I."OCYILAPCTBEHHBIﬁ KOMMTET ,[[3HP’)KA3“7HIJ KAMITOT
10 CTAHJAPTH3AIINU IIA CTAHJAPTBIZATIBIT
PECITYBJIMKH BEJIAPYCh POCIYBJIKI BEJAPYCh

CEPTU®HUKAT
OB YTBEPKJIEHWUU TUITA CPEJICTB U3MEPEHUM

Ne 17782 ot 22 urons 2024 r.

Cpoxk neficTBus: OeccpOYHBIN

HaumeHoBaHMe TUIIA CPEICTB U3MEPEHMIA:
Amnuinpukarop aerekrupyrommii ATaaiir 4S1 Ne A7C408

[IpousBoaMTE B!
000 «HIIO IHK-Texnonorus», r. [Iporsuno, Mockosckas 06.1., Poccuiickas ®eaepauust

Brinan:
000 «lanuompapmar, r. Hecemx, Munckas 06.1., Pecnny6iinka Beaapych

JIOKyMEHT Ha OBEPKY:
MPb MILMH 3969-2024 «Cucrema obecniedyeHusi eJHHCTBAa H3MepeHHil PecnyGianku
benapyces. AMmmndguxarop aerektupyromuii IT. MeToanka nosepku»

WHTtepBan BpeMeHH MEKY IOCy AapCTBEHHBIMU MOBepKamu: 12 Mecsiues

Tun  cpencts  u3MepeHmil  yTBEpXK/JIEH [OCTAHOBIEHMEM [ OCYJIapCTBEHHOrO KOMHTETa
1o cranaaprusanuu PecryOnuku benapycs ot 22.07.2024 Ne 79

CpeicrBa u3MepeHHil J1aHHOrO THIIA CPEJICTBA M3MEPEHHii, [IPOU3BOJMMEIE B IEPHOJ CPOKa
JeHcTBUS  JaHHOrO  cepruukata 00  YTBEpKAGHMH  THIIA  CPEACTBA  U3MEPEHMIA,
WIN YTBEPKACHHBIM THUIl €IMHUYHOIO JK3EMIUIApA CpEACTBA HM3MEPEHUIl paspemarorcs

K IpUMEHEHHIO Ha Tepputopun PecryOianku benapych B COOTBETCTBMM ¢ IIpUIaraeMbIM
OIMCAaHUEM THIIA CPEICTBA U3MEPEHHUIA.

3amecturens [Ipecenarens A.A bypak




OIMMCAHVE TUIIA CPEJICTB UI3MEPEHUN

npunome}me K CepTHC]_)HI(aTy 06 y’[‘Bep)KﬂCHHH THIIA Cpe,[[CTB I‘I3M€pCHPll'71
OF 23 sris 29 20 041r. Ne 7% %8

FARY. S

HaumeHoBaHKe THIIA CPEJICTB U3MEPEHHM U UX 0003HAUSHHME:
Ammudukarop nerexkrupyromuii I Tnait 4S1 Ne A7C408

Ha3snauenue u 06acTh NpUMEHEHUS:

Avnmudukarop aerektupyromuit [Tmaiit 4S1 No A7C408 (manee — amrumuxatop)
IpefHasHayeH [UIAd M3MEpPEHHs HHTEHCHBHOCTH (QUIyOpECUEHIMH IIPU  OIpPEIeIeHUH
coaepKaHus GparMeHTOB LieseBoit ge3okcnpudonykiennoBoit kucnors! (JJHK) - koneunoro
npojykra nosumepasnoit nenHoit peaxuuu (I1LP) - B JIHK uccrnenyemoro obpasua.
QOacTe NPUMEHEHUS — IIPYU 00ECTIEYEHUH 3ALMTHI JKU3HK U 3J0POBbA YEIOBEKa, OKa3aHUU
MEIMLMHCKOMN ITOMOILH.

Onucanue:

[lpunuun nefictBust amriMpuKaTtopa OCHOBAaH Ha M3MEPEHUM C TIOMOIIBIO ONTHUYECKOTO
jerekTopa (IyOpecleHTHOr0 CHrHaja, HCITyCKaeMOro B XOJ€ IOJUMEpa3sHOi IermHoi
peakiMH I10]] BO3JEHCTBUEM M3IyueHHMs BO30YKIEHHS B KaXKIOM IMKIIE TeMIepaTypHO-
KuHeTnyeckor ammumbukamu monekyn JHK, ¢ wucnonszoBanmem B [P nHaGopos
peareuToB. MHTEHCHBHOCTL ()IyOPECHEHTHOrO CHMIHajla IPOMOPIMOHANIbHA KOJIUYECTBY
amrumnduuuposanHeix Qparmenros JIHK (mpomykra [111P). M3mepenne mHTEHCHBHOCTH
(JIyOpeclieHTHOr0 CUTHajla OCYIIECTBISCTCA B pEXKHME pEaabHOr0 BPEMEHU 3a CYET
BBEJIEHHBIX B PEAKIMIO (IyOpecUUpYIOMUX KpacuTened, CIyXalux WHIUKATOPOM
yBeandeHus Koanyecrsa uckomoii JJHK.

