TOCYIAPCTBEHHBIII KOMUTET JB3SIPKAVHBI KAMITOT

1O CTAHIAPTH3AIINU ITA CTAH/IAPTBI3AIIBII
PECITYBJINKU BEJIAPYCH PACIYBJIKI BEJIAPYCh

CEPTUDUKAT }
OB YTBEPKJEHIH TUIIA CPEJCTB U3MEPEHUIT

Q_IB No 16892 ot 30 aBrycra 2023 .

Cpok aeiicTBus: GecCpOUHBIN

HanmenoBanue Tua cpesicTB M3MEpEHHii:
Ammmndurarop aerekrupyromuii ITnpaiim SM1 Ne ASH712

[IpousBoauTenp:
000 «HIIO THK-Texunomorus», r. [Iporsuno, Mockosckas 06.1., Poccniickas ®exepanns

Beian:
000 «Mexnaynapoanas adoparopusi Xeauke», r. Munck, Pecnyoinka Benapycs

JIOKYMEHT Ha ITOBEpPKY:
MPb MILMH 3472-2022 «Cucrema o0ecredeHdsi eIMHCTBA u3Mepenmii Pecny6iankn
benapycs. Amningukaroper gerexrupyomue AT. Meroauka nosepkm»

MutepBan BpeMeHH MEXK/Iy rOCy1apCTBCHHBIMHU MOBepKaMu: 12 Mecsinen

Tun  cpenctB  u3MepeHHMiT yTBepXKIEH MOCTAHOBICHHEM |OCYNAPCTBEHHOrO KOMMTETA
o cranaaprusanuu Pecriybnuku benapyces ot 30.08.2023 Ne 61

CpencrBa M3MepeHMI TaHHOTO THIA CPEICTBA W3MEPEHMi, MPOM3BOJMMEBIE B IIEPHOI CPOKA
ACUCTBUA ~ JAHHOro  ceprtuukara 00  yTBEpXKICHHM THUIA  CPEICTBA  M3MEPEHHIL,
WA yTBEPKACHHBI TUI €IMHAYHOTO OK3EMIUIApA CPEACTBA H3MEPEHUH pa3pelialoTcs

K TpHMEHCHMIO HA TeppuTopun Pecrybivku benapych B COOTBETCTBHM C IIPHIAracMbIM
OIHUCAHUEM THIIA CPEJICTBA U3MEPEHHIA.

el
3amectutens [Ipencenaresns komurera { M‘ A.A.Bypak
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OIIMCAHUME THUIIA CPEJICTB U3MEPEHWN
HPHUIIOKCHHUC K CCp'I‘HCbHKa’l‘y 06 YTBEPKIACHHHN THIIa CPCJICTB H3MCPCHH¥I
OT 30 xéss LT FE 207 3 1. Ne 16892

b [

HaumeHnoBanue T2 CpeJICTB U3MEPEHUI U X 0003HAaYCHHUC:
Amiumnpukarop jgerexkrupytonmii J[Trpaitm SM1 Ne ASH712

Hasnayenue u o61acTh NPUMCHECHUS:

Amiumudukarop jgerexrupyromuii J{Tapaiim SM1 Ne ASH712 (nanee - npubop) npejna-
3HAYCH IS U3MEPEHHS MHTCHCUBHOCTH (PIIYOPECHEHIIUU TIPU OIPE/ICIICHUH COJICpKaHUs
bparMeHTOB 11¢/IeBO# Jic3okcupubonykiennoBoit kuciorsl (JIHK) - xoneunoro npojykra
nosmmepasnoit rennoit peakimu (I1IP) - 8 JIHK uccienyemoro obpasia.

O06:1acTh IIPUMCHEHUS — IIpU 00ECIICUCHUH 3allUTh] JKU3HU U 3710POBbS YEJIOBEKA, OKa3aHUs
MEJIMIIMHCKOM ITOMOIIIH.

