I'OCYJAAPCTBEHHBIA KOMUTET JBAPKAYHBI KAMITOT
IO CTAHJAPTU3AIIUA ITA CTAHJAAPTBI3ALBII
PECIIYBJIMKH BEJIAPYCH POCITYBJIIKI BEJIAPYChb

CEPTU®HKAT _
Ob YTBEPK/JIEHUU TUIIA CPEACTB U3MEPEHUHA

Q—I.B Ne 19275 ot 30 oxTtsi6ps 2025 .

Cpox neicTBus: O€CCpPOUHBIi

HanmMeHoBaHuUE TUIA CPEACTB U3MEPEHHIA:
AMnim¢pukarop aerekrupyrwomuii I Tnait 4S1 Ne A71204

[IpousBoauTens:
000 «HITO JHK-Texuo/sorus», r. [IporBuno, MockoBckast 00.1., Poccuniickas ®@eaepauus

Brigan:

[locynapcTBenHoMy yupexaeHuio «Pecny0aukanckuii KIHHHYECKHH MEAHUHHCKHI UEHTP»
VYnpapneuuss jgenamu  [lpesugenta Pecnybauxu benapyeb, KaanoBuuckuit  c/e,
Munckas 00.1., Pecnnydiinka benapych

JIOKyMEHT Ha [OBEPKY:
MPb MIL.MH 4372-2025 «Cucrema oOecneuenusi eguHcTBa u3mepenuii Pecnybiamkn
Benapycs. AMniinpukarop aerexktupyromui IT. Meroauka nosepkun»

MurepBa BpeMeHH MEXKY IOCYAapCTBEHHBIMU MoBepKamu: 12 MecsineB

Tun  cpeacTs u3MepeHMil  yTBEp)KAEH TOCTAHOBJIEHHEM | OCYIapCTBEHHOr0  KOMHUTETA
no cranjgaprusauuu Pecrry6nuku benapycs ot 30.10.2025 Ne 140

CpencrBa M3MEpEHHH AHHOTO TUMA CPEICTBA M3MEPEHHH, MPOM3BOJMMBIE B IEPUOL CPOKa
ACHCTBUS  AaHHOrO  ceprudukara 00  yTBEpXKACHUM  THUIA  CPEACTBA  M3MEPEHMIA,
WM YTBEPXKAEHHBIM THII €JUHMYHOIO JK3eMILIspa CpeicTBa M3MEpPeHMil paspeluaiorcs
K NPUMEHECHUIO Ha Tepputopun Pecnybiuku benapych B COOTBETCTBMM € IIpH/IaraeMbIM
OIMCAHUEM THUIIA CPEJICTBA U3MEPEHUIA.

[Tepserit 3amectutens [Ipencenarens /W A.A Bypak

P
Y M )



OITMCAHME THIIA CPEJICTB U3MEPEHMIA
IpUIOIKEHHE K CCPTUHKATY 00 YTBCPIKICHAHM THIIA CPEJICTB U3MEPEHHI
OT 30 cpeZ 25t 2025 . Ne /67 %5

Hanmenosanue tuna cpescrs U3MEPEHUH U UX 0003HaYCHMUE:
AMmmgukatop sierektupytomuii J{Taiir 4S1 Ne A71204

Hasnauenue n o6nacts TIPUMEHEHUS:;

AMILTMQUKATOpP AeTeKTHpYIOMMit ATnaiir 4S1 Ne A71204 (nanee — aMILTH(QUKATOp)
NIPENIHAa3HAYCH JUIT U3MEePEHHST HHTEHCUBHOCTH (uryopecnieHwmY npu onpeienenyn ColepIKaHUs
(bparmenToB 1eneBoii JC30KCHPUOOHYKIIEMHOBOM KHUC/IOTEI (manee — JIHK) - koHeuHOro
[IPOJLyKTa IOIMMEPA3HOMA LIENTHOM peakimy (nasee — IIIIP) - B THK uccnemyemoro obpasia.
OOGnacts npuMeneHus — NpH 00eCNIeYeHUN 3aIUTE XKHU3HU 1 3[I0POBbS YEIOBEKA, OKA3aHUH
MEIUIMHCKOU [TOMOIIIH.

