23 BepecHs 2020 poky aepxkaBHe mignpueMcTBO «MHKOJIAIBCbKHUH HAYKOBO-
BUPOOHMYMI WLEHTP CTaHAapTHU3alil, MeTpoJiorii Ta ceprudikaunii» MPoBesIo
BeOiHap Ha Temy: «CporogeHnsi. MeTpoJioriyHa JisVIBHICTh. AKTyaJIbHI
HANpPSAIMKU Ta nuTta”HHs». Iling 4ac peectpaunii Ta BeOiHApy NpeACTaBHUKAMH
Oi3Hecy OyJm 3amaHi 3anutanHsa. Hagaemo Ha HUX BianosBii.

e Bauepiii lHykanenko. TOB CII «Hi0oyn0on»

My njiaHyeMo NPOBOAMUTH 3aKYIIiBJIK0 TOPH3OHTAJIBHHMX pe3epByapiB ajsi
00J1iky HagTONPOAYKTIB y (inianax Hamoro mignpuemcrsa. SIKi pesepsyapu
HaM HeoOXigHo ooupaTu?

BignoBiak. Borogumup bonogypin

SAxmo Ha BamoMy miAnpueMCTBI IUIAHYETHCS PO3MIIIEHHS Ta BCTAHOBJIECHHS
pe3epByapiB A 00J1iKy Ha(TOMPOAYKTIB TO MOBUHEH OYTH pO3pOOICHUN MPOEKT
3 BKa3aHMMHU THIIaMU pe3epByapis. [lo npyre, 1 11e q1y’ke BaKJIMBO, BIAMOBIIHO A0
noctanoBu KMV Bix 04.06.2015 Ne 374 «IIpo 3aTBepakeHHs MEpeiKy KaTeropii
3aKOHOJIAaBUO PETyJhOBAHUX 3aCO0IB BHMIPIOBAILHOT TEXHIKH, IO IMIJISATAIOTh
NepIoANYHIN MOBIPI» pe3epByapu HajlIekKaTh /10 3aKOHOJABYO PeryJbOBaHUX
3aco0iB BUMiproBaibHOI TexHiku (3BT), 110 3aCTOCOBYIOTBHCS Y KOMEPIIIMHUX
Ta MOAATKOBUX orepauisax. BinnoigHo no [lomarkoBoro koaekcy YKpaiHU Bijl
02.12.2010 Ne 2755-VI nogaTkoBi orepaliii MpoBOJAATHCS 3 NaJIbHUM Ta CIIUPTOM
13 METOI KOHTPOJIOBAHHS TOJATKOBUMH OpraHaMH CIUIATH CyO’ €KTamMu
TOCTIOJIapPIOBAaHHS  aKIM3HOTO TMOJAaTKy. BBeaeHHs B 00ir 3aKOHOJABYO
pETYyIbOBAaHUX pe3epByapiB BIAOYBAEThCS MiCJAA MiATBEPIKEHHS IXHBOI
BiAMOBIIHOCTI BHUMOraM 4YMHHOTO TeXHIYHOr0 perjJaMeHTy 3aKOHOJIABYO0
peryjib0BaHMX  3aC00iB  BHMIPIOBAJIbHOI  TeXHIKM, 3aTBEPIAKEHOI0
nocrtanoBorw KMY Bin 13.01.2016 Ne 94. Owinky BIJANOBIAHOCTI 3aco0iB
BUMIPIOBAJIbHOT TEXHIKU MTPOBOIATH MPU3HAYEHI OPraHu OLiHKHM BiIMOBiAHOCTI.
[To3uTuBHUY pe3yNbTaT OMIHKY BIATIOBIAHOCTI 3aCBIIUY€ETHCS MUIIXOM CKIIAAHHS
BUPOOHMKOM JEKJaparii Mpo BIAMOBIAHICTh, MepeadadyeHoi JaHUM TEXHIYHUM
pEerlaMeHTOM, Ta HaHECeHHSM Ha Ta0NMYKy pe3epByapa BiJIMOBITHOTO
MapKyBaHHs (3HaKa BiJMOBIAHOCTI 1 JOJATKOBOTO METPOJIOTIYHOIO MapKyBaHHS).
VY pa3i Koau 1€ € HEMOXJIMBUM a00 HEBUIIPABIAaHUM 4Yepe3 XapakTep 3aco0iB
BUMIPIOBAJILHOI ~TEXHIKM, TaKe MAapKyBaHHA IIOBUHHO HAHOCHUTHCS Ha
CYNPOBOXKYBAJIbHY JIOKYMEHTAIIIIO.

