I'OCYJAPCTBEHHBI KOMUTET JM3SIPKAYHBI KAMITAT

IO CTAHAAPTHU3ALIUA INA CTAHJAPTBI3ALIBIT
PECITYBJIMKH BEJAPYCD POCIIYBJIIKI BEJAPYCH

CEPTHO®UKAT 5
OB YTBEPKJIEHUHN TUITA CPEJICTB U3MEPEHUU

Ne 16896 ot 30 aBrycra 2023 r.

Cpoxk neiictBusi: OeccpoyHBIi

HaumeHnoBanue THIIa CpejIcTB U3MEPEHMIA:
Ammumagukarop aerekrupyrommii ITapaitm Ne ASB903

IIpousBoauTens:
000 «HIIO JHK-Texnomorus», r. [Iporsnno, Mockosckas 06.1., Poceniickas ®egepanus

Brigan:
000 «Mexnynapoanas nadoparopus Xeankey, r. Munck, Pecny6anka Benapycs

JIOKyMEHT Ha IOBEpPKY:
MP5 MILMH 3472-2022 «Cucrema o0ecrneveHusi eIMHCTBa H3Mepenmii Pecny6ianku
benapycs. AMungukarope gerextupyiomue IT. Metoauka nosepkm»

WnrepBan BpeMeHn MeK iy rocyJapCTBEHHBIMHU [IOBEpKaMu: 12 Mecsines

Tun  cpenctB  u3Mepenmit  yTBepKZeH IOCTAHOBICHUEM I OCYNAPCTBEHHOrO KOMMTETA
o cranaaprusanuu Pecriy6muku benapycs ot 30.08.2023 Ne 61

Cpencra m3aMepeHuil JaHHOrO THIA CPEJICTBA M3MEPEHMH, MPOM3BOJMMEIE B IEPHOI CPOKA
JICHCTBUA ~ JlaHHOrO  ceprudukara 00  yTBEPKAGHMHM THIA  CPEJACTBA  M3MEPEHHMIA,
WM YTBEPXKACHHBIM THI eIMHUYHOTO DOK3EMIUIpPAa CPEICTBA M3MEPEHMIl pa3pelaroTes

K NpUMEHEHHIO Ha Tepputopun Pecry6imku benapyck B COOTBETCTBUM ¢ NpMIAaraeMbIM
OIMCAHMEM THIIA CPE/ICTBA M3MEPEHMIA.

3amecturens [Ipeacenarens komurera A.A bypak

et A



OIIMCAHUE THUIIA CPEJICTB M3MEPEHUNA
IPHJIOKECHHUC K Cep'I'HCbHK'd'l‘y 06 VYTBECPHJICHHUH THIIA CPLJICTB HBMepeHHﬁ
OT 20 28 . 2023 1. N /¢ 2 g¢

HaumenoBanue THIIa Cpe/ICTB U3MEpeHui U X 0003Hauenue:
Amiuupuxkarop aerexrupyrommii J{Tapaiim Ne ASB903

HasnaucHue 1 06;1aCTh IPUMCHCHIUS:

Amiumndukarop jerekrupyromuii J[Tupaitm Ne ASB903 (jtanee - npubop) npejnasnayen
JUISE UBMEPEHUS MHTCHCUBHOCTH (DJIYOPECLIEHITNH TIPU OIIPEICIICHUN COJIepkaHus GparMen-
TOB 11eJIeBOH Jie3oKkcupubonykiennoBoi kuciaotsl (JIHK) - koneuynoro npojaykra nonmume-
pasnoii nertnoii peaknuu (1111P) - B JIHK uccneyemoro obpasna.

OO6acTh NIPUMEHEHUS — IIPU 00CCIICUCHUH 3aIIUThI JKU3HU U 3JI0POBbs YeJIOBEKa, OKa3aHUs
MC/IMIUHCKON ITOMOIIH.