Omnucaunue:

IIpunuun neiicreus aMIUTH(UKaTOpa OCHOBaH Ha H3MEPEHHUH C MIOMOILBIO ONITHYECKOTO
ACTEKTOpa (IyOpeCleHTHOro CHUrHajla, HMCIYCKAa€MOI0 B XOJIE MOJIMMEPa3HO LeNHOIi
PCaKIAH TOX BO3NEHCTBHEM M3Iy4eHUs BO3GYKICHHS B K&XJIOM LHKJIE TeMIepaTypHO-
KHHETUYECKOH aMIundukaun monekyn JIHK, ¢ wucnone3oBanuem B [P naGopos
peareHToB. MHTEHCHBHOCTL ()TyOpeCHeHTHOr0 CHrHANA [POTIOPIMOHAIBHA KOJIHYECTBY
aMIIHQUUIPOBAHHBIX (PParMeHTOB AHK' (npoxykra ITLIP). Wsmepenne uHTEHCHBHOCTH
¢myopecuenTHoro curmana OCYIIECTBIISCTCS B DPEXKMME PEaTbHOrO BPEMEHM 3a CYer
BBCICHHBIX B PEAKUMIO  (IIyOpeCHUpPYIOIHMX KpacUTENIEH, CIy)aluX HHINKATOpPOM
YBCIMYCHHUSI KOJIMYeCcTBa Hckomoii JTHK.

VYnpasnenue aMIUTH(QUKATOPOM  OCYIIECTBIsEeTCS NPpU  TOMOIIM INPOrPaAMMHOIO
obecneuenus RealTime PCR, YCTaHOBJICHHOTO Ha BHEIIHUH MEPCOHANBHbII KOMITBIOTEp
(manee - TIK). Vsmepenne mnpoucxoaut B omTHueckoii 4acTH mnpubopa, pes3ybTaThl
M3MEPEHUI BRIBOAATCS HA JKpaH MonuTtopa ITK.

['on usrorosienus ykaszan na MapKHPOBOYHOI1 TabuuKke.

Dotorpaduu o6uiero Bua cpeacTs M3MEPEHHUH NPEe/ICTABICHBI B IIPUIIOKEHNH |,

Cxema (puCYHOK) ¢ ykasamueMm MecTa AULA HaHECEHHUA 3HAKa MOBEPKH CPEICTB
M3MEPEHHH IPE/ICTABICHA B IPIIIOKEHHIH 2.

Ob6s3arenpurie METpOIOrHYecKue TpeboBaHus: NpeAcTaBJIeHb] B TabauIe 1.
Tabmuna 1

Haunmenosanue 3HauyeHue
Juanazon U3MEPEHHUI OTHOCUTENIBHOM HHTEHCHUBHOCTH
| dayopecuennun*, %
IIpenen J0IIYCKaeMOro OTHOCUTENLHOT'O CPCIHEr0o KBagpaTHYECKOro
OTKJIOHEHHA IIpHu H3MepeHHH OTHOCHUTEJIbHOK HHTCHCUBHOCTH 5
| bayopecuennun*, %
*OTHOCHTENIBHAY MHTEHCHBHOCTD ¢nyopecuenuuu I; ceszama c MHTCHCHMBHOCTRIO (1yopecLeHInH
KOHTpPOJILHOTO pacTBOpa Npam,,pa, RFU, no dopmyne

— Npacrnopa

I; =————-100,
l NIDO%

rae Nyggo, - HHTEHCHBHOCTD bayopecuenuu KOHTPOJILHOrO pacTBOpa, NpHHUMaemoro 3a 100 %, RFU.
[Tpu aTOM MHTEHCHBHOCTS ryopecnenumnn konTponsHoro pacTeopa npsaMo NponopuHoHanbHa MacCoBO
KOHUCHTPaLMH KOHTPOJIBHOTO PacTBOPa Mo dopmyne

or 1 1o 100

Npamaopa s CK(]HTp.DaCTB.




OCHOBHBIE ~TEXHMUCCKHEC XapaKTCPUCTUKM M METPOJOrMYCCKHC  XapaKTCPHCTHKH,
HE OTHOCAIMecs K 00s3aTelbHBIM METPOJIOTMYCCKIM TpeOOBaHUAM: IIPEACTABICHBI B
Tabauie 2.