B 3asBui Ha npuadaHHsa pe3epByapiB Bam HeoOXiiHO BKa3yBaTHM THIIH
pe3epByapiB sIki mepegdadeHi MPoOeKTOM i SIKI NPONNLIM  OWIHKY
BIAMOBIAHOCTI, IK 3aKOHOAABY0 peryaboBaHi 3BT.



e Ceprii BacwieHko. YnpapJiiHHA OXOpPOHM 310poB’s MHKO0JIAIBCHKOI
00J1aCHOI JIep:KaBHOI aaAMiHICcTpauii

IHoBipsiT UM Hi?

KMY cBoeto moctanoBoro Big 10.07.2019 Ne 598 BuiyuuB 12 kateropiii 3aco0iB
BUMIPIOBAJIbHOI TEXHIKM MEIWYHOTO TMpU3HA4YeHHS 3 TeXHIYHOTo periiaMeHTy
3aKOHO/IAaBUO PEryJIbOBaHUX 3ac00iB BUMIPIOBAILHOI TEXHIKH, 3aTBEPIKEHOTO
noctaHoBoro KMV Bix 13.01.2016 Ne 94. 3miau Habpanu ynaHOCTI 3 19.01.2020.
Vnerhes Ipo Taki 3aco6u BUMIPIOBATbLHOT TeXHIKH:

aHaJI3aTOPH MEAMYHOTO PU3HAYCHHS;

BUMIPIOBa4l apTEPIAJIbBHOTO TUCKY;

7103aTOPH MEINYHI,;

eleKTpoKapiorpadu;

enuedanorpadu;

KOHAYKTOMETpHU, pH-MeTpu, TUTpaTOpH, I0HOMIpH;

Kapaionediopunaropu;

MEANYHI TEPMOMETPH;

MOHITOPH MAII€HTA;

MyJIbCOKCUMETPH;

peorpadu;

yJIbTPa3ByKOBI A1arHOCTUYH1 PUJIA/IH.

BinnoBiak. FOpiii [1leBiio

KMY BuBoauTh 111 3aco0M MEIWYHOTO TIpU3HAYEeHHS 3-mia Ail  TexHiuHoro
periaMeHTy 3aKOHOJIAaBUO pEryJbOBAaHUX 3aCO0IB  BHMIPIOBAJIBHOT  TEXHIKH.
MoTHBYIOTH 1I€ TUM, L0 Ha HUX MOIIMPIOETHCS il IHIIMX TEXHIYHUX PETJIaMEHTIB
y rajgy3i MeIU4YHOi TEeXHIKHM — «in vitroy, «medical devices». QaHak 3a3HaueHi

TEeXHIYHI perJJaMeHTH He MICTATHL BUMOT IIO0 METPOJOTIYHUX XAPAKTEPUCTHK
32C00iB BUMIPIOBAJILHOI TEXHIKMH.

BincyTHicTh mepiogu4HOi MOBIPKM CTaBUTUME Il CYMHIB pPE3yJbTaTH KIIIHIYHUX
JOCIIJKEHb Ta JIarHOCTUKH TAIl€HTIB. SIKIO BUHUKHYTH CYAOBI CIOpPH OO
HEJIOCTOBIPHUX PE3yJbTaTIB JOCHIKEHb, Cy/l cTaHe Ha Oik marieHTa. lle moBuHHI
MaTH Ha yBa3l KEPIBHUKU MEIUYHMX 3aKJIA1B.

