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KABIHET MIHICTPIB YKPATHU
ITOCTAHOBA
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Kuis

IIpo 3aTBepa:xkenHs [lopsiiKy Ta KPpUTEPiiB YIIOBHOBAKEHHS AKPEAUTOBAHNX
JadoparTopii, y ToMy 4HCJi pedepeHc-iadopaTopiii, nepeBipku
KOMIIETEeHTHMM OPraHOM JOTPMMAaHHA YIIOBHOBAaKEHUMH JIa00paTOPisIMHU
(pedepenc-adboparopisiMu) KpUTEPiiB YIIOBHOBAKEHHSI TA 1M030aBJICHHS
TAKOr0 YIIOBHOBAKEHHS

BianoBiiHO 10 MyHKTY 6 YacTUHM MEPIIOi cTaTTi 5, ctated 9, 22, 23 3akoHy
Vkpainu "lIpo nepxaBHHMII KOHTpPOJb 3a JOTPUMAHHSIM 3aKOHOJABCTBA IIPO
XapyoBi MPOAYKTH, KOPMH, TTOOIYHI MPOAYKTH TBAPUHHOTO MOXOHKEHHS, 3I0POB's
Ta O6iarononyyusi TBapuH" Kabinet MinHicTpiB YKpaiHH MO ¢ T a H 0 B JI 11 €:

1. 3arBepauTH TaKi, IO JTOAAKOTHCA:

[Topsinok Ta KpuTepli yHOBHOBaXEHHSI aKpEIUTOBAHUX J1A0OpATOpii, y TOMY
yucii pedepeHc-nadoparopii;

[Topsimok mepeBipKu KOMIIETCHTHAM OPTaHOM JOTPUMaHHS YITOBHOBaKEHUMU
nabopatopismu  (pedepeHc-1adopaTopisiMi)  KPUTEPIiB  YIIOBHOBAXKEHHS — Ta
1030aBJICHHS TAKOTO YITOBHOBAKCHHS.

2. lls moctaHoBa HaOWpae YMHHOCTI 3 JHS HAOpaHHS YUHHOCTI 3aKOHOM
Vkpainu "lIpo nepkaBHHMII KOHTpPOJb 3a JOTPUMAaHHSAM 3aKOHOJABCTBA IIPO
XapyoBl NPOAYKTH, KOPMH, TOOIUHI MPOAYKTH TBAPUHHOTO MOXOJKEHHS, 3A0POB'S
Ta OJ1aronoayyysi TBapuH".

IIpem’ep-minicTp Ykpainu B. I'poiicman



3ATBEP/DKEHO

[TocranoBoro  KabGinety  MiHicTpiB

Ykpainu

MHOPAAOK
Ta KpUTePii yNOBHOBAKEHHS aKPeAUTOBAHUX JadopaTopiii,

y TomMy uucJi pedepeHc-iadoparopii

3araJjibHi MOJIOKEHHSHA

1. et [Topsimok BCTAaHOBIIIOE KPUTEPIT, 32 IKUMHU aKpeIUTOBaHI JIabopaTopii,
y TomMy uyucial pedepeHc-nabopaTopii, YIMOBHOBAXYIOTHCS Ha MPOBEIACHHS IS
HuIed JACp>KaBHOTO KOHTPOJIIO JIA0OPATOPHUX  JOCHIIKEHb (BUMPOOYBaHB)
XapyoOBUX TMPOAYKTIB, KOPMIB, CiHAa, COJOMH, MOOIYHHUX MPOAYKTIB TBAPUHHOTO
MOXO/PKEHHSI Ta PEYOBUH (y TOMY 4YHCIl 3 JOBKUUIS), a TaKOX BHU3HAYAE

MPOLIETyPY TAKOTO YITOBHOBAKEHHSI.



2. Tepminuy, 1110 BXKUBAIOTHCS Y IboMY [lopssiKy, MalOTh Take 3HAYEHHSI:

JOCIIJKEHHSI — JIabopaTopHE MAOCTIHKEHHS (BUMPOOYBAaHHS) Xap4yOBHUX
IPOAYKTIB, KOPMIB, CiHA, COJIOMU, TOOIYHUX MPOAYKTIB TBAPUHHOTO MOXOKCHHS
Ta pe4oBUH (y TOMY YHUCJI1 3 IOBKIJUISA);

CHiBpoOITHUK — (i3MuHa ocola, fKa Ha MIACTaBl YKIAJACHOTO HEI 3
aKpeAUTOBAHOIO JA0OPATOPIEI0 TPYAOBOTO ab0 HUBIILHO-IPABOBOrO JOTOBOPY
BUKOHY€E poOOTY (HaJa€e MOCIYry) Ha KOPUCTh TaKO1 J1abopaTopii;

YIIOBHOBAXECHHS — HAJaHHS KOMIIETCHTHHMM OPraHOM aKpeIuTOBaHIii
Jabopartopii npaBa MPOBOJUTH JTOCHIKEHHS IS LILJIEH 1eP>KaBHOTO KOHTPOJIIO.

[HIII TepMiHM BXKWBAIOTHCA y 3HAUCHHSX, HABEJACHUX Yy 3aKOHAX YKpaiHu
"l[Ipo nepkaBHUN KOHTPOJIbL 3a JOTPUMAHHSM 3aKOHOJABCTBA MPO XapydoBi
OPOAYKTH, KOPMH, IMOOIUHI MPOAYKTH TBAPUHHOTO IMOXOJPKEHHS, 370pOB'S Ta
osmaronosyyust TBapuH", "IIpo OCHOBHI MPUHIIUIIK Ta BUMOTU J0 OE3MEYHOCTI Ta
akocti xapuoBux mpoaykTiB", "IIpo BerepuHapny wmemununy"' Ta "IIpo

3ano0iraHHs Kopyrmiii".

3. HocmimkeHHss Il LUJICH  JIEP)KABHOTO  KOHTPOJIFO  MPOBOASATHCS
aKpeIUTOBAaHUMU JIA0OPATOPISIMHU, IO OOMPAIOTHCS 3 YHCJIA YHOBHOBAXKEHUX Y

NOPSJIKY, BU3HaUeHOMY 3akoHOM Ykpainu "IIpo myOsiuni 3akymiBii'.

4. YrioBHOBakeHa J1abopaTopiss Hece BIANMOBIAAIBHICTH 32 JIOCTOBIPHICTH

pe3yJIbTaTiB MPOBEICHUX HEIO JOCIIIKEHb.

5. [MocamoBi o0coOM yHOBHOBaXXEHUX J1abopaTopiii 3IIHCHIOIOTH BiaOip
3pa3kKiB, AKIIO 1€ MependadyeHo BiAMOBITHUM PIIICHHSM JEP>KaBHOTO 1HCIEKTOpa

a00 1ep>KaBHOTO BETEPUHAPHOTO 1HCIIEKTOPa MPO BIIO1p 3pa3KiB.



KpwuTepii ynoBHoBaxeHHs JJadopaTtopiii, pedepenc-iadoparopiii

6. YIIOBHOBa)XXEHHS aKpeAUTOBAHOI jabopaTopli 3AIHCHIOETHCS 3a TAKHUMH

KPUTEPISIMU:

1) BukoHaHHs ycix Bumor cranaapty ISO/IEC 17025 (JACTY ISO/IEC
17025) mpoTsiroM ychOoro mnepioay, MOYMHAIOYM 3 MOMCHTY OTPHUMAaHHS

BIJITTOBITHOI aKpeUTAallli;

2) HasBHICTh Y  IITaTHOMY PO3MHCI TOCaaM  BiIMOBIIaIbHOTO  3a

(GYHKIIOHYBaHHS CUCTEMHU YIIPABIIHHS SKICTIO;

3) mpu3HaYEHHS Ha IMOCATy BiANOBIJAIBHOTO 32 (YHKIIIOHYBaHHS CUCTEMHU
YIOPABIIHHS SIKICTIO O0COOM, SIka Ma€ BHUIY OCBITY 3a HANpsIMOM ITiJITOTOBKH Y
cdepi nocaimpkeHb abo y cdepl CUCTeMH YNPaBIiHHS SKICTIO Ta JOCBI poOOTH Y

