T'OCYJIAPCTBEHHBIII KOMUATET JIBSAPKAVHBI KAMITOT

OO CTAHJAPTU3AIINHA ITA CTAHIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCh POCITYBJIIKI BEJIAPYCH

CEPTUDUKAT
OB YTBEPKJIEHUU TUIIA CPEJICTB U3MEPEHU

Q‘IB Ne 18549 ot 10 mapta 2025 .

Cpok neficTBHs: GeCCpOUHbIi

HaunmeHoBaHMe THIIA CPENICTB U3MEPEHUIA:
Avuingukarop aerekrupyromuii ITaait SS1 Ne A7K310

[IpousBOAUTENS:
000 «HITO JHK-Texnosaorusi», r. [Iporeuno, Poccuiickas @egepanus

Brinan:
000 «<bBUOMEJAHUKAY», r. Munck, Peciiyb1nka beiapych

JIOKyMEHT Ha IIOBEpKY:
MPE MILMH 4205-2025 «Cucrema ofecnedyeHUs eIUHCTBAa H3MepeHHil PecmyOanku
Benapych. AMmmnguxartop aerekrupyromui I Taait 5S1. Meroanka noBepkm»

WHTepBana BpeMeHN MEXTy roCcyapCTBEHHBIMY IIOBEpKamMu: 12 mecsines

Tum CcpeacTB U3MEpEHHH YTBEpXKAEH IIOCTaHOBICHUEM ['OCyIapCTBEHHOIO KOMMTETA
o cragaaptusanuu Pecry6mmku benapycs ot 10.03.2025 Ne 30

CpencTBa M3MEpEHHUI MAaHHOrO THIIA CPEICTBA U3MEPEHMH, IIPOM3BOIUMEIE B IEPHUOI CPOKa
feicrBuss  maHHOoro  ceptudmkata 00  YTBEpXKAECHMM  THUIIA  CPENCTBA  U3MEPEHHH,
WIA YTBEPXKACHHBIA THUI EIMHUYHOTO SK3EMIULIpPa CPENCTBA H3MEPEHHM pPa3peIraroTcs
K TIpUMEHEHHIO Ha Tepputopuu PecmyOmuku benapych B COOTBEICTBHM C IIPUIaracMbIM
OIKICaHWEM TUIIa CPEJICTBA UBMEPEHUM. -

3amectuteins [Ipencenarens N.A . Kucnenko



OITMICAHUE THUIIA CPEJICTB M3MEPEHMI
MPUIOKEHNE K CepTUDHUKATY 00 YTBEPIKICHUH THIA CPEACTB U3MEPEHHUIA
Of {0 tcimeee 20251t Ne /RS54 9

HaumenoBanue Tumna cpeJcTB U3MepeHuit 1 nx o003HaYCHUE:!
Amvmmudukarop aerexkrupyromwnit J{Toait 5ST No A7K310

Ha3znauenue u 0651acTh IPUMEHEHUS:

Ammmudukatop aerektupyromuit J[Tmaiir 5S1 No A7K310 (manmee — aMrummdukarop)
npeqHa3HayeH IS W3MEPEHMS WHTEHCUBHOCTH (UIYOPECUCHIIMU IIPU  OIpeNeTIeHUN
cofiepkanus (parMeHTOB LieJeBOU ne30KkcupudonykienHoBoit kucioTsl (JJHK) - koneunoro
npoaykTa mosmmepasHoit nenHout peakuuu (I1LP) - B JIHK uccnenyemoro oOpasua.
OOGmacTe mpUMEHEHUs — MPHU 06ECIIeUSHUN 3alIUTh )KU3HU U 3J0POBBS UeIOBEKa, OKa3aHUN
MEIMUIIMHCKOM ITOMOILH.

Omnwucanue:

[TpuHuun necTBus ammuindukaTopa OCHOBAaH Ha M3MEPEHWHM C IOMOIMIBIO ONTHYECKOTO
JeTeKTopa (IIyOpeCcUEeHTHOT0 CHUIHajla, HCIIyCKAeMOro B XOJ€ IMOJMMEpPa3HOU IIEIMHOMN
peakLuy IO BO3AEHCTBUEM H3IyuYeHHUS BO3OYKICHUS B Ka)KJIOM IHKJIE TeMIIepaTypHO-
KMHeTHdecKoil ammmubukamuu Monekyn JHK, c¢ wucrmons3oBanueM B IIIIP Habopos
peareHToB. VHTEHCHBHOCTH ()JIyOpPECLEHTHOIO0 CHUTHalla MPOMOPIMOHANIbHA KOIUYECTBY
ammuunrpoaHHelx (parmentoB JIHK (mponmykra III[P). Vamepenne WHTEHCHBHOCTU
(pIIyOpecLleHTHOIO CHTHajla OCYIIECTBISIETCS B pPEXKUME pPEaJbHOTO BPEMEHM 3a CUET
BBEJEHHBIX B peakiuio (IyopeclupyroluX KpacUTeleH, ClIyXalX HHIUKATOPOM
YBEIUYEHUA KonruecTBa uckomor JIHK.

