TOCYJIAPCTBEHHEIII KOMUTET TB3SIPIKAVHBI KAMITIT

IO CTAHJAPTH3AIIH TIA CTAHIAPTBI3ALBII
PECIIYBJIMKU BEJIAPYCh POCIYEBJIKI BEJAPYCh

CEPTH®UKAT .
Ob YTBEPKJAEHHUH TUITA CPEACTB UBMEPEHUU

Q‘IB Ne 16893 ot 30 aBrycra 2023 .

Cpoxk neiicTBUsL: GecCPOUHBII

HanmMeHoBanue THIa cpeicTB N3MepeHuii:
Ammumdurarop aerekrupyrommii ITupaiim Ne ASC205

IIpoussonurens:
000 «HITO THK-Texunosorus», r. [Iporeuno, Mockoscekast 06.1., Poccuiickas ®enepauus

Beinan:
000 «Mexaynapoanas adopatopusi Xeuke», r. Munck, Pecny6anka Besiapych

JIOKyMEHT Ha IOBepKy:
MPb MILMH 3472-2022 «Cucrema oOecrneyenusi eIMHCTBAa u3Mepenuii PecmyGamkn
benapycs. AmMmngukarops! aerexrupyiomue IT. Metoauka nosepkm»

WuTepBan BpeMeHn MeK/Iy rocy1apCTBEHHBIMHU ITOBepKaMu: 12 Mecsinen

Tum  cpencts  wsmepeHmii  yTBEpIKIGH —IIOCTAHOBJIEHMEM [ OCYJapPCTBEHHOTO KOMHTETA
o cranaaprusauuu PecriyOnuku Benapycs ot 30.08.2023 Ne 61

Cpencra m3Mepenuii NaHHOTO THIIA CPeICTBA W3MEPEHMUIi, TPOM3BOJMMEBIE B IIEPHOJ CPOKA
ACHCTBUA ~ JAHHOrO  ceprudukara 00  yTBEpKICHHM  TUIA  CPEACTBA  M3MEPEHHIL,
WIM YTBEPKIACHHBIH THUIl EIUHUYHOTO OK3EMILISpa CPeACTBA M3MEPEHHIl pas3perarorcs

K NPUMEHCHMIO Ha Teppuropuu PecrnyOnuku benapych B COOTBETCTBUM C IIpUiIaraeMbIM
ONMKMCAaHUEM THUIIA CPE/ICTBA U3MEPEHHMIA.

3amecturens [Ipencenarens komurera i /%ﬁ A.A.bypak
44,



OIIMCAHUE THUIIA CPEJICTB U3MEPLEI 115051
HPUIOKEHHE K cepTuduKaTy 00 yTBEPIKJICHUH TUIIA CPEJICTB U3MEPEHUI
OT 30 (2 hrcir e 2023r.Ne /592917

HaumenoBaHUe THIIa CPEJICTB U3MEPEHUI U UX 0003HAUEHHE:
Amiumndukarop jgerekrupyromuii J[Trpaitm Ne A5C205

Hasznavyenue u o01acTh NpUMEHEHUS:

Ammmduxkarop aerekrupyroumii JTapaitm Ne ASC205 (nanee - npubop) npejiHazHaucH
JUIS U3MEPEHUs] MHTEHCUBHOCTH (IIyOPECIICHIIMU TIPU OTIpEJIelIeHUH COJIepKanust (hparMeH-
TOB 11€J1eBOM Jie30KkcupudonykienHoBoit kucinorsl (JIHK) - koHecyHnoro npojykra noiamume-
pa3Hoii 1eninoi peakuuu (1111P) - B JIHK uccienyemoro odpasiia.

Ob:1acTh IPUMEHEHUS — IIpY 00ECIICUCHUM 3alUTHI JKU3HHU U 3710POBbS YEJIOBEKA, OKa3aHUs
MEJIMIIMHCKOM TOMOIIIH.