BIJINOBIJIHIN c(hepl He MEHIIE ABOX POKIB;

4) ygacTh aKpeIUTOBaHOI JlabopaTopii y MOPIBHSIBHOMY JIa0OPaTOPHOMY
JOCIIKEHH1 (payHal MpOoQeciiHOTO TECTyBaHHS) BIAMOBITHOTO HAMpPsAMY, SKE
3aBEpUIMJIOCH YCHIIIHMM pE3yJIbTaTOM Ta OyJO MPOBEIEHO YHOBHOBAKEHOIO
pedepenc-nadopaTopi€ro ado 1HIIOK aKPEAUTOBAHOIO BIAMOBIIHO 10 CTaHAAPTY
ISO/IEC 17043 oco6010 (KOMIIETEHTHUM KOOPJAMHATOPOM) MPOTITOM JBOX POKIB,
10 TIEPEAYIOTh MOIaHHIO 0 KOMIIETEHTHOTO OpraHy 3asiBH MPO HAJaHHS CTaTyCy

YIOBHOBaXXEHOI JIabopaTopii;

5) HasBHICTh MPUMIIICHh Ta OOJAJHAHHS, MPU3HAYCHHUX IS IPOBEIACHHS

JIOCITIJIPKEHB BIJIMOBITHOTO HAIIPSIMY;



6) HAsIBHICTh CHCTEMH 3a0e3IedYeHHS 00’ €KTHUBHOCTI IOCIIIKEHb, sKa
nepeadayvac:

000B’SI30K  KOXXHOTO  CHIBPOOITHHKA aKpeIuTOBaHOI jaboparopii,
BIIMOBITAJIBHOTO 3a JIOCTI/PKEHHS, y pa3l 3BEPHEHHS JO HBHOTO Oyab-iKO1
0cOOM 3 MPOXaHHSIM MOpPO 3a0e3MEUEeHHS IEBHOrO pe3yibTaTy IOCIIIKEHb
MOBIJIOMJISITH TIPO 11€ KePIBHUKA aKPEAUTOBAHOI JIabOpaTopii, a TAaKOXK BEJCHHS
aKpEIUTOBAHOIO JIAOOPATOPI€r0 OOJIKY TaKWUX IMOBIJIOMIJICHB 13 30€pEKCHHIM
BIJIMTOBITHUX 3aIIUCIB HE MEHIIIE 11’ SITH POKiB;

OOMEKEHHsSI CHUIIbHOI poOOTHM B aKpeauTOBaHIN Jlabopartopii OIM3BKUX
0C10 y BIJHOCHHAX MPSIMOTO MiANOPSAIKYBaHHS;

3ano0iraHHs Ta BPETyIIOBaHHS KOH(IIKTY 1HTEPECIB;

3000B’sI3aHHSI  MOCAJO0BOI 0COOM, BIAMOBILAAIBHOI 3a (PYHKIIOHYBaHHS
CUCTEMU YIPABIIIHHS SIKICTIO, MOBIIOMJISITU KOMIIETEHTHUN OpraH Mpo Oynab-sKe
pieHHs (IOpy4YEHHS) KePIBHUIITBA aKpeIUTOBAHOI 1abopaTopii, sike MOB’gA3aHe 3
MPOBEJCHHSIM JIOCHIKCHHSI Ta CyNEepedYnTh 3aKOHOJABCTBY, a TaKOX IMPO Oy/Ib-
SAKUW 1HIIMM  3aXiJ BIUIMBY, 3aCTOCOBAaHUN KEPIBHHUIITBOM aKPEIUTOBAHOI
naboparopii abo TpaliBHUKOM OpraHy JepKaBHOi BJaAd 3 METOK OTPUMAaHHS
MIEBHOTO PE3YNbTATY JOCIIIKEHHS;

HO  3axonu, mnepenbadyeni 3akoHoMm Ykpainu "lIpo 3amoGiranHs

Kopymuii";

7) HasIBHICTh CUCTEMH OOJIIKY JOCIIIPKEHb, Y TOMY YHCHI X pe3yNbTariB, Ta

30epeKEeHHs 3alKCIB TAKOTO OOJIIKY HE MEHIIE M’ SITH POKIB;

8) HasBHICT, ~ CHCTEMH  HAJaHHS  aKPCAWTOBAHOK  J1abopaTopiero
KOMITIETEHTHOMY OpTaHy iH(opmarrii y Taki CTPOKH:
pEe3yNbTaTH JOCHIJKEHb, SKI CBIMYaTh PO HEBIAMOBIAHICTH (TMTO3UTHBHI

pe3ynbTaTH) — HEralHo;



3MIHM Ta JOTIOBHEHHS /10 PE3yJbTaTiB JAOCHIIKEHb, MPO AKI KOMIIETEHTHHI
oprad Oyno moiHGopMOBaHO paHimie (MO3UTUBHI Ta/ab0 HETaTHBHI PEe3yJbTaTH) —
HEranHo;

1HII pe3yNbTaTU JOCHIKeHb — He Mi3HIIIEe II'SITH POOOYMX THIB TMICHA
OTPUMAaHHs 3alIUTY KOMIIETEHTHOT'O OPraHy;

3MIHHU B JIISUTBHOCTI aKpeAUTOBAHOI Jaboparopii (3MiHaA Taily3i akpeauTallli,
3yNUHEHHs ~ Aii  aTecTara  akpeauTaiii, 3MiHa  HalMeHyBaHHSI  abo
MICIIC3HAXOPKEHHSI, a TaKOXX 3MIHH B JISUIBHOCTI, IO MAalOTh HACIIJIKOM
HEBIJIMOBIJIHICTh KPUTEPISIM YIOBHOBAXKEHHs) — He mi3Hime 10 poOounx IHIB 3
MOMEHTY 1X HACTaHH.

I[Ins cucrema HajgaHHs 1H(QoOpMalii  3aCTOCOBYETbCSI 3  MOMEHTY
YIOBHOBA)XEHHSI aKPEIMTOBAHOI JIA0OPATOPil Ta NPUIHMHIE CBOIO IO HE paHIIIEe

1030aBJICHHS aKPEIUTOBAHOI JTAO0OPpATOPIi CTaTyCy YIOBHOBAXEHOI.

7. YIIOBHOBaXEHHSI aKpeIUTOBaHOI Jiaboparopii sik pedepeHc-nadopaTopii

3MIIHCHIOETHCS 32 TAKUMH KPUTEPISIMU:

1) nis akpeAMTOBAaHOT JIabOpaTopii, po3TalioBaHoi B YKpaiHi — BiIMOBIIHICTh
KpUTEpisiM, BU3HAYEHUM Yy MYyHKTI 6 mporo llopsmaky, Ta HasBHICTH CTaTycy
YIOBHOBAXXEHOI J1abopatopii; I akpeAUTOBaHOiI JiabopaTopii, pO3TalllOBaHOI B
IHIIKA ~ KpaiHl — HasBHICTb CTaTycy pedepeHc-iadoparopii 3rigHo 3

3aKOHOJABCTBOM TaKO1 KpalHU;

2) HasBHICTh aKpeauTallii Ha IMPOBEAEHHS HAOCIIIKEHb 3 BHKOPHCTAHHSIM
NiATBEpKYI0UnX (pedepeHc) MeToiB (METOUK) Ta BUKOHAHHS YCIX BUMOT, IO €

000B’I3KOBUMH JIJIs1 TAKOT aKpeaUTAIlii,

3) HasBHICTH IIEPCOHANy 3 JOCBIIOM pOOOTH Yy PO3POOJCHHI METOIIB
(METOWK) AOCTIHKeHDb BIAMOBIIHUX Xap4YOBUX MPOIYKTIB Ta KOPMIB, a TaKOXK 3

JTIOCB1JIOM HaBYaHHS MEPCOHATY IHIIKMX JaO0OpaTopiit;



4) HasBHICTH 0a3 JJaHUX HAIIOHAIBHHUX Ta MIXKHAPOJHHUX CTaHIAPTIB MO0
O€3MEeYHOCTI XapuyoOBHX IPOAYKTIB, KOPMIB, CiHa, COJOMH, MOOIYHUX IMPOIYKTIB
TBAPUHHOTO TIOXO/DKCHHsSI Ta pPEYoBMH (y TOMY YHCHI 3 JOBKULIA) Ta iX

