r'OCYIAPCTBEHHBIN KOMUTET J3APKAVHBI KAMITAT

110 CTAHIAPTH3AIINN IIA CTAHJIAPTBI3AILIBII
PECITYBJIMKH BEJIAPYCh POCIIYBJIKI BEJIAPYCH

CEPTU®UKAT 5
Ob YTBEPKJIEHUHU THUITIA CPEACTB U3BMEPEHHUH

Ne 17655 ot 30 mas 2024 r.

Cpok nelicTBus: 6ecCpOYHBIi

HaumeHoBaHMe TUIIA CPEACTB U3MEPEHHH:
Tepmouukiep A aMIVIHPHKAUKUKE HYKJIeHHOBBIX kHca0T Mozeab C1000 Thermal Cycler
Ne BR207422 ¢ moayJiem ontideckum peakuuonnbiv CFX96™ Ne 787BR15756

[IpousBoaUTENb:
«Bio-Rad Laboratories, Ins.», Coenunennsnie llITaTel AMepHKH
(npousBoacTBeHHas miomanka — «Bio-Rad Laboratories (Singapore) Pte. Ltd», Cunranyp)

Beinan:
040 «TOCHJIEHA», r. MuHck, Pecnybiiuka Benapycs

JIOKyMEHT Ha IIOBEPKY:

MPb MILMH 3943-2024 «Cucrema o0OecnedyeHuss eguHCTBa H3MepeHuii PecnmyOinukm
Bbenapycb. Tepmoumkiep s amMIIHPHKANHH HYKJIEHMHOBBIX KHCJI0T Mogean C1000
Thermal Cycler ¢ moaysiem ontaueckuMm peakuuonabiM CFX96™. Meroauka nosepkm»

MuTepBal BpeMEeHH MEX/Iy rocyAapCTBeHHBIMH MMOBepKaMu: 12 Mecsines

Tun cpeactB u3MepeHWil yTBEp)KJEH IOCTaHOBJIEHHMEM [ OCyJapCTBEHHOrO0 KOMHTETa
110 cranaapTusauuu Peciry6nuku benapycs ot 30.05.2024 Ne 56

CpexncrBa M3MepeHMi JaHHOIO THUIIA CPEACTBA U3MEPEHUI, MPOU3BOAUMEIC B IMEPUOI CpPOKa
HNEHCTBMA  JaHHOro  ceprudukara o0 yTBEp)KIACHMHM THIIA CpPEJACTBA  M3MEpEHHA,
WM YTBEPKJEHHBIH THUI E€OUHUYHOIO J3K3eMIUIIpa CpeICcTBa WM3MEPEHHUIl pa3pelaroTcs
K TNPUMEHEHHIO Ha TeppuTopuu Pecrmybiauku bBenmapych B COOTBETCTBHM C IpUJIaraeMbIM
OIHMCaHUEM THUIIA CPEJCTBA U3MEPEHUIA.
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OITMCAHUE TUITIA CPEJICTB U3MEPEHUNA
MPpHUJIOKCHHUEC K CCpTH(’pHI{aTy 06 YTBCPIKACHWUH THIIA CPCIACTB H3MCpeHHI7'I
oT 2 ot S 20 24 T. No 17244595

HaumeHnoBanue Tuna cpejicts u3mepeHuii u ux obo3HaveHue:
Tepmouuknep mis ammuinUKamMu HYKJICHHOBBIX KUCI0T Mozaeab C1000 Thermal Cycler
Ne BR207422 ¢ monynem ontuyeckuM peakiuoHHbIM CFX96™ Ne 787BR15756

Hasnauyenue u 001acTh mprMeHeHUS:

Tepmouukiep i aMIIMpUKALMUA HYKJIEMHOBBIX KucioT mozxeas C1000 Thermal Cycler
Ne BR207422 ¢ monynem ontudeckuM peakinoHHBIM CFX96™ Ne 787BR15756 (nmanee —
TEPMOLMKIIEP) MPEIHA3HAYCH /IS U3MEPEHUS MHTEHCUBHOCTH (DI1yOpeciieHIINH.

