3ATBEP/I’KEHO
[locranoBoro  KabGinery = MiHicTpiB

Ykpainu

MHOPAIOK
nepeBipKu KOMIETEHTHUM OPraHOM JOTPUMAHHSA YIIOBHOBAXKEHUMH
Jadoparopiamu (pedepeHc-1ad0paToOpiaMu) KPUTEPIiiB YIIOBHOBAKEHHS

Ta M030aBJIEHHSI TAKOI'0 YIIOBHOBAKCHHSHA

3araJjibHi MOJIOKEHHSHA

1. Le#t [lopsaok BH3HAYa€e MPOLEAYpPY MEPEBIPKH KOMIIETEHTHUM OpPraHOM
JTIOTPUMAaHHSI KPUTEPIIB YIIOBHOBAXEHHS aKPEIUTOBAHUMH JTA00PATOPISMHU, Y TOMY
gucii pedepeHc-1adopaTopisiMi, yYMOBHOBOKCHUMH Ha TMPOBEIACHHS IS IIUICH
JICPKABHOTO KOHTPOJIIO J1Ta0OpaTOPHUX JOCTIKEHb (BUIPOOYBaHb) Xap4OBUX

IPOAYKTIB, KOPMIB, CiHA, COJIOMH, TOOIYHUX MPOAYKTIB TBAPUHHOTO MOXOKEHHS



2

Ta pe4yoBuH (y TOMY 4YMCIl 3 JOBKULIS), a TaKoX BHU3HAYA€ MPOLEAYPY

1T030aBJICHHS TaAKOT'O YIIOBHOBAKCHHA.

2. TepMiHu, 110 BXKHUBAIOTHCS Y 1IboMY [lopsaky, MaroTh Take 3HAUCHHS:

JTOCTDKEHHST — JabopaTopHe JOCHIDKCHHS (BHMPOOYBaHHS) XapyoOBHUX
MPOAYKTIB, KOpPMIB, CiHA, COJIOMH, MOOIYHUX TMPOIYKTIB TBAPUHHOIO
MMOXO/KCHHS Ta PEYOBUH (Y TOMY YHCJII 3 JTOBKIJLIA).

[HIII TEpMIHM BXKUBAIOTHCA y 3HAUEHHSX, HABEJCHUX y 3aKOHAX YKpaiHU
"[Ipo nepxaBHUN KOHTPOJIb 3a JOTPUMAHHSM 3aKOHOJABCTBA MPO XapydoBi
OPOAYKTH, KOPMH, HMOOIYHI MPOJYKTH TBAPUHHOTO IOXOPKEHHS, 3J0pOB’S Ta
onaronosyyust TBapuH", "IIpo OCHOBHI MPUHIUIMN Ta BUMOTU 10 OE3MEYHOCTI Ta
akocTi  xapuoBux  npoayktiB", "IIpo  BerepuHapHy  MeauuumHy"' ~— Ta

"[Ipo 3anobiranHs Kopymiii".

IlepeBipku 10TPUMAHHS KPUTEPIIB YIOBHOBAKEHUX J1a0opaTopii

(pedepenc-aadoparopiii)

3. KomnerentHuii opraH NpoOBOAWUTH ITUTAHOBI Ta I03AIJIAaHOBI TIEPEBIPKU

YIOBHOBaXXEHUX JIabopaTopiit (pedepenc-nadbopartopiii).

4. TlmaHoBl  meEpeBIpKM  yHOBHOBaXEGHHMX  Jlabopartopiit  (pedepeHc-

nabopaTopiii) IPOBOJATHCA OAMH pa3 Ha PIK.

5. [limcraBamu i1 MO3aIIaHOBUX TIEPEBIPOK YIMOBHOBAKEHUX J1abopaTopiit

(pedepenc-nadboparopiii) €:

1) migcTaBu, BHW3HAUEHI y 4YacTWHI mepmiiii crarri 6 3akoHy YkpaiHu
"[I[po ocHOBHI 3acaau JEpKaBHOTO Hamsiay (KOHTpodw) y cdepi

TOCITOTAPCHKOI MTISIITBHOCTI";



2) OTpUMaHHS KOMIICTCHTHHM OpPraHOM pPe3yJbTaTiB  apOiTpakHOIO
TOCTIDKEHHS, SKHMH HE MATBEP/KYIOTBCS PE3yidbTaTH IPOBEICHOTO
YIIOBHOBA)KEHOIO JITAO0OPATOPIEI0 OCHOBHOTO JIOCIIIIKESHHS.