JIOCHIJIPKEHD;

5) HasBHICTH OOJIQJHAHHS, HEOOXITHOTO ISl TMPOBEICHHS JOCIHIIKEHb 3

BUKOPHUCTAHHSAM MIATBEPIKYIOUUX (pedepeHc) MeToaiB (METOIUK);

6) HasBHICTh CHCTEMH pPO3pPOOJICHHS Ta Bamijamii MeTOMiB (METOIUK)

JIOCITIJIKEHb, Y TOMY YUCII TIATBEPIKYI0UNX (pedepeHc) MeTo B (METOIUK);

7) y4acTb y MDKHApPOJHOMY MOPIBHSJIBHOMY JIAOOPATOPHOMY JOCIIKEHHI
(paynai npodeciitHoro TecTyBaHHS) BIAMOBITHOTO HAMpsMy, sIK€ 3aBEPIIMIIOCH
YCIIIIHAM Pe3yIbTaToM Ta OyJIo MPOBENECHO MPOTATOM OJHOTO POKY, IO TIEpeaye
MOJIAHHIO JI0 KOMIIETEHTHOTO OpraHy 3asBH IPO HaJaHHS CcTaTycy pedepeHc-

naboparopii.

JIOKYMEHTH, 110 MOJAKTHCH JJI OTPUMAHHS CTATYCy YIIOBHOBAKEHOI

Jaboparopii, pepepeHnc-iadoparopii

8.3 MeTol0 OTpuUMaHHS CTaTyCcy YINOBHOBake€HOi JsabopaTopii A0

KOMIICTCHTHOI'O OpraHy ImoJa€TbCs 3asBa, 10 MICTHTB:

1) HatimeHyBaHHS (11 OPUIUYHOI OCOOHM) abo Tmpi3BHINE, IM’S Ta TIO

0aThKOBI 3asiBHUKA (11 (P13MUHOT OCOOU-TIATIPUEMIIS);

2) inenTudikaiiHuil kKo 3asBHUKA 3rigHo 3 €JIP (11 ropuandHoi ocoOm)

abo peecTpaniiiHuii HoMep OOMIKOBOI KapTKH IMJIaTHHKA MOAATKIB (i1 (i3uyHOT



0COOU-TINPUEMIIS) UM Cepisl Ta HOMEp macrnopra 3asBHUKA (A7 (i3UYHUX 0C10-
MIIIPUEMITIB, SIKI 4Yepe3 CBOi PpEeNIridHI TIEPEKOHAHHS BIAMOBISIOTHCS BiJ
NPUNAHATTA peecTpalifHoro HoMmepa OOJIIKOBOI KapTKH IUIaTHHKA MOJATKiB Ta
MOBIIOMWJIM TIPO 1€ BIAMOBIIHUNA KOHTPOJIIOIOUMH OpraH 1 MarTh BIAMITKY Yy

MacropTi);

3) Miclie3HaXOKEHHS 3assBHUKA 3riaH0 3 €/1P;

4) By 3asiBHHKA 32 KIacu(iKalliero cy0’ €KTiB TOCIIOAaPIOBAHHS, BU3HAYCHOIO
['ocnioapcbkuM KoJieKcoM YKpaiHnu (Cy0’€KT MIKpo-, Majloro, CEpeaHbOro ado

BEJIMKOTO IiAMPHEMHHIITBA);

5) MOBIOMJICHHS PO BiJMOBIIHICTh aKPEIUTOBAHOI Ja00OpATOPIl KPUTEPIsM,

BU3HAYCHHUM Y MTyHKTI 6 115010 [lopsiaky;

6) nepesik HampsAMIB JTOCHIJDKCHD JUIS IIUJICH Jep)KaBHOTO KOHTPOJIIO, SIKi

3asBHMK 3JIaTHUH BUKOHYBATH BIATMOBITHO 10 aKpEAUTAIlll;

7) mpoxaHHs PO MPOBEICHHS KOMIETCHTHUM OPTIaHOM TEPEBIPKH MOJAHHUX
3assBHUKOM JOKYMEHTIB Ta MpO HaJaHHS 3asiBHUKY CTaTyCy YINOBHOBaXXEHOI

naboparopii 3a HanpsIMaMH JT0CIIIKEHb;

8) mary mianucaHHs;

9) mianuc 3asiBHUKA a00 YITOBHOBAYKEHOT HUM OCOOH.



9. lo 3asBM Tpo HAJAHHS CTATYCy YHMOBHOBAXEHOI jabopaTtopii J0/1at0ThCs

TaKi JOKyMEHTHU ab0 3aCBiTUCHI KOIIii:

1) komist aTecTara aKpeauTallii Ha BIAMOBIAHICT, BHMOIaM CTaHIAPTY
ISO/IEC 17025 (ACTY ISO/IEC 17025), BumaHoro 3asBHUKY HarionaabHHM
opraHoM VYKpaiHU 3 aKpeAuTailii, 1HO3€MHUM OPTraHOM 3 aKpeAauTalli, SKUil €
noBHuM wieHoM ILAC (MixHapoHOi opraHizarii i3 CIIBpPOOITHHUIITBA B TalTy3i
akpenurailii jgaboparopiii), ab0 IHIIMM 1HO3EMHUM OpPraHOM 3 aKpeauTalli,
JISJIBHICTH sIKOTO BiamoBimae BuMmoram ctangapty ISO/IEC 17011 (ACTY
ISO/IEC 17011);

2) KOIIisl JOKYMEHTA, 110 3aCBiIUYe€ raly3b aKpeauTallil 3assBHHKA,;

3) mepenik mpuMilieHb Ta O0OJagHAHHS 3asABHUKA, NPU3HAYCHUX IS
MPOBEJICHHS JTOCIIKEHb (3 BUOKPEMJICHHSIM BIJMOBIAHOI iH(MOpMaIlIii 32 KOXXHUM

HaIPSIMOM JIOCTI1IKEHB);

4) KOris IITaTHOTO PO3ITUCY 3asBHUKA,;

5) komisi  3aTBEP/KEHOT  3aABHUKOM  IOCA0BOI  IHCTPYKIi  0coOwu,
BIJINOBIJIAJIbHOI 32 (DYHKIIOHYBAaHHS CHCTEMH YIPABIIHHSA SKICTIO, MOJIOKEHHS
K01 TiepeadavaroTh, M0 BKazaHa oco0a OCOOMCTO Hece BIAMOBINATIBHICTH 3a

(GYHKI[IOHYBaHHSI CUCTEMH YIPABIIHHS SKICTIO;



6) BioMocCTi IpO CHiBPOOITHUKIB 3asBHUKA, SIKI OEPYTh Y4acTh y MPOBEACHHI
JOCIIJIKEHb, 13 3a3HAYCHHSAM IX TMpIi3BUINA, 1M’ Ta 10 OAaTbKOBI, OCBITH
(HaliMeHYBaHHSI HABUYaJbHOIO 3aKjajy, CIEIIalbHICTh, HANpPSM IIJATOTOBKH, PIK

BUITYCKY), TIOCAJIN Ta JOCBITY poOoTH y cdepi TOCTIKECHD;

7) BimoMoCTi mpo ocoOy, BIANOBIAAIbHY 3a (YHKIIIOHYBaHHS CHCTEMH
YOpaBJIiHHS SKICTIO, 13 3a3HAYECHHSAM 11 Mpi3BHINA, iM’S Ta MO OaThbKOBi, OCBITU
(HailMeHyBaHHSI HABYAJIBHOIO 3aKJIaqy, CHELIaJIbHICTh, HANpsSM MIATOTOBKHU, PIK
BUITYCKY), MOCaau Ta JIOCBITY pobOTH y cdepi aochixeHb abo ympaBlliHHS
AKICTIO, a TakKoX KOIllg AMIUIOMY NP0 BHILY OCBITY Takoi OcCOOM Ta KOMis
JIOKYMEHTa, SKHM IIJITBEPKYETHCS JOCBIT ii poOOoTH y cdepi AOCHIIKEHb a0o

YIPABIIHHS SKICTIO;

