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IF'OCYJAAPCTBEHHBIA KOMHUTET JB3SIPKAYHBI KAMITAT

IO CTAHJIAPTHU3AIINHN ITA CTAHJIAPTBIZAIIBII
PECITYBJIMKH BEJIAPYCh PIOCIHIYLJIKI BEJIAPYCh

CEPTHDOHUKAT 1
OB YTBEPKJEHUHA TUITIA CPEJICTB U3BMEPEHNHN

@ No 16231 or 31 mapra 2023 r.

Cpoxk jeiicTBust: 0ecCpOUHBIi

HanmenoBanue tumna cpejicTB U3MEPEHNIL:
Ammindukartop B pesknme peaibnoro spemenn Rotor-Gene Q Ne R0221105

[IpouzBourens:
«Qiagen GmbHy, I'epmanns

Briamn:

IocynaperBennomy YUPEKIACHHIO «BEJIOPYCCKUM ITOCYJIAPCTBEHHBIN
BETEPUHAPHBIHN LIEHTP», r. Munck, Pecny6auka Beinapycen

JIOKyMEHT Ha NIOBEpKY:
MPBE MIL3073-2021 «Cucrema odecneyenust equucTea usmepennii Pecny0inku besapycs.
AmiuindurkaTop B peskuve peajibnoro spemenn Rotor-Gene. MeToiHka nogepkmn»

Murepsan BpeMeHu MeKJly rocy/1apCTBEHHBIMU IoBepKaMu: 12 mecsiueB

Tun  cpexactB  u3MepeHuit  yTBEp)KIEH IOCTaHOBJIEHHEM [OCyJapCTBEHHOIO KOMHUTETa
no crangaptusanun PecnyOmku benapycs ot 31.03.2023 Ne 22

CpezcrBa M3MEpEeHHUI JTAHHOTO THIIA CPEJICTBA M3MEPEHUM, NMPOM3BOJAMMBIC B IEPHOJ CPOKa
JeiicTBUs  JaHHOro  ceprudukara 00  YTBEp)KACHUM  THIIA  CPEACTBA  M3MEPCHMIl,
WM YTBEPKACHHBIH THUIT EAMHUYHOIO 9K3EMIULIPA CPEJICTBA M3MEPEHHH  pa3peraiorcs
K NpuMeHeHHio Ha Ttepputopun Pecnybnuku bBemapych B COOTBCICTBHM C IIpHJIAracMbIM
OIMUCAHMEM THIIA CPEJICTBA N3MCPCHHI. a '

3amecturens [peacenarens komurera A.Abypak
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OIIMCAHUE THUIIA CPEJICTB WU3MEPEHUU
IPUIOKCHHUE K CEPTUPHUKATY 00 yTBEPIK/ICHUN THIIA CPEJICTB U3MEPEHUIA
or 13 {i,g_c%fi4z’1a 2023r. Noe /6234

HanmMeHOBaHUC THUIIA CPC/ICTB UBMCPCHUI M UX 0003HAUCHUE:
AMiumdukarop B pesxxume peaisHoro spemenu Rotor-Gene Q Ne R0221105

Hasnavyenue u o0s1acTh IpUMCHCHUS:

AMIumdukaTop B pexume peaibnoro Bpemenn Rotor-Gene Q Ne R0221105 (jrasiee — mpu-
6op) [pe/IHa3HAuCH ISt M3MEpCHUIA UHTEHCUBHOCTH (uryopectieHnmu
[IPH OIIPC/ICIICHUM COJIepKaHusl GParMeHTOB HEJICBOM JIC30KCUPUOOHYKICHHOBONH KHUCIIOTHI
(JIHK) - xomewyHoro mpojiykra mojimMepasnoit nemnmoi peaxknuu (IIIIP) - B JIHK
uceleryemoro oopasua.

OGuracth IpUMEHEHHS — LPU OKA3aHMH MEIIMIMHCKON OMOIIH, B BECTCPUHAPUHM TIPH TIPO-
BC/ICHUH UCCJIC/IOBAHMIA B IIATOJIOIUYCCKOM MJIM OMOJIOIMYECKOM MaTepualiax.

