I'OCYJAPCTBEHHBIII KOMHUTET JI3SAPKAYHBI KAMITOT
IO CTAHJAPTU3AIINA ITA CTAHJIAPTBI3AIIBIT
PECITYBJIMKH BEJIAPYCh POCIIYBJIIKI BEJIAPYCh

CEPTHDOHUKAT B
Ob YTBEPKJIEHUU THITA CPEJICTB UBMEPEHUU

Q‘IB Ne 16897 ot 30 aBrycra 2023 .

Cpok pelicTBust: 6eccpOYHEbIit

HanmenoBanye THIIA CPEICTB U3MEPEHUIL:
Amnunpuxarop aerekrupyrommuii IT-96 Ne ASY406

[IpousBoauTens:
000 «HITO THK-Texuouorus», r. [Iporsuno, MockoBckast 06.1., Poceuiickas Depepauns

Beinan:
000 «Mexnynapoanas na6opatopus Xeanke», r. Munck, Pecnyoinka Benapyce

JIOKYMEHT Ha IOBEpKY:
MPE MILMH 3472-2022 «Cucrema ofecnedendsi eIMHCTBA H3Mepenuii Pecny6iamkn
beaapyces. Ammnduxaropsr nerekrupyroume AT, MeToanka nosepkn»

MHTepBan BpeMeHN MEK/Ty rOCy1apCTBEHHBIMU MTOBepKaMu: 12 MecsiueB

Tun  cpencts wm3MepeHuHii  yTBepsKIEH IOCTAHOBICHUEM ['ocymapcTBeHHOrO0 KOMMTETA
1o cranaapruszanuu Pecrybnuku benapycr ot 30.08.2023 Ne 61

CpeacrBa usMepeHmii JaHHOTO THIIA CPEICTBA M3MEPEHMIl, MIPOU3BOJIUMEIE B TIEPUOJI CPOKA
JCHCTBUS  TaHHOrO  cepruduxata o0  yTBEep)KJCHHM  THIA CpeICTBA  U3MEpPEHHIA,
WIM  YTBEPIKACHHBIM THII CIMHIYHOIO OJK3EMIULIPA CPEICTBA M3MEPEHMIl pazpernaroTcs

K TPUMCHCHHIO Ha Teppuropnu PecryOimukn benapych B COOTBETCTBHM C NpHIIaraeMbiM
ONMCAHUEM THUIIA CPEACTBA U3MEPEHHUIA.

3amectutens [Ipeacenarens komuTera A.A Bypaxk

M)



OIIMCAHUE THUIIA CPEJACTB M3MEPLI 10505
IPHIOKCHUC K cepTHhUKATy 00 YTBEpIH/ICHHY TUIIA CPEJICTB U3MEPEHUH
OT 30 lbresc7e 2023T1.Ne /689G %

HaumeHoBaHMe THIIAa CPEJICTB M3MEPEHU U X 0D03HaUeHME:
Amiumdukarop gerexkrupyrommit JIT-96 Ne A5Y406

Haznauenue u oOnacts npuMeHeHHs :

Amimumadukarop aerekrupyrommii JIT-96 Ne A5Y406 (jtasee - mpudop) npejiHazHadyeH JUIs
U3MEpPEHUSI MHTEHCUBHOCTH (PIIYOPECIIEHIIMU 1IPU OlIPEJICJICHUN CoJiepxKanus (pparmMeHTon
HEJICBOM JIe30KCUpUOOHYKIIeMHOBOM KuciioThl (JIHK) - koHeuHOro 1pojykra IojauMepas-
noi nennoi peakiwmu (I11P) - B JIHK uccnenyemoro obpasna.

O06acTh NTPUMCHCHUS — IIPU OOCCIICUCHUU 3aIIUTHI )KU3HU U 3/I0POBbS YCIOBCKA, OKA3aHUs
ME/IUITUHCKOM ITOMOIIIH.

Onwucanmue:

[Tpunimn  jedictBuss  npubopa  OCHOBAaH ~ HAa  M3MEPEHMUM € IIOMOIIBIO
OIITUYECKOro  JIeTeKTopa  (UIYOPECHEHTHOIO0  CHTHajla,  HUCIIYCKacMoro B XOJIC
HOJUMEPA3HOM 1CIHONW peakUu 10J1 BO3JICHCTBUCM WU3JIYUCHUSI BO30YMKJICHUS B KaK/IOM
IMKJIE  TEeMIeparypHO -  KMHETHYecKoM — aMmummpuxkanumu  mosekyn  JIHK,
¢ uctioiibzoBanueM B TP nabopon pearenton. MHTeHCUBHOCTH (UIYyOpECIIEHTHOTO CUTHAJIA
[IPOIIOPIIMOHAIBHA KOJIMUCCTBY amiummunposanubix gparmenron JIHK (mpojaykra TT1[P).
Wsmepenue MHTEHCMBHOCTH (IIyOPECHEHTHOIO CHUIHAlAa OCYHIECTBISETCS B PEKUME
peajbHOrO0 BPEMEHU 3a CYCT BBEACHHBIX B PCaKIMIO (BiyopeclMpyIONUX KpacUTEIIC,
CIIY’KaluX MHIMKATOPOM YBEJIMUCHUS KoruecTBa nckoMoit JIHK.