O6nacTs npuMeHeHUs — IpH 00eCTeYeHUH 3aLUThI JKU3HH 1 3710POBbs YEI0BEKa, OKa3aHUsI
MEMLIMHCKOM MTOMOIIIH.

Onucanue:

Tepmouukiep npejHazHayeH A1 aMIUTUGUKALIMKA HYKICHMHOBBIX KUCIOT, KOTOPBIH MOXKET
MOJNEPIKUBATL HEOOXOJHMMYIO TEMIepaTypy M B KOTOPOM €IWHOBPEMEHHO MOIKET
uccneaoBaThes 10 96 o6pasios. braronaps HaTMUMIO PEaKIIMOHHOrO ONTHYECKOTO MOJLY IS
CFX96 TtepMmouuKiIep TMO3BOJAET PErUCTPUPOBATH CKOPOCTH CHHTE3a (yIBOCHHS,
aMIUIM(UKALKI) HYKIEMHOBBIX KUCJIOT B PEabHOM BPEMEHH 3a CUET CIELHAIU3HPOBAHHBIX
CBCTOAMOJOB U CBETOMWIBTPOB, KOTOpPBIC YJIABIWBAIOT (IYOPECICHTHBIN CHUTrHal,
MCXOMSILNIA py 00pa30BaHNH HOBOM LIETIOYKH HYKJIEHHOBOH KUCIOTHL. TepMOLMKIEp MOXKET
MOAKIIOYATECA K KOMIIBIOTEPY, a TaKKe rnepeaaBaTh nHpopmauuio Ha USB-HocuTe b,

Jlata n3rorosiieHns yKa3bIBaeTCs Ha MApKUPOBOYHOM TabIMUKe.

@otorpaduu ob1Lero Bujia CpeCcTB U3MEPEHUIN TIPEJICTABIICHB! B IPUIOKEHNH .
Cxema (PUCYHOK) € yKa3aHMEM MecCTa Ul HAaHECCHHs 3HaKa MOBEPKH CPEICTB W3MEPEHHIA
IpeICTaBIeHA B MPUIOKEHUH 2.

O0s3arenbHbIE METPOJIOTHYCCKHE Tp@ﬁDBaHHH: npeacraBJicHbl B Tabnune 1.

Tabnnua 1

Haumenoranue 3HayeHue
Jlnana3oH uaMepeHuit UHTEeHCUBHOCTH (iIyopecieHINN ot 2300 mo 65000
IIpenen nromyckaeMoOro OTHOCUTEIBHOIO CPETHETO
KBaJI[paTUYCCKOr0 OTK/IOHEHUS NIPU U3MEPEHUU UHTEHCUBHOCTH 5
bayopecuenuuu, %

OCHOBHBIE ~ TEXHHYECKHE XapAaKTEPUCTUKM M  METPOJIOrUUECKHE XapaKTEePUCTHUKH,
HE OTHOCSIMECS K OOsA3aTeNbHBIM METPOJIOrHYECKUM TpeOOBAaHMAM: MPEACTABICHBI B
Tabauue 2.



Tabnuua 2

HaumenoBanue 3HaueHue
JlnanazoH HanpsHKeHUH MUTaHUS IIEPEMEHHOTO TOKa 4YacTOTOM
50T'u*, B ot 100 no 240
ITorpebasemas mourHOCTH*, BT, He Gonee 850
Y CloBHSA IKCILTyaTallUu:
JMana3oH TEMIEpaTypbl OKPYIKatolIero Bo3ayxa, °C or 15 no 25
OTHOCHTEJIbHAs BJIAXKHOCTh OKPYKAIOIIET0 BO3ayXa, %o, He Oolee 80
Macca*, kr, He Gonee 26

