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IHcTpykiis
«@opmyBaHHs c(pepH aKpeaUTAaLlil MPpoBaliepa nepeBipKu
npogeciiiHOro piBHD)

I 3arajbHi moJ10KeHHA

s [HCTpyKLis po3pobiieHa 3 METOIO 3a0e3MeueHHs] HAIEKHOI SIKOCTI poOiT 3
dbopmyBanHs chepu akpeauTalii MpoBaiiiepiB MepeBipkyd MpodeciitHoro piBHA (nati
— TIIIIP), mixg yac odopmieHHS TakeTy MOKyMEHTalii s MOJaHHS 3asBKUA Ha
aKpenuTaIlio, a TAKOXK 3 OOKY ayJUTOPIB Ta EKCIEPTIB 3 aKpeAMTALi il Yac aHaTi3y
JIOKYMEHTAIlli, OI[IHKMA Ha MICIIl Ta MpH OQOPMIICHHI JOKYMEHTAIll MICs OI[IHKU Ha
MICITi.

Chepa axpemuramii [IIIIIP BimoOpakae 00’€KTH, CXEMH TEpPEeBIPKU
npodeciitHOro piBHS, BEJIMUYUHU, XapaKTEPUCTUKHU Ta MOKA3HUKH, 110 BUBHAYAIOTHCS 32
IUMU CXEMaMH MepeBipku MpodeciiiHOro pPiBHS, BIAMOBITHO JI0 MPOBEJCHHS SKUX
[IITITP e xommerentHuM BiamoBigHo g0 Bumor ISO/IEC 17043:2023 Conformity
assessment = — General requirements for the competence of
proficiency testing providers («OriHKa BIJNOBIAHOCTI — 3arajbHl BHUMOTH [0
KOMIIETEHTHOCTI IPOBaiIepiB MEePEBIPKU MPOPECIHHOTO PIBHS»).

Cdepa akpenurartii I[TITITP moBuHHa Biamosigatu Bumoram 11.7.8.3 ¢) JICTY EN
ISO/IEC 17011:2019 ta BpaxoByBatu pekomennanii ILAC G18:01/2024 Guideline for
describing Scopes of Accreditation («KepiBauuTBo 3 onucy cdep akpeanTarii»).

HAAY 3niiicHIOE akpeauTallito mpoBaiifiepiB NepeBipku MpodeciitHoro piBHS,
0 HaNalTh 00 €KTHBHI JOKa3W JOCTOBIPHOCTI PE3yJIbTAaTiB Ta KOMIETEHTHOCTI
OpratiB 3 OLIIHKH BIJIIOBIAHOCTI, MISUTBHICTD  SIKAX I10B’s13aHa 13
BUTIPOOYBaHHIM/KaTiOpyBaHHIM/IOCTIDKEHHSIMH, 1110 BUKOHYIOTh BuMoru |LAC-
P9:01/2024 ILAC Policy for Proficiency Testing and/or Interlaboratory comparisons
other than Proficiency Testing. (ITomituka ILAC mono nepeBipku kBamidikaiiii Ta/adbo
MDK1a00paTOPHUX TIOPIBHSIHB, BIAMIHHUX BiJ TiepeBipky kBamidikarii) Ta 3/1-08.00.29
«ITomituka HAAY mono ywacTi opraHiB 3 OI[IHKM BIAMOBIJHOCTI Yy MepeBipKax
npodeciifHOro piBHSA Ta MIXIJIA0OPATOPHUX MOPIBHSAHHSX, BIIIMIHHUX BiJ NEPEBIPOK
npodeciitHOro piBHS.

VYyacte y mnepeBipkax npo¢eciiHOro piBHSA MNPUHMAIOTh OpPraHd 3 OLIHKH
BI/IMOBIHOCTI, 110 aKpeIUTOBaHI ab0 MparHyTh OTPUMATH AKPEIUTAIlIIO BiJMOBITHO
no Bumor cranaaptie JJCTY EN ISO/IEC 17025:2019 (EN ISO/IEC 17025:2017,
IDT; ISO/IEC 17025:2017, IDT), ISO/IEC 17043:2023, ISO 15189:2022, JICTY EN
ISO/IEC 17020:2019 (EN ISO/IEC 17020:2012, IDT; ISO/IEC 17020:2012, IDT),
JCTY ISO 17034:2020 (ISO 17034:2016, IDT), ACTY EN ISO 20387:2022 (EN ISO
20387:2020, IDT; 1SO 20387:2018, IDT).