8) xomii TOKYMEHTIB, IO MiATBEPKYIOTh YI4aCTh aKPEIUTOBAHOI J1TabopaTopil
B TOpPIBHSUIBHOMY J1abopaTOpHOMY JOCHIKeHHI (payHai mpodeciiHOro
TECTYyBaHHs) BIANOBIAHO O BUMOT, BU3HAYEHUX y MIAMYHKTI 4 MyHKTY 6 1bOTO

[Topsaxky;

9) Koris 3aTBEPKCHOI0 3aBHUKOM ITOJIOKEHHSI PO CHCTEMY 3a0€3IeUCHHS
00’€KTUBHOCTI JIOCIIJP)K€Hb, BH3HAUYEHY Yy MIAMNYHKTI 6 MYHKTY 6 IIbOTO

ITopsnxy:;

10) komisi 3aTBEP/PKECHOTO 3assBHUKOM TMOJOXKEHHS IPO CUCTEMY OOIIKY

JOCIIIKEHb, BUBHAUEHY Y MIAMYHKTI 7 TyHKTY 6 1iboro Ilopsiaky;



11) xomist 3aTBEPIKCHOTO 3asBHUKOM TIOJOXEHHS NP0 CHCTEMY HaJlaHHS
KOMIIETEHTHOMY OpraHy iHdopMaillii, BU3HaUY€HYy Yy MIAMYHKTI 8 MyHKTY 6 IbOTO

[Mopsiaxy.

10.3 wMeTor0 OTpUMaHHS YIIOBHOBaXEHOIO J1abopaTopi€ro  cTaTycy

pedepeHnc-nadoparopii 10 KOMIIETEHTHOTO OpraHy MOJA€ThCs 3asiBa, 1110 MICTUTH:

1) pafimenyBanHs (It OpUAAYHOI ocoOu) abo 1mpi3BHINE, IM'S Ta
y p p )

1o 0aTbKOBI 3assBHUKA (1 PI3UYHOT OCOOU-TIANPUEMIIA);

2) inentudikaiiHui Ko 3asBHUKA 3rigHo 3 €JIP (m1s ropuaIndHoi 0coOH)
abo peecTpamiiHuii HoMep OOJIIKOBOT KapTKM IUIATHUKA MOJATKIB (i (Hi3udHO1
OCOOU-TIAMPUEMIIS) YU CEpisi Ta HOMEP MacmhopTa 3asBHUKA (s (GI3UYHHX OCI0-
MIJNPUEMITIB, SKI Yepe3 CBOI pemiridHi TMepeKOHaHHS BIJIMOBISIOTHCS BIJl
OPUIHATTS peeCTpaliiHOro HoMepa OOJIIKOBOI KapTKM IUIaTHUMKAa MOAATKIB Ta
MOBIJOMIJIA TIPO 1€ BIAMOBIJHUN KOHTPOJIOIOUMA OpPraH 1 MarOTh BIIMITKY Y

NacropTi);

3) Micie3Haxo0KEeHHS 3assBHIKA 3riaHo 3 €/1P;

4) Buj 3asiBHHKA 3a KJIacu(iKaIliero cy0’ €KTiB rOCIoAaproBaHHs, BU3HAYCHOIO
['ocnioapcbkuM KoJiekcoM YKpainu (Cy0’€KT MIKpo-, Majioro, CEpeaHbOro ado

BEJIMKOIO MIAMPUEMHUIITBA);

5) HOMCP Ta AaTy BHAAHHSA KOMIICTCHTHHUM OpPraHOM HakKa3y IIpO HaJaHHSA

3asgBHHUKY CTaTyCy YIOBHOBa)XEHOT JlabopaTopii;



6) MOBIOMJICHHS TIPO BiAMOBIAHICTh YIIOBHOBAKEHOI J1a00paTOpPii KpUTEPIisM,

BU3HAUYEHUM Yy IyHKTI1 7 1iporo [lopsiaky;

7) HanIpsIMM  JIOCTIJDKCHB, 3@ SKMMH 3asBHUK Ma€ HaMip OTPUMATH CTaTyC

pedepeHc-madoparopii;

8) nmpoxaHHs PO TMPOBEJCHHS KOMIIETCHTHHM OPraHOM TEPEBIPKU MOJAHUX
3asIBHUKOM JIOKYMEHTIB Ta MPO HaJaHHS 3asBHUKY CTaTycy pedepeHc-nmadopaTopii

3a HaIpsIMaMHM JTOCI1KEHb;

9) mary mianucaHHs;

10) mixmuc 3asiBHUKA a00 YIIOBHOBAYKEHOT HUM OCOOH.

11. /o 3asBu mpo HaJaHHS cTartycy pedepeHc-imadoparopii H0Aal0ThCS Taki

JIOKYMEHTH ab0 3aCBIAYEHI KOIIIi:

1) xomis JNOKYMEHTA, 10 H1TBEPIKYE BU3HAHHS 3asBHUKA
pedepeHc-mabopaTopi€ro BIAMOBIIHO 10 3aKOHOJABCTBA 1HO3EMHOI KpaiHu (3a

HAsSIBHOCTI);

2) KOmisi JOKYMEHTa, IO MIATBEPKYE aKpPEAWTAIliF0 3asiBHUKA Ha
MIPOBEICHHS AOCTI)KEHb 3 BUKOPUCTAHHSIM MIATBEPIKYI0UNX (pedepeHc) MeToiB

(MEeTouK);



3) BiloMOCTi PO CIiBPOOITHHUKIB 3asBHUKA, SIKI MAaOTh JOCBiA POOOTH Y
po3po0IeHH] MeTOAIB (METOAMK) AOCIIHKeHb, Ta CIIBPOOITHHKIB 3asBHUKA, SIKI
MAalOTh JIOCBIJl IPOBEJICHHS HABYaHHS MMEPCOHATY aKpeIUTOBAHUX JIabopaTopiid, i3
3a3HAYCHHSAM iX TMpi3BUINA, M’ Ta TO OaThbKOBI, OCBITH (HAWMEHYBaHHS
HaBYAJIBHOTO 3aKJIaJly, CHEIIaIbHICTh, HAIIPSIM IIATOTOBKHU, PiK BUIYCKY), MOCaIN

Ta JJOCB1Jly BIJIMOBIAHOT pOoOOTH;

4) Komisl 3aTBEPHKEHOI0 3asIBHUKOM IIOJIOKEHHS PO CHCTEMY PO3POOJICHHS
Ta Bamijalii METOMIB (METOAMK) JOCHIKeHb, Y TOMY YHUCJI MiJTBEPKYIOUUX

(pedepenc) meroaiB (METOIUK);

5) nepenik  oOmagHaHHA 3asABHUKA, MPU3HAYCHOTO JUIS  MPOBEIACHHS
JOCITIJIKEHDb 3 BUKOPUCTAHHSAM MIATBEPKYI0UnX (pedepeHc) MeToaiB (METOANK),

3 BUOKPEMJICHHSAM BIAMOBIIHOI 1HPOpMAIIi 32 KO)KHUM HAMPSIMOM JOCIIIKEHb;

6) xorii TOKyMEHTIB, SIKi MATBEPHKYIOTh YUaCTh 3aABHUKA Y MIXKHAPOTHOMY
NOPIBHSIBHOMY J1a00paTOPHOMY JTOCHIIKEHHI (payH il Mpo¢eciiHOrO TeCTyBaHH)

BIJIMOBITHO 10 BUMOT, BU3HAYEHUX Y MIANYHKTI 7 MyHKTY 7 116010 [lopsaky.

12.3assBa  mpo  HagaHHA  CTATyCy  YINOBHOBAaXEHOI  Jjabopatopii
(pedepenc-nadboparopii) pazoM 3 JOJJAHUMHU JO HEi JOKYMEHTAMHU PEECTPYETHCS
KOMIIETEHTHUM OPraHOM B JIEHb 11 HAAXOJKEHHS Ta MEPEAAETHCS I PO3IIIIAY 10

KOMICIi 3 YIIOBHOBa)KEHHS J1TA00OPATOPIid.