YIipaBjieHUe aMITM(PUKATOPOM OCYIIECTBISETCS IPU IOMOIIH POrPaMMHOI0 o0ecedeH s
RealTime PCR, ycTaHOBIEHHOrO Ha BHEUIHHI MepCOHANBHBIN KoMmeioTep (nanee - [1K).

M3mepenne npoUCXoANT B OIITHYECKOH YacTH rpubopa, pe3yIbTaThl U3MEPEHHUH BHIBOAATCS
Ha sKkpan moHutopa I1K.

®ororpadun obLIEro BUaa CPeACTB H3MEPEHHIA MPEICTABICHBI B IIPHIIOKEHHY 1.

Cxema (pI/lcyHOK) C YKasaHMeM MecTa 11 HAHECCHHUSA 3HAKa ITOBEPKH CpPeCTB P’IBI\-‘IepGHI’l'ﬁ
npejicTaB/iCHa B NPHIIOXKEHHUH 1.

OGsa3arepHBIE METPONIOrUYECKHE TPeOOBAHKS: MIPEACTABIEHE B Tabauie 1.

Tabnuua 1
HaumeHnoBanme 3HaYeHue
Jlnanason u3mepeHui MHTCHCUBHOCTH (JTyOpECHEHITUN ot 1 10 100
IIpenen nomyckaeMoro OTHOCUTENBHOTO CPEIHETO
KBa/[paTHYECKOr0 OTKJIOHEHHS IPY UBMEPEHUU HHTEHCHBHOCTH 5
dayopecuennmu, %

OCHOBHEIE  TEXHHUYECKUE XapaKTEepUCTHKH W METPOJIOTHUCCKHE  XapaKTEePHUCTUKH,

HE OTHOCSIIMECS K O00S3aTeNbHBIM METPOIOrHYECKUM TpeOOBAHUAM: TPEACTABICHH B
Tabnuie 2.



Tabmuua 2

Haumenosanue 3HaueHue
Jlnana3oH HalpspKeHHI nUTaroei cetu™, B ot 198 no 242
["abGapuTHblc pasmMepsr*, MM, He Gonee 210x480x310
Macca*, kr, He Gonee 17
YcnoBus skcrutyaranun® :
JIMaTa30H TEMIIEPATYPhl OKpYIKalowlero Bo3ayxa, °C oT S mo 35
OTHOCHTEIbHAs BIIAKHOCTh OKPYKaloILIEro Bo3ayxa, %, He 6oJee 80
* CoryracHO OKyMEHTALUK IPOU3BOAMUTES, TIPU IPOBEAEHUH METPOIOrNYECKOM
OKCHIEPTU3bl XapaKTEPHUCTUKH HE MOATBEPIKAAJINCE

KoMiuiekTHOCTE: npecTaBieHa B Tabaume 3.
Tabnuma 3

HaumeHoBanue KonuuectBo

Ammmdukarop perextupyronmii ITnait 4S1 No A7C408 1
PyKOBOJICTBO 110 SKCILTyaTalMH

KaGenb cBs3u ¢ komnerotepoM, Tunia USB 2.0 High Speed A-B
CeTeBoii IHYP-COETUHUTEND

[IpenoxpaHuTesu maBkue

KOMNakT-IUCK ¢ MporpaMMHBIM 00€CIIeYeHHEM

— D |t | |

Mecro HaHecenus 3HaKa yTBEP:KICHHUS TUIIA CPECTB M3MEPEHMUI: 3HAK YTBEPKICHUS THITA
CPEJICTB U3MEPEHUI HAHOCUTCS HAa TUTYJ/IBHBIM JTUCT PYKOBOJCTBA IO DKCILTYaTaLluu.

Ilosepka ocymectsnsgercs no MPB MIL.MH 3969-2024 «Cucrema ofecredyeHus eanHCTBA

u3mepennii  Pecriybimku benmapycs. Ammnudukarop aerextupyrommit JIT. Mertoauka
TIOBEPKI.

Ceenenus 0 MeToimKax (MeTOAax) U3MEPEHHIA: OTCYTCTBYIOT.

TexHuueckue HOpMAaTHBHEIC ITpaBOBELIC AaKThbI H TCXHHUYCCKHC JOKYMCHTBHI,
YCTaHaBJIMBAIOIITHE:

TpeOOBaHMUS K THITY CPEICTB U3MEPEHHUI:

TEXHUYECKas JOKyMEHTallis IIPOM3BOANTES (PYKOBOJCTBO M0 SKCILTyaTALUH);
METO/IUKY [OBEPKH:

MPB MIL.MH 3969-2024 «Cucrema obecnedeHns eAMHCTBA U3MepeHuit Pecry6muku
benapycs. Ammndukarop aerexrupyromuit JIT. Metoauka noBepkm.