II Hpuauunu opopmiienns chepu akpeauraunii ITITITP

o chepu axpemmrartii TP (P-08.21.17) BximrovaroTh Ti cxemu (IIporpamu)
nepeBipku mpodeciitHoro piBas, 3a skumu [P maroTe mocBim opranizamii Ta
MPOBENCHHS 1 MAalOTh MOBHUH 00CSAT JOKyMEHTOBaHOi iH(oOpMaIlii BiIMOBITHO 0
Bumor ISO/IEC 17043:2023, 30kpema 3BiTH 3a KOJKHOIO i3 CXEM.
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VYci BHeceHl A0 cdepu akpeauTallii cxemu nepeBipku MpodeciitHOro piBHI,
MOBUHHI OyTH OINHMCaHl Ta MaTW MOBHUU HaOIp iH(opmamnii y ¢opmax Ilacmopty
npoBaiiaepa nepepipku npodeciiinoro pisas (P-08.21.19).

[Tpu 3anoBHenHi ®-08.21.17 nazy IIIIIIP HaBOasATH B POAOBOMY BiAMIHKY 3
HOBoro psaka miciaa ciaiB «COEPA AKPEJIUTALII» B MMOBHOMY BUIJISII 13
3a3HAYCHHSIM Ha3BU MIAPO3iay 3asBHUKA, 10 BUKOHye ¢yHKiii IIIIIP 3rigHo
IITATHOTO PO3IHMCY 3asBHUKA, Ta HA3BHM 3asBHUKA B TOMY BHUTJIAI, B SKOMY I Ha3Ba
HaBezieHa B CTaTyTi IOPUIUYHOT OCOOH.

[IIIITP dpopmyroTs chepy akpeauTarii MIUIITXOM HABEACHHA Yy JAPYyromy
croBmuuky ¢opmu @®-08.21.17 Ha3Bu 00’€KTiB mepeBipkd MpodeciiHOTrO piBHS
(mponykiii, Marepialy, pPEYOBHHH, 3aC00IB BHUMIPIOBAJBHOI TEXHIKHM 1 T.I.), Yy
TPEThOMY CTOBITYMKY 3a3HA4arOTh HAa3By Ta 1JeHTU(IKalII0 cXxeMmu (mporpamu). Y
yerBepToMy cTOBMUUKY @D-08.21.17 3a3Havar0oTh BEJIWYHMHHU, XAPAKTEPUCTHUKH,
MOKAa3HUKH, 1110 BUBHAYAIOTHCS Y CXEMI.

Ha3Bu 00’ekTiB mepeBipku NpodeciiiHOro piBHS, BEJIIUYUH, XapaKTEPUCTUK Ta
MOKa3HUKIB, II0 BU3HAYAIOTHCS, MOBHUHHI BIAMOBIJATH HOPMATHBHUM JIOKYMEHTaM
(3akoHaM, TEXHIYHHUM perjaMeHTaM, MDKHApOJHUM Ta JCpXKaBHUM CTaHIapTaMm,
METOJMKaM, CTaHJapTaMm, crerudikaiisaM, kiacudikaropam, MOKaKYUKAM, IHIIUM
JIOKyMEHTaM BHUPOOHUKIB MPOAYKIIT a00 3pa3kiB Jyisi BUNPOOYBaHb), BHYTPIIIHIM
nokymentam IIIIIP, TepmiHaM Ta BHU3HAYEHHSM, IO 3aCTOCYIOTHCS y HAYKOBHUX
JUKepelax Ta TEXHIYHIH J1iTepaTypi.

Ha3Ba Ta imeHtudikauis cxemu (Iporpamu) MepeBIPKH MNPOPECiiHOTO pPiBHSA
(ctoBmuuk 3 @-08.21.17) 3a3HauaroThCs BIANOBIAHO A0 mnpuitHsaTtoro [IIIITP
BHYTpIIIHBOIO  JOKYMEHTa Ta  T[OBHMHHI  BIANOBIJaTH  BUMoram  1.8.3

ISO/IEC 17043:2023.

CxeMu mepeBipkd MNpOQeciiHOTO PiBHA, IIO0 BHECEHI A0 cdepu akpeauTarli
[1I1ITP, moBMHHI MaTH METPOJIOTTYHY MPOCTEKYBAHICTh PE3yJIbTAaTIB BUMIPIOBAHHS 0
Mixuaponunoi cuctemu oguHuis (SI) Ta 3acTOCOByBaTHM OCHOBHI — OJMHUIL
BUMIPIOBaHHA B cucteMi SI Ta moxXiH1 OJMHMII Bij] HUX.

