I'OCYJAPCTBEHHBIA KOMUTET JI3SIPZKAYHDBI KAMITOT
IO CTAHIAPTH3AIINHN ITA CTAHJIAPTBI3ALIBII
PECIIYBJIMKU BEJIAPYCH PACITYBJIIKI BEJIAPYCH

CEPTHDUKAT )
Ob YTBEPKAEHHUHW THIIA CPEJACTB U3MEPEHHUH

Ne 16230 ot 31 mapra 2023 r.

Cpok pelicTBusi: GeccpouHbIii

Hanmenosanue tuna cpejcTB H3MEPEHMI:
Amiumndukarop B peskume peajibnoro spemenn Rotor-Gene Q Ne R0813126

IIponssoaunrens:
«Qiagen GmbH», 'epmanns

Breitan:

Focy;[apcrﬂcnuomx YUpeKIACHHI0 «BEJIOPYCCKHUH I'OCYJAPCTBEHHBIN
BETEPUHAPHBIN HEHTP», r. Munck, Pecnnyosinka benapycen

JIOKYMEHT Ha MoBepKy:
MPb MIL3073-2021 «Cucrema obecniedenusi equncrea usmepenuii Peenybumku Benapyces.
AMiumndukaTop B pexxname peajibHoro spemenn Rotor-Gene. Meronka nogepxn»

I/THTCPBEIJ'[ BPEMCHH MCIKIY roCcy1apCTBCHHBIMH ITOBCPKaAMM: 12 mecsinen

Tum  cpegers  u3MepeHuit  yTBEp)KJCH — IOCTAHOBJACHHEM ['OCY/I@pCTBEHHOINO  KOMMTETA
1o cranjiaprusatuu Pecriybnuku benapyces or 31.03.2023 Ne 22

CpencrBa u3MepeHuii 1aHHOro THNA CPEJCTBA U3MEPEHHUil, MPOM3BOAMMBIE B IIEPUOJ CPOKA
JICCTBUSL  aHHOTO  cepruukara 00  yTBEpXKIEHMM  THIIA  CPEACTBA  U3MEPEHMIA,
WM YTBEPIKIEHHBIM THII CIMHMYHOIO OK3EMIUIApA CPEICTBA H3MEPEHMH pa3periaroTes

K [pUMEHEHHIO Ha Tepputopun PecnyOnuku benapych B COOTBETCTBHM C INpHIIaracMbIM
OIMCAHNEM THIIA CPEICTBA N3MEPEHUI. o

r.'

3amecturens [pencenarens komurera 1 ] % A.A.Bypak
[] T.,.f/':

2
Heenf =57



OlIMCAHME THUIIA CPEJICTB UBMEPEHUN
NIPHJIOKEHNE K cepTUdUKATY 00 yTBEPsK/ICHUHI TUIIA CPEJICTB U3MEpElIHii
or_ 2+ e rL i 20231. Ne /8220

HanmeHoBaHKUC THITA CPCICTB M3MCPCHUHM M MX 0003HAYCHUC:
AMIUIM(pUKATOP B peskuMe peasibHoro spemenu Rotor-Gene Q NeR0O813126

Hasnayenue u 001acTh NPUMEHCHUS:

Amiumndukarop B pexxume peaibnoro spemenu Rotor-Gene Q NeR0813126 (jiasiee — 1pu-
6op) 1pe/IHa3Ha4YCH Juis M3MEpCHU MHTEHCUBHOCTH ¢uryopeciieHnmm
IIpY ONIPE/ICIICHUN COJlepiKauust GparMEHTOB 11CJICBOM JIC30KCUPHOOHYKICHHOBOM KUCIIOTHI
(J/IHK) - xoneynoro 1pojiykra mojuMmepasnoi rnennoi peaxkiuu (III[P) - B JIHK
uceiejlyemMoro odpasna.

O0s1acTh IpUMEHEHHS — IIPH OKa3aHMU MC/IUIIMHCKOM 1TOMOIITH, B BETEPUHAPUH IIPH IIPOBE-
JICHMH UCCJIC/IOBAHMMN B TATOJIOIMYECKOM MM OMOJIOTMYECKOM MaTepHasiax.