Onucanue:

[lpuniun  jeficTBus npubopa  OCHOBaH Ha U3MCPCHUM € [IOMOIIBIO
ONTUYECKOIO  JIETeKTOpa  (UIYOPECHEHTHOrO  CHUrHAla, HUCIYCKAeMOro B  XOJIC
OJIMMEpa3Hol TEIHON peakIuy 10| BO3JICHCTBUEM W3JIydeHHs BO30YKJICHUS B KaXK/[OM
IIMKJIe  TEeMIIeparypHO -  KUHeTH4ecko  ammummdukarmu — monekyn  JIHK,
¢ ucnosibzoanueM B I[P naGopos pearentos. MnreHcuBHOCTH (uIyOpECIICHTHOIO CUI'HAIIA
[IPOLIOPLIMOHAIBHA KOJIUYCCTBY aMIumpunposandbiX GparmenroB JIHK (npoaykra 11[P).
M3mepenne MHTECHCUBHOCTH (JIYOPECIICHTHOIO CHUTHA/a OCYIICCTBISCTCS B  PEKUME
pealbHOrO0 BPEMEHM 3a CYET BBEJICHHBIX B PEAKIMIO (PIIYOPECHUPYIOMMX KPAaCHUTEICH,
CIIy’KalllUX UHJIMKATOPOM YBEJIMYCHUS KoyimyecTBa uckomoi JIHK.

YipasiacHue IpuOOPOM OCYIICCTBIACTCS IIPU IIOMOIIM IIPOrPaMMHOI0 00cCIICYCHUS
RealTime PCR, ycraHoBiicHHOro Ha BHEHIHMH IepcoHalbHBIN KomIbioTep (nance - T1K).
M3mepenue nporucxo/iMT B OIITUYECKOM YacTu 1ipudopa, pe3y/ibTaThl U3MEPCHUM BBIBOISITCS
Ha skpan Monutopa 11K B ycIIOBHBIX e/IMHHUIIAX, a TAKIKE [1ePCCUUTHIBACMbIX B Pa3jIMYHbIC
CAMHHUIIBI KosinuecTBa aMiuiduimpoBannsix dparmenron JIHK (nposykra TIIP).

(DOTOFpaCbH}I ob1mero Bujia CpeClCTBa H3M€pellﬂﬁ IIpeJicTaBJICHA B IIPHUJIOKCHUHA 1.

Cxema (pHC)/IIDK) C YKasaHnueM MecTa Ul HAaHCCCHHUA 3HAaKa IIOBCPKH CPEJICTB HBMCpCHHﬁ
HPCJCTABJICHA B IIPHUJIOXKCHHUH 2

OO0s3aTenbHBIC METPOJIOTHYCCKUE TPEOOBAHUS: TIPE/ICTABICHEI B TabauIe 1.

Tabimna 1 o
Haumenosanue, e/[MHUIIA H3MEPCHUS 3Hauenue
Jlmanazon  u3MepeHHIl  MHTCHCHBHOCTH (hiryopecieHIuH,
% ot 1 g0 100
yCJIOBHAsA €JIMHUALIA
Ipenen JIOITYyCKaeMoro OTHOCHUTEILHOI'0 CpeJiHero
KBa/IPaTUYECKOI'0 OTKJIOHEHUS PE3YyILTATOB U3MepeHust, %o 5

* ycioBHas eJIMHUIA- CIMHUIIA U3MEPEHUS paBHas 3aBUCMMOCTH MHTCHCUBHOCTH (IIyopec-
LHEHIUU OT €/IMHUILBI JUTUHBI BOJHBI (HM).




(OcHOBHBIE TEXHUYECKHE XapakTECpPUCTUKH U MCTPOJIOTMUCCKUC XapaKTCPUCTUKH, HC OTHO-
CANIHECCA K 00s3aTCIBHBIM MCTPOJIOTUYCCKUM TpCﬁOBaHHHM: IMpeACTAaBJICHLI B TaGJ'II/HJ,C 2.

