T'OCYJJAPCTBEHHBII KOMUTET J3SIP2KAYHBI KAMITAT

ITO CTAHJIAPTU3AIINN ITA CTAHJIAPTBI3ALBII
PECITYBJIMKH BEJIAPYCh PICIIYBJIKI BEJIAPYChb

CEPTHO®UKAT 5
Ob YTBEPJK/IEHUH TUITIA CPEACTB U3BMEPEHUHA

(:[B Ne 16895 ot 30 aBrycra 2023 .

Cpoxk peiicTBust: OecCpOUHBIit

HaumeHnoBaHue Tumna cpeicTB HU3MEpPEHMIA:
Amnuinduxarop aerekrupyromuii ITnpaiim Ne ASD304

[IpousBoauTes:
000 «HIIO JHK-Texnosnorus», r. [Iporeuno, Mockosckas 06.1., Poccuiickas @enepanus

Brijan:
000 «Mexnynapoanas ja6opatopus Xeanke», r. Munck, Pecnyoinka Benapycen

JIOKYMEHT Ha IOBEpKY:
MPb MILMH 3472-2022 «CuctemMa oOecrmeyeHHs] eIWHCTBA H3Mepenuii Pecny6iankn
Benapycs. AmMmmnpukaropel gerekrupyiomue IT. Meroauka noBepku»

Wurepsan BpeMeHH MKy FOCYIapCTBEHHBIMH ITOBEpKaMu: 12 mecsines

Tum  cpexacts  u3MepeHMid  YTBEp/KIEH IIOCTAHOBJIEHMEM [ OCYJapCTBEHHOrO KOMMTETA
no crangaprusanyu Pecrybaukn benapycs ot 30.08.2023 Ne 61

CpexcrBa m3Mepenuii JaHHOTO THITA CPEICTBA M3MEPEHMii, NPOM3BOAMMEIE B MEPHON CPOKA
JCHCTBUA ~ JaHHOro  cepruukara o0  YTBEpKACHMH THIIA  CPEICTBA  M3MEPEHHUI,
WIM YTBEPKACHHBIM THUI EIUHUYHOIO OSK3EMIUISPAa CPEICTBA M3MEPEHHUN paspelnaroTcs

K NpUMEHEHMIO Ha Teppuropun PecnyGiukn benapyck B COOTBETCTBHM ¢ INpHIaraeMbIM
OIMCAHUEM THIIA CPEICTBA U3MEPEHUIA.
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OIIMCAHUE THUIIA CPEJICTB U3MEPEHWM

IPUIIOKEHHUE K cepTUhUKATY 00 YTBCPIKJICHUM THIIA CPCICTB H3MEPCHUI
OT 30 pefoccscie 2022r. Ne /295

b

Hanmenosanne tuna cpejicTB u3Mepenuit u ux oboznavenue:
Amiunduxarop jerekrupyromwii J[Tupaiim Ne ASD304

Haznauenue u 00J1aCTh IpUMEHEHHUS:

Ammmduxarop aerekrupyronmit J[Topaitm Ne ASD304 (nanee - npubop) npennasnayen
JUISL U3MEPEHUS MHTEHCUBHOCTH (DIIyOPECHEHIIUY IIPH OTIPE/ICJICHUN COJICPIKaHUs hparMen-
TOB LICICBOH JIc30Kcupubonykiiennosoi kuciorel (JIHK) - konednoro npojykra nosimve-
pasnoi nennoi peaxknuu (1I1P) - B JIHK uccieyemoro o6pasiia.

ObacTh IpUMEHEHUs — IPH 00CCIICUCHUH 3AIIMTDI XKU3IH U 3/I0POBbs YEJIOBEKA, OKa3aHus
MEJIUITMHCKON ITOMOIIIH.

