T'OCYJIAPCTBEHHBII KOMUATET JI3SIPAKAYHBI KAMITAT

IIO CTAHJAPTHU3AIINN ITA CTAHIAPTBI3ALIBIT
PECITYBJIMKHU BEJIAPYCh POCITYBJIKI BEJIAPYCH

CEPTUOUKAT
OB YTBEPXKJIEHNU THUIIA CPEACTB U3MEPEHU

Ne 18548 ot 10 mapra 2025 1.

Cpok nedicTBusi: GeccpOoUHbIi

HavmMmeHOBaHME TUIIA CPEICTB U3MEPEHUIA:
Avmumnpukartop aerekrupyromuid ITaaiT 5S1 Ne A7K309

IIponsBoauTens:
000 «HITO JHK-Texnoaorus», r. [IporBuno, Poccuiickas @exepamus

Brinan:
000 «bUOMEIHUKAY, r. MuHck, Pecny6iuka Beaapych

JIOKyMEHT Ha MOBEPKY:
MPb MILMH 4205-2025 «Cucrema ofecnedeHHsi eIHHCTBAa H3MepeHHH PecmyOauku

benapycs. AMmuingukartop gerexktupyromuii J{Taaiir 5S1. MeToauka moBepkm»

HHuTepBall BpeMEHU MEX]Ty TOCYJapCTBEHHBIMHU MTOBEpKaMu: 12 MecsueB

Tum  cpencTB M3MEpEHUH YTBEpXKAEH IIOCTAaHOBICHHEM [ OCYIapCTBEHHOrO0 KOMUTETA
o crannaptusanuu Pecry6nmku benapycs ot 10.03.2025 Ne 30

Cpencrsa M3MepeHMH NaHHOTO THUIA CPENCTBa M3MEPEHHH, MPOWU3BOAMMBIC B IIEPHOJ CPOKA
JNEWCTBUS  JaHHOrO  cepTuukara 00  yTBEpXKAEGHHH THIIA CpPEACTBA  HM3MEpCHHI,
WM YTBEPXKAECHHBIA THUI E€AMHUYHOTO OSK3EMIULSIpa CpEICTBAa H3MEPCHUM pa3pelaroTcs

K IIPUMCHCHUIO Ha TCPPHUTOPHHU Pecn}"GHI/IKH ECHaPYCB B COOTBCTCTBHUHU C IIpHUJIaracMbIM
B

OIIMCaHUECM THIIA CPEACTBA I/I3Mep€HI/II7L

3amecturens [Ipeacenarens N.A Kucnenko




OIIMCAHUME TUIIA CPEJICTB VN3MEPEHUIA
IPUIOKEHUE K CepTUUKATy 00 yTBEp KIEHUH THIIA CPEICTB U3MEPEHUNI
oT 72 /cce%/u/:/oé/ 20 25T. No /54548

HauMeHoBaHHUE THITA CPEIICTB U3MEPEHUN U UX 0003HAYCHHE:
Ammmndukarop aerextupyromuit JIToait 5S1 Ne A7K309

Hasnauenue u 001acTh IPUMEHEHUA:

Ammmndukarop perextupyromuit JTnair 5S1 Ne A7K309 (manee — amminduxarop)
IpenHasHaueH JJid WM3MEepPEHHMs MHTEHCUBHOCTU (DIyOpPECUECHLMU IIpU OIPEACICHUN
colep Kanms (hparMeHTOB LeNeBoi ae30KkcuprudonykienHoBoi kucnotsl (JJHK) - koreunoro
IpoAyKTa HonuMepasuoi enHoi peakiwu (I1LP) - B IHK uccnenyemoro obpasna.
O6acTs IpUMEHEHHUS — IIPU 00eCIIeYeHNH 3aLHUThI )KU3HU U 3J0POBbsI UEJIOBEKA, OKA3aHUN
METUIMTHCKOM ITOMOILH.

Omnwucanue:

[IpuHIMn AefcTBUS aMIUTM(UKATOpa OCHOBAH HA W3MEPEHUU C IIOMOIIBIO ONTHYECKOIO
IEeTEeKTOpa (IYyOPEClEHTHOIO0 CUTrHalla, MCIIyCKAeMOrO0 B XOJE€ IIOJIMMEPAsHON IeIHOMU
peaKiuy I0J BO3LCICTBHEM M3TyYeHWs BO3OY)XIEHHS B KaXIOM LUKIE TeMIIepaTypHO-
KuHeTudecko amrmmubukanun moiekyn JHK, c¢ wucrmons3oBanuem B 1P HabGopos
peareHToB. MHTEHCHMBHOCTh (IIyOPECLEHTHOIO CHUTHAajJa MPONOPLUAOHAIBHA KOIUYECTBY
amrumnduuupoBanabiX (pparmentos JHK (mpomykra IILIP). M3MmepeHue WHTEHCHBHOCTH
(DIIyOpECLIEHTHOTO CHTHAJa OCYIIECTBIAETCA B DEKUME pPEalbHOro BPEMEHH 3a CUET
BBCJICHHBIX B PEAKIUI0 (DIyopecHUpyroUMX KpacuTelel, CcloyKaluX HHAUKATOPOM
yBEIWYEHU KonndecTBa uckomoit JIHK.

