPWHTY, NiKyBaHHA, NOJSIETLWIEHHA CTaHy nauieHTa Jle3o, AK npasBu/io, BUTOTOBMIEHO 3 BUCOKOSKIC-
B pasi TpaBMM 4 iHBaNigHOCTI abo X KOMMNeHcaLlii, HOI /sleroBaHOI HepXaBitouoi cTani abo Byrneue-
OOCNIIXEHHS, 3amiHW, BMAO3MIHIOBaHHA abo niA- BOI cTasli, a pyyka 4yacTo 3pob6seHa 3 nanacTtMmacwu.
TPUMYyBaHHA aHaToMmii un dpisionorivHoro npouecy, Lle Bupi6 ogHopa3oBoro BukopuctaHHa. A sterile,
KOHTPO/IKO Mpouecy 3annigHeHHA Ta ocHOoBHa ne- hand-held, manual surgical instrument designed
penbadvyBaHa fif AKMX B opraHiami abo Ha opraHism  to grasp a suture needle when pushing/pulling the
NIOAVHU He focdraeTbesa 3a gornomoroto papmako-  needle and attached suture through tissue during
NOTiYHUX, IMyHOMOrYHNUX abo MeTabonivyHux 3aco-  suturing. It has short serrated jaws at the distal end
6iB, anie hyHKLiOHYBaHHIO AKX Taki 3acobm MoXyTb  to enhance grip of the needle, and is available in a
cnpusaTn. selfretaining, scissors-like design with ring handles
Jani mn pocnigunu ta npoaHanisysannm meTo- at the proximal end. It is typically made of high-
AndHi nigxoam oo knacudpikauii meanyHmx Bupobis,  grade stainless steel or plastic. This is a single-use
SKi Gy/IM BUKOPUCTAHI NPy CTBOPEHHI HalioHa/IbHO-  device». ®dparmMeHT HauioHasIbHOro Knacudikaropa
ro knacudpikatopa meanyHmx Bupobis HK 024:2023.  mMeAuyHUX BUPOGIB YKpaiHu npeAcTaB/ieHo B Tab-
HaujioHanbHUn Knacudpikatop MeauyHux BUPO-  Nuui. HauioHanbHWA KNacudikatop BUKOPUCTO-
6iB HK 024:2023 npu3HayeHuin gns igeHTudpikayii  ByeTbCA pasoM i3 HaLioHaNbHUM KacudgikaTopom
IHCTPYMeHTIB, anapartis, npuiagis, NpucTpois, Ma- YkpaiHn [AK 021:2015 «EauHuii 3akyniBenbHWUi
Tepianis abo iHWKX MeanyHUX BUPOGIB. BiH ABNAe  cnoBHWK» [3] Mif yac BU3HAUYEHHA npeameTa 3aky-

co60K afanToBaHWA Nepeknag YacTUHW nepeniky  niBai.

Tabsuysi. dparmeHT Knacucikatopa

yepes poT nif Yac 06CTEXEHHS
nereHeBoT pyHKUiT (Hanpykniag,
cnipomeTpis) Ta/abo NPUNUHEHHSA
HOCOBOI KpoBoOTeui (enicharist).
3as3Buyain BUroToB/IATH i3
nnacTuky 3 ryMoBuMM abo NiHOBMMMU
HakoHeyHvkamu. Lie B1pi6
O[IHOPAa30BOro BMKOPVCTAHHSA

PE/[_Hassa . Ha3ssa .
K - PE NNC YKpaiHCbK o NMUC aHrNincbK
oA YKpaiHCbKO A_Onue ykpaikcbkoto aHrNiNcbKo Onic aHrinchKoio
1 2 3 4 5
10907 | Pa3oswii MpucTpili gNsa 3aTUCKaHHS Hoca Nose clip, A device intended to be used to
HOCOBWIA 330BHi, A/19 3a6e3neveHHs Toro, Wo | single-use compress the nose externally,
3aTunckau NOBITPSAHWI NOTIK NPOXOANUTb NNLLIE to ensure that airflow is

exclusively conducted through
the mouth during examinations
of the pulmonary function (e.g.,
spirometry), and/or to stop
nosebleeds (epistaxis). It is
typically constructed of plastic
with rubber or foam tips. This is a
single-use device
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[1pOo00BXKEHHS Mabi1.