Omnucanue:

Hpunimn — jefcrsus pudopa OCHOBaH Ha M3MEpPEHUH C TIOMOIIBIO
OIITHUYECKOI'0  JIETEKTOpa  (hJIyOPECIIEHTHOrO  CMI'Hajia,  HCIIyCKaeMoro B XOJe
MOJIMMEPA3HOMN 1IENTHON peaKIMM 110/1 BO3JIEHCTBUEM M3JIyYeHHUsS BO30YXK/IEHUS B KaxkKIOM
HUKIIC  TeMlieparypHo - KHHETHYECKOI amILIMpUKaIuu mosiekyn  JIHK,
¢ ucrospzoBanuem B 1II[P nabopos pearentos. MarencuBHoOCTL (UIyopecIieHTHOrO CUIHajIa
HPOIOPHUOHAJIBHA KoytmuecTBY aMiumunupoBanubix ¢pparmentos JIHK (riposykra I1P).
M3mepenne MHTEHCHBHOCTH (UIYOPECIIEHTHOIO CHUI'HAJIA OCYIIECTBISETCS B PEKUME
peaJbHOIO BPEMEHM 3a CYET BBEJICHHBIX B peakiuio (iyopeciupyromux KpacureieH,
CIIy’KalMX MHJIMKaTOPOM YBeJIMYeHHus KosinyecTBa uckomoii JIHK.

Yupasienue 1npuOOpoM OCYIIECTBIAETCS IPH IOMOIIM IIPOrPaMMHOIO oOecIeyeHus
RealTime PCR, ycranosiieHHOro Ha BHEHIHUI NepcoHalblblil KoMIbioTep (nanee - 11K).
W3mepeHue 1IpoucXo/iuT B ONITUYECKON YacTu 1Ipudopa, pe3ylibTaTbl U3MEPEHHUI BHIBOJISTCS
Ha okpan Monuropa IIK B ycilOBHBIX eAMHHIIAX, IICPCCUUTBIBACMBIX B pPasinyHbIC
€/IMHHULIBI KoJinyecTBa aMIumbunnpoBanubix pparmenton JIHK (upojaykra [TIP).

®ororpadus o01Iero Bujia cpejicTBa U3SMEPEHHIH 11pejicTaBlieHa B IIPUIIOKEHHUH .
Cxema (pUCYyHOK) € yKa3aHHMCM MeCTa JUIS HAHECEHMS 3HaKa IOBEPKH CPEJICTB U3MEPCHUIt
IpeJICTaBIeHa B IIPUJIOKEHUH 2.

O0s3aTenbHbIe METPOJIOTMUYECKHE TpeOOBaHUS : IIpeICTaBICHBI B TaduIle 1.

Tabmuna 1

HaunmenoBanue, ¢JIMHUIIA H3MEPEHUS 3HaueHue
Jlnanazon  u3MEpeHM  MHTEHCUBHOCTU  (JIYOPCCICHITHH,
” or 1 1o 100
YCJIOBHASI ¢/IMHUILA
Ipenen JIOIYCKAaeMOro OTHOCHUTEJILHOT'O CPEJIHETO
KBaJIpaTHYECKOI'0 OTKJIIOHCHUS pe3yJIbTaTOB u3Mepenust, %o 5

A YCiI0BHaA €IMHUIIA- CJIMHUIIA U3MCPCHUSA paBHas 3aBUCUMOCTH HHTCHCHUBHOCTH QJJI}/OPCC-
ICHITUH OT CJIMHHILI /IJIMHBI BOJIHBI (HM).




OcHOBHBIE TCXHHUYECKHE XAPaKTCPUCTUKH U METPOJIOTHYECKUE XAPaKTCPUCTUKHU, HE OTHO-
cAlMeCs K 00s3aTelbHbIM MCTPOJIOTHYCCKUM 'l'pGGDBaHHﬂM: rpejicTaBiicHsl B Taduiie 2.