Kowmicisi 3 ymoBHoBa:keHHs J1adopaTopii

13. Kowmicis 3 ynoBHOBaxkeHHs1 Jiaboparopiii (mami — Kowmicisi) € mocTiiiHo
JIIFOYOI0 KOMICIEI0 KOMIIETEHTHOTO OpTaHy, sIKa MPOBOJIUTH MEPEBIPKY JOKYMEHTIB,

NOJIaHUX 3asfBHUKAMM JJI1 OTPUMAaHHS CTAaTyCy YHNOBHOBaXEHOi JsabopaTopil



(peepenc-nabopatopii), Ta mpuiiMae pinieHHs, nepeadoadeni num [opsakom.

14. KoMicisi yTBOPIOEThCS Ha MiJACTaBl BIAMOBIIHOTO Haka3zy KOMIIETEHTHOIO
Opra”y 3 4YHCla MPaIiBHUKIB KOMIIETEHTHOTO OpraHy, SIKi BOJIOIIIOTH JTOCBIIOM
pobotn y cdepi aepkaBHOIO KOHTPOJIO XapuyoOBHUX IPOAYKTIB, KOPMiB, CiHa,
COJIOMH a00 TOOIYHUX TMPOJYKTIB TBAPUHHOTO TMOXOHKEHHS Ta/abo y cdepi
JOCITIKEHb HE MEHIIe Tphox pokiB. KimbkicHuii ckiman Komicii cTaHOBUTH 1T STh

YJIeHIB, OJHH 3 AKHX € i1 I 010BOIO.

15. T'onmoBa Komicii npusHadaetbes ['0J10BOI0 KOMIIETEHTHOT'O OPTaHy .

16. KoMicis 311HCHIOE CBOIO JISUIBHICTD IIIIXOM IIPOBEIACHHS 3aciaHb, SKi €
MIPAaBOMOYHHMH, SIKIIIO B HUX O€pe ydacTh HE MEHIIE JTBOX TPETUH BiJ KUIBKICHOTO

ckiany Kowmicii.

17.TonoBa Kowmicii opraHizoBye ii poOOTy, CKIMKAae Ta TrOJIOBy€ Ha ii
3acCiJaHHAX, BIAMNOBIZAa€ 3a 30€peXkEHHsS JOKYMEHTIB, 10 PO3TJSIa0ThCs
Kowmiciero, 3a0e3meuye BeaeHHS MpPOTOkKoy 3acimanHs Kowmicii, a Takox

oopmienHs pimenb Komicii Ta ix nepenauy ['010B1 KOMIIETEHTHOTO OpraHy.

18. Pimennst Kowmicii nmpuitMaeTbcst MPOCTOIO OUIBIIICTIO TOJIOCIB 11 WJIEHIB,
K1 0epyTh yuyacTh y 3aciganHi Kowmicii. Ha 3aciganni Kowmicii koxeH ii 4ieH Mae
OJIUH ToJIoC. Y pa3i piBHOTO po3moAiTy rojiociB wieHiB Komicii rojyioc i rojgoBu €

BUPIIATHHUM.

19. Koxen unen Kowmicii mae mpaBo AOCTyIy A0 yCiX TOKYMEHTIB, 110 MOJaHi
3aBHUKOM  JUIsI ~ OTPUMaHHS  CTAaTyCcy  YyNOBHOBaXeHOi  JiabopaTopii

(pedepenc-naboparopii).



20.3a pe3ynbTaTaMu TEPEBIPKUA JIOKYMEHTIB, MOJAHUX 3asBHUKOM JIJIs
OTpUMaHHS CTaTyCy YIOBHOBaXkeHOI Jsaboparopii (pedepenc-nmadboparopii),

Kowmicis nmpuiiMae ofiHe 3 TaKUX PIllICHb:

1) mpo BIAMNOBIAHICTh 3asBHHUKA KPUTEPISIM YIIOBHOBAXXCHHS J1abopaTopiit

(pedepenc-nadboparopiii);

2) PO HEBIAMOBITHICT 3asBHUKA KPUTEPISIM YIIOBHOBAKEHHS J1abOpaTopii

(pedepenc-nadboparopiit).

Skmo 3a pesynbTaraMu pO3MIIALY JAOKYMEHTIB, MOJAHMX 3asBHUKOM JUIS
OTpUMaHHSA CTaTyCy YINOBHOBaxeHOI Jaboparopii (pedepenc-nmaboparopii),
BCTAHOBJIEHO MOro BIAMOBIAHICTH KPUTEPISIM YINOBHOBAKEHHA JIMIIE B YACTHHI
MEBHUX HAMPAMIB OCIIKeHb, KoMicis mpuiimMae piieHHs, B SIKOMY 3a3HA4ar0ThCS
HaIpsIMU JOCIIKEHb, 32 SKUMU 3asBHUK BIJIIOBIIAE KPUTEPISIM YIOBHOBAKEHHS
naboparopiii  (pedepeHc-nadopaTopiif), Ta HAOpsSMHU AOCTIIXKEHb, 3a SKUMHU

3asiBHUK HE BIJIMOB1/Ia€ TAKUM KPUTEPISIM.

21. Pimennss Kowmicii mianucyerbes uineHamu Kowmicii, siki rosocyBaiu 3a

HOro NMpUUHSTTS, Ta MA€ MICTUTH:

1) HatimenyBaHHs (I OPUAMYHOI ocoOu) abo mpi3Bumie, M’ Ta

1o 0aTbKOBI1 3assBHUKA (1 PI3UYHOT OCOOU-TIANPUEMIIA);

2) inentudikaiiHui Ko 3asBHUKA 3rigHo 3 €JIP (11 ropuandHoi ocoOH)

abo peecTpamiiHuil HoMep OOMIKOBOI KapTKU IJIATHUKA MOAATKIB (i (13MUHOL



0COOU-TINPUEMIIS) UM Cepisl Ta HOMEp macrnopra 3asBHUKA (A7 (i3UYHUX 0C10-
MIIIPUEMITIB, SIKI dYepe3 CBOi pENIriiiHI TIEPEKOHAHHS BIJIMOBISIOTHCS BIJ
NPUNAHATTS PEeCTpalifHOro HoMepa OOJIKOBOI KAapTKH IUIATHUKA IOAATKIB Ta
MOBIIOMWJIM TIPO 1€ BIAMOBIIHUNA KOHTPOJIIOIOUMH OpraH 1 MarTh BIAMITKY Yy

MacropTi);

3) Miclie3HaXOKEHHS 3assBHUKA 3riaH0 3 €/1P;

4) HanpsSIMH JTOCITIIKCHb, 3a AKHUMH 3asSBHUK BU3HAHUH TaKWUM, IO BIIIOBIIA€E
KpUTEpIsIM  YIOBHOBaXKEHHs  jaboparopii  (pedepenc-nmaboparopii), Ta/abo
MiJICTaBU, 3 SKUX 3asBHHKAa BHU3HAHO TaKUM, IO HE BIJNOBIJAE KPHUTEPIsIM

YIOBHOBaXXEHHS JJabopartopii (pedepeHc-nmadboparopii);

5) npi3Buiiie, iM’s1, o 0aTbKOBI wieHiB Komicii, siKi mianucany pillieHHs,

6) mary mianucaHHs.

22. Pimennss  Kowmicii  1mol0  BIAMNOBIIHOCTI  3asiBHUKA  KPUTEPIsM
YIOBHOBaXEHHST  Jabopatopiii  (pedepeHc-nabopaTopiil) MIANUCYEThCS — Ta
nepeaaeTbes ['010B1 KOMIIETEHTHOTO OPTaHy HE IMi3HiIIe ABAAISATA pOOOUUX JTHIB 3
JIaTU TOJaHHS 3aBHUKOM JI0 KOMIIETEHTHOTO OpPTaHy 3asBU MPO HAJAHHS CTATYCY

YIOBHOBaXXE€HO1 JlabopaTopii (pedepeHc-nadoparopii).

23. PimenHss Ta TmpoTOKOJM 3acianb KoMicii OnpuItoAHIOITHCS Ha
odimiitHoMy BeO-calTi KOMIIETEHTHOTO OpraHy He Mi3HilIe HaCTyImHOTrO pob0o4Yoro

JTHS TICH 1X IMINUCaHHS.