Onucanue:

[puniun JICCTBUS 1pubopa OCHOBaH Ha U3MEPEHUU c ITOMOIIBIO
OIITMYECKOro  JieTekTopa  (IyoOpecHeHTHOro  CUrHaja,  UCIYCKaeMoro B XOJe
HOJIMMEPA3HOM LEIHOM peakiuu 110)1 Bo3jeiicTBueM H3JIydeHUs BO30YKICHUS B KaxJIOM
IMKJIEe  TemIieparypHo -  KuHeTHdyeckod — amiwmduranmu  mosekyn  JIHK,
¢ ucnoiabs3zoBanueM B 1I11P nabopoB pearentoB. MHTEHCMBHOCTH (UIyOpECIIEHTHOIO CUI'HAlIA
[pOIOpIMOHAIbHA KojndecTBy amimunmposannsix Gparmenros JIHK (npojykra IIIP).
M3mepenne HMHTCHCUBHOCTH (DJIYOPECIICHTHOIO CHUI'HAJa OCYHICCTBIISCTCS B pexXUME
peaJbHOrO BPEMEHM 3a CYET BBEJICHHBIX B PEAKIUIO (UIYOPCCIUPYIOUUX KpacuTellei,
CIly Kallux MHIMKATOPOM yBe/IMUeHUst Kosinuectsa uckomoit JIHK.

Yiupapienue 1npubOpoM OCYHIECTBISCTCS I[IPU  IIOMOIIM [IPOrpaMMHOI0 obecrieucHus
RealTime PCR, ycranoBieHHOro Ha BHEHIHMI HepcoHalbHbIM KoMmmbioTep (nasee - 11K).
M3mepenne 1IpoucXouT B ONITUYECKON YacTu 1Ipudopa, pe3ylibTaTbl U3MEPEHU BBIBOISTCS
Ha oKpan Monuropa IIK B yCIOBHBIX eJMHMIIAX, IICPCCUUTHIBACMBIX B Pa3JINYHBIC
C/IMHUIIBI KoJinyecTBa aMiuimuimpoBannbix GparmentoB JIHK (npojykra IT1LIP).

dororpacus o01ero Buja cpejicTBa U3MEPEHU 1pejicrapicHa B PUIOKeHuH 1.
CxeMa (pUCYHOK) € YKa3aHMEM MECTa JUIss HAHCCCHHS 3HAKa MOBEPKH CPEJICTB U3MEPCHMIA
IpeJicTaBjieHa B IPUIOKEHUHN 2.

O0s3are/ibHBIC MCTPOJIOTHYCCKHC TpCﬁOBElIIHHZ IIPpEJICTaBJICHEI B Taﬁnm[e i

Tabiuna 1

HaHMCIIOBaIlHC, C/IMHHIIA H3MCPCHHS 3HaucHue

Jlnanazon  u3MepeHUN  MHTEHCHBHOCTU  (IyOPECIEHIINH,

* or 1 o 100
yCJIOBHAs €J{UHMIIA

Hpenen JIOITyCKacMoro OTHOCHUTECIILHOI'O CcpeaHero
KBaJApaTHYCCKOT'O OTKJIOHCHUA PC3YJ/ILTATOB USMCPCHHA, % 5

* YCi10BHasA CJIMHHIIA- CJIMHAIA U3MCPCHHA paBHasA 3aBUCUMOCTH MHTCHCUBHOCTH lbﬂyOpCC—
HECHITMHU OT €IIHHHAILLI JIJIMHBI BOJIHBI (HM).




OcHoOBHbBIE TeXHUYECKHe XapaKTepUCTHKKW U METPOJIOIHYCCKUE XapaKTepUCTHKH, HE OTHO-
cAmmecs K 00A3aTeIbHBIM MCTPOJOTHYCCKHUM 'i'peﬁ()BaHHﬂMI [TPCIACTaBJICHLI B Tabamue 2.