[Tpuxnaan opopmnenns chep akpenuraii [ITITTP naBeneni nomarkax 1, 2, 3.
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Ilocunanus:

1. ACTY EN ISO/IEC 17025:2019 (EN ISO/IEC 17025:2017, IDT; ISO/IEC
17025:2017, IDT) 3aranbHi BUMOTH JO KOMIIETEHTHOCTI BUIIPOOYBaIbHUX
Ta KaTiopyBaJIbHUX JTA00OpaTOPIH.

2. 1SO 15189:2022 Medical laboratories — Requirements for quality and
competence Menuuni 1abopatopii. Bumoru mo skocTi Ta KOMIIETEHTHOCTI.

3. ACTY EN ISO/IEC 17011:2019 (EN ISO/IEC 17011:2017, IDT; ISO/IEC
17011:2017, IDT) Ominka BignmoBigHOCTI. BuMorm p0 oprasiB 3
aKpenuTallii, o aKpeaIuTyIOTh OPTaHu 3 OLIHKH BiAMOBITHOCTI.

4. 1SO/IEC 17043:2023 Conformity assessment — General requirements for
the competence of proficiency testing providers OliHKa BiANOBIAHOCTI.
3aranbHl BUMOTH JI0 KOMIIETEHTHOCTI MpOBAiIepiB MOCIYT 3 TMEPEBIPKU
npodeciitHoro piBHs.

5. JCTY EN ISO/IEC 17020:2019 (EN ISO/IEC 17020:2012, IDT; ISO/IEC
17020:2012, IDT) Ouinka BianoBigHOCTI. BuMoru 10 pob0oTH pi3HUX THUIIIB
OpraHiB 3 IHCTICKTyBaHHS.

6. JCTY EN ISO 20387:2022 (EN ISO 20387:2020, IDT; ISO 20387:2018,
IDT) biorexHo:oris. biotanika. 3arajibHi BAMOTH 40 0100aHKIHTY.

7. JCTY ISO 17034:2020 (ISO 17034:2016, IDT) 3arambHi BUMOTH M0
KOMIIETEHTHOCTI BUPOOHHUKIB pe)epeHTHUX MaTepiaiiB.

8. P9:01/2024 ILAC Policy for Proficiency Testing and/or Interlaboratory
comparisons other than Proficiency Testing. (ITomituka ILAC 1momo
nepeBipku kBamidikailii Ta/abo MiKIA00pATOPHUX TOPIBHIHB, BIIMIHHUX
BiJIl IEpEeBIPKU KBai(iKalrii).

9. ILAC G18:01/2024 Guideline for describing Scopes of Accreditation
(«KepiBHUIITBO 3 onUCy chep aKpeauTarliin).

10. 3/1-08.00.29 «Ilomituka HAAY 1mono ywacTi opraHiB 3 OIIIHKH
BIJIOBIJTHOCTI Yy TepeBipkax MpoQeciiHOro piBHSA Ta MIDKIA0OPATOPHUX
NOPIBHSHHSX, BIAMIHHUX BiJ] HEPEBIPOK MPOPECIHHOTO PIBHS».
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Honatok 1 (iHpopmartiiiHmii)

[Tpuknan chepu akpeauTaliii mpoBaiaepa nepeBipku npodeciiHoro piBHs B cepi BUIPOOYBaHb

CO®EPA AKPEJUTALIII

[IpoBaiinepa nepeBipku MpodeciitHOro piBHS
TOBAPHUCTBA 3 OBMEXEHOIO BIATTIOBIJJAJIBHICTIO “TEXHOJIOI'TYHI PO3POBKU TA JOCJIIJDKEHHA”

(na3Ba mpoBaiigepa nepeBipku npodeciiiHoro piBHs)

Ne 3/m

O0’exT nepeBipku npogeciiinoro piBHA*

Ha3sga Ta inentudikanis cxemu (mporpamm)
nepeBipku npodgeciiiHoro piBHs

BeJII/I‘{HHa, XapaKTepuCTHKA, IOKA3HUK, 110
BU3HAYA€THCHA

3

4

[Mmenus, SYMiHb

IMporpama PT.1.1.2023 «3epHOBI KyJIbTYpH»

3epHa, MOIIKOPKEHI KJIOMOM-4epPealiKko0
3epHOBa JOMIIITKa

Maca 1000 3epen npu pakTU4HIN BOI031
O0’eMHAa IIJIBHICTH

O0'emHa Bara

Yucio maganHs

KinbkicTb cupoi KIeHKOBUHH

Men

[Tporpama Ne8.2-2021 «Mem»