BujanHs HaKa3y KOMIIETEHTHOI0 OPraHy NMpo HAJaAHHSA CTATYCY
YIIOBHOBAKeHOI J1adopaTtopii (pedepenc-inadoparopii) a0o npo BiAMOBY y

HbOMY

24. He mi3Himie IBaAIsATH IT’ATH pOOOYMX JIHIB 3 JIaTU TOJTaHHS 3aBHUKOM JI0
KOMITETEHTHOTO OpraHy 3asBU PO HAJaHHS CTaTyCy YIIOBHOBAXKEHOI J1abopatopii

(pedepenc-naboparopii) KOMIIETCHTHUH OpraH BUAAE HaKa3 Mpo:

HaJIlaHHSI CTaTyCcy YINOBHOBaXKEHOi Jiabopatopii (pedepeHc-nadboparopii)
(sxuro Komiciero MpuUHAHATO pilIeHHS MPO BIAMOBIAHICTh 3asBHHUKA KPUTEPIIM

YIOBHOBaXKEHHS JJabopatopiit (pedepeHc-nadboparopiit));

BIJIMOBY Y HaJaHHI CTaTyCcy YIOBHOBa)keHOi jaboparopii (pedepeHc-
nabopatopii) (axmo Komiciero mpuiHATO pillieHHs PO HEBIANOBIAHICTh 3asBHHUKA

KpUTEpisiM YIOBHOBaXXKEHHS J1abopartopiil (pedepenc-nadbopaTopiit)).

Ko 3asBHUK BIANOBIAAE KPUTEPISIM YIMOBHOBAKEHHS JIMILE B YaCTHHI
MEBHUX HAIMpPSMIB JOCIIKEeHb, Y HaKa3l KOMIIETEHTHOTO OpTraHy 3a3HayaroThCs
HampsIMA  JTOCHTI/DKEHb, 3a SIKUMH 3asBHUKY HAQJaHO CTAaTyC YIIOBHOBa)KEHOT
naboparopii  (pedepenc-nadoparopii), Ta HaOpsIMU JOCTIHKEHb, 3a SKUMU
3asBHHKY BIJIMOBJICHO Y HaJlaHHI CTaTyCy YIIOBHOBaXXeHO1 Jaboparopii (pedepeHc-

naboparopii).

25. Haka3 KOMIETEHTHOrO OpraHy 0po BIAMOBY Yy HaJaHHI CTarycy
YIOBHOBaXXE€HOI  jaboparopii  (pedepeHc-naboparopii) MOBUHEH  MICTUTH
OOTpYHTYBaHHsI ~ pIIIEHHS TPO  HEBIAMOBIIHICTh  3asBHUKA  KPUTEPISIM

YIOBHOBa)XKeHHS J1abopatopii (pedepenc-nmadbopatopii).

26. Haka3 KOMIETEHTHOrO0 OpraHy, BUJAHUN 3a pe3yibTaTaMu pO3IIIsiAy

3asiBM TIPO HAJ[aHHS CTaTyCy YIIOBHOBAXKEHOI Jabopatopii (pedepenc-madboparopii),



HE MIi3HIIIE HACTYMHOro poOOYOro MIHS ONPWIIOJHIOETECA Ha OQiliiiHOMY
BeO-caiiTi KoMmeTeHTHOro opraHy. Kormisi Haka3y KOMIIETEHTHOTO OpraHy Ipo
BIJIMOBY Y HaJlaHHI CTaTyCy YIIOBHOBa)keHO1 JlabopaTopii (pedepeHc-nadopaTopii)
HAJICUJIAETHCS (BPYYa€ThCs) 3asBHUKOBI HE TMI3HINIE HACTYIMHOTO POOOYOTO THS

micis MOTo MiAITHCaHHS.

27. Haka3 KOMIIETEHTHOTO OpraHy Mpo BIIMOBY Yy HaJlaHHI CTaTycy
YIOBHOBaXX€HO1 J1abopatopii (pedepeHc-naboparopii) Moxke OyTH OCKap>KEHO

34a4BHHUKOM 10 CyAYy Y BCTAHOBJICHOMY 3dKOHOM IIOPAIKY.

00.1ik ynoBHOBaKeHHX J1adopaTopiil Ta pedepeHc-i1adoparopii

28. O0miKk  YNOBHOBaXEHUX Jlaboparopiii Ta  pedepeHc-nmadboparopiit
31ACHIOETHCS LUIIXOM BEIACHHS KOMIETEHTHOTO OpraHy peecTpy YIOBHOBaXXKEHUX
naboparopii Ta pedepeHc-nadboparopiit (mami — Peectp), BIIOMOCTI SIKOTO
OTIPUJTIIOJTHIOIOTECS HAa OQIIIAHOMY BeO-CalTi KOMIETEHTHOrOo opraHy (Kpim
BIJIOMOCTE MpPO peecTpauiiHuii HOMEp OOJIIKOBOI KapTKW IUIaTHUKA MOAATKIB 1

Cepiro Ta HOMEp Macmopra).

29. Peectp BenmeThCs KOMIIETEHTHUM OPraHOM JEP)KAaBHOIO MOBOIO B

€JIEKTPOHHOMY BUTJISAI1 32 POPMOIO, HABEJEHOIO Y TOAATKY 110 1boro [lopsaky.

30. IIpotarom TproX poOOYMX IHIB 3 JAaTH BHUJIAHHA HAKa3zy MpO HaJAaHHS
CTaTyCy YHOBHOBa)XEHOi JjabopaTopli KOMIETEHTHUH OpraH BHOCUTH A0 Peectpy

TaKi BIJJOMOCTI PO BIAMOBIAHY J1ab0opaTopito:



1) naliMenyBaHHs, iAeHTH(]IKAIIAHNUN Koa 3rigHo 3 €JIP (M1 FOpUIuYHHX
oci0) abo mpi3Buie, iM’s, IO OATHKOBI, peeCTpaliifHUN HOMEpP OOJIKOBOT KapTKU
IJIaTHUKA TOJAaTKIB abo cepiss Ta HOMep macmopra (mist ¢i3M9HHX OCio-

MPUEMIIIB);

2) MiCIe3HaX0PKCHHS Ta BUJI 3a KJIacH(IKAI€l0 Cy0’ €KTIB TOCIIOIapIOBAHHS,
BU3HAYECHOIO I'ocnomapcekum KOJICKCOM Ykpainu

(cy0’€KT MiKpO-, MaJIOT0, CEPEAHBOTO 200 BEIMKOIO MiANPUEMHUIITBA);

3) HoMep 1 JaTy BHUJAHHS Haka3y KOMIICTCGHTHOIO OpraHy IpO HaJaHHS
CTaTyCy YIOBHOBAa)KEHOI J1abopaTopii, a TaKoXXK HaIpsSIMUA JOCIIKEHb, 32 SKHUMHU

HaJIaHO BIJIMOBIAHUMN CTaTYC.

31. Ilpotarom TprOoX poOOYMX IHIB 3 JAaTH BHUJIAHHA HaAKa3y MpO HaJAaHHS
cTaTtycy pedepeHc-nadoparopii KOMIIETEHTHUH oOpraH BHOCUTH 10 Peectpy
BIJIOMOCTI MPO HOMEP 1 JaTy BUAAHHS BIAMOBIIHOTO HAakKa3y, a TAKOX HampsMU

JOCITIJIKEHbB, 32 SIKUMHU HaJlaHO cTaTyc pedepeHc-iadbopaTopii.

32. [IpoTsirom TphOX pOOOYMX JIHIB 3 JaTH BUIAAHHS HaKa3y Mpo Mo30aBJICHHS
CTaTycy yHmoBHOBaxxeHOi Jabopatopii (pedepenc-nmabopaTopii) KOMIETEHTHUMN
opraH BHOCUTH 70 PeecTpy BiJOMOCTI mMpo HOMED 1 JAaTy BHAAHHS BiJMOBIAHOTO
Haka3zy, a y pa3l 4aCTKOBOIO MO30aBJIEHHS — TaKOX HANpsIMUA JOCIIIKEHb, 3a

SKUMH TI030aBJICHO CTAaTyCy YHOBHOBaXeHO1 TabopaTopii (pedepeHc-nmadoparopii).