Tabnuua 2

Haumenosanue 3HaveHue
Jlnanason Hanpspbkenus nuraroeit cetu*, B ot 100 mo 240
Homuuanenas yacrora nuratomeit cetu®, g 50
["aGaputHbie pasmepbr®, MM, He GoJiee 210%540%540
Macca*, kr, He OoJsiee 27

Hopmanbubie ycinosus sxcrutyataunu mo 'OCT 20790-93:
JINarasoH TemMIiepaTypsl OKpykarouiero sosayxa, °C

| IMana3oH OTHOCUTE/IBHON BIAXKHOCTH OKPY KAOLIEro BO3/1yXa, ot 15 o 25
| He BoJiee 80 %

YenoBus dKcryatanun®;

auanason pabodeil TeMIiepaTypbl OKpyKaromero Bo3ayxa, °C
JIMana3oH OTHOCHUTEIBHOI BIIaYKHOCTH OKPYIKAIOILIEro BO31yxXa ot 5 o 35
npu temmeparype 25 °C, ue Goee 80 %

* CornacHo pyKOBOJICTBY IO SKCILTyaTalluu

KoMIieKTHOCTB: MpeacTaBieHa B TabuLe 3.

Tabnuna 3

Haumenosanue Konuuectso

Amiumndukartop aerekrupyrouuit J{Trpaitm Ne A5SB903 |

PyKOBOACTBO MO 3KCIIyaTayu 1
Kabesn cBsa3u ¢ komnsiotepom, tuna USB 2.0 High Speed A-B 1
CeteBoii kabenb (TpexnpoBOIHEIIT) 1

[Iperoxpanurenn miaskue (10 A, 5x20, 250 B)

Habop ¢aiinos ¢ nporpaMMHEIM obecriedeHreM

| i | D

YiakoBo4yHas KopoOka U3 roppupoBaHHOIO KapToHa

MecTo HaHeCeHMs 3HaKa YTBEPIKICHHUSA TUIA CPEJICTB U3MEPEHMIT: 3HAK YTBEPAKACHUS THIIA
CPE/ICTB U3MEPEHHUIT HAHOCHTCS Ha TUTYJIBHBIH JIUCT PYKOBOJICTBA IO SKCILTyaTALIUM.

[loBepka ocymectBasercs no MPb MII. MH 3472-2022 «Cucrema obecrieueHus

¢AMHCTBa u3MepeHuit PecnyOaukn bBenapych. Ammimdukatopsl getexrupyromme JIT.
Meroanka noBepkm».

CaelieHns 0 METOAMKAX (METOaX) H3MEPEHHIA: OTCYTCTBYIOT.
Texnuyeckue HOpPMATUBHBIE NMPABOBBIC aKThl M TEXHMYECKHE JOKYMEHTBI, YCTAHABINBAKO-
mnue:
TpeOOBaHWA K TUITY CPEACTB U3MEPEHHIA:
TEXHHYECKas JOKYMEHTalus (pPYKOBOJICTBO IO DKCILIYaTallun);



TEXHUUCCKUH peryiaMeHT TaMOXKEHHOIo coro3a « DJIeKTPOMAarHuTHAsE COBMECTUMOCTD
rexuuueckux cpeactsy (TP TC 020/2011);
METOJIMKY 110BEPKU:
MPB MIIL. MH 3472-2022 «Cucrema 00eciedeHus ¢/IMHCTBA U3MEepeHuii PecnyOiuku be-
jJapyce. AMiuinukaropsl aerekrupytomue JIT. Merojimka moBepku»
[lepeyeHb CpeICTB IOBEPKU: IIPEACTABICH B Taluue 4.

Tabmumna 4

HanmenoBanue 1 THII CPEICTB MOBEPKH

Tepmorurpomerp UNITESS TIHB 1 o

Konrposbpubie pacTBOpBI (hiIyopeclcHHa, IPUTOTOBICHHBIC 110 MCTOJIMKC, IPHUBC/ICHHOM B
npwioxkenuu b MPb MII. MH 3472-2022

[Ipumeuanue — Jlonyckaercst IPUMEHSTE JPYIHE CPEJICTBA MOBEPKH, OOCCIICUMBAIOIIME OIIpE/ieie-
HUE METPOJIOTMYECKHUX XapAKTEPUCTHK ¢ TPeOYEMOH TOYHOCTEIO.