BPYYHY KOpUCTYBaY, KO BiH
CUANTB Y LIbOMY NPUCTPOI a60
cynpoBogyxysau. LLlob nepemicTtn
NPUCTPIiA, KOPUCTYyBaY NOBVHEH
BiALUTOBXYBATUCSH HOIOHO Bif,

3em/i. MpucTpiii He Moxe ByTu
[eMOHTOBaHO abo CKnafeHo a/1A
nepecyBaHHA y TpaHCNopTi

1 2 3 4 5
34606 | Ctennep gns CTepubHWIA PYUHWIA XipypridHunia Skin stapler/ A sterile hand-held manual,
Wwkipn/wtanenb | iIHCTPYMEHT, NPU3HaYeHnin ans staple, surgical instrument preloaded
6i0abcopoOLiii- 36/IMKEHHS BiNIbHUX KPaAiB LUKIpK bioabsorbable | with bioabsorbable skin staples
HWiA po3pi3y abo paHu. Ctennep — ue designed to approximate free
PYYHWUIA NPUCTPINA, NPU3HAYEHWI edges of skin from an incision or
L1 MEXaHIYHOTO 40CTaB/EHHSA wound. This stapler is a manually-
CKOOU; CKOBU (AKi MOXYTb ByTK powered device designed to
3aTnckayamu) BUroTOB/IAKTb mechanically deliver the staples;
i3 MmaTepiasny, skuii NOCTYNoBO the staples (which may be clip-like)
[erpagyeTbes opraHiaMom i Tomy are made of material(s) that are
X He noTpi6bHO BUaanaTu. Lie Bupi6 gradually degraded by the body
04HOPAa30BOr0 BUKOPUCTAHHSA (typically biodegradable polymer),
and therefore does not have to
be removed. This is a single-use
device
34675 | Anapar g ENekTpoHHWIT anapart, npu3HadeHunin | Acupuncture An electronic apparatus designed
aKynyHKTypu [0St CaMOCTIAHOTO MPOBEAEHHS unit, home-use | to be used in the home, or other
ans CeaHciB enleKTpocTuMynauii non-professional setting, to provide
[OMaLLHbOro aKynyHKTYPHUX TOYOK Y AlOMALLHIX electrical current for the stimulation
BMKOPUCTAHHS | yMOBax of acupuncture points
37980 | KoHekTop ans 3’eHyBasIbHUIA MPUCTPIN i3 THI3Zo- | Anaesthetic A female connecting device used
LBUAKOrO 3'€A- | BUM PO3HIMOM, L0 BUKOPUCTOBYHOTL | gas to accept a male anaesthetic gas
HaHHA B CUCTEMI | AN nig’egHaHHA 40 LWTekepa Ko- scavenging scavenging (AGS) connector to
BiABeAEHHS HeKTopa CUCTeMM BMBEAEHHS aHe- | quickconnect | connect two devices together to
BignpauboBaHNX | CTE3i0N0rYHOro rasy ans 3'’egHaHHsa | coupling, provide a continuous passageway
aHecTesiono- [OBOX NPUCTPOIB OAMH 3 OgHUM, Wo6 | female for the controlled evacuation of
TiYHMX rasie i3 3abe3neunTy 6e3nepepBHUn KaHan exhaust anaesthesia gases. It has
rHI340BMM PO3- | ANS1 KOHTPONIbOBAHOIO BUAA/IEHHS safety features such as a specific
HIMOM BignpaLboBaHNX aHeCTe3i00TYHNX mechanical mating pattern, colour
razie. BiH mae cuctemy 6esneku, Wo coding and a dedicated tube
MICTUTb cneyndiyHy MexaHiuHy KOH- diameter connection to prevent
dpirypauito 3'egHaHHs1, KoipHe Koay- wrong connection and allow a
BaHHSA Ta 3'€HaHHSA 3i cneuiaibHUM user to rapidly connect/disconnect
AiameTpoM TpyOoKM Ans 3anobiraHHs AGS dependent devices. It can be
HenpaBW/IbHOMY Mif’€AHAHHIO i attached, e.g., to an anaesthetic
3abesnevye MOXIMBOCTI A4J1s KO- gas scavenging system (AGSS)
pucTyBaya LUBMAKOrO Mg egHaHHA/ or extension tubing. It can be
Bif'€AHaHHA npunagis. BiH moxe designed as a diameter-indexed
OyTU NPUKPINJEHWA, Hanpuknag, Ao safety system (DISS) connector
cuctemMmn abo nogosxyBada. Moxe or a non-interchangeable screw-
OyTN BUKOHAHWUI y BUINAAiI 3'€4HY- threaded (NIST) connector. This is
Baya CMCTeMM 6e3nekmn 3 iHOEKCOo- not an AGS terminal unit
BaHUMK giametpamu (DISS) abo
HeB3aeMO3aMiHHUMW Hapi3eBMMMN
3’egHyBadamu (NIST). He € yacTtu-
HOHO KiHL,EBOro NPUCTPOLD
40533 | Kpicno-konsicka, | MepcoHanbHuii 3aci6 nepecyBaHHst | Wheelchair, A wheeled personal mobility
KepoBaHa 3 Ko/lecamu, iKW ckNagaeTbes occupant- device that incorporates a seat-
nawieHToMm, 3 micugAa, obnagHaHoro ans driven, support system for a person with
3 HOXXHUM CUAIHHA 0co6U 3 iHBaNIAHICTIO footoperated, | a disability or a person without the
npvBOAOM, 4n ocnabneHoi ANHN, aKa He non-collapsible | full capacity to walk (not bariatric)
HecknagaHa 3gaTtHa xoauTu. 3acié npocysae designed to be manually propelled