Ornucanue:

Meroji usmepenuil, peajausyemplit B npubope, OCHOBaH Ha HW3MEPEHHH C TIOMOIIBIO
OLITHYECKOI'O JICTCKTOPa (GIlyOpEeCICHTHOIO CUIHAJIA, MCIIYyCKAaeMOTO B XOJIC MOJIMMEpa3HOM
HCIHOMW pCAaKIMU I10J{ BO3JICHCTBUEM H3JIYYCHUS BO30OVIKICHHA, B KakKIOM [HMKIC
TCMIICPATYPHO- KUHCTHYCCKOM amiummbukarmmu  mosiekysn  JIHK, ¢ wucnoss3osanuem
B 1P cmecn cuenmpuueckux oJMroHyKICOTHIOB-3aTPaBOK, HyKJICOTH ITpudochaTon
u (pepmenta noamumepassl. UHTCHCHMBHOCTE (UlyOpeCICHTHOIO CUI'HAJIa IPOTIOPIMOHAIBHA
KOJIMYCCTBY  aMIumMuipoBannbix  ¢parmentoB JIHK (npoaykra II(P). Msmepenue
MHTCHCHBHOCTH  (DJIyOPECICHTHOIO CHUI'HAJIAa OCYIICCTBIACTCS B PCKUME PEaIbHOIO
BPCMCHH 3a CYCT BBC/JICHHBIX B PCAKIMIO (IIYOPECIMPYIOMIMX KpPacHUTEJICH, CIyKalmx
MHJIMKATOPOM YBEIMYCHMS KoJimyecTBa uckomoi JIHK.

M3mepenue npoucxo/iuT B OIITHYCCKON YacTu prubopa, pe3ysibTaTbl H3MEPEHUIT BHIBOJISTCS
Ha DKpal MOHHUTOpPA BHCIIHEIO KOMIBIOTCPA B YCJIOBHBIX CJIMHUIIAX, NMCPECYMTHIBACMDIX
B pas/IMYHbIC C/IMHUIBI KOIMYecTBa aMinmduuupoBannbix ¢parmento JHK (upojykra
LHITP) npu momonm I1O (110 3ampocy - MaccoBbIC JIOJM, IIPOICHTHL, OOBEMHBIC JIOJIH,
CUCTHAs KOHIICHTpAIUs, MacCcoBast KOHIICHTpAIMs U T.JL1.).

KonerpykTuno npubop BBIIIOIHCH B ¢JIMHOM KOPITYCE, BKIIOYAIOMICM:

- POTOPHBIN PEAKITMOHHBIA MOJIYJIb ¢ HCCIICIyEeMBIMHU 0Opa3iamu;

- CHCTCMY TEPMOIMKIMPOBAHMUS, BBIIOJIHCHHYIO B BHJIC HHUKCIB-XPOMOBOI'O HarpeBaTelis
M BEHTHISATOPA;

- OLITUYCCKYIO CUCTEMY JICTCKTUPOBAHHS.

Yupasienue 1upuGopom ocymectsisiercs ¢ Bhemmero IBM-coBvectumoro komibiorepa
¢ nponeccopoM Pentium IV ¢ TakToBoit uacroroii ne ke 2,0 I'T'.

Dororpadun 06IIero BujIa Cpe/ICTB M3MCPCHHMIA IIPC/ICTABICHBI B TIPHIIOKEHNH 1.



CxeMa (PUCYHOK) ¢ YKa3aHMCM MECTa JUIsl HAHECEHHs 3HAKa IIOBEPKM CPEJICTB U3MEPEHH

Ipe/ICTaBlIeHa B IIPUIOKEHUH 2.

O06s3aTciIbHbIC MCTPOJIOTUYCCKHC TpCGOBaHHH: HPC/JCTaB/ICHBI B Tabnuie 1.

Ta6smmna 1

Hawnmenosanue 3HaueHue
Jlnanason u3MepeHuii QIryopecICHIMH, YCIOBHBIC ¢/IMHUILBI or 1 1o 100
IIpenen nonycrcaew_t_dfo OTHOCHTCIIBHOIO CPE/IHEr0 KBaJ[paTUYecKoro
OTKJIOHCHUS Pe3yJIbTaTOB U3MepeHus, %o S

¥ YCJIOBHAs €/IMHUIIA- C/IMHUIIA U3MCPCHHA paBHasd 3aBUCHUMOCTH HHTCHCUBHOCTH

(biryopeciieHIIUHN OT €IMHUILL] JUITMHBI BOJIHBI (HM):

[=f(1), rae

I — HHTEHCUBHOCThL (DIIyOPCCIICHIUK, YCIIOBHBIC €/[MHUIBL;
A — JUIMHA BOJIHBI, HM.

