I'OCYJAPCTBEHHBIII KOMATET JI3SIPAKAVHBI KAMITAT

ITIO CTAHJAAPTHU3AIIN ITA CTAHJAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCH POCITYBJIIKI BEJAPYCH

CEPTUOUKAT .
OB YTBEPKAEHUU TUITA CPEACTB UIBMEPEHUH

Ne 18543 ot 10 mapta 2025 .

Cpok me#cTBuUs: OeCCpOUHBII

HanmMeHoBaHME TUIIA CPENICTB U3IMEPEHUIA:
Aviumpukarop AetekTupyromui ATnait 5S1 Ne A7JD06

[IpousBonuTEND:
000 «HITO JHK-Texnonorus», r. [lporeuno, Poccniickasa @eaepanus

Brigan:
000 «bBUOMEIHNKA», r. Munck, Pecmy6sinka benapych

JIOKyMEHT Ha MOBEPKY:
MPE MIILMH 4205-2025 «Cucrema ofecnedeHHsi eAWHCTBa H3MepeHHH Pecmy0/uku
Benapych. AMmmngukarop aerekrupyromui JATaadt SS1. Meroauka noBepKu»

WHTepBasl BpeMeH: MEeX/Ty FOCYyJapCTBEHHBIMHU ITOBEpKaMu: 12 Mecsnes

Tun cpencTB mW3MEpeHHM yTBEpXKAEH IIOCTAHOBIEHHEM 1 OCYIapCTBEHHOIO KOMHTETA
o cranmaptu3anuu Pecmy6nnku bemapycs ot 10.03.2025 Ne 30

CpencrBa mM3MepeHHMI ITaHHOIO THUIA CPENCTBA M3MEPEHMM, IPOM3BOAMMEIE B IIEPHOJ CPOKa
JOeicTBUS  maHHOro  ceprudukara o0  YTBEpXKAEGHUMM THUIIA  CPEACTBA  U3MEPEHHH,
WM YTBEPKICHHBIA THUI €OUHMUYHOIO OJK3EMIUIIpAa CPEACTBA HM3MEPEHMM paspeIIaroTCsa
K IpPUMEHEHWIO Ha TeppuTopuu PecmyOnuku bemapych B COOTBETCTBHH C IIpHJIaraeMbIM
OTIMCAaHMEM THUIIA CPELICTBA U3MEPEHU.

3amectureins [Ipencenarens N.A KucneHko




OITMCAHUWE TUIIA CPEJICTB U3MEPEHUIA
IPUIOKEHHUE K CepTU(UKATY 00 yTBEPKAECHUHU THIIA CPECTB U3MEPEHUM
OT 70 corprreey 2025T. Ne /59543

/

HavMeHOBaHME TUIIA CPEIICTB U3MEPEHUI U X 0003HAYEHNUE:!
Ammmdukarop gerextupyromuit I Tnaitr 5S1 Ne A7JD06

Hasnauenue u 06/1acTh IPUMEHEHNA:

Avmmmdukatop merektupyrommit JTmat 5S1 Ne A7ID06 (nanee — aMILM(UKATop)
IpenHasHayeH JUIs W3MEPEHHsT WHTEHCUBHOCTH (DIYyOPECUEHIMH MpH ONPCACICHUN
coaepanus hparMeHTOB [eNeBoit 1e30KkcuprOoHyKienHoBo# KucaoTs! (JJHK) - KoHeyHoro
IpoayKTa nonuMepasHoi neHHo# peakuuu (I1LIP) - B IHK uccnexyemoro obpasiia.
O61acTh MpUMEHEHHsI — ITPU 00eCTIeUeHUHN 3alllUTh] )KU3HU U 3J10POBES YEJIOBEKA, OKa3aHUU
MEINIIMHCKON [TOMOILH.

Omnucanue:

[lpwHIMIT meicTBUS aMmIun@UKaTopa OCHOBAaH HAa M3MEPEHUHM C IIOMOIIBIO OINTHYECKOrO
nerektopa (GIYyOpecleHTHOrO CHUTHAla, MCIyCKAeMOrO B XOJE€ IOJMMEDPAsHOM IermHOH
peakUuy ToJ BO3JEHCTBHEM H3IydeHUs BO30YKIEHHMS B Ka)XIOM LMUKIE TEMIIEpaTypHO-
KuHeTH4ecKol ammmbukamuu monekyn JHK, ¢ wucnonssosanunem B I[P Habopos
peareHTOB. MHTEHCHBHOCTH (IIyOpECLEHTHOIO CHIHala [IpONOpUUOHAIbHA KOTHYECTBY
aMHnH(bHuMpOBaHHLIX dbparmentoB JIHK (mpomykra IIIP). M3mepeHrne HMHTEHCHBHOCTU
(IIyOPECIIEHTHOTO CHTHAIA OCYIIECTBIAETICS B DEXMME PEATLHOIO BPEMEHH 3a CUeT
BBEJICHHBIX B PEaKIUI0 (DIyOpecHUpyrOlHUX KpacUTeslel, ClIyKaluX WHAUKATOPOM
yBeIHUeHHs KonuyecTBa uckomont JIHK.

