T'OCYJIAPCTBEHHBIA KOMUTET I3SIPKAYHEI KAMITOT

10 CTAHIAPTH3AIINA TIA CTAHIAPTEI3AITGIT
PECIIYBJIMKHU BEJIAPYCH POCITYBJIIKI BEJAPYCH

CEPTHOUKAT
OB YTBEPJKJIEHWM TAIA CPEJCTB U3MEPEHUIT

Ne 18546 ot 10 mapta 2025 T.

Cpoxk neficTBUA: O€CCpOUHBIM

HaumeHoBaHME THINIA CPENICTB U3MEPECHUIA:
Avnindukartop nerekrupyromuii JITaair 5SS1 Ne A7JD19

IIpousBoaUTENE:
000 «HITIO JHK-Texnosorus», r. [IporBuno, Poccuiickas ®enepanus

Brinan:
000 «<bUOMEJAUKA», r. Munck, Peciy61uka besapych

JIOKyMEHT Ha TTOBEPKY:
MPE MILMH 4205-2025 «Cucrema ofecneueHusl eIHHCTBa H3MepeHHH Pecny0OJuku
Benapycs. AMmimngukarop gerekrupyromui {Tnait SS1. MeToauka noBepKm»

I/IH’TepBEU'I BPEMCHH MCKIY IoOCy JapCTBCHHBIMHU ITOBEPKAMU! 12 mecsinieB

Tun cpencTB w3MepeHM yTBEpXKAECH IIOCTAHOBIEHMEM ['OCYyIapCTBEHHOIO KOMMTETA
o crangapTusauu PecryOmmku benapycs ot 10.03.2025 Ne 30

CpencTBa M3MEpPEHMM MTaHHOTO TUMA CPENCTBa W3MEPEHWM, IIPOM3BOAMMEIE B IIEPHOZ CPOKa
OCHCTBUsS ~ JaHHOrO  cepTudukara 00  YTBEpXKAEGHWM THIA  CPENCTBA  H3MEPEHMI,
WIA YTBEPXKACHHBI THII EIUHUYHOTO OSK3EMIULIpa CPEICTBA H3MEPEHMN pa3pellaroTcs
K TPUMEHEHUIO Ha TEPPUTOPHUU PGCHyGJ'II/IKI/I bemapych B COOTBETCTBUU C IIPUIAraéMbIM
OIMCAaHUEM THUIIA CPECTBA U3MEPEHUN.

3amectuteib [Ipencenarens N.A . KucneHko

et iy



OIIMCAHUE TUITA CPEJICTB N3MEPEHUMN
MIPUIOKEHUE K CepTUDUKATy 00 YTBEPIKIAECHUN TUIIA CPEICTB U3MEPEHNH
oT /L ,ca/z,u/w 20221. Ne /9546

HanMmeHoBaHHE THIIA CPEJICTB U3MEPEHUN U UX 0003HAUCHNE:
Ammumdukarop nerektupyromuii J[Tnadt 5S1 Ne A7JD19

Hasnauenue u 061acTh IPUMEHEHNUS:

Ammmdukarop merexktupyromuit JTmait SSI Ne A7JD19 (mamee — amImudukarop)
IpeIHasHaueH I U3MEPeHMs WHTEHCUBHOCTH (IyOpecLEeHLMH IIPH  OIpeAeICHUH
cofepskaHus (pparMeHToB 1eNeBoit ge3okcuprdonyKinenHoBoi kucaoTel (JIHK) - koneynoro
IpoJyKTa rmonuMepasHoit nenHoi peaxiuu (IILP) - 8 JIHK uccnenyemoro obpasua.
OG6acTs MpUMEHEHUS — IPpH 00eCIIeYeHUHN 3aUTH] )KU3HU H 3J0POBLSI UEIIOBEKA, OKA3aHUU
MEIUIIMHCKOU ITOMOIIIH.

Onucanue:

[TpuHIHMm AeHCTBUA aMIUIM(PUKATOpa OCHOBAH HA W3MEPEHUU C IOMOIIBIO OITHYECKOIO
JeTeKkTopa (IyOpEeCIEHTHOrO CHI'Halla, MCIIyCKaeMOro B XOZE IIOJIMMEPa3sHOM LEIMHON
peaKlUM MO/ BO3AEHCTBUEM M3IIy4eHHs BO30YXKIACHUA B KaKIOM LUKIE TEMIEpaTypHO-
KuHeTHuecko amiuinbukamuun Mojekyn JHK, c¢ wcmomp3zoBanmem B IIIIP HaGopos
peareHTOB. VIHTEHCHUBHOCTH (JIYOPECHEHTHOIO CHUTHAajla MPOINOPLHUOHAIBHA KOIUYECTBY
ammmuuuuponanusix pparmentos JIHK (mpoxykra IILIP). M3MmepeHne MHTEHCUBHOCTH
(QIIyOpPECIIEHTHOrO CHUTHaJla OCYLIECTBIISIETCS B PEKMME pEaNbHOTO BPEMEHM 3a CUeT
BBEJCHHBIX B peakiuio (IyopecHUpPYIOIIUX KpacUTENeH, CllyKalluX HHIAKATOPOM
yBeIU4eHHs KoauyecTBa uckomoit JIHK.