3ATBEP/DKEHO

[TocranoBoro  KabGinery  MiHicTpiB

Ykpainu

MOPSIJIOK

nepeBipKu KOMIETEHTHUM OPraHOM JOTPUMAHHS YIIOBHOBAKEHUMH
Jadoparopisamu (pedepeHc-1adopaTopiaMu) KPUTEPIiB YIIOBHOBAKEHH S

Ta NM030aBJIEHHSI TAKOI0 YIIOBHOBAKCHHS

3arajbHi MOJIOKEHHS

1. Le#t [lopsaok BU3HAYae MpOLEAYpPY MEPEBIPKH KOMIIETEHTHUM OpPraHOM
JOTPUMAHHSI KPUTEPIiB YIOBHOBAKEHHS aKpEIUTOBAHUMU JIA0OPATOPISIMH, Y TOMY
yuci pedepeHc-nadopaTopisiMi, YINOBHOBAKEHUMM Ha MPOBEACHHS IS LiJeH
JIePKaBHOTO KOHTPOJIO Ja0OpaTOPHUX JOCTIIKEHb (BUMPOOYyBaHb) XapYOBHUX

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



Ta pe4yoBHH (y TOMY 4YMCIl 3 JOBKULISA), a TakK0oX BH3HAYa€ MPOLEAYPY

11030aBJICHHS TAKOI'0 YIIOBHOBAKCHHA.

2. TepMiHu, 110 BXKHUBAIOTHCS Y IIboMy [lopsaky, MatloTh Take 3HAUCHHS:

JTOCHIDKeHHsT — JjabopaTropHe JOCHIHKEHHS (BUMPOOYBaHHS) XapyOBHUX
IPOAYKTIB, KOPMIB, CiHA, COJIOMU, TOOIYHUX MPOAYKTIB TBAPUHHOTO MOXOKCHHS
Ta pe4oBUH (y TOMY YHUCJI1 3 TOBKIJUIA).

[HIII TepMiHM BXKWBAIOTHCA y 3HAUCHHSX, HABEJACHUX Yy 3aKOHAX YKpaiHu
"[Ipo nepxaBHUN KOHTPOJIb 3a JOTPUMAHHSIM 3aKOHOJABCTBA IPO XapydoBi
MPOJYKTH, KOPMH, TOOIYHI MPOAYKTH TBApPUHHOTO TMOXOJKEHHS, 3J0pOB'S Ta
osmarononyyust TBapuH", "IIpo OCHOBHI MPUHIIUIIK Ta BUMOTU 0 OE3MEYHOCTI Ta
akocTi  xapuoBux  mpoayktiB", "IIpo  BerepuHapHy  MeauuuHy"' —Ta

"IIpo 3anob6iranHs KOpymiii'".

IlepeBipku Z10TPUMAHHS KPUTEPIIB YIIOBHOBAKEHUX JIad0opaTOpi

(pedepenc-aadoparopiii)

3. KomneTenTHnii opraH MpOBOAWTH IUTAHOBI Ta IO3aMJaHOBI TEPEBIpKU

YIOBHOBa)XEHHUX JlabopaTopiii (pedepeHc-nadoparopiii).

4. TlnaHoBl  mMeEpeBIpKM  yMNOBHOBaXXEHMX  Jiaboparopiit  (pedepeHc-

nabopaTopiii) IPOBOJATHCA OAMH pa3 Ha PIK.

5. [limcraBamu i1 MO3aIIaHOBUX TIEPEBIPOK YIMOBHOBAKEHUX J1abopaTopiit

(pedepenc-naboparopiii) €:



1) mincraBu, BW3HAUEHI y 4YacTWHI mepmid crarri 6 3akoHy YKpaiHu
"[Ipo ocHOBHI 3acaau Jep>KaBHOTO HArSIAY (KOHTPONIO) y cdepi rocmogapchbkoi

: .
JJIBHOCTT |

2) OTpUMaHHS  KOMIICTCHTHHM  OpPTaHOM  pe3yJbTaTiB  apOiTpa)KHOTO
JNOCTiDKeHHSI, SKUMH HE  TMIATBEP/UKYIOTBCA  Pe3ylbTaTH  IPOBEACHOTO

YIIOBHOBAKCHOIO Ha6opaTopie}0 OCHOBHOTO I[OCJ'IiI[}KGHHH.

Jlo 3aBepIieHHs] TaKoi MEPEeBIPKU yIIOBHOBAXKEHA JIA0OpATOPisi HE Ma€ IMpaBa

MPOBOAUTH JOCIIJKEHHS IJIs LIJIEH 1epKABHOTO KOHTPOJIIO.

6. [lepeBipku  ynoBHOBakeHUX  Jabopatopiii  (pedepeHc-nmabopaTopiii)
3MIIUCHIOIOTHCS MIJITXOM 30MpaHHS Ta aHaI3y KOMIETEHTHUM OpraHoM iHdopmarrii
Ta JOKYMEHTIB, 1[0 HAJIAlOThCA i YIIOBHOBaXXEHUMHU JiabopaTopisiMu (pedepeHc-

nJabopaTopisiMu) ad0 IHIIIUMU OCOOAMHU.

VY pa3i HeOOX1THOCTI BCTAHOBJIEHHS JOCTOBIPHOI 1H(pOpMAILli KOMIETEHTHUM
OpraHOM 3JIHCHIOETbCS BHWi3J JIO0 BIJAMOBIJHOT YMOBHOB&XEHOI JlabopaTopii

(pedepenc-nadboparopii).

7.Y 3amuti mpo HamaHHS 1HMOpMAIlT Ta JOKYMEHTIB, IO HAIMpPaBISETHCS
KOMIETEHTHUM OpraHomM YIOBHOBaKEHIH nabopatopii
(pedepenc-naboparopii) B Mexkax 11 IJIaHOBOI ab0 IO3aIIAaHOBOI TMEPEBIPKH,

3a3Ha4ar0ThCA:

HaliMEeHYyBaHHS, ineHTU]ikamiiuuii ko 3rigHo 3 €JIP (1 ropuaudHux ocio)
a00 mpi3BuIe, iM s, MO0 6aThbKOBI (I (HI3UYHUX OCIO-IIIAMPHUEMIIIB), MO0 SKUX

MIPOBOJIUTHCA MEPEBIPKA;

BU/I TIepeBipKH (TJIaHOBA UM MO3AIJIaHOBA);



MiJICTaBa MepPEBIPKH (7151 MO3aIIaHOBOI IEPEBIPKH);

iHpopMaris Ta  JTIOKYMEHTH, sKI Jjaboparopii HEoOXiTHO HaJaTH
KOMITIETGHTHOMY oprany (y pa3i IUIaHOBOI MepeBipKH 00OB’SI3KOBUM € HaJaHHS
3BITY TPO pe3ylbTaTh yCiX JOCHIKEHb, BHKOHAHUX YIOBHOBA)KEHOIO
naboparopiero (pedepeHc-nadopaTopi€ro) A LUICH JepKABHOTO KOHTPOJIIO 3a
nepios 3 MOMEHTY ii YHOBHOBa)KEHHS, KPIM JIOCIHIKEHb, 3a3HAUCHUX Y paHIIIe

HaJIaHUX KOMIIETEHTHOMY OpraHy 3BiTax);
JaTa IiaIuCaHHs;

mocaja, mpi3Buile, iM’s Ta MO OATHKOBI MOCAAOBOiI OCOOM, siKa Mifmucana

3aIIuT.

8. [ndopmarris Ta JOKyMEHTH, SKI 3alMUTYIOTBCA B  YIOBHOBAXKEHOI
nabopatopii (pedepenc-nadoparopii) B Mexax il MepeBIpKH, MatOTh OyTH HaJaHI
KOMITIETEHTHOMY OpraHy MPOTITOM IT'SITHAIISATA POOOYMX JHIB 3 AHS OTPUMAHHS

BI/IMOBITHOTO 3aMUTY.

9. IlmaHoBa Ta mMmo3allaHOBA TEPEBIpKa HE MOXKE TPHUBATH OUIbIIE AECATH
poOoUMX JHIB 3 IHS Ha/IaHHSI JIA0OPATOPIEI0 KOMIIETEHTHOMY OPTaHy 3aluTyBaHUX

1H(popMaIlii Ta JOKYMEHTIB.