YpapieHue aMITTH(QUKATOPOM OCYUIECTBIIETCS [IPU [IOMOLLK ITPOrPaMMHOr0 odecnedeHus
RealTime PCR, ycTaHOBIIEHHOrO Ha BHEUIHWH NepcOHaNBHBIN KomIbroTep (nanee - I1K).
M3mMepeHue IporucxXoIUT B ONITUYECKOHN YacTh pudopa, pe3yabTaThl U3MEPEHUNA BEIBOIATCS
Ha 3KpaH MoHuTopa [1IK.

®otorpaduu obIIero Buaa CpeCTB U3MEPEHU N TIPEICTABICHBI B MPUIOKEHNH 1.
CxeMa (PUCYHOK) ¢ yKa3aHHEM MeCTa JJIi HAaHECEHHUs 3HaKa IIOBEPKU CPEJCTB M3MEPEHUN
IpeLCTaBlIeHa B IPUIIOKEHNH 2.

OO0s3aTenbHbIe METPOIOTUYECKHE TPeOOBaHU: MIpeICTaBIeHb! B Ta0muIe 1.

Tabnuna 1

Hanmenopanue . 3HaueHue
Jlnanazon u3MepeHuil MHTEHCUBHOCTH (DITYOPECUEHITMI ot 1 mo 100
[Ipenen nomycKkaeMoro OTHOCUTEIBHOTO CPEAHETO
KBaJpaTUYECKOTO OTKJIOHEHUS [IPU U3MEPEHU N UHTEHCUBHOCTH 5
bayopecuenunu, %

OCHOBHBIE . TEXHUYECKUE = XApPaKTEPUCTUKU U  METPOJOTUYECKHE  XapaKTEPUCTUKH,
HE OTHOCSIMECS K OO0sS3aTeNbHBIM METPOJIOTMUECKUM TpeOOBaHUsM: IIPEJCTABICHEl B
Tabnuie 2.



Tabnuua 2

HaumenoBanue 3HadeHue
JlnanazoH HanpspkeHui nuTaromeit cetn™, B ot 100 no 240
[aGapuTHBIE pasMepbl*, MM, He Golee 210x480x%310
Macca*, kr, He Ooliee 17
VYcnoBus oKCIUTyaTaliuu ™
JUAIa30H TeMIIepaTyphl OKPY Karollero Bosnyxa, °C ot 5 1o 35
OTHOCHUTENbHAS BIIAXKHOCTH OKPYKAFOIIEero Bo3ayxa, %, He OoJee 80
* ComracHO JOKYMEHTAIIUU IIPOU3BOAUTENS, IIPU IIPOBEAEHUM METPOIIOTHUCCKOM
OKCIIEPTHU3EI XapaKTSPUCTUKU HE IIOITBEPIKIAIUCE

KoMrutekTHOCTh: TIpeficTaBiieHa B Tabmuue 3.
Tabnnua 3

Haumenosanue Komnmuectso

Ammindukarop perextupyromuit I Tnaiir 5S1 Ne A7JD06 1

PYKOBOL[CTBO I10 SKCITyaTallku1

Ka6ens cBsa3u ¢ kommprotepom, Tuna USB 2.0 High Speed A-B

CeteBoli IHYP-COCTUHUTEID

[TpenoxpaHUTENU IJIABKUE

el I I N

KoMmaxT-n1uck ¢ IpOrpaMMHBIM obecreyeHueM

MecTo HaHECCHHS 3HAaKa YTBEP)KIIEHUS TUIA CPEICTB U3MEPEHUH: 3HAK YTBEPXKIECHU THIIA
CPENICTB M3MEPEHMI HAHOCUTCS Ha TUTYJIBHBIN JINCT PyKOBOJCTBA 110 SKCILTyaTallyu.

[Tosepka ocyiectisercs mo MPb MIL.MH 4205-2025 «Cucrema oOecriedeHus €JUHCTBA
m3Mepenuii Pecry6nuku  Bemapycs. Ammundukarop nerexrtupyromuit JTmadr 5SI.
Metoarka MOBEPKUY.

Ceenenus o MeToaMKax (MeToax) U3MEPEHUM: OTCYTCTBYIOT.

Texnuueckre  HOpPMATWBHBIC  MPABOBBIE  aKThl WU TEXHUYECKME  JOKYMEHTEI,
yCTaHaBIUBAIOIIHE:
TpeOOBaHUS K TUITY CPEICTEB U3MEPEHUINA:

TEXHUYECKAS JOKYMEHTAIMS TPOU3BOIHUTENS (PyKOBOACTBO I10 IKCIUTyaTallun);
METOJINKY TIOBEPKHU: ‘

MPE MIL.MH 4205-2025 «Cucrema obecreueHus eUHCTBa U3MepeHuil PeciryOimuku
benapych. Ammndukarop aerektupyromuit J[Tnait 5S1. Meronuka oBepKuy.

[lepeueHb CpelICTB MMOBEPKU: IPECTABIIEH B Tadnule 4.