Jlo 3aBepieHHs Takoi IMEpPEeBIpKH YMOBHOBa)XKEHA JrabopaTopiss HE Mae

rpaBa MPOBOJAUTH JTOCIIJKEHHS JIJIS LIUIEH JepKaBHOTO KOHTPOJIIO.

6. [lepeBipkr yMOBHOBaXX€HUX Jlabopartopiii (pedepeHc-1adopaTopiii)
3AIMCHIOIOTBCS ILUISIXOM 30MpaHHsA Ta aHajli3y KOMIIETEHTHUM OpraHoM
iHpopMallli Ta JOKYMEHTIB, IO HaJalOTbCs 1A  YIIOBHOBaXCHUMH
naboparopisimu (pedepeHc-nadopaTopisiMi) ad0 1HIITUMH OCOOAMH.

Y  pa3l  HeoOXiAHOCTI  BCTAaHOBJEHHSA  JOCTOBIpHOI  1H(opmarii
KOMIIETEHTHUM OpPraHOM 31MCHIOETHCS BUI3/ JO BIJAMNOBIJHOI YIIOBHOBa)KEHOT

nabopatopii (pedepenc-1adopaTopii).

7.Y 3amnuti Tipo HagaHHS 1H(GOpMAaIlIl Ta JOKYMEHTIB, 110 HANPABISETHCA
KOMIIETEHTHUM OpraHomM YIIOBHOBaXEHIM naboparopii
(pedepenc-maboparopii) B Mexkax ii miaaHOBOI ad0 MO3aIIaHOBOI MEPEBIPKH,
3a3HAYAIOTHCA:

HalilMEeHyBaHHs, 11eHTU(IKaIiHuN Ko 3rigHo 3 €/IP (nns ropuandHux ocio)
a0o mpi3BHIIE, IM’s, IO 0aTHhKOBI (711 (PI3UYHUX OCIO-TIAMPUEMIIIB, IIOA0 SIKHUX
MIPOBOJIMTHCS MEPEBIPKa);

BHJI TIEPEBIPKU (TUIAHOBA YU MMO3arIaHOBA);

MiJIcTaBa NepPeBipKHu (IS MO3aIIaHOBOI MEPEBIPKH);

iHpopMalliss Ta JOKYMEHTH, sKI JiabopaTopii HEOOXIIHO HaJaTu
KOMIIETEHTHOMY opraHy (y pa3i IJIaHOBOI MePEeBIPKU 000B’SI3KOBUM € HaJaHHS
3BITY TMIPO pe3yJIbTaTH YCIX JOCHII)KEHb, BHUKOHAHUX YMNOBHOBAXKEHOIO
nabopatopiero (pedepeHc-nadbopaTopi€ero) s IUIEH Jep>KaBHOTO KOHTPOJIIO
3a Tepiol 3 MOMEHTY ii yIMOBHOBaXXCHHS, KPIM JOCIIKEHb, 3a3HAYCHUX Y

paHilie HaJJaHuX KOMIIETEHTHOMY OpraHy 3BiTax);



JaTa MmianmucaHHs;
rocaja, mpi3Buile, iM’s Ta MO 0AaTHLKOBI MOCAIOBOI 0COOH, siKa IIiAnucaia

3allnT.

8. [ndopmaris Ta JOKYMEHTH, SKI 3alUTYIOTBCS B YIOBHOBa)KEHOL
nabopatopii (pedepeHc-naboparopii) B Mexax il HEpeBipKHU, MalOTh OyTH
HaJlaHl KOMIIETEHTHOMY OpraHy MHpOTSroM I’ SITHAAISNTA pOOOYMX IHIB 3 JHS

OTpPUMAaHHSI BiATIOBITHOT'O 3aITUTY.

