T'OCYJIAPCTBEHHBIA KOMATET J3SIPKAVHBI KAMITAT

IO CTAHJAPTHU3AIINH ITA CTAHIAPTBI3AIIBIT
PECITYBJIMKHA BEJIAPYCh P3CITYBJIIKI BEJAPYCH

CEPTUDHUKAT
OB YTBEPXKJIEHUU TUIIA CTAHIAPTHOI'O OBPA3IIA

Q‘IB Ne 2270 ot 30 anpens 2025 .

Cpox netictBus 1o 30 urons 2025 r.

HanMeHoBanwue Tua cTaHAApTHOTO 00pasua:
CrangapTHeIi oOpasen pasmepa wactun 15 mkm COUNT-CAL™ (Count Precision
Standard 15 pm)

Homep maptuu (J10Ta), 1aTa BBITyCKa (U €AUMHUYHBIX 3K3EMILLIPOB):
Lot Ne 284870, naTta Beinycka — 23.02.2024

[IpousBOIUTEND:
«Thermo Scientific» (3aBog-usroroBureab «Microgenics Corporation»), CoennHeHHbIE

ITaTtel AMepuKH

Brigan:
3A0 «bemkomencepBucy, r. Munck, Pecmyonnka benapych

Tun craHmapTHOro oOpaslna yTBEp)KIEH IIOCTaHOBICHHEM ['0CynapcTBEHHOrO KOMMTETA
o crangapTu3anuu Pecmy6muku benapycs ot 30.04.2025 Ne 52

CranmapTHble 00pa3lbl JAHHOTO THIIA CTAHIAPTHOTO 00pasla, IPOM3BOJUMEIE B IIEPHOM CPOKa
JNEeWCTBUS NaHHOrO cepTudukara 00 YTBEpXKIEHHWM THIA CTaHAApTHOro oO0pasla, WK
YTBEP)KACHHBIM THUI eIUHWYHOTO OK3EMIULIpa CTaHAAapTHOro obpasia pa3pemaroTcs
K TpUMEHEHHIO Ha Teppuropun PecnyOmuku bemapyck B COOTBETCTBHM C IIPHJIAraeMbIM
ONMMCaHWeM TUIIa CTaHAapTHOro 0Opasia.

3amectutens [Ipencenarens N.A Kucnesko




OIIMCAHME TUITA CTAHJAPTHOI'O OBPA3IIA
TIPHIOXKEHHE K cepTUGUKATy 00 yTBEPKICHNUY TUIIA CTAHAAPTHOTO 00pasiia

ot I anfenet 20251 Ne L2 £72,

HayMeHoBaH/e THIIA CTAHAAPTHOTO o6pasiia u ero 0603HadeHHe: CTaHNapTHEIA 00pasen
pasmepa gactun 15 mkm COUNT-CAL™ (Count Precision Standard 15 pm), Lot
Ne 284870

HasnaueHne ® 000acTh IPUMEHEHMA: IS  OOECHEYEHHs  METPOJIOTHYCCKOM
TIPOCTIEKUBAEMOCTH TIPH [POBEICHUH PabOT II0 METPOJIOTHIECKOH OLeHKe (YTBEPIKICHUE
TWIIA CPENCTB W3MEPEHHH, IIOBEpKa, KajauOpOBKa, METPOJIOrHIecKas JKCIEepTH3a
eIMHIYHOTO SK3EMIUIAPA, aTTEeCTalliisi METOAWK (METOJOB) H3MEPEHWH);, MOCTPOCHUM
IpaJyMpOBOYHBIX XapaKTEPHCTHK CPEICTB M3MEPEHHUH; KOHTPOJe MmoKa3aTenel TOYHOCTH
(IpaBWIBHOCTM W IPEIM3MOHHOCTH) METOMUK (METOJOB) W3MEPEHHUH; KOHTpOIe
IPaBUIBHOCTH PE3YIBTATOB U3MEPEHNUM, TIPOBEICHUH MEMKIa00PaTOPHBIX CIMICHHH.

TexHuueckas JOKyMEHTAIUs, B COOTBETCTBUH C KOTOPOM IIPOM3BENEH CTaHIapTHBIA
obpazen 1 hopma (cepuitHas/eqMHUYHAS) BBIITYCKa CTAHAAPTHOTO o0pasma:

BBIITYCKAETCS COTJIACHO TEXHUIECKOH JOKYMEHTAIIMH IIPOU3BOIUTEIIS;

CepUifHOE MTPOU3BOICTBO.