[lepeyens cpencTB MOBepKHU: Mpe/ICTaBIICH B TadauLeE 4.
Tabmuma 4

HauMeHOBaHUE M THII CPEICTB TOBEPKH
Perucrpatop Temmeparypsl 1 BaaxkHocTH testo 174H

KonrponsHblie pacTBopsl Gityopecrenna, MPUTOTOBJICHHBIE I10 METOAMKE, IPUBEJICHHON B
npunoxeauu b MPB MIT.MH 3969-2024

Ilpumeuanne — JlomyckaeTcss NpHMEHSITH JPYTHe CPEICTBA IIOBEPKH, OOECIICUHBAIOLIAE
OIIPEe/ICJICHUE METPOJIOTHYECKUX XaPAKTEPUCTHK ¢ TPeOYEeMOil TOUHOCTHIO.

Vinentudukanys nporpaMMHOTo obecriedeHus: npeacTaBieHa B Tabmuue 5.
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Tabmuma 5

Wpentudukannonnoe Haumenosanue [10 Honep nepern 110
PG 5 (uneHTH(HUKALMOHHEI HOMED)
RealTime PCR v7.3

3aKmoueHre O COOTBETCTBUU YTBEPXKAEHHOTO THIA CPEACTB M3MEpeHUil TpeOoBaHUAM
TEXHHYECKUX HOPMATHUBHBIX IPaBOBBIX AaKTOB W/WIM TEXHHUYECKOH JOKYMEHTaIlUH
npoussoauTens: ammmudurarop aerekrupyromuii I Tnait 4S1 Ne A7C408 coorBeTcTBYeT
TpeOOBAHMAM  TEXHUYECKOHW  JOKyMEHTALMH  INpou3BoxuTesns  (pyKOBOACTBA 110
IKCIUTyaTauu*).

* - ¢ yUETOM TEXHHUYECKOro 3aJaHHs U CHEeUM(pUKAIMKA Ha IPOBEICHUE METPOJIOIHYECKOi
OKCIEPTU3Hl B LEIAX YTBEPIKIECHUS THIA €IUHUYHOrO SK3EMIULIpa aMIUIM(pHUKATopa, YTo
HE IIPOTUBOPEUUT JOKYMEHTALUH ITPOU3BOJUTEIIS.

[IpousBoauTeNb CPEACTB UIMEPEHUIA

000 «HIIO JJHK-Texnonorus», Poccuiickas ®enepanus

142281, Poccuiickas ®enepanus, MockoBckas o6nacts, r. [IpoTBHHO,
yi1. KenesnopopoxkHas, 1. 20

YIOIHOMOYEHHOE  IOPMAMYECKOE  JIMIO,  IPOBOAMBIIEE  HCIBITAHUA  CPEACTB
M3MEpPEHHUI/METPOIOTHYECKYIO IKCIEPTU3Y €AMHUYHOIO JK3EeMIUISpa CPEJICTB H3MEpeHHIt

PecnyOnukanckoe yHutapHoe mpennpuarue «benopycckuil rocyapcTBEHHBIH HHCTHTYT
merposorun» (benl ' UM)

Pecry6iuka benapycs, 220053, r. Munck, CtapoBuiieHCKuit TpakT, 93
Tenepon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Ipunoxenus: 1. @otorpaduu obmero BUaa CpeacTB U3MEPEHWIi Ha 1 ucTe.

2. Cxema (pUCYHOK) C yKa3aHHEM MeCTa /Ul HAHECEeHUs 3HaKa MOBEPKU
CPEICTB U3MEPEHMUI Ha 1 ucTe.

Hupextop ben UM ' A.B. Kaszauoxk

L]



[Tpunoxenue 1
(obs13aTenbHOE)
dororpadun o01Iero BUIa CPeACTB H3MEPEHHI

0o:0D:00 19.8°C
ATC408 not ready

Pucynok 1.1 — @ororpadus obuiero Buia aMmIndHKaTopa IeTeKTHPYIOLIEro
e HATnaiir 4S1 Ne A7C408

Pucynok 1.2 — @ororpadus MapkupoBKH aMILTMGHKATOpA IETEKTHPYIOMIETO
ATnaitr 4S1 Ne A7C408



[Ipunoxenue 2
(obs3arenpHOE)
Cxema (pucyHOK) ¢ yka3aHHeM MecTa [l HAHECEHUS 3HAaKa MOBEPKH CPEJICTB U3MEpEHU N

MecTto ans naneceHus
IHAKA MOBEPKH

. DDYDB:A0 19.8°¢

R7IC408 not ready

Prucynok 2.1 — Cxema (pHCYHOK) C yKazaHHeM MecTa Ui HaHeCEHHs 3HaKa IIOBEPKH