9. IInaHoBa Ta mo3arylaHOBa MEPEBipKa HE MOXKE TPUBATH OUIbIIE JIECATH
pobGouux JHIB 3 JHA HaJaHHA J1abopaTopi€r0 KOMIIETEHTHOMY OpraHy

3alUTyBaHUX 1H(GOpMalii Ta TOKYMEHTIB.

10. 3a pesynpTaTamMu aHai3y HaJaHUX B MeXKaXx IMepeBipku iH(opmarrii Ta
JIOKYMEHTIB TI0cajoBa 0co0a KOMIIETEHTHOTO OpraHy B OCTaHHINH JI€Hb
MEPEBIPKUA YIIOBHOBaXXE€HOT JTabopatopii (pedepenc-nmadboparopii) ckiagae akT
MEPEBIPKHU, IKUWA MICTUTh TaKl BIIOMOCTI:

JaTy CKJIaJIaHHA aKTa MePeBipKH;

BUJ TIEPEBIPKU (TJIAaHOBA YU MO3aIIaHOBA);

MiJICTaBy MEPEeBIpKH (7151 TO3aILIAHOBOI MIEPEBIPKH);

HaliMeHYyBaHHS, ineHTH]IKamiiHni Koy 3rigHo 3 €JIP (m1s ropuaudHux ocio)
abo mpi3Buule, 1IM’s, MO 0aThKOBI (M1 (PI3UYHUX OCIO-MIANPUEMIIIB, OO SIKHUX
MIPOBEJICHO MEPEBIPKY);

iHpoOpMAaIliF0 Ta TOKYMEHTH, fKi OyJI0O OTpHMMaHO Ta TMPOAHATI30BaHO B
X0/l MEePEBIPKH;

BHCHOBOK MPO BIAMOBIAHICTH 200 HEBIAMOBIIHICTD JIabopaTopii KpUTEPisiM
YIIOBHOBAKCHHSI nabopaTopiit (pedepenc-nmadboparopiii); y pasi
HEBIAIOBITHOCT1 — JIETAJIbHUI OMUC BUSBJICHOTO MOPYIICHHS 3 MOCWIAHHSIM Ha

BI/INOBIJIHY BUMOTY 3aKOHO/IaBCTBa;
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rocajy, Ipi3BHUIle, iM’s1 Ta 10 OaTHKOBI MOCAA0BOT 0COOH, siKa MiArnucana

aKT MEPEBIPKH.

11. AKT TepeBIpKH CKJIAIa€Tbcs Yy JBOX TNPHUMIPHHKAX, OIWUH 3 SIKUX
HAJICUJIA€ThbCsl  (BpPYYaeThCs)  BIAMOBIIHIM  YIIOBHOBaXKEHIM  Jlabopartopii

(peepenc-nabopatopii), a npyruii 30epira€TbCsi KOMIETEHTHUM OPTaHOM.

12. YnoBHoBaxkeHa nabopatopis (pedepeHc-nadoparopisi) Mae MpaBo HATATH
KOMITETCHTHOMY OpraHy CBOi 3amepedeHHs a0o 3ayBa)KCHHS 10 aKTa MEPeBipKU

MPOTATOM I’ SITH pOOOYUX JTHIB 3 JHS OO OTpUMAaHHS.

IIo30aBy1eHHs cTaTyCy YIIOBHOBAaKeHO1 J1adopaTopii (pedepenc-iadoparopii)

13. KomneTeHTHMIT opraH BHWJAa€ HaKa3 TMPO IM030aBJIECHHA CTAaTyCy

YIOBHOBaXXeHOI 1abopaTopii (pedepeHc-nadoparopii) y TAKUX BUTATAKAX:

1) HaAXOKEHHST 1O KOMIIETEHTHOT'O OpraHy 3asBU BiJl YIOBHOBa)XCHOI

nabopatopii (pedepenc-nadoparopii) mpo mo30aBieHH ii BiMIOBIAHOTO CTATYCY;

2) nepkaBHOI peecTparlii MPUMHHEHHS IOPUIWYHOT 0cOOM B pe3ynbTari Il
JikBigamii abo aepkaBHOI peecTpallii MPUITMHEHHS MIANMPUEMHHUIIBKOI TisSTIBHOCTI