Ornucanmue:

Ipunnun  jgeiicrsust npubopa  OCHOBaH  HAa  M3MCPCHMH  C  IIOMOIIBIO
OIITHYCCKOIO  JICTCKTOpa  (DIyOPECHEHTHOr0  CHUTHajJa,  HMCIYCKAaeMOIro B XOJIC
[IOJIMMCPA3HON IICIHON peaKIUu 110j1 BO3JACHCTBUEM M3JIYUCHMS BO3OYKICHUS B KaXk/IOM
[UKJIC  TeMIIepaTypHO - KMHETUYCCKOU aMIiupukanmm MOJIEKYI JIHK,
¢ ucnosib3oBanueM B 1II[P Habopos pearcuroB. MHTEHCHBHOCTE (IIyOpecieHTHOrO CHIHAalIa
POIOPLIMOHAIbHA KOJIMUYCCTBY aMIinduuupoBanubix Gparmenros JIHK (mpojykra I111P).
M3mepenre MHTEHCHBHOCTH  (DIYOPECIICHTHOIO CHIHajla OCYHICCTBIACTCA B PEKHUME
peabHOro BPEMCHHM 3a CYET BBEJICHHBIX B PEaKIMIO (IIYOPCCIMPYIOMINX KpacuTeIIei,
CIIyKallluX UHIMKATOPOM yBeJIMUeHuUs KosimdecTBa nckomoit JIHK.

Yipasienue 1npuOOPOM OCYHICCTBIACTCS TIPU IIOMOIIM IIPOTPAMMHOI0  0OeCIICYEHMS
RealTime PCR, ycTanosjieHHOro Ha BHENIHMH 1epCOHAIBHBIN KoMIbioTep (nanee - TTK).
M3mepenue mpoucxXo/IuT B ONTHYECKON YacTH Ipudopa, pe3y/IbTaThl U3MCPCHUI BHIBOASATCS
na okpad wmonuropa IIK B yCIOBHBIX €IMHMIAX, IICPCCUUTHIBACMBIX B pa3iIMuHbIC
CJIMHMIIBI KoJIMYeCcTBa aMIiMpuipoBadusix ¢pparmentos JIHK (nipojykra ITIIP).

®ororpadus obiero Bujia cpe/IicTBa U3MEPCHHIA IIpejicTaBiiena B IIPUIOKEHUN 1.
Cxema (PUCYHOK) ¢ yKa3aHMEM MeCTa JUIs HAHECCHMS 3HAKa 1IOBEPKU CPEJICTB M3MEPEeH Ui
IpEJICTaBICHA B IPUIOKCHUH 2.

Obs3aTebubIe METPOIIOTMYECKUE TPEOOBAHKS: IIPE/ICTABICHEI B TabuIe 1.

Tabymna 1

HaumenoBanue, ¢/IMHAIIA H3MCPCHUS 3HaueHue
Jlnanazon usmepenuii MHTCHCUBHOCTH (IIYOPECICHIMN, YCIIOB-
= or 1 0 100
Hasl ¢JIMHUIIA
[penen JIOITyCKaeMOoro OTHOCHUTE/ILHOIO CpeJIHero
KBaJIpaTUYECKOI'0 OTKJIOHCHUS Pe3yJIbTaToB u3Mepenus, % 5

*ycioBHas ejMHUNA- €IMHMIIA M3MEPEHUs PaBHAsh 3aBUCMMOCTU MHTEHCUBHOCTH (IIyo-
PECHCHIIMK OT CJIMHHUIIBI JUIMHBI BOJIHBI (HM)




OCHOBHBIE TEXHUYECKME XAPAKTEPUCTUKN M METPOJIOTMYECKUE XapaKTePUCTUKH, HE OTHO-
CAMMNCCS K 00A3aTEIBHBIM METPOIIOTMYECKMM TPeOOBAHUSM: [IPEJICTABIIEHBI B Tabuie 2.