OcHOBHBIC TEXHUYCCKHUC XapaKTCPUCTHKH W MCTPOJOTMYCCKUEC XapaKTCPHUCTHUKH, HC OTHO-
csmmecs K 00s13aTe/IbHBIM MCTPOJOTHYCCKHUM TpCGDBaHI{ﬂM: IpECACTaBJICHLI B Tabsmne 2. _

Tabumna 2
1 laH_M_cl 10Banue 3HaueHue

Macca*, kr, He 6osee - S 12
["abapurHbie pazMepsr™, mwm, He doliee 275%x370x420
Jlnanazon Hal'lpﬂ}l{CHH_FFI[-.I/I-'l‘aII(I)IIICﬁ_(;(;l:I;I*, B ot 100 y10 240
Jluanason yactorel nuraionicii cetn®, I'n ot 50 10 60
HopmaiibHbie yCIIOBUS SKCILIyaTalMu:
JIMaIa30H TeMIIepaTyphl OKpYyKaloero Bosjayxa, °C ot 15 1o 25
JIMAIIa30H OTHOCUTEILHON BIAXKIOCTH OKPYIKAIONICIO BO3/yXa, HE
Oonee r L Baply SIS 80 %
YcnoBus dKeruryaranun®
JiMalia3’oH padoYen TeMiieparyphl OKpy Karomero so3ayxa, °C or 15 o0 30
JIMalla30H OTHOCUTCIIBHOM BIIAXKHOCTH OKPYKAIOIICIO BO3/yXa IpH
remieparype 25°C, ne Goiiee o 80 %
* CoryiacHO pyKOBOJICTBY 110JIb30BATEIISI
KomiuiekTHOCTB: 1pejicraniciia B Tabimie 3.
Tabimna 3

Hanwmenosanue Kosmmuecrso
AMiuiM@UKaTop B pekuMc peaibHoro Bpemenu Rotor-Gene Q
Ne R0221105 R 1
Texnuueckas jJokymenrTaius (pyKoBOJICTBO M0JIb30BATEIIs) 1




MecTo nHaneceHus 3HaKa YTBCPHKJICHUA THUIIA CPCJICTB HBMCpCIIHﬁZ 3HaK YTBCPJICHUA THIIA
CpcCJICTB HSMCpCHHﬁ HAaHOCHUTCH Ha 'l"HTy.JII)HBIﬁ JIMCT PYKOBO/ICTBA I10JIL30BATCIIA.

Ilosepka ocymecrBisiercs o MPh MIL3073-2021 «Cucrema oOGecricYCHUsS €/IMHCTBA
usMepeHui PeciyOiiuku  benmapych. AMINIMOUKATOp B pPEXHUME PCaybHOIO BpeMCHH
Rotor-Gene. Merojinka noBepkm»

CBCIICHHH O MCTOJHKax (MC'I’OJI'&X) HBMCpCIIHﬁI OTCYTCTBYIOT.

Texnnyeckne HOpPMATHBHBIC IPABOBBIC aKThl M TEXHUYCCKHE JOKYMCHTHI, YCTaHABIMBAIO-
mue:
TpeOOBaHMUs K TUITY CPEJ/ICTB U3MCPCHMIA

TCXHHYCCKas JlokyMeHTanus «Qiagen GmbH», ['epmanust (pyKoBOJICTBO 110J1b30BaTE-
);

METO/IUKY IIOBEPKH:

MPb MI1.3073-2021 «Cucrema obecriedeHust ¢IMHCTBA M3MepeHuit PecityGiiku besapycs.
AmiumndukaTop B pesxume peasibHoro Bpemeru Rotor-Gene. MeTojiika noBepkuy.

llepeuyens cpejICcTB MOBEPKU: lipe/icTaBiicH B Tadiuie 4.
Tabmma 4

HanmenoBanue u THII cpejicTB OBEPKH

Perucrpatop Temiieparypsl U BiaKHOCTH testo 174

HaGop pearenros s sessienns JHK Clamydia trachomatis B kimnmueckom marepuasie
MCTOJIOM ToJiuMepasHon 1ennoi peakuuu (II1P) ¢ rubpuiusanumonno-giayopeciieHTHOM
aerekiueil «AMumCenc® Clamydia trachomatis-FL» npoussojcrsa ¢upmer ®EYH
ITHWW Dumjremuonoruu Pociiorpednajizopa, Poceuiickas dejieparus.