VrpasieHue aMINTUQUKATOPOM OCYIIECTBIIAETCS MIPH ITOMOILY IIPOrPaMMHOT0 00eCIIeUeHIA
RealTime PCR, ycTaHOBICHHOTO Ha BHEIIHWI MMEPCOHANBHEIN KommbroTep (manee - I1K).
W3mepenue MpouCXONUT B ONITUYECKOM YacTu npubopa, pe3yabTaTbl U3MEPEHUI BEIBOIATCS
Ha 5KpaH moHuTopa [1K.

®ororpaduu o6Lero BULa CPeSiCTB U3MEPEHMH IIPENCTABIEHE] B IPUIIOKEHUH 1.
Cxema (pPHUCYHOK) C yKa3zaHHEM MecTa [l HAHECEHHUS 3HaKa IIOBEPKH CPEJCTB M3MEPEHUH
[peJICTaBIeHa B IPUIOKEHUH 2.

OGs3arenbHBIE METPOIOTUYECKHE TPEOOBAHUA: IIPEACTABIEHE! B TadmuLe 1.

Tabmnuma 1

HanmeHnoBanue 3HayeHue
Jlnana3oH u3MepeHUH HHTEHCUBHOCTH (DIyOPECIEHLIUM ot 1 1o 100
[Ipenen momyckaemMoro OTHOCUTENIBHOTO CPETHErO
KBaAPaTUYECKOTO OTKJIOHEHUS [IPU U3MEPEHUN NHTEHCUBHOCTH 5
¢uyopecuennuu, %

OCHOBHBIE ~TEXHUUYECKHE XapaKTEPUCTHMKU UM  METPOIOTMYECKUE  XapaKTEPUCTUKHY,
HC OTHOCAIIMECA K 00A3aTeIbHBIM METPOJIOTMUYECKUM TpeOOBaHUAM: MPEACTABICHEl B
Tabnuie 2.



Tabnuna 2

HauMmeHnoBanue 3HaueHue
Jnanazon HanpﬂmeHHﬁ'nnTafomeﬁ cetu*, B ot 100 mo 240
I"abapuTHBIC pa3Mepsr™, MM, He Oolee 210x480%310 -
Macca*, kr, He 6osee 17
Y cnoBus SKCIUTyaTaruu™:
JIMAaIa30H TEMIIEPATyPhl OKPYIKAIOIIEero Bo3nyxa, °C ot 5 o 35
OTHOCHUTEILHAs! BIIAKHOCTh OKPY KAIOIIEro Bo3ayxa, %, He Oosee 80
* CorracHO JOKYMEHTAIIUU TIPOU3BOIUTENS, IIPH IIPOBEAECHUHA METPOIOIMUECKOM
OKCIIEPTU3BI XaPaKTEPUCTUKU HE IIOATBEPKIAIIUCE

KOMIIIEKTHOCTE: IIpe/icTaBIeHa B Tabmure 3.
Tabmuma 3

HauMeHnoBaHnue KonmnyectBO
Ammmdukarop gerexkrupyronmit I Tnait 551 Ne A7JD19 ' 1

PyKOBO,Z[CTBO 110 SKCITyaTalluu

Ka6ens cs3u ¢ koMmnproTepom, Turna USB 2.0 High Speed A-B

[IpegoxpaHUTENU IIJIABKHE

1
1
CeTeBoi ILIHYP-COETUHUTEND 1
2
1

KoMmakT-aucK ¢ IporpaMMHBIM 00€CTIEUEHUEM

MecTo HaHECEHUS 3HaKa YTBCPKACHUA TUIIA CPCACTB HSMepeHHﬁZ 3HaK YTBCPXIACHUA THUIIA
CpCacTB I/ISMCpeHI/Iﬁ HaAHOCHUTCA Ha THTYHBHBIﬁ JIUCT PYKOBOACTBA II0 OKCIITyaTalluu.

IToBepka ocymectsigercs mo MPb MIL.MH 4205-2025 «Cuctema obecrieyeHus eIUHCTBA
usMepenuit Pecmybnuku bBemapych. Ammuindukarop nerexrupyrommit JdTmair 5SI.
Mero/uka oBepKm».

CaeneHus 0 METOAUKAX (METOaX) M3MEPEHUI: OTCYTCTBYIOT.

TexHuueckue  HOpPMATHBHBIE  IIPaBOBBIE  aKTBl M TEXHUYECKUE  JOKYMEHTEI,
yCTaHaBIUBAIOILHE:
TpeOOBaHUS K TUITYy CPEJICTB U3MEPEHUI:

TEXHUYECKAs JOKYMEHTAIVs IPOU3BOAUTENS (PyKOBOACTBO I10 SKCIUTyaTallHn);
METOJIUKY TIOBEPKH:

MPB MIL.MH 4205-2025 «Cucrema obecneuyeHus equHCTBa u3MepeHuit PecmyGimku
benapycs. Ammudukarop aerexktupyrommit I Tnait 5S1. Metonuka moBepKm».