Tabmumna 2 B

Haumenosanue 3HaucHue
JInamasoH HanpsKeHus nuraromeit cetu®, B ot 100 mo 240
HomunanpHas yactora nuraromieii cetu*, [t 50
["aGaputHble pa3mepsr*, MM, He Goliee 210%540x%540
Macca*, kr, e 6osee 27

Hopmainbnsie yenosus skcruryaraimu no 'OCT 20790-93:
JIMarnasoH TeMIiepaTypsl OKpY:Kalouero Bosayxa, °C
JMara3oH OTHOCUTENILHOM BIaKHOCTH OKPYKAIOIIEro BO3yXa, ot 15 no 25
He OoJiee 80 %

YcaoBus aKCryaTanum®:

Jnarna3on paboyeii TeMnepaTypbl OKpYsKarIero Bosayxa, °C
AnariasoH OTHOCHTEIbHON BIaKHOCTH OKPYXKAIOIIETO BO3AyXa oT 5 10 35
npu Temneparype 25 °C, e 6osee 80 %

* CornacHo pyKoBOJICTBY 110 SKCILTYaTallUu

KoMruiekTHoCTh: npejicTaBieHa B Tabiuie 3.

Tabmuua 3

Haumenosauue Konuuecrso

| AMiumuukarop aerextupyroumii J{Trpaiivm Ne ASD304 1

PykoBojicTBO 10 KCIUIYaTALUN 1 |
Kabeub cBsizu ¢ kommnbiorepom, tirna USB 2.0 High Speed A-B ] "
CereBoii kaGelnb (TpeXIpPOBOHBINA) I

lIpenoxpannTenn niaaskue (10 A, 5x20, 250 B)

HaGop daitnos ¢ iporpaMMHbBIM oGecrieyeHneM

—_— ] D

YnakoBouHas KopoOKka U3 ropupoBaHHOIO KApTOHA

MecTo HaHeceHus! 3HaKa YTBEPIKICHHS THIIA CPEJICTB U3MEPEHHIL: 3HAK YTBEPKACHMS THIIA
CPE/ICTB U3MEPEHMiT HAHOCHTCS HA TUTYIILHBII THCT PYKOBOJICTBA 110 SKCILTYaTAIHH.

[ToBepka ocymecrBasercs nmo MPBE MIL. MH 3472-2022 «Cucrema o6ecriedyeHuns
CAMHCTBA u3MepeHnii PecrnyGiukn benapycs. Amrmmdukaropst gerektupyiomue JIT.
MeTo/iMKa MTOBEPKU».

CBejteHns 0 MeToAMKaX (METOAaxX) U3MEePEHHil: OTCYTCTBYIOT.
Texnuyeckne HOpMATUBHBIC MPABOBBIE AKTHI U TEXHUUYECKUE JOKYMEHTEI, yCTaHaBJIUBaKO-
[Hiue:
TpeboBaHMs K THITY CPE/ICTB U3MEPEHMIA:
TEXHUYECKAs JOKYMEHTaLMs (PYKOBOJACTBO MO 3KCILTyaTallum);
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TEXHUYECKUI periiaMeHT TaMoKeHHOTo coro3a «DJIEKTPOMAarHUTHAS COBMECTUMOCTD
texuuueckux cpejictey (TP TC 020/2011);
MCTOJIUKY TTOBEPKHU:
MPb MII. MH 3472-2022 «Cucrema obecrieyenust ejiuncrsa usmepennit Pecirybimku be-
Japych. AMium@ukaropsl gerexkrupytomme J[T. Meroauka 1nosepkun»
IlepeucHs cpeICTB MOBEPKU: IIpejicTaBiIcH B Tabiune 4.

Tabimia 4

HaunmMenoBanue u THII CPEJICTB ITOBEPKH

Tepmorurpomerp UNITESS THRB 1

KourpospHble pacTBOpBI (iyopeclerHa, IIPUroTOBIEHHBIE 110 METOJIMKE, IIPUBE/IEHHON B |
npwioxkenun b MPb MI1. MI1 3472-2022

[-IpHMC‘IaHHC = Ilonyc:(aercs; IMPUMCHATEL JIPYTHE CPCJICTBA ITOBCPKH, OﬁeCIICLIHBaIOHIHt’, oHpeaeiie-
HHE METPOJIOTHYECKHX XapaKTEPUCTHK ¢ TpeOyeMOH TOYHOCTBIO.

l/L[[,CHTH(l)HI{ﬂI_IHH HHporpaMMHOI'0O obecrieYeHus HpCJCTaB/ICHA B tabimie 5.