«IloBipsiTH __YM He MOBIPATH?» — TAKOr0 3alMTAHHS _HEe MAa€ BHHHUKATH.
IloBipsiTH 3ac00M BHMIipPIOBAJIbHOI TEeXHIKH MEIUYHOI0 NPU3HAYECHHH MOTPiOHO
000B’A3K0BO. SIK 3 MipKyBaHb SIKOCTI MEAMYHOI JOMOMOTH, TaK 1HAa BUKOHAHHS
BuMmor noctaHoBu KMY «llpo 3aTBepukeHHS Nepeiiky KaTeropiii 3aKoHOJaBYO
peryJiboBaHUX 3ac0o0iB BHUMIPIOBAJIbHOI TEXHIKHM, [0 MiUISITal0Th MEePIOIUYHIN
noBipii» Big  04.06.2015 Ne 374. IlepepaxoBani  KaTeropii  3aKOHOJABYO
peryiboBaHUX 3acO0IB  BHUMIPIOBAJIBHOI ~TEXHIKM MEIUYHOTO  TMPU3HAYCHHS
3aJIMIINAIINCS Y 1[Il TOCTAaHOBI, 3MiH /10 HET He BHOCHJIH.




e Inna KoBaabuyk. IIpAT «Jlakranic - Mukosaais»

Mu npuadaaum aHajgizaTop BoJoOrocti (BaroBmii) Sartorius Mojgeab
MA160-1. nam mnocravaibHuk HajgaB CeprTudikar BianmoBigHOCTI Ha
«HeaBTOoOMaTH4HI 3Ba:xkyBaJbHi npuiaaan». OOB npoBiB BUNIpoOyBaHHA 3
OiHKM BigmoBigHOCTIi TeXHIYHOMY perjiaMeHTy 00 HEaBTOMATHYHMX
3BAKYBaJIbHUX NMPWIAAiB, 3aTBep:KeHoro nocranoporw KMY Nel062 Bix
16.12.2015. Iuranus: KopexkTHuii meii ceprudikar BiAnmoBigHOCTI Ha
aHaJXi3aTop BOJIOIOCTi, YU Hi?

BignoBiab. IOpiii lllesos

Sxmo Bu BukopuctoByete naHuii 3BT Timbku s 3BaXKyBaHHS, TO
KOPEKTHHUM.

Y  pa3l  BUKOpPUCTAHHS  HOro  sK  aHajgi3aTopa  NOKA3HMKIB
CLILCHLKOIOCIOAAPCHLKOI Ta Xap4oBoi MNPOAYKIii: MoOJIOKA, 3epHa,
HYKPOBHX OYypfiKiB, OJIMHHUX KYJbTYP Ta NPOAYKTIB iX mepepooKku
(anamizatopa BOJIOTOCTI Xap4yoBOi MpoAykilii) (myHKT 5 gomatky 1m0
TexHIYHOTO perjJaMeHTy 3aKOHOJIaBYO PEryIhOBAaHUX 3aC001B BUMIPIOBAIBHOI
TEeXHIKH, 3aTBepkeHoro moctaHoBoro KMY Big 13.01.2016 Ne 94.) Bam
HeoOXiTHO BHMAraTm Big BHpPOOHMKA a00 #Oro yIOBHOBaXXECHOTO
npejcTaBHUKA iHGOpMAaIil0 CTOCOBHO NMPOBeAeHHS OLIHKM BiAmoBiAHOCTI
BHMOTI'aM LbOT0 TEXHIYHOTO PerjiamMeHTy.

o Ouekcanap binyn. ®@inia "HAKTI" AT "VYkp3aaizauusa"
e Ouena IloaBucoubka. TOB "CepBicuuii uentp '""Mertaaypr"

HoOpuii nenn. likaBuTh iHGopManisa m1010 BU3HAYEHHSA
mikkajaiopyBanbaux inTepsadis 3BT. Kpim JICTY ILAC-G24/OIML D
102013 siki e JOKyMEHTH MOKeTe MOPEKOMEHyBaTH?