IlepeueHnb CPeCTB TIOBEPKU: IIPEICTABIECH B TabIuIIe 4.

Tabma 4

HanmMmenoBanue u TUI CPCACTB ITOBCPKHU
PeructpaTop TeMIepaTypbl U BiaxHoctu testo 174H
KouTposipHbIe pacTBOPHI (iIyopeclieuHa, IPUTOTOBIIEHHBIE 10 METONUKE, IPUBEACHHON B
npunoxkenun b MPb MIT.MH 4205-2025
HpHMeanHe — JlomyckaeTcs IPUMEHSATL JAPYTHE CpEICTBA IOBEPKH, 00ECIEeYHBAIOIINE
OIIpeIeNICHIE METPOIIOTHUSCKUX XaPaKTEPUCTHK ¢ TpeOyeMol TOUHOCTEIO.




VnenTrduKanys IporpaMMHOTO 00eCIIEIeHHUS: IIpe/ICTaBlIeHa B TabIuLe S.

Tabmuua 5

Homep Bepeun 110
Unentudukanmonnoe Haumenosauue [10 p BEpe N
(uaeHTHDUKAIIMOHHEIA HOMED)
RealTime PCR v7.9

3aKJIIOYeHUE O COOTBETCTBUHM YTBEPXKIECHHOTO THUIIA CPENCTB M3MEPEHUNH TpeOOBAHUAM
TEXHMUECKMX HOPMATHBHBIX IIPABOBBIX 4KTOB W/WIM TEXHUYECKOW JOKYMEHTaLUX
MPOU3BOJUTENS, & TaKXKE TEXHUYECKOMY 3aIaHMIO 3asiBUTENS Ha METPOJIOTUYECKYIO
9KCIIEPTH3y B OTHOIICHWH CIUMHWYHOTO JK3EMIUIIpA CPEACTBa U3MEPEHUHN: aMINTU(pUKATOP
nerexktupyromuit J{Tnait 5S1 Ne A7JD19 coorBercTByeT TpeOOBaHMUAM TEXHUYECKOU
JOKYMEHTAIlUU TPOU3BOAUTENS (PYKOBOACTBA I10 HKCILIyaTalluH).

[IpousBoaUTENH CPEACTB U3MEPEHU

000 «HITO IHK-Texuomorusa», Poccuiickas @enepanus

142281, Poccutickas @eneparusa, MockoBekas obiacts, r. [IpoTBrHO,
yi. XKeneznonopoxHas, a. 20

VYTIOTHOMOYEHHOE  IOPUIUYECKOE  JIMI0,  [POBOAMBINEE  HCIBITAHUS  CPEICTB
U3MEPEHUI/METPOIIOTUYECKYIO SKCIEPTU3Y EAMHUYHOIO 3K3EMILIApA CPEACTB M3MEPEHUH
PecryOnmukanckoe yHWTapHOe Hpeanpustue «benopycckuil rocyIapCTBEHHBIH HHCTUTYT
merposorum» (benl M)

Pecniybnuka bBenapyce, 220053, r. MuHnck, CtapoBuileHCKUM TPakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Tpunoxenus: 1. ®ororpaduu obiiero BUia CpeICTB U3MEPEHHH Ha | ucTe.
2. Cxema (pUCYHOK) C YKa3aHHUEM MecCTa JJIs HAaHECEHUS 3HaKa IIOBEPKHU
CPEACTB U3MEPEHUN Ha | nucre.

Hupexrop benl UM A.B. Kazauok




[Ipunoxenue 1
(ob6s3aTenpHOE)
@ororpaduu o6UIEro BUIA CPEACTB U3MEPEHHIMA

DT/ite 5

00:00:00 20.0°C
A?JDOE6 Ready

Pucynoxk 1.1 — @otorpadus obmero Buga aMmimbpuKaTOpa ETEKTUPYIOIIETO
HATnaiir 5S1 Ne A7JD19

, AHKTEXHONOTMA  Real-time MUP

- -‘.--;.',:;:ev.KéTép petekTupyowuii ATnanT 581
TY9443-003-96301278-2010

2024 [3ze.Ne | AT7JD19 C€ Il

SO0 «HNO OHK-TexHonorna» é

S
Cocotn, CHlporsand, ¥ MRSASIASLI0CARaT. S -

&

Pucynok 1.2 — @oTtorpadust MapKUpOBKU aMIUTH(PUKATOPA ACTCKTUPYIOIIETO
HTmaiit 5S1 Ne A7JD19



[Ipunoxenue 2
(obs3aTenmpHOE)
Cxema (pUCYHOK) ¢ yKa3aHHEM MeCTa JULS HAHECEHUsI 3HaKa TIOBEPKY CPEICTB U3MEPEHML

Mecto JJId HAHCCCHHUA
3HdKa IMOBEPKHU

DTlite 5

00:00:00 20.0°C
AZJIDB6 Ready

& BHKTEXHOROT U

Pucynok 2.1 — Cxema (pUCYHOK) C YKa3aHHUEM MECTa ISl HAHECSHHS 3HaKa IIOBEPKU