10. 3a pesynpTaTamMu aHaNizy HaJaHUX B MeEXKax IMepeBipku iHdopmariii Ta
JIOKYMEHTIB MOCaJi0Ba 0c00a KOMIIETEHTHOTO OpPraHy B OCTaHHIN JeHb NEPEeBIPKU
YIOBHOBaXXeHOi Jabopartopii (pedepeHc-nmabopaTopii) ckiiajae akT MEPEBIPKH,

SIKAUWA MICTATH TaKi BIIIOMOCTI:

JaTy CKJIaJlaHHs aKTa MEPEBIPKH;



BU/I TIepeBipKH (TJIaHOBA UM MO3AIJIAHOBA);
M1JICTaBy MEPEBIPKU (IS TT03aIIAHOBOI MIEPEBIPKH);

HaliMeHYBaHHS, 11eHTUIKamiianii Kox 3rigno 3 €/IP (g ropuanyHux ocib)
abo mpizBuIle, iM’s, Mo 6aThbKOB1 (I (HI3UYHUX OCIO-TIAMPHUEMIIIB), MO0 SKUX

MIPOBEJICHO MEPEBIPKY;

iH(opMalliro Ta JOKyMEHTH, SIKi OyJIO OTpHMMaHO Ta MpOaHaIi30BaHO B XOJi

NEPEBIPKU;

BHCHOBOK IIPO BIANOBIJIHICTb 200 HEBIANOBIIHICTH JabOpaTopli KpUTEpiIM
YIOBHOBaXKEHHS J1abopaTopiil (pedepenc-nadopaTopiil); y pa3i HEBIAMOBITHOCTI —
JETAJIbHUN ONUC BUSIBICHOTO MOPYLIEHHS 3 MOCHUJIAHHSAM Ha BIANOBIIHY BUMOTY

3aKOHO/IaBCTBA;

nocajy, mpi3BuIIe, iM's Ta TT0 6aTHKOBI TTOCA0BOI 0COOH, sIKa IiANMHUcaIa akT

NEPEBIPKU.

11. AKT mepeBIpKH CKJIAa€ThCcsd Yy JBOX TMPUMIPHUKAX, OAWH 3 SKHUX
HAJCUIAE€TbCsl  (Bpy4yaeThCs)  BIANOBIAHIA  YINOBHOBaXKEHIMW  jabopatopii

(pedepenc-naboparopii), a Apyruit 30epiracTbCsi KOMIETEHTHUM OPTaHOM.

12. YnoBHOBaxkeHa nabopatopis (pedepeHc-nmadoparopisi) Mae MpaBo HATATH
KOMITETCHTHOMY OpTaHy CBOi 3amepedeHHs a00 3ayBa)KCHHS JI0 aKTa IEpPEBIpKH

MPOTATOM T’ SITH pOOOYUX JTHIB 3 JTHS IOTO OTPUMAaHHS.

ITo30aBy1eHHs cTATyCY YIIOBHOBAaKeHOI1 J1adopaTopii (pedepenc-iadoparopii)

13. KomneTenTHHiI opraH BHIAa€ Haka3 TMpo TMO030aBICHHS CTaTyCy

YIOBHOBaXKeHO1 JlabopaTopii (pedepeHc-madopaTopii) y TaKMX BUIIATKAX:



l) HAAXOMKCHHA MO0 KOMIICTCHTHOI'O OpraHy 3as1BH BiI[ YHOBHOBa}KCHO.l.

nabopatopii (pedeperc-nadboparopii) mpo mo30aBiIeHHS ii BIAMOBIIHOTO CTATYCY;

2) nepkaBHOI peecTpalii MPUIHHCHHS IOPUAMYHOI 0COOM B pe3yibTaTi ii
JikBizamii abo aep>kaBHOI peecTparii NMPUIUHEHHS MiANPUEMHHUIIBKOT TisSIBHOCTI

Gb13UgHOT 0COOU — TIAPUEMIIS;

3) BUSABIICHHS HEJOCTOBIPHUX BIJOMOCTEH y JOKYMEHTaX, IOJIaHUX
3asiBHUKOM  JUJI1 ~ OTPUMAaHHS  CTAaTycy  YIOBHOBaXKE€HOI  jabopatopii
(pedepenc-naboparopii), abo y JOKYMEHTaX, HAJaHUX YIOBHOBAXKEHOIO

nabopatopiero (pedepeHc-1adopaTopiero) B X0l il MepeBipKy;

4) BCTAaHOBJICHHS 3a pE3yJIbTaTaMH TEPEBIPKU YIIOBHOBAKEHOI JTabopaTopii
(peepenc-naboparopii) il  HEBIAMNOBIAHOCTI  KPUTEPISIM  YIIOBHOBAKCHHS

naboparopiit (pedepeHc-nadboparopii);

5) BCTAHOBIIEHHST Y CYZOBOMY MOPSAKY (DaKTy HaJaHHS YIIOBHOBA)KEHOIO
1abopartopiero (pedepenc-nadboparopiero) HEJIOCTOBIPHUX pe3yabTaTiB
JOCITIKeHHST a00 MPOBEJICHHS HEIO JOCIIKEHHS 3 MOPYIICHHSIM BCTAaHOBJIECHOTO

3aKOHOJJABCTBOM IOPSI/IKY;

6) SIKII0 yIOBHOBaXKeHaA Jlabopartopist Oijbliie ABOX POKIB MOCHiIb HE Opaia
y4acTi y TMOPIBHJIBHOMY J1a0OpaTOpHOMY JOCHIIKEHH1 (payHal npodeciiftHoro
TECTyBaHHs) BIJIMOBITHOTO HANIPSIMY, SIK€ 3aBEPIIUIIOCH YCIIIIHUM PE3YyIhTAaTOM Ta
Oyno mpoBeneHO pedepeHc-mabopaTopiel0  a00  IHIIOK  aKPEAUTOBAHOIO
BIIMOBIAHO  JO  CTaHIAPTy ISO/IEC 17043 0c000r0  (KOMIIETCHTHUM

KOOPAUHATOPOM);



7) sxmo pedepeHc-nadoparopis Oiblle OAHOTO POKY He Opajna ydacTi y
MDKHApOJAHOMY  TIOpPIBHAJBHOMY  JTAOOpaTOpHOMY  JOCHipKeHHI  (payHnl
npodecifHOro TECTyBaHHS) BIJIMOBIIHOTO HAIpPsMY, K€ 3aBEPIIUIOCH YCHIITHUM

PE3YIBTATOM.

14. Hakaz 1ipo mo30aBieHHS CTaTyCy yIOBHOBAXEHOI JabopaTopii
(peepenc-nabopatopii) BUIAETHCS KOMIIETEHTHUM OpPraHOM HE MMi3HIMIE TPhOX
poOOUYMX JHIB MICJS OTPUMAaHHS HUM B1JIOMOCTEH, IO MiATBEPHKYIOTh HACTaHHS

OJIHI€1 3 00CTaBUH, 3a3Ha4eHMX y MyHKTI 13 1poro [opsaky.

VY Haka3zl KOMIIETEHTHOTO OpraHy Mpo Mo30aBleHHs CTATyCy YIOBHOBAXKEHOI
naboparopii  (pedepeHc-naboparopii)  3a3HAyalOThCA  MIJACTaBM  TaKOIo

mo30aBJICHHS.

15. Haka3 KoMIeTeHTHOTO OpraHy Mnpo Mo30aBjIeHHs CTaTyCy YIOBHOBaXXEHOI
naboparopii (pedepenc-nadopaTopii) He Mi3HIIIE HACTYITHOTO POOOYOTO JTHS MICHs
MTUCAHHS OTPUITIOTHIOETHCSI Ha OPIIiiHOMY BeO-CaliTi KOMIIETEHTHOTO OpTaHy,
a oro Komisi HAJCWIAETbCS (BpydYaeTbcs) JlabopaTopii, 1O BTpAaTHJA CTaTyC

yHOBHOBaXeHO1 (pedepeHc-inadoparopii).



