T'OCYJIAPCTBEHHBI KOMUTET JBSAPXKAVHBI KAMITAT
MO CTAHJAPTU3AIINHA IMA CTAHJAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYCb PICITYBJIIKI BEJIAPYCb

CEPTU®HUKAT .
OB YTBEPKJAEHHNHU TUITIA CPEACTB U3BMEPEHHUH

(:[B Ne 16894 ot 30 aBrycra 2023 r.

Cpoxk pelicTBusi: 6ecCpOUHBIH

HauMeHOBaHKE THIIA CPEICTB U3MEPEHUI:
Amiuingukarop nerekrupyromuii ITnpaiim Ne ASD403

[Ipon3BoauTes:
000 «HITO THK-Texnonorus», r. [iporeuno, MockoBckast 06.1., Poccuiickas ®@exepanus

Beigan:
000 «MexaynapoaHas jjabopaTopus XeJHKe», r. MuHCcK, Pecny6iiuka benapych

JIOKyMEeHT Ha IOBEPKY:

MPE MILMH 3472-2022 «Cuctema o0ecnedeHHsi €IHHCTBa H3MepeHuid PecmyOianku
Beaapych. Ammindukatopsl AerektHpylomue JIT. Meroauka noBepkw» B PpeAaKIHH
¢ u3meHeHnem Ne 1

Hmepnaﬂ BpPEMCHH MEXKIAY IoCy JapCTBCHHBIMU ITOBEPKaAMU: 12 mecsineB

Tun cpeacTB U3MEpeHHi yTBEp)KIEH IOCTaHOBJIeHHEM ['OCyIapCTBEHHOrO KOMHTETa
o cranaaprusanun Pecry6auku benapych ot 30.08.2023 Ne 61

CpexcTBa M3MEpeHMH NaHHOTO TUIA CPENCTBA M3MEPEHHM, MMPOM3BOJUMBIE B IMEPHOJ CpOKa
JeMcTBUSL  JaHHOro ceprTudukara 00  yTBEpXKAEHMM THUIA  CPEACTBA  M3MEPEHWUIA,
WIH YTBEPXKICHHBIM THII €AMHUYHOIO JK3EMIUIIpa CpeACTBa HM3MEPEHMH pa3peliarTcs
K MpUMeHeHHI0 Ha Teppuropuu PecrmyOnuku benapych B COOTBETCTBHU C IIPHIIAra€MbIM
OINMUCAaHUEM THIa cpeacTB uaMepenuit (¢ 11.06.2024 gelicTByeT B pelakLuu ¢ U3MeHeHHeM Ne 1,
yTBEPIKACHHBIM IOCTaHOBJIEHHEM ['0Cy 1apcTBEHHOTO KOMUTETA IO CTaHAapTU3auuu Pecry 6inku
Benapycs ot 11.06.2024 Ne 63).

3amecrurens [Ipeacenarens




OIMMCAHUE TUIIA CPEJICTB U3MEPEHUI
(B pemakimu m3menenns Ne 1 ot /7 24 1,024 )
MPUIIOKEHHE K CepTHPUKATy 06 yTBEpKACHNHM THIIA CPEICTB U3MEPEHHIL
OT 20 g brcrcze 2022 1. Ne /p 29 ¢

HaunmenoBanue Tuma cpeicTB u3sMepeHuit 1 UX 0603HaueHue:
Amiudukarop aerekrupyrommin JTrpaitm Ne ASD403

Hasnayenue u 061acTs npumenenus:

Amnimudukarop aerektupyrommii J{Trpaiiv Ne ASD403 (nasee — npudop) npeaHa3HaAYeH
JUIA. M3MEPCHUSl MHTEHCUBHOCTH  (IIyOPECUEHIMH TPH  ONpEAENEHHH COACpPIKAHMUS
(hparMeHTOB LeNeBOM 1€30KCHPUOOHYKICHHOBON KHCIOTHI (IHK) - konednoro npoaykra
nonuMepasHor nenHoi peakuuu (ILIP) - B THK uccnexyemoro oOpasra.

OO61acTh pUMeHeHHs — MpU 06eCICYCHUH 3aUTh KU3HU 1 30POBbS YeJIOBEKa, OKa3aHus

MEIULITHCKOMN TTOMOIIH.

Onwucanme:

UpuHiun neiictBust npuGopa 0cHOBaH Ha U3MEPCHUHM C TIOMOIIBIO ONTHYECKOTO AETEKTOpa
(JIyOpPECIIEHTHOTO CHTHANa, MCITYCKAeMOro B XOJIe NOJIMMEPAa3HON LENHOW peakiuu 1101
BO3JICHCTBUEM H3Ty4YCHHs BO30OYXKIEHUS B KAKIOM IMKIIE TeMIIepaTy pHO-KUHETHUECKO
ammmubukanun  monekyn JIHK, ¢  ucrmonb3oBaHumeM B [IIIP nHabopoB peareHTOB.
HnTeHcuBHOCTE bayopecueHTHOrO CUI'HaJa MPONOPLMOHATBHA KOJIMYECTBY
aMIUIMUIMPOBAaHHBIX (parmenToB JTHK (nponyxra ITIP). M3mepenne MHTEHCHBHOCTH
(hJIyOpECIEHTHOTO CHIHama OCYIIECTBISETCS B PeXKUME pealbHOrO BpPEMEHH 3a CUeT
BBCIICHHBIX B pCAKIMIO (IIyopeCUMpPYIOINX KpaCUTeIeH, CIryKalux HHUKATOPOM
YBETMYCHUA Koln4yecTBa nckomoii JIHK.