BusHaueHHs 3QIMITKOBUX KiTbKOCTEH
AHTUMIKPOOHHUX MpenapaTiB Ta ix MeTaOoiTiB y
meai merogom BEPX-MC/MC (xnopamdeniko,
JIOKCHIIMKIIIH, CYJIb()aTuMEeTOKCHH, 3-aMiHO-2-
OKCa30JIiTiIHOH)
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Honatok 2 (iHpopmMarliiHuii)

[Tpukman chepu akpeauTalii mpopaiigepa nepeipku npodeciiinoro piBHs B cepi KaaiOpyBaHHS

CO®EPA AKPEJUTALIII

[Tposaiinepa nepeipku npodeciitHoro pisus JEPYJKABHOI'O ITIAITPUEMCTBA “ETAJIOHHI BUMIPTOBAHHS”

(na3Ba mpoBaiizepa nepeBipku npodeciiiHoro piBHs)

Ne 3/m 00’ekT nepeBipku npodgeciiinoro piBus* Ha3Ba Ta inentudikanis cxemu (mporpamm) Beanuuna, XapakTepHCTHKA, MOKA3HUK, III0
nepeBipku npodeciiinoro piBHs BH3HAYAETHCHA
1 2 3 4
1. 3aco6u BuMiproBaHHS enekTpudHuX i MarHITHUX | PT-C-EM-2018 «KaniOpyBaHHs BIMipIOBadiB Ta MarsiTHa iHIYKI[iS TOCTIHHOTO MarHiTHOTO TOJIS
BEJTMYMH Mip MarHiTHOT IHIYKIii»
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Honatok 3 (iHopmartiitamii)

[Tpukman cepu akpeauTalii mpopaiiaepa nepeBipku npodeciiuoro piBHA B chepi MEAUIHUX JTOCTITKEHD

COEPA AKPEJJUTAILIIT

nposaiinepa nepepipku npodeciitnoro pisns «MEJUUHI HOBALIID»

(na3Ba mpoBaiinepa nepeBipku npodeciiHoro piBHsM)

Ne 3/m O0’exT nepeBipku npogeciiiHoro piBHs Ha3ssa Ta inenTudikanist cxemu (mporpamm) Benn4ynHa, XapaKTepUCTHKA, IOKA3HHUK, 110
nepeBipku npodgeciiinoro piBHs BU3HAYAETHCSA
1 2 3 4
1. LlinbHa KpOB, CHPOBATKa KPOBI [Tporpama ananizy rasi Kposi pCO2, pH, pO2, Kanbwiii, ioHizoBaHu#, X10pua
A2LA Ne 3233.01.02.2022 I'moko3a, JlakraTt (MoJiouHa KuCIoTa), MarHii,
Kami#t, Hatpiii i T.71.
2. LlinmpHa KpOB, CHpPOBaTKa KPOBi IIporpaMa BU3HAYEHHS TPYIH KPOBI ABO rpyna, Cxpuninr anturin, Rh (D) pesyc-
A2LA Ne 3233.01.03.2022 ¢daxrop, Inentudikamis antutin, DAT (npsmuit
anTurnoOyniHoBuii Tect), CymicHicTh (Kpoc-maty)
3. CupoBarka KpoBi IIporpama GionOriYHUX PioUH Ananin-aminorpancgepasza (ALT/SGPT),
Kriniyna ximis AnsbOymiH, JlyxnHa docdaraza (JID), Aminaza
A2LA Ne 3233.01.04.2022 (mianutyHkoBa), AcnapraraMmiHoTpaHcdepasa
(AST/SGQOT), Binipy6in (npsimwuid) i T.11.
4. [Tna3ma kpoBi [Iporpama xoarymsmii AKTHBOBaHUH YaCTKOBHI TPOMOOILIACTHHOBHI
A2LA Ne 3233.01.05.2022 yac, [Iporpom0inosuii uac (PT), [I-numep,
Antutpom6in 11 (ATIII), Pibpunores,
MixHapoTHe HOPMaJIi30BaHEe CITiBBiIHOIICHHS
(INR), i T.1.
5. Ceua [Iporpama anamnizy cedi Anboymin, Kpos (remorino6in), Kpearunin,
A2LLA Ne 3233.01.06.2022 Binipy6in, ['moko3a, Ketonu, Jleiikonuru i T. 1.
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