Gb13ugHOT 0COOU — TIAMIPUEMIIS,

3) BUSIBIICHHSI ~HEJIOCTOBIPHHX  BIJIOMOCTEH y JIOKYMCHTaX, [MOJAHUX
3asiBHUKOM 11~ OTPUMAaHHsS  CTAaTycy  YIOBHOBaXKE€HOI  jabopatopii
(peepenc-nabopatopii), abo y [HOKYMEHTax, HaJaHUX YIOBHOBAKEHOIO

naboparopiero (pedepeHc-nadopaTopi€ro) B X0/ i MepeBipKH;



6

4) BCTAaHOBJICHHSI 3a pe3y/IbTaTaMH TEPEBIPKU YIIOBHOBAXKEHOI J1aboparopii
(pedepenc-naboparopii) i1  HEBIAMOBITHOCTI  KPUTEPISIM  YIOBHOBAKCHHS

naboparopiii (pedepenc-nadoparopiii);

5) BCTaHOBJICHHS y CYJIOBOMY IMOPSAKY (DakTy HaJaHHS YIOBHOBA)KCHOIO
n1abopaTopi€ro (pedepenc-nabopaTopiero) HEJIOCTOBIPHHUX pE3yNbTaTIB
JOCTIDKEHHST a00 MPOBEJICHHS HEIO JOCHIDKEHHS 3 MOPYIICHHSIM BCTaHOBJICHOTO

3dKOHOIAaBCTBOM IIOPAIOKY,

6) SIKIIO yIOBHOBaXKEHA JIabopartopis Oljbllie JBOX POKIB MOCHLIb HE Opaia
y4acTi y TMOPIBHSJIBHOMY JIa0OpPaTOPHOMY JOCHIJKEHHI (payHai mpodeciitHoro
TECTYBaHHs) BIIMIOBITHOTO HANIPSIMY, SIK€ 3aBEPIINIIOCH YCIIIIHUM PE3YIbTaTOM Ta
Oyno mpoBeneHO pedepeHc-nabopaTopiel0  ab0  IHIIOK  aKPEIUTOBAHOIO
BignmoBimHo g0  cranmapty  ISO/IEC 17043  ocobGoro  (KOMIETCHTHHM

KOOPANHATOPOM);

7) sxmo pedepeHc-nadoparopis OiabIIe OAHOIO POKY He Opaja ydacTi y
MDKHApOJIHOMY  TMOPIBHSJIBHOMY  JAOOpaTOPHOMY  JTOCHIKEHHI  (payHni
npodeciiiHOro TecTyBaHHs) BIANOBIHOTO HANpsIMy, K€ 3aBEPIIMIIOCH YCIIIIHUM

PE3YIbTATOM.

14. Hakaz mipo mo30aBl€HHS CTaTyCy YINOBHOBAXEHOi Jlabopartopii
(pedepenc-naboparopii) BUIAETHCS KOMIICTCHTHUM OPraHOM HE II3HIIIE TPhOX
poOOYMX JHIB MIC/IST OTPUMAHHS HUM BIJIOMOCTEH, IO MiATBEPKYIOTh HACTAHHS
OJIHI€1 3 00CTaBUH, 3a3Ha4eHUX y MyHKT1 13 1poro [opsanky.

VY Haka3zl KOMIIETEHTHOTO OpraHy IMpo Mo30aBJICHHS CTAaTyCy YIMOBHOBaXEHOI
naboparopii  (pedepeHc-nmaboparopii)  3a3HaAyaAlOTBCA  MIJICTaBU  TaKOIo

1030aBJICHHS.
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15. Haka3 KOMIOETEHTHOrO OpraHy npo Mo30aBjIeHHs CTaTyCy YIOBHOBaXEHOI
naboparopii (pedepenc-madopaTopii) He Mi3HIIIE HACTYITHOTO POOOYOTO JIHS TICIs
MIMUCAHHS OMPUIIIOIHIOEThCS Ha o(DiIliiHOMY Be0-caliTi KOMIETEHTHOT'O OpTaHy,
a Moro Komisi HajAcUaeTbes (BpydaeTbes) jJaboparopii, IO BTpaTWiia CTaTyC

YIOBHOBaXXeHO1 (pedepeHc-imadboparopii).