YrpapiieHrue aMIUTH(GUKATOPOM OCYIIECTBISIETCS IIPYU MTOMOIIX IPOTpaMMHOro 00ecIIedeHusI
RealTime PCR, ycTaHOBIEHHOrO Ha BHEIUHHWI MEpCOHANbHBIN KoMmbproTep (nanee - 11K).
M3MepeHue TporuCXOIUT B ONITUYECKOM YacTu Npudopa, pe3yabTaThl U3MEPEHUN BBIBOASITCS
Ha dKkpaH moHuTopa IIK.

dotorpadun obmero Buga CpeAcTB U3MEPEHUN IIPECTABIEHE] B IPUIOKEHUH 1.
CxeMa (pUCYHOK) C YKa3aHHEM MECTa JJII HAHECEHUS 3HAKa IIOBEPKHU CPENCTB M3MEPEHMMU
OpeACTaBIeHa B IPWIOKEHUH 2.

OO6s3aTebHBIE METPOJIOTMYECKIE TPEOOBAHMUS: TIPEACTABIEHE! B TabIMIe 1.

Tabnmrua 1

HaunmenoBanue 3JHaueHue
Jlnana3oH u3MepeHn HHTEHCUBHOCTHU (DIIYOPECIICHITUH - ot 1 no 100
IIpenen qomyckaeMoro OTHOCUTEIBHOTO CPEIHETO
KBaJpaTUYECKOrO OTKIIOHEHHUS [IPY M3MEPEHUN UHTEHCUBHOCTH 5
duyopecuenuu, %

OcHOBHBIE ~TEXHMYECKHE XapPAKTEPUCTMKA M METPOJOIMYECKME  XapaKTEPUCTHKH,
HE OTHOCHIUMECS K 00sA3aTeNBHBIM METPOJIOTHYECKUMM TpeOOBaHUSIM: IPECTaBICHBl B
Tabmuue 2.



Tabmuma 2

HanmMenosanue 3HavyeHue
Jlnama3oH HanpspKeHUH nuTarouel cetu™, B ot 100 mo 240
["abapuTHBIC pazMepsl®, MM, He Oonee 210x480x310
Macca*, xr, He 6oee 17
VYcnoBus 9KCIUTyaTallun™:
JMaITa30H TeMITepaTypPhl OKPY KAroIero Bo3nyxa, °C _ ot 5 o 35
OTHOCHUTEIBbHAS BIAKHOCTH OKPYKAFOIIEro Bo3ayxa, %, He Ooiee 80
* CortacHO JJOKYMEHTAIUU IIPOU3BOIUTEILS, IIPY IIPOBENEHUN METPOIOIMYCCKON
5KCIEPTU3B! XapaKTEPUCTUKU HE IOATBEPIKIAIUCE

KommiekTHOCTB: IpeicTaBiena B Tabaurie 3.
Tabmuua 3

Haumenosanue KomnuuectBo

Avmndukarop aerektupyromuit J{Toaidt 5S1 Ne A7K309 1

PyKOBOJCTBO 1O 3KCIUTyaTalluu

Kabens csa3u ¢ kommbioTepoM, Tuna USB 2.0 High Speed A-B

CeTeBoi IHYP-COEIUHUTEND

ITpeoXpaHUTENHN IIABKUE
KoMTakT-aucK ¢ TporpaMMHBIM 00€CIIEYeHUEM

— DN = = | =

MecTo HaHeCEHUS 3HaKa YTBECP2KACHUS THUIIA CPEIACTB I/ISMepGHI/IﬁZ 3HAK YTBCPXKIACHUA THUIIA
CpCaCTB HSMepeHI/Iﬁ HaHOCHUTCA Ha TPITyJ'IBHI:Iﬁ JIUCT PYKOBOZCTBA I10 3KCILIyaTalluu.

[Toeepka ocymectristercs mo MPb MIL.MH 4205-2025 «Cuctema o0OecriedeHus eIUHCTBa
m3Mmepennit PecnyGnuku benapyce. Ammumdukarop pmerextupyromuit JTmair 5S1.
Metoauka MOBEPKU».

CeelleHHs 0 METOMKAX (METOJ1aX) U3MEPEHUI: OTCYTCTBYIOT.

Texnuyeckue  HOPMATHBHBIE  IIPaBOBBIE  AKTBl M TEXHUYECKUE  JTOKYMEHTEI,
yCTaHaBJIMBAIOIIHE!
TpeOOBaHUS K TUITY CPEICTB U3MEPEHUI:

TEXHUYECKAs JOKYMEHTAMs IPOU3BOAUTENS (PYKOBOACTBO 10 IKCILTyaTalllun);
METOIUKY IOBEPKHU:

MPBE MIT.MH 4205-2025 «Cuctema obecrieueHus eUHCTBa U3MepeHuit PecmyOnuku
Benapyces. Amrumudukatop nerekrupyromuii J{Tmait 5S1. MeTtonuka IOBEpKM».