*CormacHo JOKYMEHTAlMU TMPOU3BOJAUTENS, IPHU NPOBEJCHHH METPOJIOrMUYECKON 3KCIEPTU3BI
XapaKTepPUCTHKH HE MOATBEPKAUIUCH

KomrmuiekTHOCTB: npeacTaBiaeHa B Tabiauie 3.
Tabmuna 3

HanmMeHoBaHue KonnuectBo
Tepmonuuknep m1s amminduKanuu HyKIeUHOBBIX KuciaoT mozxens C1000 1
Thermal Cycler Ne BR207422

Moayas ontuueckuii peakiinoHHbli CFX96™ Ne 787BR 15756
Kab6ens USB

YcranoBouHsbll quck ¢ mporpaMMHBIM obecnieyenneM CFX Manager
PyKOBOJICTBO 10 JKCIUIyaTaluy

Mecrto HaHeceHus 3HaKa VYTBEPKIACHHUA TUIIA CPEJICTB HBMCPBHHﬁZ 3HAK YTBCPXKICHHUS TUIIA
CpeacTB H3Mepel—llflﬁ HaHOCHUTCA Ha THTYJ‘IBHBIFI JIUCT PYKOBOJICTBA I10 3KCILTYaTallhH.

IToBepka ocymectBasiercss no MPb MIT.MH 3943-2024 «Cucrtema o0ecrnieyeHus eJIMHCTBA
usmepenuit PecniyOnuku benapycs. Tepmoumkiep ais aMIiMbUKalMM HYKJIEHHOBBIX
kucnor mozaens C1000 Thermal Cycler ¢ moxyneM ontuueckuMm peakiuoHHBIM CEFX96™,
MeTtoauKa MoBepKu».

Caenenus 0 MeToMKaX (METO/1aX) U3MEPEHUI: OTCYTCTBYIOT.

Texnnueckne  HOpMAaTHBHBIE  TPABOBBIE  aKTBl M TEXHMYECKHE  JOKYMEHTHI,
yCTaHaBIHBAIOIIHE:
TpeOOBaHHUsA K TUITY CPEICTB U3MEPEHHIA:

TEXHHYECKas JOKYMEHTAIMS MPOU3BOAUTENS (PYKOBOACTBO MO KCILTYATALIUN);
METOAUKY MOBEPKHU:

MPb MIL.MH 3943-2024 «Cucrema obecniedeHus eMHCTBAa u3Mepenuit Pecrnydmku
benapyck. TepMouukiiep a1 aMIIM(pUKaIUKA HY KIeHHOBBIX KMCa0T Mojesib C1000 Thermal
Cycler ¢ Moaynem ontuueckum peakiinoHHBIM CFX96™, MeTonKa MoBEpKH».

IlepeueHb cpecTB MOBEPKU: MpeACTaBieH B Tabuule 4.



Tabmua 4

HauMeHOBaHUE ¥ THUI CPEICTB ITOBEPKH
Perucrparop temneparypbl U BJIaKHOCTH testo 174H

KoHTtponbHble pacTBOPHI (hiTyopeciienHa, MPUTOTOBIEHHBIE IO METOIMKE, IIPUBEIEHHON B
npuinoxkenun b MPb MIT.MH 3943-2024

[Tpumenanne — JlomyckaeTrcss NpUMEHATH JpYyrHe CpeAcTBa IIOBEpPKH, o0ecrnedyuBaroue
OIpeIeJIEHUE METPOJIOI HYECKUX XapaKTEPUCTHK ¢ TpeOyeMOoH TOYHOCTEIO.

Maentndukanus nporpaMMHOro obecrieyeHus: rpejicrapieHa B rabuutie 5.