Ynpasienue npuGopom ocyIecTBiseTCs IIpU  IIOMOIIM IPOrPaMMHOI0 OOecIeueHus
RealTime_PCR, ycranosneHHOro Ha BHemiuii MEPCOHANIBHBIN KOoMIbIOTEp (fasee - [1K).
M3mepenne mpoucXoauT B onTHYecKoii yacTu npubopa, pe3ysIbTaThl U3MEPEHUI BBIBOISTCS
Ha 5kpaH MOHKTOpA IIK B YCIOBHBIX €IMHMIAX, IEPECUNTHIBAEMBIX B PA3JIMUHbIE ¢IMHULbI
KOIM4ecTBa aMmipuuupoBanHbX Gpparmentos JIIK (npoaykra [TLIP).

®ororpaduu 06Imero Bua cpeacTs U3MepeHuii [PEJICTaB/ICHB] B PUIOKEHUH 1.

Cxema (pUCYHOK) C yKasaHMeM MeCTa JUls HAHECEHHS 3HAKA MIOBEPKHU CPEICTB U3MEPEHUIt
NpeJICTaB/IeHa B IPHIIOKEHUH 2.

Obsi3aTenbHbIe METPOIOrHUECKHE TPeGOBAHMS: npeacTaBiieHsl B Tabiaume 1.
Ta6nuna 1

HanmenoBanue 3HaueHue
JlnanasoH usMepeHuit UHTEHCHBHOCTH bayopecueHIn ot 1 10 100
IIpenen nomyckaeMoro oTHOCHTEILHOTO CpEIHEro 5
KBaApaTHYECKOro OTKJIOHEHHS PE3y IbTaTOB H3MepeHun, %

OcHOBHEBIE TEXHHYECKHE XAPaKTEPUCTUKU U MCTPOJIOTHUECKHE XapaKTCPUCTUKH,

HE OTHOCAIIMECH K OOs3aTeNbHBIM METPOIOTHYECKUM TpeOOBaHUAM: IIPE/ICTABICHBI B
Taduune 2.



Tabmina 2

Haumenopanue 3HaveHNe
Jlnana3zon HanpskeHuil nuraromeit cetu*, B ot 100 no 240
HomunanpHas yactora nutaronieii cetu*, I'u 50
["abaputHblie pazmepsr*, MM, He Goliee 210x540%540
Macca*, kr, He Oonee 27
Hopmansusie ycnosus sxcmtyataruu no 'OCT 20790-93: :
AnanasoH TCMIICpaTy pbl OKpY’KaloIero Bosayxa, °C ot 15 1o 25
OTHOCHTEJIbHAS BJIAYKHOCTH OKPY KAIOIIEro Bo3ayxa, %, He 6oee 80
YcnoBus skcrutyaTanun*
nuanazoH paboueit TeMIepaTypsl OKpyKaromiero Bo3ayxa, °C oT 5 o 35
OTHOCHTEJIbHAsl BJIAYXHOCTh OKPY’KAIOIIEro Bo3ayxa, %, He Ooee 80
* CornacHo JI0KyMEHTaLMH MPOM3BOAUTEIIA, IPU TIPOBEAEHUH METPOIOT HYECKOIi
9KCIIEPTU3EI XapaKTEPUCTUKU HE TOATBEPIKIAINCh

KoMIIeKTHOCTE: npeacTasiena B Tabiuie 3.
Tabmuua 3

HaumeHoBauue KonuuectBo

Ammndukarop aerekrupyromuii J{Trpaiim Ne A5D403 |

PyKoBOACTBO 110 3KCIUTYaTaluu

KaGesns cBs3u ¢ komnsiotepom, tuna USB 2.0 High Speed A-B

CereBoii kaGelp (TpPeXIPOBOHEIH)

[Ipenoxpanurenn miaskue (10 A, 5x20, 250 B)

HaGop ¢aiinos ¢ mporpaMMHBIM oGecrieueHneM

— D |t | = | —

Y1akoBo4Has KopoOka U3 ropupoBaHHOrO KapToHa

Mecro nanecenus 3HaKa yTBEPHKICHHS THIIA CPEJICTB M3MEPEHHIl: 3HAK YTBEpKICHNUS TUIA
CPEACTB M3MEPEHNH HAHOCHTCS HA TUTYJIBHBIH JINCT PyKOBOACTBA 110 IKCILTyaTaIMH.

[Toepka ocymectpisgercs 1o MPB MILMH 3472-2022 «Cuctema oGecrieueHus eIHHCTBa
usMepenuit Pecnybnukn Benapycs. Ammmdukatopsr aerextupyromue JIT. Metoauka
ITIOBEPKW» B pEaKLIMM ¢ U3MeHeHueM Ne |,

CBelleHus 0 METONIMKAX (METO/aX) H3MEPEHUIL: OTCYTCTBYIOT.