JIOKyMEHTHI, OIpeIENAIOIIUe HEOOX0INMOCTS IPUMEHEHH)S CTaHAapTHOTO 00pasia:

EN 13443-2:2005+A1:2007 O6opynoBanue misi KOHAWIMOHHUPOBAHWUS BOIBI BHYTpPHU
3manuit. Mexanuueckue GuubTpsl. Yacts 2. HoMuHANBHBIA pasMep dactui 1-80 MxM,
TpeGoBanus K KCIUTyaTalliOHHBIM XapaKTEPUCTUKaM, O€30ITaCHOCTD ¥ MCIIBITAHNA;

ISO 21501-2:2019 Ompepenenne paclpeneneHus pasMepa 4acTul. MeToa cBETOBOIO
B3aMIMOJICHCTBUSA JUIL ONMHOUYHBIX yacTuIl. Yacth 2. [Ipubop cBETOBOrO pacCenBaHUs IS
cueTa YacTHI] B3BECH;

Iocynapcreennas papmaxores: Peciry6muxu benapycs (I'® PB), Tom 1;

METOIMKH (METOIEI) H3MepeHHH / MOBEpKH / KannOPOBKH aHATM3aTOPOB pa3Mepa 4acTHll,
pa3paboTaHHbIE B YCTAHOBICHHOM IIOPSIKE.

Onucanpe: ofpasell IPencTaBiseT coOOM BOIHYIO CYCIICH3MIO IOIMMEPHBIX YaCTHIl
(IIOMECTHPOT) B BUJE MUKpOChep ¢ KaTnOpOBaHHEIMH 3HaUeHHAMH Juamerpa. CyCrieH3Hs
10 25 MJI acoBaHa B CIEIUATbHBIC UIACTUKOBBIE Oy TBIIOUKH C KareIbHHIEH.

KOMIUIEKT TIOCTABKH: SK3eMILIAp CTAHIAPTHOTO 00paslia NMOCTABIIETCS C CEPTUPUKATOM
1 MHCTPYKLIMEN [0 IPUMEHCHUIO B KAPTOHHON KOPOOKE C STUKETKOH.

O6s3aTenpHble  MeTpojiormyeckue TpeboBaHMSA  (CepTHQUIMPOBAHHBIC — 3HAYCHHA
METPOJIOTHUECKIX XapPAKTEPUCTHUK):

Tabmmua 1
MeTponormdeckas XapakTepUCTHKa, CepTuduuupoBaHHOE AGCcoroTHAs pacIIHpeHHas
ell. U3M 3HAYCHUE neomnpenenenrocts (k =2, P =95 %
Pazmep yacTHll, MKM 14,97 0,12

Cpok romHocTd (CpOK, B TEUCHHE KOTOPOTO CTaHNAPTHBIA 06pasel] COOTBETCTBYET

06sI3aTEIBHBIM METPOIOrHIecKiM TpeGoBaHuaM): 10 30 mons 2025 T.
1



VY CII0BHSA XpaHEHHs U TPAHCIIOPTUPOBKU: 00pasilbl JOJDKHBL XPaHUTHCS IIPY TEMIIEPAType
oT 4°C 1o 30°C, B BEepTHKAIBHOM IIOJIOKEHHH B IUIOTHO 3aKpHITOM OpUTHHAIBHOM
ynaxoBke. TpeGoBaHus K yCIOBUSIM TPAaHCIOPTUPOBKY B CepTU(UKaTe Ha CTaHIAPTHBIA
oOpasell He YCTaHOBIIEHEI.

3aKJIFOUCHHE O COOTBETCTBMM YTBEPKACHHOTO THUMA TPEOOBAHMAM TEXHHYIECKOM
JTOKYyMEHTAllMA [POU3BOIUTENA: YCTAHOBJIEHO, YTO MPOINCIIINNA METPOJIOrUYECKyI0
SKCIIEPTH3y €IMHMYHBIA 9K3eMIUIIp CTaHZAapTHOro obpasna pasMepa 4acTuil 15 MKM
COUNT-CAL™ (Count Precision Standard 15 pm), Lot Ne 284870 cooTBeTcTByeT
TEXHUYECKOU JIOKY MEHTAIUA MIPOU3BOIAUTENA (cepTudukar KaJTuOpOBKYU
U TIPOCIIEKUBAEMOCTH).

IIpousBomurens craHmapTHoro obpasma: «Thermo Scientificy (3aBOA-H3rOTOBHUTEND
«Microgenics Corporationy), Coeaunennsie LIITaThl AMEPHUKH.

VIOTHOMOYEHHOE FOPUIMYECKOE JIWIO, MPOBOJUBIIEE UCIBITAHMA/METPOIOTUYCCKYIO
SKCIEpPTH3y cTaHaapTHOro obpasua: Beal IM, r. Munck, CtapoBuieHCKui Tpakt, 93.
Tenedon: 8(017) 373-62-63; baxc: 8(017) 242-31-92; e-mail: info@belgim.by.
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