by the user while seated in the
device. The occupant moves the
device by pushing or pulling on the
ground with a foot or both feet. The
device cannot be folded or readily
dismantled for transport
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BucHoBOK
HauioHasibHWiA Knacudpikatop MeanyHnX BUPO6IB
024:2022 npusHayeHuii ons igeHtudikayii iHCTpy-
MeHTIB, anaparTis, npunagis, NPUCTPOIB, Matepianis
abo iHWnx BUPOOIB, L0 Hanexarb A0 MeUYHUX BU-
poGiB, i3 BUKOPUCTAHHAM MiXHapPOLHUX METOLNYHUX

niaxoAiB A0 po3po6KU | € BiAMNOBIAHUM HauioHa b-
HUM CTaHZapTOM.

MepcnekTuBM nNoganblUuxX AOCAIAXEeHb MOB'S-
3aHi 3 BUBYEHHSAM e(EKTUBHOCTI BUKOPUCTaHHSA
HauioHasIbHOro Knacudpikatopa mMeguyHux BUPOGIB
HK 024:2023.
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CLASSIFIER OF MEDICAL DEVICES NC 024:2023: NATIONAL SYSTEM OF CLASSIFICATION OF

MEDICAL DEVICES AND ITS USE IN UKRAINE
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Purpose: to present methodological approaches to the classification of medical devices used in the creation
of the national classifier of medical devices NC 024: 2022 and in its practical use.

Materials and Methods. Materials: international and national legislative and regulatory documents on the
classification of medical devices. Methods: bibliosemantic, of systemic approach and of structural-and-logical

analysis.

Results. The national classifier of medical devices NK 024:2023 is intended for the identification of tools,
devices, devices, devices, materials or other medical devices. The national classifier of medical devices
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NK 024:2023 is an adapted translation of a part of the list of medical devices included in the Global Medical
Device Nomenclature (GMDN) nomenclature and supplemented by medical products not included in the GMDN
nomenclature, but used in Ukraine.

In the course of the study, methodological approaches to the classification of medical devices, which were
used in the creation of the national classifier of medical devices NC 024: 2023 and in its practical use, were
identified and presented in the article.

Conclusion. The national classifier 024:2023 is designed to identify instruments, apparatus, devices,
materials or other products belonging to medical devices with the use of international methodological approaches
to its development and is a relevant national standard.

KEY WORDS: national classifier of medical devices; terms; methodological approaches to
classification; use.
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BigomocTi npo aBTOpiB:

Cna6kuii FeHHapih OnekciloBUY — JOKTOP MEANYHUX HAayK, Npoddecop, BUKOHYBa4 060B'A3KIB 3aBigyBaya kadenpu
rpomafiCbKoro 3J0p0B’A YXKropoACbKOro HaLioHaIbHOro YHIBEPCUTETY.

KaptaBsueB PocTtucnas /leoHifoBuY — kKaHAMAAT MeAUYHUX HAyK, TeHepanbHUii AupekTop JepXxasHOoro nianpuem-
cTtBa «lonitexmen».
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