Wnentudukaius mporpaMMHOro o0eCIIiCYCHMS: TIpe/ICTaB/IcHa B TabJIUIIE 3.
Tabnuma 5

Howmep sepcuun 110
Wnenrtuduxammonnoe naumenosanue [10 P BER N
(muenTudUKANHOHHEBIN HOMEpP)
RealTime PCR v7.9

3aKJII0YEHNUE O COOTBETCTBUM YTBEPIKICHHOIO THIIA CPEJICTB U3MEPEHU TpeOOBAHUSM TCX-
HUYECKUX HOPMATUBHBIX IIPABOBBIX aKTOB M/WIIM TEXHUYECKOW JIOKYMEHTAIlUU IPOU3BO/IU-
Tesst: amiuiukarop jaerekrupyromuit J{Trpaiim Ne ASB903 coorBercTByeT TpeGoBaHusm
TEXHUYCCKOH JIOKyMEHTAIMK (PYKOBOJICTBO 110 dKcruryaranuu), TP TC 020/2011.

IIpousBouTesnb CpejICTB U3MEPECHHIA

000 «HITO JJHK-Texunonorus», Poccuiickas ®ejeparus

Ajnpec: 142281, Poccuiickas @enepanus, MockoBekasi 001acTh, 1. 1 IporBuno,
yi1. XKenesnojiopoxnas, j. 20

VYII0OJHOMOUYCHHOE  IOPHJMUECKOE  JIMIIO,  [POBOJMBIICE  KCIBITAHUS  CPEJICTB
U3MEPEHUIH/METPOJIOTHYECKYIO DKCICPTH3Y SJIMHUYHOIO 9K3EMIUISIpa CPEJICTB U3MEPEHUit
Pecriybiikanckoe yHUTapHOE HpenpusiTie «belopycckuil rocyapcTBeHHbI HHCTUTYT
merpoorun» (beal M)

Pecnybiinka benapycs, 220053, r. Munck, CrapoBusicHckuii TpakT, 93

Tenedon: +375 17 374-55-01

¢axc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenus: 1. @ororpadus obuiero Bujia cpejicTB n3mepenuii na 1 jmcre.
2. Cxema (puCYHOK) € yKazaHHEM MECTa JUIsl HAHCCCHHS 3HaKa IOBEPKH
CpeJICTB u3MepeHuit Ha 1 ucre.

Jupexrop benl UM _ A.B. Kazauok



[ [punoxenue 1
(0bs3aTesIbHOE)
dotorpadus o01IEero BHIA CPEACTB U3MEPEHU

Pucynok 1.1 — ®dororpadus obmero Bujia aMiuinUKaTop JICTCKTUPYIOITHA
J{Tupaiim Ne A5SB903

aTop neTeKTMpY'OU-W“
Ne A5B903

AMNNUAPUK

NTnpaiAm 3a8.

TV 9443- 004-96301278-2010
Cpenatxo B Poccuu 2043 F
000 “HNO nHK—TexHonorm"

Pucynok 1.2 — ®ortorpadust MapkupoBKH aMIuiuduUKaTopa JCTCKTHPYIOIIETO
JTupaiim Ne ASB903



[Ipunoxenne 2
(obs3aTensHOE)

Cxema (pHCYHOK) C YKasaHueM MECTa JUJIs1 HAaHCCCHMS 3HAKa 1TOBEPKH CpeJICTB HBMGPCHHFI

Mecro s HaHeceHus
3HAKA MOBCPKH

Pucynok 2.1 — Cxema (pUCYHOK) ¢ YKa3aHMEM MecTa JUIS HAHCCCHUS 3HaKa ITOBEPKU