YpasieHre aMIUIM(PUKATOPOM OCYUIECTBISIETCS IIPYU TOMOILU ITPOTPAMMHOT0 00eCIIeYCHUS
RealTime PCR, ycraHOBIEHHOr0o Ha BHEIIHUU MEPCOHANBHEIN KommbroTep (manee - I1K).
M3mepeHue nporucxXouT B ONITUYECKOM YacTu pubopa, pe3yaIbTaThl U3MEPEHUM BBIBOIASATCS
Ha 3kpaH MoHuTopa [IK.

®otorpaduu o0IIeTO BUA CPEICTB U3MEPEHUH IIPECTaBIEHBI B IPMIIOKEHUH 1.
Cxema (pHUCYHOK) € yKa3zaHHEM MecTa ISl HAaHECEHUS 3HaKa ITOBEPKU CPeACTB M3MEpPEHUI
IIPEICTaBJIEHA B IPUIOKEHUN 2.

O6s3aTenbHbIe METPOJIOTHIECKYE TpeOOBaHNUS: IPeICTaBIEHEI B Ta0nure 1.

Tabmuua 1

Hanmenoranue 3HadyeHHe
Jlvamnason u3MepeHnit HHTEHCUBHOCTH (JIYyOPECUEHLIMHT ot 1 o 100
IIpenen nomyckaeMoro OTHOCUTEIBHOTO CPEIHETO
KBaJpaTUYECKOI'0 OTKJIOHECHHUS IIPU U3MEPEHUH MHTEHCHBHOCTH 5
bayopecuenuun, %

OCHOBHBIE TEXHUYECKHE XApaKTEPUCTUKH U  METPOJOTMYECKHe XapaKTEPUCTUKHU,
HE oTHOcAmmecs K 00A3aTeNbHBIM METPOJIIOTUYECKUM TpPeOOBAHUAM: IPEICTABICHBl B
Tadiune 2.



Tabmuma 2

HaunmvernoBarue 3HaveHue
JluarmasoH HamnpsDKEHUH nuTaromieit cetn™, B ot 100 go 240
["abapuTHbIe pazMeps™, MM, He Oolliee 210x480%310
Macca*, kr, He Ooiee 17
VY cnoBus SKCIUTyaTauu™:
JMaIIa30H TEMIIEPATyPBl OKPYIKarOIIEro Bo3ayxa, °C or 5 o 35
OTHOCHTEJIBHAS BIAXXHOCTh OKPYKAIOIIEro Bo3ayxa, %, He 6oJiee 80
* CoriacHoO JOKYMEHTAIIUU MTPOU3BOUTENS, IPU IPOBEACHUU METPOIOTrMYECKON
DKCIIEPTU3BI XaPAKTEPUCTUKU HE TIOTBEPKIAIMCD

KoMIuIeKTHOCTR: IpecTaBlIeHa B Tabaule 3.
Tabmuua 3

HaumenoBanue KonanuectBo

Amvmiudukarop gerekrupyromuit JITnadt SS1 Ne A7K310 1

PyKOBO):[CTBO I10 SKCILTyaTalli1

Kabens cBsi3u ¢ kommnbroTepom, Tura USB 2.0 High Speed A-B

CeTeBoif IHYP-COCTUHUTEND

[IpenoxpaHuTeNIu IJIABKUE

—_ DD | = | =t | =

Kommakr-muck ¢ IIpOorpaMMHBIM obecreueHueM

MecTo HaHECEHUs 3HaKa YTBEPKACHUS TUIIA CPEICTB U3MEPEHUI: 3HAK YTBEPXKICHHS THUIIA
CPENICTB U3MEPECHUM HAHOCHUTCS Ha TUTYJIBHBIN JINCT PyKOBOJCTBA TI0 SKCILTyaTaI[iy.

[Tosepka ocymectrasercs mo MPb MIL.MH 4205-2025 «Cuctema oOecrieueHus] eJUHCTBA
u3Mepenuit PecrmyOmuku  bemapycs. Amminduxatop nperektupyrommi JTmadt S5S1.
Meroauka MOBEPKU».

Ceenenns 0 METOAMKAX (METO/IaX) U3MEPEHHUIA: OTCYTCTBYIOT.

TexHuueckne  HOpMATHBHBIE  IMPABOBBIE  aKTHl M TEXHUYECKHE  JTOKYMEHTEI,
yCTaHaBIMBAIOIINE:
TpeOOBaHUA K TUILY CPEACTB H3MEPEHHUIA:

TEXHUYECKas TOKYyMEHTAIWs IPOU3BOAUTENS (PYKOBOJICTBO MO SKCIUTYaTallUHt);
METOJIUKY TIOBEPKHU:

MPBE MIIL.MH 4205-2025 «Cucrema obecriedeHus eqMHCTBa U3MepeHnii Pecirybmuku
benapycs. Ammnpukatop gerektupyromuit J[Tnait 5S1. Meronuka moBepKuy.

ITepedeHb cpecTB MOBEPKU: IIPECTaBIIEH B TaOnuLe 4.