Yu icnye nepioanunicth Ha 3BT, ski kaniopoBani? SIkmo tak, To B
SIKOMY HOPMATUBHOMY JIOKYMEHTI 1€ MPONMCAaHO.

BinnoBinb. Opiii [lleBiioB
Hooporo nust, Onexcannpe! Jlooporo aus, Onexo!

Ha Bami nurtanns min wac BeOinapy. Kpim JICTY ILAC-G24/OIML D 102013
[IOAUBITHCS

PMI" 74-2004 PexoMeHalMu MO MEXKIOCYIapCTBEHHOW CTaHJapTu3anuu. Meroabl
ONPEICIICHUSI MEXKIOBEPOUHBIX M MEXKAIMOPOBOUHBIX HMHTEPBAJIIOB CPEICTB
M3MEPEHUM.

Ta MOCHUJIAHHS:



http://imt.kpi.ua/wp-content/uploads/2017/1 1/ METOD-VSTANOVLENNYA-
MIZHKALIBRUVALNYH-INTERVALIV-ZASOBIV-VYMIRYUVAN-
VYPROBUVALNOYI-LABORATORIYI.pdf

http://www.insat.org.ua/files/anons/volkov_str 11-13.pdf

Ha >xanb 11e Bce 110 MOXKY MOPaJnTH.

Jns oTpuMaHHs OLIbII MOBHOI BiANMOBIAI Bu MoKeTe 3aluIIUTU CBIA 3alMUT Ha
KomyHikatuBHii miaT@opMi 3 TEXHIYHOTO pErysItoBaHHs techreg.in.ua

e Jlennc Canos. BII IOY AEC IIl HAEK «<EHEPT'OATOM»

1. Yu 3'aBuJIMCh YMHHI MisKHAPOAHI J0TrOBOPH YKpaiHM, fIKi 103BOJISIIOTH,
y BignoBigHocti 3 c¢1.30 3Y "IIpo MeTpoJioriro Ta MeTpPOJIOriYHYy
AIVIBHICTD'', BU3HABATH Pe3yJbTAaTH NMOBIPKH 3aC00iB BUMipHOBAJIbLHOI
TEeXHIKH Ta KAJIIOpyBaHHs, NPOBeAEHNX B iHIIUX JepP:KaBax.

2. Yomy BiacyTHili €IMHMH miaXia B [Jd0KyYMeHTax, fiki BHJIAIOTh
METPOJIOTiYHI LEHTPH 32 pe3yJbTaTaMH PpodiT M0 BHU3HAYEHHIO
MeTpoJsioriuaux xapakrepuctuk 3BT? Ha cwhorogni ogHi uneHTpH
BUAAKOTH J0BiAKH, iHIIi cepTudikaTH, TPETI MPOTOKOJIN.

BinnoBiab. IOpiii [lleBios

[[TanoBHMi1 mane Jlenuce!