TexHnyeckue  HOpMAaTHBHBIE  IIPaBOBBIE  aKTBI M TeXHUYECKHE JIOKYMEHTBHI,
yCTaHaBIUBAIOIIINE:
TpeOOBaHMs K THITY CPEACTB U3MEPEHHUIA:

TEXHUYCCKAs JIOKYMEHTAIMS NPOU3BOAUTEIA (PYKOBOJICTBO MO KCILTyaTaIuH);
METOJIMKY IMOBEPKH:

MPB MIL.MH 3472-2022 «Cuctema obecrieyeHns eIuHCTBa nsMepenuit PecnyOnvku

benapyce. Ammimdukaropst aerexktupyromme JIT. Meroauka IIOBEPKU» B PENAKLMH C
u3MenenueM Ne 1,

[lepeuenn cpe/IcTB MOBEpKHM: NpeIcTaBieH B Tabmie 4.



Tabmna 4

HanmMeHOBaHME U THIT CPEJICTB TOBEPKU
Perucrpatop TeMneparypsl ¥ BiaxkHocTH testo 174H
KonTponsHsie pacTBops! (yopeciienna, npuroToBIeHHbIE IO METOJMKE, PUBEACHHON B
npuioxxenuu b MPb MIT.MH 3472-2022

[lpumeuanue — JlomyckaeTcss NPHMEHATH JpyrHe CpEICTBAa IIOBEPKH, O0OCCIICYMBAIONIME
ONPENEJICHUE METPOJIOTHYECKHX XapaKTEPUCTHK ¢ TPeGYEMON TOUHOCTEIO.

Mentudukauns nporpaMMHOro oGeceyeHuUs: peICTaBIeHa B Ta0IuIe 5.

Tabnuua 5

Howmep Bepcun 10
(neHTHQUKAMOHHBIN HOMED)

RealTime PCR V7.9

Hnentnduxanmonnoe nanmenosanue 110

3aK/IIOYEHUE O COOTBETCTBHHM YTBEP/K/IEHHOTO THIIA CPEICTB U3MEpeHni TpeboBaHUAM
TCXHUYECKMX HOPMATHUBHBIX IIPABOBBIX AaKTOB W/MIIM TEXHHYECKOW JOKYMEHTALUH
NpOU3BOIUTENA: aMIUIHuKaTop Jerekrtupyrommii JITmpaitv Ne ASD403 COOTBETCTBYET
TPeOOBAHUAM  TEXHHYECKON  JOKYMEHTAllMM  MPOM3BOJUTENS (pyxoBoACTBa IO
9KCIUTyaTaluu).

IIponsBonutensb cpencts uamepenuii

00O «HIIO JIHK-Texuonmorus», Poccuiickas ®eneparist

142281, Poccuiickas ®enepanus, MockoBckas 06acTs, 1. [IporBHHO,
yi1. XKenesnogoposxxuas, 1. 20

YIOJTHOMOYEHHOE  IOpHMAMYECKOE  JIMIIO, NPOBOJUBILEE  HCIBITAHUA  CPEJICTB
U3MEPCHUH/METPOIOTMYECKYIO KCIEPTH3Y €IMHUYHOrO JK3EMILISPA CPEICTB U3MEPECHUI
Pecny6ikanckoe ynurapHoe npeanpustue «benopycckuii FOCYJapCTBEHHBIH WHCTUTYT
Mmetponorun» (beal M)

Pecriy6imka Benapycs, 220053, r. Munck, CrapoBuieHckuil TpakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

Hpunoxkenus: 1. ®ororpadun o6uero Buga cpeacts U3MEpeHuii Ha | nmucre.
2. Cxema (PHCYHOK) ¢ yKa3aHMEM MecTa JUIS HAHECEHUS 3HAKA MOBEPKH
CpeACTB U3MEpPEHUt Ha 1 JucTe.

Hupexrop benl'MIM A.B. Kazauok

J



[Ipunoxenue 1

(obs3arenpHOE)
®otorpadun o01Iero BU1a CpeACTB U3MEPEHMUIA

Pucynok 1.1 — ®otorpadus oduiero Busia amiuindukaropa AeTEKTUPYIOIIETO
HTnpaiim Ne A5D403

Pucynok 1.2 — ®ororpadust MapKHpOBKH aMILTU(BUKATOPA IE€TEKTUPYIOLIETr0
JATnopaitm Ne A5D403



ITpunoxenue 2
(obs3aresnbHOE)
Cxema (pHCYHOK) € yKa3aHHEM MeCTa [lsl HAHECeHHs 3HAKA TTOBEPKH CPE/ICTB H3MEpEeHUIA

Mecto 119 HaHeceHus
3HAKA MOBEDKH

PucyHok 2.1 — Cxema (pHCYHOK) ¢ yKa3aHHEM MecTa JUTS HAHECEHHS 3HAKA TTOBEPKHU