Tabmuna 2

HaunmenoBanue 3HaueHue
Jlnarnaszon HarpsKeHus uraroniei certn*, B ot 100 10 240
Homunansnas gacrora nuraronieit cetu®, [ 1T ‘SﬁOW* -
["abapurnsie pazmepsr®, MM, He Oonee 210%540%540
Macca*, kr, He 6oiice 27

Hopmanpsnsie yenoBus skciuryaranmu 1o I'OCT 20790-93:
JIMaria3oH TeMIiepaTyphbl OKpyxKaroiero sosjiyxa, °C
JiMara3zoH OTHOCUTEIILHOM BJIaKHOCTH OKPYKAIOIIEIO BO3/yXa, ot 15 o0 25
He Oosee 80 %

YcinoBus sKCIuTyaTanmm*

JMana3oH paboueit TeMiepaTypsl OKpysKaloero Bosayxa, °C
JMana3oH OTHOCUTEILHON BIIQKHOCTH OKPYKAIOIIETr0 BO3/1yXa or 5 j1o 35
npu Temueparype 25 °C, ne 6osiee 80 %

* CorilacHo PYKOBOJICTBY IT10 3KCILIYaTalluH

KoMILIEKTHOCTB: IpcjcraslicHa B Tabaure 3.

Tabmuma 3

Haumenosanue Konngectro

Aviumidukarop jgerexrupyromuii J{Trpaitm Ne ASC205

PyKDBOI[CTBO 110 SKCIUIyaTalluu

KabGens cBs3u ¢ komisrorepoM, tuna USB 2.0 High Speed A-B

CereBoif kabei1b (TPEXIIPOBOTHEIH)

IIpenoxpanurenu wiaskue (10 A, 5x20, 250 B)

[ B T B B = B

Habop ¢aitiios ¢ nporpaMMHBIM 00ecCIIeYeHUEM

p—

VYnaxkoBouHas KopoOka U3 ropprupoBaHHOIO KapToHa

Mecro HaHeceHMs 3HaKa YTBECPXKJICHHUSA THIIA CPLCJICTB H3MCp€HHﬁZ 3HaK YTBCPXJ/ICHUA THIIA
CpCIcCTB I/IBMCpCHHﬁ HaHOCHUTCA Ha TH'I'y.IIbeIﬁ JIACT PYKOBO/JICTBA 110 SKCILTYaTaIuu.

ITosepka ocymecrBiasiercs nmo MPb MIL. MH 3472-2022 «Cucrema obecrieyenust
equncrea u3Mepenuit Pecnybimku benmapycs. Amiumnduxaropsr aerexrupyrommue JIT.
MerTouKa 1oBEpKu».

Caejtenust 0 MeTOJIMKaxX (METO/1aX) U3MEPEHUIA: OTCYTCTBYIOT.

Texnuueckue HOPMATHUBHLIC IIPABOBBIE aKThl U TEXHUYCCKHUEC JNOKYMCHTBI, YCTaHaBJIMBalO-
TTHUC:



TpeOOBAHMSA K TUILY CPCICTB U3MEPCHHUIA:

TeXHUYECKas JOKyMEHTAIUs (PyKOBOJICTBO 110 DKCILIyaTalluH);

TEXHUUYCCKUI periiaMeHT TaMOXEHHOro cor03a «DJICKTPOMArHuTHas COBMECTHMOCTH
texauueckux cpejiersy (TP TC 020/2011);
METOJIUKY 110BEPKU:
MPB MII1. M 3472-2022 «Cuctema odecticucHus ¢iMHeTBa U3Mepennii Pecriyoinku be-
napych. AMiumgukaropst gerekrupyionme J[T. Merojimka rnosepkuny
[lepeuenn cpejlcTB IOBEPKU: LIPE/ICTaB/IeH B TabuMIE 4.