Konrposbnbie pacTBopsl (uryopeciienHa, HPUIOTOBICHHBIC 110 METOAMKE, IIPUBEICHHOI
B 1puiokenun b MPb MI1.3073-2021

llpumeyanne — Jlomyckaercst npuMeHsTh JIPyrie cpejicTBa NOBEPKH, 06CCIICUMBAIONINC OIIPE;ieic-
'HHC METPOJIOTHYECKUX XapAKTEPUCTHK ¢ TPeOYEeMOI TOYHOCTEIO.

Mienrudukanus nporpaMmMHOro oGeciieucHus: IMpejICTaRICHa B Tabuie 5.

Tabnuna 5 N ) -
Wnenrudukanmnonnoe Haumenosanue 110 Homep Bepcun 1:10
(neHTH)UKAIMOHHBIA HOMED)
Rotor-Gene Q 2.3.5

3aKIIIOYCHUE O COOTBETCTBUH YTBEPIK/ICHHOTO THIIA CPEACTB M3MEPECHMI TPEGOBAHUSIM TEX-
HUYCCKUX HOPMATUBHBIX 1IPABOBBIX AKTOB W/MJIM TEXHUYECKOH JIOKYMEHTAIIMU TIPOU3BO] (M-
Tesst: aMIuIMuKaTop B pexuMe peaibHoro Bpemenu Rotor-Gene Q NeR0221105 coorser-

CTBYET TPEOOBAHMAM TCXHUYCCKOH soKyMenTaimu «Qiagen GmbH», I'epmanus, (pykoBoji-
CTBY I10JI30BATECIISA ).




I IponzBouTess cpejicTB U3MEPEHUN
«Qiagen GmblI», I'epmanus
Anpec: QIAGEN Strasse 1, 40724 Hilden

YIIOJIHOMOUEHHOE  IOpU/IMYECKOe  JIMIO,  IIPOBOJIMBIIEE  MCIIBITAHUA  CPEJICTB
M3MCPCHUI/METPOIOIMYCCKYIO JKCIICPTU3Y CAMHUYHOIO DK3EMILIApPA CPC/CTB M3MCPCHUM
PecniyOuinkanckoe yuurapHoe npeaupustie «benopycckuil rocyiapcTBeHHbI HHCTUTYT
metpostoruw» (beial M)

Pecnybimuka benapyces, 220053, r. Munck, CrapoBuiieHcKui TpakxT, 93

Tenedon: +375 17 374-55-01

dakc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxenns: 1. @ororpapun obmero Buaa CpeCTB M3MEpeHUi Ha 1 Jucre.
2. Cxema (pUCYHOK) ¢ yKa3zaHHEM MecTa JUls HaHCCCHHUS 3HaKa IOBEPKU
CpeJ/ICTB U3Mepenuii Ha 1 jucre.

Hupexrop benl UM A.B. Kazauok



[Ipunoxenue 1
(0Os3aTennHOe)
dororpadus 061Ier0 BUJIAa CPEJICTB U3MEPCHUH

Pucynok 1.1 — ®ororpadus odmiero Bujia aMIinpukaropa B pé){{HMe peaibHOrO BPEMECHHU
Rotor-Gene Q Ne R0221105

b \odel:  Rotor-Gene Q
SN RO221105 |
‘Voltage: 100-240V ~50/60Hz
Power. 520VA

FSA 250V
QIAGEN Hilden, Germany

CEELDE

Pucynok 1.2 - G)O'L‘rpacpu MapKHpQBKH aMII'II/I('bI/IKalOpaBpe}KHD;e peanHOl‘O BPEMCHHU
Rotor-Gene Q Ne R0221105



Ipuinoxenue 2
(oOs3aTenbHOE)
Cxema (pUMCYHOK) ¢ YKa3aHUEM MeCTa JUIsS HaHEeCEHHs 3HaKa IIOBEPKH CPEICTB U3MEPEHU

MecTo /s HaHeceHus
IHAKA [IOBEPKH

T T T

Pucynok 2.1 — CxeMa (pMCYHOK) C yKa3aHUEM MecTa JIUIsl HaHeCEHUsI 3HaKa IIOBEPKHU