Tabmnuua 5

Homep Bepeun 11O

Wnenrudukarmonnoe Haumenosanue [10 =
(mentuduKanoHHbIH HOMED)

ReallTime PCR v7.9

3aKJII0YeHHUEe O COOTBETCTBUM YTBEPKJAEHHOIO TUIIA CPEJICTB U3MepeHuid TpeOOBaHUAM TEX-
HUYECKUX HOPMATUBHBIX IIPABOBBIX aKTOB M/WJIM TCXHHYCCKOM JIOKYMCHTAIIMM TIPOU3BO/IN-
Tesst: aMiumpukarop jerekrupytonmit [l Tapaiim Ne ASD304 coorsercrByer TpeboBaHUAM
TCXHUYCCKOHN JIOKYMEHTAIMU (PYKOBOJICTBO 110 sKcrutyaranuu), TP TC 020/2011.

ITpounssojuresnsb cpejicTB U3MEPEHHI

000 «HIIO JIHK-Texnounorus», Poccuitckas ®ejepanus

Agnpec: 142281, Poccuiickas @ejepanus, MockoBekas 00.1acTh, I. 1 IpoTuno,
yi1. XKenesznopopoxnas, j. 20

YIIOIHOMOYEHHOE  IOPUJMYCCKOE  JIMIO,  IIPOBOJIMBIICE  HCHBITAHUS  CPCJICTB
M3MEPEHUI/METPOJIOINYECKYIO DKCIIEPTH3Y CJIMHUYHOTO IK3EMIUISIpa CPEJICTB M3MEPEHHii
PecriyOimkanckoe yHUTapHOE IpeIpusTHe «benopyccKuil rocy1apcTBEHHBII WHCTUTYT
meTpoisiorun» (beinl M)

Pecriy6iuka benapycs, 220053, r. Munck, Craposuiienckuii tpaxr, 93

Tenedon: +375 17 374-55-01

(akc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenus: 1. @ororpadus obiero Bujia cpejicTB U3MepeHuil Ha 1 Jimcre.
2. Cxema (pHCYHOK) ¢ yKazaHMEM MeCTa JUIsl HAHCCCHHUS 3HaKa MOBEPKH
CpEJICTB M3Mepenuii Ha 1 Jucre.

Jupexrop beanl UM A.B. Kazauok



[ punoxenue 1
(obOs3arelLHoe)
®dororpadus od1ero Bujia cpejicTB U3MepeHUit

Pucynok 1.1 — ®ororpadus obuiero sujia aMIUItpHKa'rop JICTCKTUPYIOIHIA
JITupaiim Ne ASD304
AMNNUDNKATOP ACTEKTUPYIOLL M1

ATnpaum 3as Ne A5D304
TY 9443-004-96301278-2010

CaenaHo 8 Poccuun 2015 r
COC “HNO AHK-TexHorors

Pucynoxk 1.2 — ®ororpadus MapkupoBku aMiuinduKaTopa JETEKTHPYIONIEIO
JTrpaiim Ne ASD304



[Ipmitosxenne 2
(obsi3arenpHOC)

Cxema (pHCyIIOK) C YKa3aHUCM MCCTa JUIA HaHCCCHMA 3HaKa 1TOBCPKU CPC/ICTB H3MCpCIIHFI

MecTo a8 HaneceHus
3HAKA [NOBCPKH

PucyHnok 2.1 — Cxema (pUCyHOK) € yKa3alnueM Mecta Juisi HAHCCCHMS 3HaKa [OBCPKH

th