Tabma 4

HanMmeHOBaHME U THII CPCJICTB IIOBCPKHU

—J

Tepmorurpomerp UNITESS THB 1

Konrposibsneie pactBopbl (uiyopecienta, [pUIoTOBIEHHBIC 110 METOJMKE, IMPUBEJACHHON B
npuwioxkenun b MPb MII1. MH 3472-2022

[Tpumeganue — Jlonyckaercst IPUMEHS T JIPYTHE CPEJICTBA IIOBEPKH, 00CCIICUUBAIOIIUE OIIPE/ICIic-
HUE MCTPOJIOTHYCCKHX XapaKTEPUCTHK ¢ TpeOYeMOi TOUHOCTBIO.

I/IHCHTH(IJHKEIIIHH IporpaMMHOI0O obecrieycHuUs: IpejicraBjicHa B Tabsune S.

Tabmnuma 5

Homep Bepeun [10

WUnenrudukanunonnoe naumenosanue 110 »
(ujicHTH(UKAIMOHHBIN HOMED)

RealTime PCR L v7.9

3aKI0UYeHUE O COOTBETCTBUM YTBEPIKJICHHOI'O THUIIA CPE/ICTB U3MepeHuil TpeboBaHUsAM TeX-
HUYECKUX HOPMATUBHBIX IIPABOBBIX aKTOB W/WIM TEXHHUYECKOU JIOKYMEHTAIUU IIPOU3BO/IH-
tesst: amiumukarop jerekrupytommii /I Trapaiim Ne ASC205 coorBercTByeT TpeboBaHusIM
TEXHUYECKOH JIOKyMeHTaIuu (pyKoBoJICTBO 110 dKeruryaranuu), TP TC 020/2011.

[ IpousBoauTess cpejicTB U3MEPEHUH

000 «HITO JTHK-Texnomnorusa», Poccuiickass dejcparnus

Ajpec: 142281, Pocceuiickag @ejiepaius, MockoBckas oduiacrts, . [IporBuno,
yi1. XKenesznojopoxuas, ji. 20

YII0JIHOMOUYEHHOE  IOPUIMYCCKOE  JIMIO,  IIPOBOJMBIICE  MCIBITAHUS  CPCJICTB
M3MEPCHUM/METPOJIOTMYCCKYIO IKCIICPTU3Y CJIMHAYHOTO IK3EMILIAPA CPEJICTB U3MEPCHMIA
PecniyOnukanckoe ynurapHoe mnpemipustue «beropycckuil rocyapcTBEHHBIA WHCTHTYT
metposioruuny (beial UM)

Pecniyonmka benapycs, 220053, r. Munck, CrapoBuiieHCKHI TpakT, 93

Tenedbon: +375 17 374-55-01

¢dakc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenus: 1. @ororpadus oliiero Byjia cpejicTB M3MEpeHuii Ha 1 jincre.
2. Cxema (pUCYHOK) ¢ yKa3aHMEM MecTa JUIS HaHECCHHs 3HaKa [OBEpPKH
CpeJIcTB U3MepeHui Ha | Jiucre.

Jupexrop benl M A.B. Kazauok

(VS




[Ipunoxenue 1
(obst3areiIbHOC)
dororpadust 061ero Bujia CpeIcTB H3MCPCHHUI

Pucynok 1.1 — ®ororpadus obiiero Bujia amminduxkarop
nerexrupyromuii /[ Tapaitm Ne ASC205

TY 9443-004-96301278-2010

CaenaHo B'Poccun 2014 .
000 “HMNO [AHK-TexHonorns”

Pucynok 1.2 — ®ororpadust MapKUpOBKH aMIUTH(PHUKATOPa JICTEKTUPYIONIETO
JTupaiim Ne A5C205



[ puioxenue 2

(o0s13areiibHOE)

Cxema (pHC}/HOK) C YKazaHMEM MeCTa U1 HAHCCCHMA 3HAKA ITOBCPKH CPCJICTB H3MCpCHHFI

MecTo 11s HaHeceHus
FHAKA IMOBCPKH

Pucynok 2.1 — Cxema (pyCyHOK) ¢ yKa3aHHEM MeCTa JUIsi HAHCCCHUS 3HAKa TIOBEPKU