Tabauna 2

Haumenosanue 3HaveHue
Jnanason nanpsskeHus nuraromei cern*, B ot 100 go 240
Homunanbnas yactora nuraroieit cern*, I'n 50
["abapurhsie pasmepnr*, mm, He Gonee 210x540%540
Macca*, kr, ne 6osee 27

Hopmaneneie ycnosus sxeryaraunu o FOCT 20790-93:
AnanasoH TeMIepartypbl OKpy Karoniero Bosayxa, °C
JMATNA30H OTHOCHUTENILHOM BIaKHOCTH OKPYIKAIOIIETO BO31yXa, ot 15 mo 25
He Oouiee 80 %

Yenosust axcriyaraunn®;

JIMana3oH paboueil TemMrepaTypbl OKpYKaloIero Bo3ayxa, °C
AMANa30H OTHOCUTCIBHOM BIaXKHOCTH OKPYIKAIOLIETO BO31yXa or 5 1o 35
npu remneparype 25 °C, ne Gojee 80 %

* COrsIacHO PYKOBOJICTBY 110 DKCIIIyaTalliu

KomiiekTHOCTb: 11pejicTaBiena B Tabiune 3.

Tabmuua 3
HaumenoBanue Komuuectso

Amnndukarop nerekrupyronmii J{Trpaiivn SM1 Ne ASH712 1
PyKoBOICTBO 110 9KCILIYyaTALIUK 1

KaGeib cBssu ¢ kommnbiorepom, tuna USB 2.0 High Speed A-B 1 il
CereBoii kabesb (TPEXIPOBOIHBIIT) 1
[Mpexoxpanuteny muaskue (10 A, 5x20, 250 B) 2 N
HaGop daiiioB ¢ nporpaMmmusiv obecrieuennem 1
YnakoBo4Has KopoOka U3 ro)pupoBaHHOr0 KapToHa ]

Mecro HaHeceHns 3HAKa YTBEPIKACHUS TUIA CPEICTB H3MEPEHMUIT: 3HAK YTBEPIKACHHs THIIA
CPC/ICTB U3MEPEHNI HAHOCHUTCSI HA THTYJILHBII JINCT PYKOBOJCTBA 0 YKCILTyaTaIliH.

[Tosepka ocywectsisercs mo MPB MII. MH 3472-2022 «Cucrema obecreueis

CAMHCTBA M3Mepenuit Pecriybanku benapycs. Amrundukaropsi nerexkrupyromue JIT.
Metoanka nosepkm».

CBeenust 0 METOAMKAX (METO/1aX) H3MEPeHHI: OTCYTCTBYIOT.
Texnuveckye HOPMATHBHBIC NPABOBLIC AKTHl H TEXHHYECKHE JOKYMEHTBI, YCTaHaB/IMBAKO-
mue:

TpeOOBAHMS K THITY CPEICTB H3MEPEHHUIl:
TEXHUYCCKAs TOKYMEHTaMs (PYKOBOJCTBO 110 9KCILIyaTallUN);



TCXHUYCCKHH PCriIaMCHT TamokeHHOTO COM03a ((:‘)JICK’I“pOMaI“IlHTIIaH COBMECTUMOCTD
texauueckux cpeactsy» (TP TC 020/2011);
METO/IMKY I10BCPKU:
MPb MII. MII 3472-2022 «Cucrema obecricucHus ejinHcTBa uamepennit Pecrniybimku be-
napycb. AMiummdukaropsl jgerekrupyronmme JI'T. Merojinka roBepku»
Ilepeuens cpejicTB MOBEPKHU: 1Ipe/ICTaBIICH B TabsuIe 4.

Tabima 4

IHaumeHOBaHUE M THII CPEJICTB HOBEPKH

Tepmorurpomerp UNITESS THB 1 o

Kontposbnpie pacTBOps! (iryopeciicuHa, IIPUIOTOBICHHBIC 110 MCTOJIMKC, nﬁﬁﬁc}crmoﬁ B
npwioxkenuu b MPb MII. MH 3472-2022

[Ipnmeuanne — Jlomyckaercs IPUMEHATD JIPYIHE CPE/ICTBA TIOBEPKH, 0OCCIICUMBAIONIME OIIpe/ierie-
HME MCTPOJIOTHYCCKMX XAPAKTCPUCTHK € TPEOYEMOH TOYHOCTBIO. |

Wtentudukanus nporpaMmmuoro obecriedenus: npejicrapiena B Tadiuie 3.