1. Tlepenik MiDKAEpX)aBHUX IOTOBOPIB y cdepi TEXHIYHOTO pEryIIOBaHHS,
YKJIaJIeHUX 3 KpaiHaMU-TOPrOBEJIbHUMH NapTHEpaMu YKpaiHu (CTaHOM Ha
ciuenb 2020 poky) po3mileHo Ha caifTi MiHEKOHOMIKH 3a MOCHJIAHHSIM
https://www.me.gov.ua/Documents/Download?id=460b1699-e951-439b-
af1a-3913dd71077f
[Hdopmartis o0 ykiaaaeHux yroj (A0roBopis) Npo BU3HAHHS PE3YJIbTATIB
pOOIT 3 OIIIHKM BIAMOBIAHOCTI MK NPU3HAYCHHUMHU OpTraHaMu 3 OIlIHKH
BIIMOBIAHOCTI YKpaiHM Ta opraHaMM 3 OI[IHKH BIJIIOBIIHOCTI 1HIIHX
JIepKaB PO3MIIICHO Ha cailTi MIHEKOHOMIKH 3a TIOCHJIAHHSAM
https://www.me.gov.ua/Documents/Download?id=ca08d170-f7aa-468f-
a343-c0d49b9c97d
Takoxx Bu mosxere 3anummtu cBiil 3anuT Ha KoMmyHikaTuBHIN maaTdopmi 3
TEXHIYHOTO peryiroBaHHs techreg.in.ua

2. IIi MeTposoriuHi poOOTH HE SBIISIIOTHCS 3aKOHOJABYO PETYIHOBAHUMHM.
KoxkeH MeTpoJjoriyHMi TIEHTP BCTAaHOBIIOE TIOPSAOK  OGOPMIICHHS
pe3yNbTaTiB BU3HAYCHHS METPOJIOTIYHUX xapakTepuctuk 3BT saki He
SIBIISIFOTHCS 3aKOHOABYO PEryJIhOBAHUMH.



Ounexcanap Kinouxo. Il «XapkiBcTanaapTmerpoJioris»

Ilopsinok nmpuiiMaHHs B NMOBIPKY Ta o()opMJIeHHSI pe3yJbTAaTIB NMOBIipKH
3BT Meau4HOro npu3HavYeHHs, AKi BUNYIIEeHi 3 BAPOOHMIITBA 10 HAOYTTS
yuHHOCTI TexXHiYHOro perjiaMeHTy 3aKOHOAAaB4Y0 peryJjboBanux 3BT
(04.09.2016), y mepiox ioro mnomupennsa Ha 3BT MeauuHoro
npusHavyennsas (3 04.09.16 no 18.01.20) Tta micas Buxkawodenua 3BT
MeJINYHOr0 NMPU3HAYEHHS 3 03HA4YeHOro periaaMenty (19.01.20).

BignoBias. IOpiii lllesros

Onekcanape! Bamii nuTaHHS 1A€HTHYHI NPOOJEMHUM MUTAHHAM, SIK1 Oynd
noctaByieHi B pgomnosigl Ceitnanu lllycrak mig yac mpoBeneHHS BeOiHApY
23.09.2020. Bu wmoxere 3anumuTH CBiA 3anuT Ha KomyHIKaTHBHIM
maTopMi 3 TEXHIYHOTO peryitoBaHHs techreg.in.ua

Mu TakoK 4eKaeMO BIAIIOBII1 HA HUX.

Jlroomuaa  Ilatpesa. MuKkoJIaiBCHbKM  HAWIOHAJBHUI  arpapHuii
YHiBepcHUTET

Aky KigbkicTh ¢axiBHiB-MeTpoJIOriB MOTPedy€ MiBJIEHHUI PperioH s
3a0e3ne4YeHHs BiANOBITHOTO PiBHSI METPOJIOTIYHOI XiIJIBLHOCTI?

BinnoBiab. HOpiii [lleBnos

Hanatu omHO3HauHy BiAMoOBiAs Ha Barne muTaHHS HEMOXIHUBO. S po3ymilo,
mo s iHdopMmalis HeoOximHa Bam 1y po3paxyHKy MOTpeOH IMiArOTOBKH
¢daxiBIliB 3a JaHUM HampsIMKOM. B pa3i HEOOXiTHOCTI MU MOKEMO OTOBOPUTH
npu 3ycTpidi abo B TenedonHoMy pexumi (+380504934497 FOpiit [1leB1oB).



