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1. IlincTaBa po3po0/ieHHS MPOEKTY HAIOHAJBbHOIO Kjaacudikaropa adbo 3MiH
10 HBOT0

Hamionanenuit  xnacudikatop HK 024:2019 «Knacudikatop memumaHmux
Bupo6iB» (mami — HK 024:2019), 3atBepmkenmii Hakazom MiHicTepcTBa
eKOHOMIYHOTO PO3BHUTKY 1 TopriBm Ykpainu Big 05.02.2019 Ne 159, po3pobnenmuii
HepxaBuum ykpaincbkuM 00’enHanHsM  «IIOJIITEXME]]» Ha 3amoBiIeHHs
MinicTepcTBa OXOpOHH 3710pPOB’sl Y KpaiHH.

MiHicTEepCcTBO OXOPOHH 3A0POB’sl YKpaiHu 3M1HCHIOE (QYHKIIT TEXHIYHOTO
peryioBaHHs y cdepl TIsIIBHOCTI «0XOpOHa 310pOB’Sl, CTBOPEHHS, BUPOOHUIITBO,
KOHTPOJIb SIKOCTI Ta peajizallii JIKapchbKuX 3aco0iB Ta MEIUYHUX BUPOOIB (Y TOMY
YHCII MEIUWYHI BHPOOW; MEIWYHI BHUPOOM JUIs AIarHOCTHKH IN VItr0o; axkTHUBHI
MEJUYHI BUPOOH, SIK1 IMIUIAHTYIOTh; JIIKAPCHK1 3aCO0M)» BIJIMOBITHO 10 MMOCTAHOBH
Kabinery MinictpiB Ykpainu Big 16.12.2015 Ne 1057 «IIpo Bu3zHaueHHs cdep
JISTIBHOCTI, B SKUX IIEHTpajbHI OpraHd BHKOHaB4YOi Biaau Ta Ciyk0a Oe3neku
VYkpainu 311iCHIOI0TH (PYHKI[IT TEXHIYHOTO PETYIFOBAHHS.

[TincraBoro Buknanenus HK 024:2019 y HoBii penakiiii €:

3HAYHUUN 00CST MPABOK PEAAKIIIITHOTO TEXHIYHOTO XapaKkTepy;

HAJIXO/DKCHHS  TPOIO3WINKA  IMIOAO0  pelaryBaHHsS  JSIKHX  ITO3UIIIH
KJacu(ikaTopa, OMHUCOBOI YACTMHH TEPMIHIB BIJl YYaCHUKIB PUHKY MEIUYHHX
BUPOOIB;

JIOTIOBHEHHSI 6a30BOT0 €BPOMEHCHKOTO IOKYMEHTY HOBUMH KOJIaMH.

2. CTtpok po3po0JieHHsI

Axtyanizamis ta nepersin iHdopmarii, mo wmictutees y HK 024:2019,
sniricHioBanack 3 TpaBHs 2020 poky mo G6epesns 2021 poxy. Po3poOneHHsi HOBOI
pemakiii HK 024:2019 3 ypaxyBaHHSM 3ayBakeHb, HAJICIAHUX JIUCTOM
Minekonomiku Big 29.05.2020 Ne 3411-10/33755-07 tpuBatrme 2 MicCsIi.

3. Ilpu3HavyeHHs | 3aBJaHHS HALIOHAJBHOrO Kjaacudikaropa ado 3MiH 10
HBOTO

Cdepa 3acrocyBanns HK 024:2019 — o0ir MeauuHux BHUpPOOIB Ha
BHYTPIIIHHOMY PHHKY YKpaiHH.

HK 024:2019 npusnayeHuid [jisi OAHO3HAYHOI 1IeHTU(IKAIT MEIUYHUX
BUPOOIB BUPOOHUKAMHU, OPTaHAMH OI[IHKU BIJMOBITHOCTI, OpraHamMu Jep>KaBHOTO
PUHKOBOTO  HArJsAay Ta  KOHTPOIIO, 3aKyHiBEIbHUMH  OpTraHi3aIlisiMu,
CIIOKMBAYaMH, KOPUCTyBadaMH, TOIIO Ta YHUKHEHHS 3JIOBXHBaHb IMI0JI0
BIJIHECEHHS 1HIIMX BHUPOOIB 10 MEIUYHUX.

Pe3ynbTom, KX HEOOX1THO JOCSITTH, € e(heKTUBHE 3aCTOCYBaHHS B YKpaiHi
€BPOICUCHKOTO MIIXOMy A0 1AeHTH(IKAMT MEIUYHUX BUPOOIB, IO CIPOCTHUTH
BUXI1]] YKPATHCHKUX MEIUYHUX BUPOOIB HA 30BHINTHI PHHKHU.