Tabmurma 5

Homep Bepcun 110

Wpenruduxanmontnoe nanmenonanue 110 “
(ujtenTu(UKalMOHHBIH HOMEP)

~RealTime PCR v7.9

3aKIIOYCHUE O COOTBCTCTBUU YTBCPIKJICHHOI'O TUIIA CPEACTB U3MEPEHUI TpeOOBAaHUSIM TEX-
HUYECKUX HOPMATUBHBIX IIPABOBBIX aKTOB M/WJIM TEXHUYECKOM JTOKYMEHTAIIMU IIPOU3BO/IU-
Tes: amiuiMdukarop jgerekrupytomuii J[Topaiim SM1 Ne ASH712coorBercrByer TpeboBa-
HHUSAM TEXHUYCCKOH JIOKyMeHTanuu (pyKoBoICTBO 110 dkciutyatanun), TP TC 020/2011.

IIpousBojuTens CpejICTB U3MEPEHUIA

000 «HIIO JIHK-Texunonorus», Poccuiickas ®ejeparusi

Anpec: 142281, Poccniickas ®ejieparms, MockoBekas 001acTh, 1. IIporsuno,
yi1. Kenesnojiopoxknas, j1. 20

YUO/IHOMOUEHHOE  IOPMIMYECKOE  JIMIO,  IIPOBOJIMBIICEC  HCIIBITAHUS  CPEJICTB
U3MEPEHUIA/METPOIOINYECKYIO DKCIIEPTU3Y S/IMHUYIHOTO DK3EMILISIPA CPEJICTB U3MEPEHHUI
Pecuybiinkanckoe ynurapHoe npeipusitue «beiopycckuit rocyiapeTBEHHbIH MHCTUTYT
metposorun» (beil M)

PecryOuinka benapycn, 220053, r. Munck, CrapoBuiienckuii Tpakr, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

Ipuioxenus: 1. @ororpadus oliiero Bujia cpejicTB U3MEPCHU Ha 1 Jncre.
2. Cxema (pUCYHOK) ¢ yKazaHHMEeM MecTa JUlsi HAaHCCCHHS 3HaKa MOBEPKH
Cpe/ICTB U3Mepenuii Ha 1 jucre.

Hupexkrop beal UM A.B. Kazauok




IHpwioxenue 1
(o0s3aTeNIbHOE)
dororpadus obuiero Bujia cpejicTB U3MEPECHU I

Pucynok 1.1 — (DO"orpax 110‘ BU/1a aMIUIMpuKaTOp
nerektupytonmi J{Tupaiiv SM1 Ne ASH712

> BHK-TEXHONOrMs

Real-time Mup
Amnnucpuxa"rop A€TexTUpyowwuin ATnpanm 5M1
TY$443-004-96301278-2010

2019 | 3as. Ne | AS5H712 C€ AL
C‘j OO0 «HMNO AHK-TexHonorus» |IVD

' Mocxoscxas Obnacts, r.MpoTBUHO, yn XKeneawoaopoxwas, n.20
Ten /pakc: (495) 8B0-45-55. email: mail@dna-technology.ru

Pucynok 1.2 — ®ortorpadust MapKUpOBKH aMILTHGUKATOPA JIETCKTHPYIONIETO
JATupaiim SM1 Ne ASH712



[ Ipunoxenne 2

(obsizareibHOE)

Cxema (]’JHCYHOK) C YKa3zanveM Mecra JUIsl HAaHCCCHHUS 3HaKa IOBEPKH CPEJICTB H3MCpCHHﬁ

MecTo aa HaHeceHus
3HAKA MOBCPKH

Pucynok 2.1 — Cxema (pUCyHOK) ¢ yKa3aHHEM MecCTa JUIs HaHECEHUsI 3HaKa IOBEPKU