Tabmuma 2

HaumMenoBaHue 3HaucHUE
Jlnana3oH HarnpspKeHHH nuraromei cetu™, B or 100 mo 240
HoMunanpHag yacrora nuratomiei cetu™, ['11 50/60
[aGapuTHBIC pa3Mepsl, MM, He Oosee 210%480%310
Macca*, kr, He Gonee 17
Y Ci1oBUs SKCILTyaTalum™:
JMara3oH TEMITEPATyphl OKpyIKaloLero Bo3ayxa, °C oT 5 10 35
OTHOCHTEIBbHAS BIAKHOCTH OKPYIKAIOIIEro Bo3ayxa, %, He boiee 80
*CornacHo JOKYMEHTAIMHI [TPOM3BO/IMTENIs], IPU MPOBEAEHHH METPOJIOTUUECKON SKCIICPTH3bI
XapaKTEPUCTUKHU HE MOATBEPIKIATHCH

KOoMIIIEKTHOCTE: TIpeICTaBIeHa B TabauIe 3.
TaGnuua 3

HaumeHnosanue KomnnuectBo

Ammumndukarop aerekrupyromuit JTmait 4S1 Ne A71204* 1

PyKOBOJCTBO 10 JKCILUTyaTallUu ™

KaGeib cBsa3u ¢ komnprorepoM, Tuna USB 2.0 High Speed A-B

CereBoii kadOenp*

[IpenoxpaHuTeIU [UIaBKUE

el = 2 Ll el

JlucTpuGyTUB ¢ IporpaMMHBIM 00ecreueHnem

*]IpeaocTaBisieTCst B IIOBEPKY

MecTo HaHeCceHUs 3HaKa YTBECPKACHHUS THUIlA CPEACTB H3Mepeﬂﬂﬁ2 3HAK YTBCPKICHHUA THUIIA
CpcacCTB HSMCpeHHﬁ HaHOCHUTCs Ha THTyHBHbIrI JIMCT PYKOBOJCTBA 11O SKCILTYaTalluH.

[Toepka ocyuiectiasiercs no MPb MITLMH 4372-2025 «Cucrema obOecriedeHusi €AHHCTBA
u3Mepennii PecriyOnukn  benapycb. Ammumdukarop aerekrupytommii JIT. Mertoanka
[IOBEPKUY.

CpeleHUs 0 METOAMKAX (METOJaxX) U3MEPEHHIi: OTCYTCTBYIOT.

TexHuyeckue  HOpPMATHBHBIE  IPaBOBble  aKThl M TEXHUYECKME  JIOKYMEHTHI,
yCTaHaB/IMBAIOIIHE!
TpeOOBaHUS K TUILY CPEACTB U3MEPEHUI:

TeXHUYECKas JOKYMEHTAIMs TPOU3BOUTENS (PYKOBOICTBO I10 IKCIUTyaTalluu);
METOJIUKY MOBEPKHU:

MPB MIT.MH 4372-2025 «Cucrema obecriedeHus ¢IMHCTBA n3Mepenuii PecryOinku
Benapyce. Ammundukatop aerexrupyromuii JIT. Meroauka moBepkm».

[lepeueHb cpe/ICTB MOBEPKU: MPE/CTaBiIeH B Tadauiie 4.




Tabmuua 4

HauMmenoBaHue ¥ THIT CPEJICTB [IOBEPKH
PeructpaTop TeMIIcpaTyphl U BjaxkHocTu testo 174H
KouTponbHBIe pacTBOPHI (u1yopeciielHa, IPUIOTOBIEHHbBIE 110 METOJIHKE, TIPUBEIEHHOI B
npuioxkennn b MPb MIL.MH 4372-2025
JlozaTop nuneTouHslil Mexanmyeckuii Biohit Proline (100 - 1000) Mk

IMpumeuanue — JlomyckaeTcs NPUMEHSTh JAPYrHe CPEACTBA MOBEPKH, O00CCIEUMBAOIIME
onpe/ieleHHe METPOJIOTHYECKHX XapaKTepHCTHK ¢ TpedyeMOoH TOUHOCTEIO.

MnentnduKkaiis nporpaMMHOro odecriedenus: npe/acrapieta B radauue S.