3aBIaHHSIM, sKe MependadyacTbCsl BUKOHATH, € aKTyalli3allisi HallOBHEHHS
HK 024:2019 3 ypaxyBaHHSIM BUSBJICHHX HEBIAMOBIJHOCTEH Ta MPOMO3ULISIMU
YYaCHUKIB PUHKY MEIUYHUX BUPOOIB.
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[lepeBaramu, siki HaIacTh 3aCTOCYBaHHS HAIIOHAIBHOTO Kiacudikaropa, €
BIIHECCHHS MEIWYHUX BHUPOOIB 13 OJHAKOBUM IIJTOBUM TPH3HAYCHHSM,
BU3HAUYEHUM BHPOOHHMKOM, /0 OJHOTO KJAacCy, IO CHPOCTUTH MOIIYK MOIIOHHUX
METUYHUX BHPOOIB i 4ac 3aKyIiBIii.

HK 024:2019 po3pobneHo Ha OCHOBI MDKHApPOIHOTO Kiacudikaropa
meauaHnx BupoOiB Global Medical Device Nomenclature (mami — GMDN), siky
BUKOPHUCTOBYIOTh B 70 KpaiHaxX CBITYy, 30KpeMa, B OUIbIIOCTI KpaiH €Bpomu Ta
CIIIA. 3apa3 HOMEHKIATypOr KOPHUCTYIOThCS Onu3bpko 7500 BHpOOHMKIB, BOHA
MICTUTH OJIU3HKO MUJIBMOHA MTO3ULIIHA.

GMDN - 1ie cuctema 3arajJlbHOBU3HAHUX MIKHAPOJHHUX JECKPHUIITOPIB, IO
BUKOPHUCTOBYIOTbCS I 1AeHTU(IKaIl MeIUYHUX BHUPOOIB; 1€ CHCTeMa
HallMEHYyBaHb JUJIl TPOJYKIi, 10 BHUKOPUCTOBYETHCS JUISI  JI1aTHOCTHKH,
po(IAKTUKHA, MOHITOPUHTY, JIIKYBaHHS 200 MOJIETTICHHS 3aXBOPIOBaHb Ta TPABM
JIFOJTUHHU.

4. XapaxkrepucTuka 00’€KkTiB Kiaacuikamii

HK 024:2019 npusnauenuii juisl 11eHTU(]IKaAlli 1HCTPYMEHTIB, amaparis,
NPWIAJIIB, MPUCTPOIB, MAaTEPialiB a00 1HIIKUX BUPOOIB, IO HAJIEKATH JO MEAUYHUX
BHUPOOIB B pO3YMIHHI TEPMIHIB:

«MeauYHuM BUPIO» 3rigHO 3 TEeXHIYHUM pErJaMEeHTOM IOJ0 MEIUYHUX
BUpOOIB, 3aTBep/KeHUM mocTaHoBolo KaOiHnery MinicTpiB VYKpaiHu Bif
02.10.2013 Ne 753,

«MEAUYHUN BUPIO JUIS JIarHOCTUKH 1In  Vvitro» 3rigHo 3 TexHIYHUM
periIaMeHTOM 1010 MEAMYHUX BUPOOIB JJIs TIarHOCTHKH IN VItro, 3aTBepIKeHUM
noctanoBoto Kabinery MinictpiB Ykpainu Big 02.10.2013 No 754,

«aKTUBHUW MEIWYHUKA BHPiO» 3rimHO 3 TEXHIYHUM perjaMeHTOM II0/0
AKTUBHUX MEIUYHUX BHUPOOIB, SKI IMIUIAHTYIOTh, 3aTBEP/KEHUM IOCTAHOBOIO
KaGinety MinictpiB Ykpainu Bix 02.10.2013 Ne 755,

HK 024:2019 — ue amantoBaHuMii mepekiaj YacTUHU MEPETiKy MEIUYHUX
BHUPOOIB, BKIOYEHUX O MIKHapoaHoro kiacudikatopa GMDN (6nu3bko 27 THC.
no3uuiii). KoxxHa 3 Mmo3uiiil CKIagaeThCsl 3 I STH YAaCTUH: KOJI, Ha3Ba TEPMIHY
YKpPaiHChKOIO MOBOIO, OINKUC TEPMIHY AaHTJIHACHKOIO MOBOIO, Ha3Ba TEPMIHY
YKPaTHCHKOIO MOBOIO, ONUC TEPMiHY aHTIIHCHKOI0 MOBOIO.

5. B3aemM03B’130K 3 iHIIMMU HALIIOHAJILHUMH KJacudikaTopamu

[Tin yac BuzHaueHHs npenmera 3akymniBiai HK 024:2019 BukopuctoByeThbes
pazoM 3 HamioHanbHUM Kiacudikaropom Ykpainm JIK 021:2015 «Eaunuit
3aKyIMiBEIBLHUN CIOBHUK», 3aTBEp/KECHUI Haka3oM MiHICTEpCTBa €KOHOMIYHOTO
pPO3BUTKY 1 TOpriBii Ykpainu Big 23.12.2015 Ne 1749.