Tabmma 4

Haumenosanue u Tun CpCACTB IIOBCPKHU
PerucrpaTop TeMnepaTyphl ¥ BiaaxHocTH testo 174H
KoHTponbHBIE pacTBOPEI (IIyOpECIenHa, IPUTOTOBJIEHHBIE 10 METOMKE, IPUBEICHHON B
npminoxenuu b MPb MIL.MH 4205-2025

[Tpumeuanue — JlomyckaeTcss WPUMEHSTH JPyTHe CPEACTBa IIOBEPKH, OOECIEUHMBAIONINE
OIPEICICHIE METPOIOTHYECKIX XaPaKTEPUCTUK ¢ TpeOyeMOoil TOUHOCTEIO.




WnenTudukanys IporpaMMHOT0 00€CIIeUeH!A: IIpeicTaBleHa B TabIuIe 5.

Tabmuita 5

Howmep Bepcun [10
WnentudukanponHoe HauMmeHoBarue [10 N
(naeHTH(UKAIIMOHHBIA HOMED)
RealTime PCR v7.9

3aKIIIOUEHHE O COOTBETCTBHMHM YTBEPXKICHHOTO THUIIA CPEACTB M3MEPEHMH TpeOOBaHUAM
TEXHUYECKUX HOPMATHUBHBIX IPAaBOBBIX aKTOB W/MIM TEXHUYECKOW HTOKYMEHTAllUU
IPOU3BOAMTENS, a TaKKe TEXHUUECKOMY 3aJaHMIO 3asBUTEN HA METPOJIOIMYIECKYIO
SKCIIEPTU3Y B OTHONIEHWH SIMHHYHOTO SK3EMILLIPA CPEJCTBA M3MEPEHMIM: aMIUTH(PUKAaTOP
nerextupytomuii JTmaiir 5S1 Ne A7JD06 cOOTBETCTBYeT TPEOOBAHHUAM TEXHUIECCKOH
JOKYMEHTALMHU [TPOU3BOAUTENS (PyKOBOJCTBA IO KCILTY aTAIlUH).

[Ipou3BOAUTEN CPEACTB U3MEPEHUN

000 «HITO JHK-Texuonorus», Poccuiickas enepanus

142281, Poccutickas ®enepanusa, Mockosckas obacTs, I. [IpoTBUHO,
yi1. XKenesnopopoxHas, a. 20

VIOTHOMOYEHHOE  IOPUIMYECKOE  JIMIO,  I[IPOBOJAMBLIEE  HCHBITAHHA  CPCACTB
U3MEPEHUI/METPOIOTHUECKYIO SKCIEPTU3Y ESIMHUYHOIO DK3EMIUIAPA CPENCTB M3MEPCHUN
PecryOukaHCcKOe YHUTapHOE TMpennpusithe «benopycckull rocynapCTBEHHBIM HMHCTUTYT
metposaorun» (beal M) '

PecnyGivka benapycs, 220053, r. Munck, CTapOBHIEHCKUHA TPAKT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Ipunoxenus: 1. ®oTtorpaduu ob1Iero Buaa CpeAcTB U3MEpeHnil Ha 1 ucte.
2. Cxema (pUCYHOK) C yKa3aHMEM MecCTa ]I HAaHECEHMUS 3HaKa IIOBEPKHU
CpencTB u3MepeHuil Ha 1 mucre.

Hupektop benl UM A.B. Kazauok




[Ipunoxenue 1
(oGs3aTenpHOE)
doTorpaduu 00IIETo BUIA CPEACTB U3MEPECHHUI

DTlife 5

00:00:88 20.0°C
A7JDO6 Ready

{? AHK-TEXHONOrug

Pucynok 1.1 — @ortorpadus obmiero Buga aMnnuukaTopa AeTeKTUPYIOIIETO
HTnait 5S1 Ne A7JD06

S —
) QHK-TEXHOSIOTUS Real-time MLP
AwnnudukaTop AeTekTupytowuit ATnant 581

TY9443-003-96301278-2010

2024 A7JD06 (€ Eﬁ,

-~ 000 «HFIO [IHK-TexHonorus» .,
] l #oceosckan OBnacTs, rMpoTauHo, yi. XenesHoaoponsan. 3;53
Ter ‘maes: (485) 980-45-55, email: mal@dna-technoiogy

Pucynox 1.2 — ®@oTorpadus MapKUpPOBKY aMILTH(PHUKATOPA JETEKTUPYIOIIETO
JTmaéit 5S1 Ne A7ID06



[Tpunoxenue 2
(obOs13aTemBHOE)
CxeMa (PHCYHOK) ¢ yKa3aHUEM MeCTa [UIsl HAHECEHNUSI 3HaKa TIOBEPKH CPEJICTB U3MEPEHUH

MecTo Ot HaHeCEHUS
3HAKA ITOBEDKH

e

DTlite 5

ooEn:ee 28.0°C
A7 JD86 Ready

Pucynox 2.1 — CxeMma (pHUCYHOK) C yKa3aHHEM MeCTa JUI1 HAHECEHH 3HaKa IIOBEPKU