Tabnuua 5

Howmep Bepcun 110
(MaeHTH()UKAMOHHBIA HOMED)
RealTime PCR v7.9

Wnentuukannonsoe Haumenosanue 110

3aKIIOYEHHE O COOTBETCTBMM YTBEPIKIECHHOIO THUIA CPEACTB HM3MEPEHMI TpeOOBaHHAM
TEXHMYCCKUX HOPMATHBHBIX IIPABOBBIX AKTOB W/HMIM TEXHHUYECKOH JIOKYMEHTAlUH
MPOU3BOAMTENSI, A TAKXKE TEXHHYECKOMY 3aJaHHIO 3aiBHUTEIS Ha METPOJIOTHYECKYIO
SKCIIEPTH3Y B OTHOIIEHHHU €IMHMYHOrO SK3EMIUIApa CPEACTBA W3MEPEHUI: aMIIpUKaTOp
nerexrupyronmii  J{Tnaiit 4S1 Ne A7I204 coorBercTByeT TpeOOBaHMAM TEXHHYCCKON
JOKYMEHTAIIMH TPOU3BOAUTENS (PYKOBOACTBA 110 DKCILTyaTalluu).

[TpousBoauTeb CPEACTB U3MEPEHUI
000 «HITO JIHK-Texunomnorusy», Poccutickas deneparus
142281, Poccuiickas ®enepannsa, MockoBckas o0mnactp, r. [I[porBuHO,
ya1. XKenesnoaoposxHnas, 1. 20

VIOIHOMOYEHHOE  IOpUIMYECKOe  JIMIO,  MPOBOJAMBIIEE  MCHBITAHUS  CPEJICTB
WU3MEPEHUI/METPOTOTHUECKYIO AKCIIEPTU3Y €IMHUYHOTO IK3EMILIAPA CPEJICTB U3MEPEHUHA

PecriyOnmkaHckoe yHUTapHOe Tpeanpuatue «belopycekuii - rocymapCTBEHHBIM
uHeTUTYT MeTpoioruny» (benl'IM)

Pecry6imnka benapycs, 220053, r. Munck, CtapoBuieHCKuii Tpakt, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Tpunoxenus: 1. @ororpaduu obuiero Buga cpecTs U3MepeHuii Ha 1 jmcre.
2. CxeMa (pUCYHOK) € YKa3aHMEM MeCTa JIIsi HAHECCHUS 3HaKa MOBEPKHU
CpeiCTB u3MepeHuit Ha 1 mcre.

Jlupexrop benl'IM A.B. Kazauox



[Ipunoxenue 1
(oGsA3aTenbHOC)
dotorpadun obIIEr0 BUIA CPEACTB U3MEPCHUIT

AN
|

00:00:00 19.8°cC
A7I204 not ready

@ RHK-1 £ 00100 HA

Pucynok 1.1 — ®otorpadust obmiero Buaa aMIiM@uKaropa 1eTeKTUPYIOIIEro
JTnaiit 4S1 Ne A71204

P S LHK-TEXHOJNOrMA Real-time MLP

AmnnudurkaTtop aetekTupyowmnin OATnant 451

[Y9443-003-96301278-2010

2020 A71204 C€ IRl

("’[\ OO0 «HMNO AHK-TexHnonorus» [“{9]

l WMOCKGBCESH COnacTe,  NPoTenno. yn Heneinoopoxia
Ten iQpaic (485) GBO-45-58 emal malg@ane-lechnology (u

Pucynok 1.2 — @otorpadgus MapKupoOBKY aMIUTM(PUKATOPa AETEKTUPYIOLIETO
JTnaiit 4S1 Ne A71204



[Ipunoxenue 2
(o0a3aTenbHOe)
Cxema (pucyHok) ¢ YKAa3aHUEM MecCTa /U1l HAaHCCCHUS 3HAKA [TOBCPKH CPE/ICTB U3MEPEHUI

Mecto nna nanecenus
3HAKA [10BEPKH

08:00:80 19,.gc¢
A7I204 not ready

Pucynok 2.1 = Cxema (PHCYHOK) ¢ yKa3aHHeM MecTa Ul HaHeCeHus 3HaKa IMOBEPKH