Buxnagenns HK 024:2019 B noBi# pepaxiiii He moTpeOye BHECEHHS 3MiH JI0
IHIIMX HalllOHAJIBHUX Ki1acu(ikaTopiB YKpaiHu.



6. I:xepena ingopmanii

- MDKHapoJHa HOMeHKiarypa Menuunux Bupo6OiB Global Medical
Device Nomenclature (https://www.gmdnagency.org/);

- [TocranoBa KabGinery MinictpiB Ykpainu Bix 02.10.2013 No 753
«IIpo 3arBepmreHHs TeXHIYHOTO pEeTrIaMEeHTy 010 MEIUIHUX BUPOOIBY;

- [TocranoBa KabGinery MinictpiB Ykpainu Big 02.10.2013 Ne 754
«IIpo 3aTtBepkeHHsT TEXHIYHOTO pETJaMEHTy IMOA0 MEIWYHUX BHUPOOIB IS
JIarHOCTHKH 1n Vitroy;

- [ToctanoBa KabGinery MinictpiB Ykpainu Big 02.10.2013 Ne 755
«[Ipo 3atBepkeHHss TeXHIYHOTO pErJaMeHTy IOJ0 AaKTHBHUX MEIUIHHUX
BUPOOIB, K1 IMIUTAHTYIOThY;

- HupextuBa Pagun €C Bix 14.06.1993 Ne 93/42/€EC moao MeauaHuX
BUPOOIB;

- Hupektua Pagu €C Bix 20.06.1990 Ne 90/385/€EC moa0 akTHBHUX
MEIUYHUX BUPOOIB, SIK1 IMIUIAHTYIOTb;

- HupektuBa €Bponeiicbkoro [lapmamenty ta Pagun €C Bix 27.10.1998
No 98/79/€EC mono MmeaAn4HUX BUPOOIB AJIs IIarHOCTUKH 1n Vitro;

- Pernament (€C) 2017/745 €Bponeiicbkoro [lapmamenty ta Pagu Big
05.04.2017 npo meau4Hi BUpOOH;

- Pernament (€C) 2017/746 €Bponeiicbkoro [lapmamenty ta Pagu Big
05.04.2017 nmpo MeauyH1 BUpOOH ISl TIarHOCTHUKH 1n Vitro.

7. ETanu poOiT i TepMiHU IX BUKOHAHHSA

Etan po6it TepmiH BUKOHAHHS

Cxmaganas JYO «IIOJITEXME]]» TeXHIYHOTO

3aBaaHHs Ha po3poosieHHss HK 024:2019 y HoBiif 1 micsue
peaaKiii

IInceMoBe MOBIAOMIIEHHS 3aMOBHHUKOM  a0o0

pO3p0OHNKOM MIiHEKOHOMPO3BUTKY IIPO MOYATOK MPOTATOM THIKHS 3 JJaTH
po3pobnerns HK 024:2019 y HoBiif pemakiiii Ta | 3aTBEPIKEHHS TEXHIYHOTO
onpwIrogHEeHHS ~ MIHEKOHOMIKH  BIJIOBITHOT 3aBJaHHA
1Hdopmarrii

Po3pobnenns woBoi pemakmii HK 024:2019 3
ypaxyBaHHSM 3ayBa)KC€Hb, HAIICIIAHUX JIUCTOM

MiHEKOHOMIKH Bin 29.05.2020 2 Micsi
Ne 3411-10/33755-07
[Toromkennss HK 024:2019 y HoBiit penaxiii 13 )

) 1 micanmb
MOQO?3 Ta 3alHTepECOBaHUMH CTOPOHAMH
[Toganua HK 024:2019 y HOBIM penmakuii Ha 1 Micsits

3aTBEPHKCHHS 10 MIHEKOHOMIKH




8. JlonaTkoBi nani

Buxinauii texct indopmarii 3 GMDN ckmamae HEBig €éMHY 4YacTUHY
HK 024:2019 Tta wmictutbes y rpadax «Hasa anrmiiicekoro», «Ormuc
aHrimiMcekoro».  OsnaiomuTchr 3 GMDN  Mokna 32  HOCHJIaHHSM
https://www.gmdnagency.org/.

[Totpeba B  MOMAaTKOBMX BHMOTaXx [0 TPOEKTY  HAI[iOHAIHHOTO
kiacudikaTopa BiJICyTHS.

9. Bujganus (ONpUJIOIHEHHS)
HK 024:2019 y HOBIl pemakiiii Oye OonmpriIroHeHO Ha caiTi MiHicTepcTBa
PO3BUTKY €KOHOMIKH, TOPT1BII, Ta CLIILCHKOI'0 TOCHOIaPCTBA Y KpaiHHu.