Yipasienue 1pubOpoM OCYIICCTBISICTCS IIPH IOMOIIM IIPOrPaMMHOIO 00eCIeUCHUS
RealTime PCR, ycTanoBiieHHOro Ha BHENIHHUI IepcoHAIbHBIN KoMmIbioTep (Jasee - TTK).
W3mepenue mpoucxXoiuT B ONTHUECKON YacTy 1pubopa, pe3yIbTaThl U3MEPEHUI BRIBO/IATCS
Ha okpan MoHuTOopa IIK B VCIOBHBIX €IMHMIIAX, I[ICPECUUTHLIBACMBIX B DPa3JMYHbBIC
€JIMHUIIBI KoJinyecTBa aMiunuiuposannsiX pparmentos JIHK (tipojyxra IIP).

dororpadus obiero Bujia cpejicTBa M3MEPCHUIN TpeJICTaBICHA B IIPHIOKCHUH 1.
Cxema (pUCyHOK) ¢ yKa3aHMEM MeCTa JUIS HaHCCCHHS 3HaKa IOBCPKU CPEJICTB U3MEPCHUIA

[pejicraBlicHa B IIPHUJIOKCHUH 2

O0s3aTenbHbBIE METPOJIOTHYECKHE TPEOOBAHUS : 1IPE/ICTaBIICHBI B TaduIle 1.

Tabnuna 1

Haumenosanue, ejiMHUIIA H3MECPCHUS 3HauCHHE
JlnanasoH  M3MCEpEHU  MHTCHCUBHOCTH  (DIIYOPECICHIINH, o
yCII0BHAS eJIMHUIA* BTy
Ipejnen JIOIIYCKaeMoro OTHOCHUTEIBLHOIO CpeJIHero
KBa/IpaTUYECKOTO OTKJIOHEHUS pe3yJIbTaToB u3mMepenus, %o 5

* ycil0BHAsI €/IMHUIA- SJIMHUIIA U3MEPCHUS paBHAs 3aBUCUMOCTH MHTECHCHBHOCTH dbiyopec-
LICHIMHU OT CAUHUILGI JUIMHBI BOJIHBI (HM)




OCHOBHBIC TCXHUYCCKHC XapPaKTCPUCTUKUA M METPOJIOTMYCCKUE XapaKTePUCTHKH, HE OTHO-
csmmecs K 0013aTeIbHBIM METPOJIOTHYECKUM TpeOOBAHUSAM: IIPEC/ICTABIICHBI B Ta0 MIE 2.

Tabnmuna 2

Haumenosanue 3nauenue
Jlnara3oH HanpssKeHus nuraronei cetn*, B ot 100 jro 240
Homunansnas yacrora rnuraromieit cetu*, I'ig 50
["abGaputHble pazmepsr*, MM, He Ooliee 210x540x540
Macca*, kr, He dosee 27

Hopmaneneie yeioBust sxeiutyaranuu mo I'OCT 20790-93:
JIMalla30H TEMIIEpaTyphl OKpYKatoero Bo3jayxa, °C
JIaIia30H OTHOCUTE/IBHOM BIIAKHOCTH OKPYIKAIOIIEI0 BO3/IyXa, or 15 10 25
He Oouiee 80 %

YcaoBUs dKCIUTyaTaIuu* ;

JiMara3on padoyei TeMIiepaTypsl OKpysKaromiero Bosyxa, °C
JMana3oH OTHOCUTCIEHOM BJIQXKHOCTH OKPY KAIOLIEro BO3/IyxXa or 5 j10 35
1ipu Temreparype 25 °C, ne 6oJjiee 80 %

* CortacHoO pyKOBOJICTBY 110 dKCILIyaTallUu

KomiuiekTHOCTS: 1pejicTasiiena B Tabuuiie 3.

Tabmuma 3

Haumenosauue Konuuectso

AMIumdukarop jgerekrupytomnuii J[T-96 Ne A5Y406

PyKOBOJICTBO 110 DKCILTyaTaluu

Kabeunb cBasu ¢ komnbiotepoM, Tuia USB 2.0 High Speed A-B

CeteBoit kabelb (TpeXIpOBOHEII)

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

HaGop ¢aiiiios ¢ nporpamMmmusiv obecrieueHueMm

el el T I e e e

YnakoBounas KopoOka 13 roppupoBaHHOTO KapTOHa

Mecro Hanecenus 3HaKa yTBEPKJICHHS THIIA CPE/ICTB U3MEPEHMIA: 3HAK YTBEP/K/ICHUS THIA
CPEJICTB U3MEPCHUN HAHOCUTCS Ha TUTYJILHBIIN JINCT PYKOBOJICTBA 110 DKCILTYaTAIMH.

llosepka ocymectBisercs mo MPBE MIL. MH 3472-2022 «Cucrema obecricucHus
ciuHcTBa M3Mepenuit Pecrybinku benapycs. Ammmdukaropst jaerekrupyiomme J{T.
MerojiuKa 1oBepKu».