Tabmua 4

HanmeHnoBanne U THII CpCACTB IMOBCPKHU

PerucrtpaTtop TemnepaTypsbl U BiaxxHocTH testo 174H

KouTponsHbIe pacTBOPHI (BITyopecrienHa, IPUTrOTOBIEHHEBIE IO METOAMKE, IIPUBEIEHHON B
npwioxenun b MPb MII.MH 4205-2025

HpHMC‘IaHHe — I[OHYCKaGTC}I IpUMCHATE ApPYTUe€ CpEeacTtBa IIOBEPKH, 06€CH6‘IHB3IOU_II/IG
OIlpefIeTICHIE METPOJOTHUECKHUX XAPAKTEPUCTHK ¢ TpeOyeMOH TOUHOCTHIO.




VneHTHGUKAIMS IPOrPAMMHOTO 00€CTIeUeHN: TIpe/ICTaBlIeHa B TabuIe 5.

Tabnuma 5

" 0o Howmep Bepcun 10
neHTH(GHUKANHOHHOE HAMMEHOBAHUE (AeHTHGAKAHOHHET HOMED)
RealTime PCR v7.9

3aKIIOYEHHE O COOTBETCTBMU YTBEPI)KICHHOTO THUIIA CPEACTB U3MEPEHUH TpeOOBaHUAM
TEXHUUECKUX HOPMATUBHBIX IIPABOBBIX AKTOB W/WIM TEXHUYECKOH TOKYMCHTAIMU
OPOM3BOMUTENS, a TaKXKe TEXHUYECKOMY 3aJaHMIO 3asBUTENS Ha MCTPOJOIHYECKYIO
SKCIIEPTU3Y B OTHOIICHWH €IMHWYHOIO SK3EMIUIIPA CPECTBA U3MEPEHHH: aMIIM(UKATOP
nerextupyromuii J[Tmaiit 5S1 Ne A7K310 coorBercTBYeT TpeOOBaHUAM TEXHUYECKOM
JOKYMEHTAILIUY ITPOU3BOIUTENS (PyKOBOACTBA 10 OKCILIyaTallun).

[Ipon3BoaUTENH CPEACTB U3MEPEHUI

OO0 «HIIO JHK-Texnonorus», Poccuiickas @enepanud

142281, Poccuiickas ®enepanust, MockoBckas ob6nacts, I. [IporBuHoO,
yi1. XKenesnonopoxnas, x. 20

VIIOMTHOMOYEHHOE  IOPUIMYECKOEe  JIULO,  I[POBOJIMBINEE  MUCIBITAHUA  CPEACTB
M3MEPEHUI/METPONOTHYECKYIO SKCIEPTU3Y EAMHUYHOIO SK3EMIUIApPA CPENCTB M3MEPCHUMA
PecrybimukaHcKoe YHHUTapHOE Npefanpuarne «beaopyCcCKUi rocydapCTBEHHEBI WHCTUTYT
merposiorun» (benl IM)

Pecny6muka benapycs, 220053, r. MuHck, CTapoBuieHCKUN TPakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Tpunoxernus: 1. ororpaduu obmero Buaa CpeCcTB UIMEPEHUH Ha 1 JIKCTE.
2. Cxema (pUCYHOK) C yKa3aHHEM MecTa JUlsi HAHECCHUA 3HaKa IIOBEPKHU
CPEJICTB U3MEPEHM Ha 1 mucTe.

Hupexrop benl M A.B. Kazaugok




[Tpunoxenue 1
(obs13aTenmBHOE)
dotorpaduu 00mEro BUa CPEACTB U3MEPEHUMA

DT/ite 5

0p:I0D:IBE 20.0°C
A7JDO6 Ready

Pucynoxk 1.1 — @ororpadus obuiero Bua aMIIIuPUKaTOPa AETEKTUPYIOLIETO
HTmaitr 5S1 Ne A7K310

"\ AHK-TEXHOANOTUA Real-time MNLP
Aw rﬁﬁmcbmxamp peTekTupytoLmin ATrnanT 581
! TY9443-003-96301278-2010

2024 ATK310 C€ IRl

-~ 000 «HMO AHK-TexHonorus»

i tonececyan O6nacTh, r.ipoTeuno, yn. Xenesnogopoxsas. .20

Gads (455) 980-45-55, email: mail@dna-technology wu

Pucynoxk 1.2 — ®ororpadus MapKupOBKY aMILIA(PUKATOPA JETEKTUPYIOIIETO
HTmavit 5S1 Ne A7K310



[Ipunoxenue 2
(o6s3aTensHOE)
CxeMma (PHCYHOK) ¢ YKa3aHHEM MECTa IS HAHECSHHs 3HaKa IIOBEPKU CPE/ICTB U3MEPEHUH

MecTo 1118 HaHECEHUS
3H4Ka MOBEPKU

e

DTlite 5

00:80:00 20.0°C
A7JID86 Ready

Pucynoxk 2.1 — Cxema (pUCYHOK) C yKa3aHHEM MECTa JUL1 HaHECEHMs 3HaKa [IOBEPKHU