ITepedeHb CpeCTB MOBEPKU: MIPEACTABIEH B TabauLle 4.

Tabma 4

HauMeHOBaHME W THII CPSIICTB TOBEPKH
PeructpaTop TemIiepaTtypsl U BIaxxHOCTH testo 174H
KouTtponbHbIe pacTBOPEI (hIyopeclierHa, IPUTOTOBICHHBIE 10 METOAUKE, IPUBEICHHON B
npwioxenun b MPb MIL.MH 4205-2025
[Mpumeuyanue — JIomycKaeTcs MPUMEHATH JAPYTHE CpPEACTBA IIOBEPKH, OOECHEYMBAOIIME
OIPEICIICHHES METPOJIOTHUSCKUX XapPaKTEPUCTHK ¢ TpeOyeMoH TOYHOCTBIO.




W nenTudukamys mporpaMMHOro o0ecIieueH s: IPeICTaBIeHa B TaOIuLE 5.

Tabmuua 5

Howmep Bepcun 110
Wnentudukanuonnoe HanMmeHoBarue 110 "
(uneHTH(GUKAIIMOHHBIN HOMED)
RealTime PCR v7.9

3aKII0YeHre O COOTBETCTBHM YTBEPIKICHHOT'O THUIA CPEACTB H3MEpEeHHH TpeOOoBaHUAM
TEXHUYECKMX HOPMATHBHBIX IIPABOBBIX aKTOB W/WIM TEXHUYECKON IOKyMEHTALUU
IPOU3BOJUTENS, & TaKXKe TEXHUUYECKOMY 3aJaHMIO 3aiBUTEIA Ha METPOJIOIMYECKYIO
SKCIIEPTU3Y B OTHOIIEHWH €AMHUUHOTO K3EMIULIpa CPEICTBA M3MEPEHUN: aMIUIA(pUKATOP
nerextupyromuit JITnair 5S1 Ne A7K309 coorBercTByeT TpeGOBAHUAM TEXHUUECKOU
JTOKYMEHTALIUY [TPOU3BOAUTEIS (PYKOBOACTBA TI0 HKCILTyaTalluHm).

[IpousBoUTENH CPECTB USMEPEHUN

000 «HITO JHK-Texuonorus», Poccuiickas @enepanus

142281, Poccmiickas @enepanus, MockoBckasi 00macts, I. [IpoTBuHoO,
yi. XKenesnonopoxHas, a. 20

YHonHOMOYEHHOE  IOpUAWYECKOE  JIMIO0,  IPOBOAUBLIEE  HUCIBITAHUA  CPEACTB
U3MEPEHUI/METPOTOTUYECKYIO SKCIEPTU3Y EMMHUYHOTO DK3EMIUIIpa CPEACTB N3MEPEHHUH
PecniyOnukaHckoe yHUTapHOe Npeanpusatue «benopycckuil rocymapCTBEHHBIM MHCTUTYT
merpoiorun» (benl M) '

Pecny6mmka benapycs, 220053, r. MuHck, CTapOBUIEHCKHH TPakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[punoxenus: 1. @ororpaduu obuiero Buia CpesicTB U3MEPEHHH Ha 1 sncre.
2. Cxema (pUCYHOK) C yKa3aHHEM MecCTa [IJI1 HAaHECEHUs 3HaKa ITOBEPKHU
CpEJICTB U3MepeHuit Ha 1 nucre.

upextop ben UM A B. Kazauok




[Tpunoxenue 1
(oGs3aTenBHOE)
dororpaduu o0IIero BUAa CPEACTB H3IMEPEHUH

DTlite

00:08:00 20.0°C
A7JDO6 Ready

Pucynok 1.1 — @ororpadus obmiero Buaa aMIIupUKaTOpa AETEKTUPYIOMIETO
HTmair 5S1 Ne A7K309

“ AHK-TEXHONOrUs Real-time P

AvnnudukaTop aetektupyrowumi ATnanT 581
TY9443-003-96301278-2010

2024 A7K309 C€ [AL

OO0 «HMO OHK-TexHonorus»
! i Wlvtiiezs OBnacte, r.MpoTeuHo, yn. Xenesuwogopouwssa 1 20

4%5) 550-45-55 email- mail@@dna-technotog, -

Sy s

Pucysox 1.2 — ®ororpadus MapKUpOBKY aMILTH(PHUKATOPA JETEKTUPYIOIIETO
JTnawt 5S1 Noe A7K309



[Tpunoxenue 2
(oOs3aTenBHOE)
Cxema (PECYHOK) € YKa3aHHEM MeCTa JJIs HAHECEHHUsI 3HaKa IIOBEPKU CPEJICTB H3MEPEHUH

MecTo g HaHeCSHUS
3H4Ka ITIOBEPKU

DTlite 5

08:00:08 20.0°C
A7JIDBE Ready

~ { BHK-TEXHONOr#A

Pucynok 2.1 — Cxema (pUCYHOK) C YKa3aHUEM MeCTa JUIsl HAHECCHMS 3HaKa IIOBEPKU