Tabauua 5
WUnentuduxannonnoe naumenosanue [10 HOMeLmeRei 1:10
(naeHTHGUKALIMOHHBIH HOMED)
Bio-Rad CFX Manager Bepcus 3.1

3aK/II04€HHE O COOTBETCTBUM YTBEPXKICHHOIO THIIA CPEICTB H3MEPEHH TpeOOoBaHUAM
TEXHUUCCKUX HOPMATUBHBIX IIPaBOBBIX AaKTOB W/WIM TEXHUYECKOH JTOKYMEHTaLUH
IPOU3BOIUTENS: TEPMOLMKIEP IS AMIUIMGUKALIMM HYKJIEMHOBBIX Kuciaor moaens C1000
Thermal Cycler NeBR207422 ¢ wMomyiaeM oONTHYecKHMM peakiMoHHbIM CFX96™

No 787BR15756 cooTBercTBYeT TpeOOBaHUAM TEXHUYECKON JTOKYMEHTAIIMH TIPOU3BOAUTEIS
(PYKOBOJICTBA I10 HKCILTyaTalllK).

ITpoussoauTens CpescTB U3MEPEHUI

«Bio-Rad Laboratories, Inc.», Coenunennsie llItaTsl AMepuku

(mpousBoJCcTBeHHas uiomaaka - Bio-Rad Laboratories (Singapore) Pte. Ltd, Cunramnyp)
4000 Alfred Nobel Drive, Hercules, California, 94547

(1 Kaki Bukit View, #03-01, Singapore 415941).

YIOJIHOMOYEHHOE  HOPUJMYECKOe - JIMLO,  MPOBOAMBILEE  MCIBITAaHUS  CPEICTB
M3MEPEHUI/METPOIOrMUECKYIO IKCICPTU3Y CAMHUYHOIO DK3EMIUIApa CPEACTB M3MEPEHHit
PecnyOnukanckoe yHuTapHoe mnpearnpusatue «beropycckuif rocyaapcTBEHHBIR HHCTHTYT
metpoaorum» (benl M)

Pecniy6uka benapycs, 220053, r. Munck, CtapoBuieHCKuii TpakT, 93

Tenedon: +375 17 374-55-01

Gakc: +375 17 244-99-38

e-mail: info@belgim.by

[Ipunoxenns: 1. @ororpadun obiero Buja cpecTB U3MEpeHHii Ha 1 ucTe.

2. Cxema (pUCYHOK) ¢ yKazaHMEM MeCTa /IS HAaHEeCEHHUS 3HaKa MOBEPKH
CpeCTB U3MepeHuii Ha 1 ucre.

Hupexrop benl UM A.B. Kazauok



[Tpunoxenue 1
(o6s3aTe/1bHOE)
dotorpadun 061Ero BUaa CpeICTB U3MEPEHM I

Pucynox 1.1 — CDOTopacl)uﬂ obero Hna TEPMOLIUKJIepa /1 aMIUTMQUKALUH
HyKIeuHOBBIX KUcI0T Moaesb C1000 Thermal Cycler Ne BR207422 ¢ monynem
ontuyeckuM peakllMoHHbIM CFX96™ Ne 787BR 15756
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Pucynok 1.2 — ®ororpadus MapKHpoﬁK;I fébmounmepa Jutst ?.’iMl'I..HH(pHKaILHH
HYKJIEHMHOBBIX KUCJI0T Moaens C1000 Thermal Cycler Ne BR207422 ¢ moxynem
ontuyeckuM peakoHHbIM CFX96™ No 787BR 15756



[Ipunoxenue 2
(obs3arensHOR)
Cxema (puCYHOK) ¢ yKa3aHUEM MeCTa JijIsl HAHECEHUs 3HaKa ITOBEPKU CPEJICTB H3MEPEHHM

MecTo ans HaHeceHUs
3HAKA MNOBEPKH

Pucynok 2.1 — Cxema (puCYHOK) ¢ yKa3aHHEM MeCTa Jji/Isl HAaHECEeHHs 3HaKa MOBEPKH