Caejienust 0 METOMKAX (METO/1aX) H3MEPEHHIt: OTCYTCTBYIOT.

Texundeckie HOpMaTHBHBIC MPABOBBIC AKTHI U TEXHUYECKHUE JOKYMCHTHI, YCTAHABINBAIO-
nue:

TPEOOBaHMUA K THILY CPEJICTB U3MEPCHUIA:



TCXHUYCCKas JIOKyMEHTalus (PYKOBOJICTBO 110 dKCIUIyaTaluu);
METOJIMKY IIOBEPKHU:
MPb MII. MH 3472-2022 «Cucrema obecrieuenust ejiuieTBa usmepenuii Pecriy6imku be-
japych. AMiumadukaTopsl aerekrupyrone J[T. Meroanka nmosepku»
I[lepeuenn cpe/ICTB HOBEPKHU: IpeJICTaBIICH B TabmumIle 4.

Tabimma 4

HauMeHOBaHUE U THIT CPEJICTB IIOBEPKH

Tepmorurpomerp UNITESS THB 1

npwioxennu b MPL MIIT. MH 3472-2022 N

[Ipumeuanue — Jlonyckaercst IIPUMEHSTh JIPYTHE CPeJICTBA ITOBEPKH, 00CCIICYMBAIOIIIE OIIPE/Ielic-
HHC MCTPOJIOTHYECKHX XapaKTCPUCTHK C '1‘pf:6yeMoi’1 TOYHOCTHBIO.

Wytenmuduxanus nporpaMMHOro obecriedeHus: 1pejicTaBicHa B Tabiuiie 5.

Tabmnuua 5

HOMC}; ];epcnu 11O

Nnentudukanuonnoe nanmernosanue 110 .
(MICHTHUKAIIMOHHBII HOMED)

RealTime PCR v7.9

3aKIIOYEHUE O COOTBETCTBUM YTBEPIKICHHOIO THIIA CPEJICTB U3MEPCHUI TpeOOBaHUAM TeX-
HUYCCKUX HOPMATUBHBIX IIPABOBBIX aKTOB W/WIM TEXHUYCCKON JIOKYMCHTAIIMH TIPOU3BOJIN-
Teis: amiumukarop jerekrupytonmii J[T-96 Ne A5Y406 coorserctByer TpeGoBaHUAM
TEXHUYCCKON JIOKYMCHTALMH (PYKOBOJICTBO 110 IKCILIyaTaIliM).

[IpousBoauTeb cpejicTB U3MEPEHMIA

000 «HITO JIHK-Texnosnorusi», Poccuiickas ®ejieparus

Anpec: 142281, Poccuiickas ®ejiepainus, MockoBckas 001acTh, T IIporBuHo,
yi1. XKenesnojiopoxnas, j1. 20

YIOJIHOMOYCHHOE — IOPWIMUCCKOE  JIMIO,  TPOBOJMBIICC  HCIBITAHUA  CPEJICTB
U3MEPEHUI/METPOJIOTHYECKYIO IKCIIEPTU3Y SJIMHUYHOIO YK3EMILISPA CPEICTB U3MEPEHHUIA
PecrryOummkarickoe ynurapnoe 1peupustiue «beaopycckuil rocyiapeTBeH bl MHCTUTYT
merpoorun» (besl M)

Pecriy6iinka benapycs, 220053, r. Munck, CraposuiieHckuii Tpakt, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

Ipmioxenus: 1. @ororpadus obiiero Bujia cpejcTs usmMepenuit na 1 jaucre.
2. Cxema (pUCYHOK) C yKa3aHHEM MECTa JUIS HAHCCEHUs 3HAKa 110BEPKH
CpecTB M3MepeHuit Ha 1 sucre.

Hupexrop benl UM A.B. Kazauok



Hpuioxenue 1
(oOst3aTenpHOE)
dotorpadus obmIero Buja CpeICTB U3MEPCHHI
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Pucynox 1.1 — CDo*rorpaﬂ o0urero “h;ma aMILTHPHUKATOP JICTCKTUPYIOTIHI
JIT-96 Ne A5Y406

Amnnucbukarop getektupyrowmii [T-96
Ty 9443-002-96301278-2007

3aB. N2 A5Y406 |
ChenaHo B Poccun 2010 r -
00O “HMO AHK-TexHororus" . |

Pucynok 1.2 — @ororpadus MapkupoBKY aMILIM(UKATOPA JICTEKTUPYIONIECTO
JIT-96 Ne AS5Y406



[Ipwioxenne 2
(obOs13aTENIBLHOC)

Cxema (pI/IC}’HOK) C YKa3aHMCM MCCTa JUIA HAHCCCHUA 3HaKa ITOBCPKH CPEJICTB H3MCpCIII/Iﬁ

MecTo nns HaHeccHUs
JHAKA [MOBCPKH

Pucynok 2.1 — Cxema (pucyHOK) ¢ yKazaHUEM MECTa JUls HaHCCCHUS 3HaKa [IOBEPKH