Omnucanue:

MeroJl M3MEpeHU, pealu3yeMblii B HpUOOpPE, OCHOBAH Ha M3MCPCHHAM C IOMOIIBIO
ONTHYCCKOrO JICTEKTOpa (IIyOPECIICHTHOIO CUI'HAJIA, UCIYyCKAeMOro B XOJI€ MOJIMMEpa3Hoil
ICIHOM pPCaKIUM 110J] BO3JCHCTBUEM M3JIYyYCHUSI BO30OYXKJICHUSA, B KaKJIOM IUKIIC
TCMIICPATYPHO- KHHCTHYCCKONW amiummpukanuu wmodekysn JIHK, ¢ wucnosis3oBanuem
B I[P cMmecn crnenuuyeckux OJMIOHYKICOTHIOB-3aTPABOK, HYKJICOTHATPU(pOCHATOB
¥ epmenta nosmmepasbl. MHTEHCHBHOCTE (IIyOPECIICHTHOrO CUIHa/Ia IPOIIOPIHOHAIbHA
KoJimuecTBy amiumbuimposanuelx ¢parmentos JIHK (mpomykra [II[P). Msmepenue
UHTCHCUBHOCTH  (DJIyOPCCHCHTHOIO CHUI'HAjla OCYHICCTBISICTCS B PEKUME  PEalbHOIO
BPEMEHU 32 CYCT BBCJICHHBIX B PCAKIMIO (UIyOPECHUPYIOMINX KPACHTEICH, CIIyKaImux
MHJIMKATOPOM YBC/IMUCHUS KosmmdecTBa uckomoi JIHK.

M3mepenue 1Iporucxo/iuT B OIITHYECKOM YacTu prbopa, pe3yiibTaThbl U3MEPECHUIT BHIBOJISTCS
Ha DKpaH MOHHUTOpAa BHCIIHCIO KOMIIBIOTEPA B YCIOBHBIX C/IMHUIIAX, TEPECUMTHIBACMEBIX
B pasJIYHBIC CJIMHMIIBI KojiyecTBa aMiumduumpoBannpix dparmentos JIHK (npojyxra
HITP) npu nomonwm 11O (110 3ampocy - MaccoBbIC J10JH, TPOICHTHI, 0OBEMHBIC JIOJIH,
CueTHas KOHIEHTpAIUsi, MaccoBasi KOHIICHTPAIUs U T.J1.).

KoncerpykrusHo 11puGop BBIIIOIHEH B ¢JIMHOM KOPITYCE, BKIIOYAIOIIEM:

- POTOPHBIH PEAKIIMOHHBIA MOJLYyJIb ¢ HCCIICTyEMBIMU 0Opasiamu;

- CHCTEMY TCPMOIMKIMPOBAHMS, BBIIIOJIHEHHYIO B BHJIC HHUKEJIBL-XPOMOBOIO HAIpeBaTCIIs
M BEHTUIISITOPA;

- OITHYECKYIO CUCTEMY JICTEKTUPOBAHHMS.

Yupasiienue 1upuGopoM ocymiecTBiaseTes ¢ Buemmero [BM-coBMecTUMOro KoMIbloTepa
¢ nporeccopoMm Pentium IV ¢ TakroBoit uacroroit ne nuxe 2,0 1T

dororpadum ob1IEr0 BUIa CPEJICTB U3MEPCHUI TIPE/ICTABICHBI B IIPHIIOKCHUH 1.



Cxema (pPUCYHOK) € yKa3alieM MCCTa JUls HaHeCeHHs 3HaKa [OBEPKH CPEICTB U3MEpEHH
peJicTaBieHa B IPHIOKCHUN 2.

O6s13aTesIbHBIE METPOJIOIMYCCKUC TPeOOBAHMS: IIPE/ICTABICHDI B TabIHIIC 1.

Tabnuna 1

_”___I ltllL\ICIiO]}.’;l_.EIHC _ 3nauciue
Jlnanaszon usmepennit tI[).’l.}-’E)}‘)CCIICIillHH, YCIIOBHBIC €/IMHUIILI or 1 1o 100
[Ipejen gomyckaeMoro OTHOCHTCILHOTO Cpe/IHEro KBaJ[paTuyeCcKoro
OTK/JIOHEHMS PE3YJIbTaToOB u3mepeliius, % 5

* ycitoBHAsI €JIMHUIA- ¢/IMHIIIA H3MCPEHHs] PaBHAs 3aBUCUMOCTH UHTEHCUBHOCTH
(JIyOpecIieHIINN OT S TUHHILL! /L IHITBI BOJHBI (HM):

I=f(1), rae

[ — HHTEHCUBHOCTH (IIYOPCCICHIIMH, YCIIOBHBIC ¢/IUHUIIBI;

A — JUIMHA BOJIHBI, HM.

OCHOBHBIE TEXHUYECKUE XapaKTCcpuCTHKH H MCTPOJIOTHMYCCKHUC XApPAaKTCPUCTHUKH, HC OTHO-
csmmecs K 00s3aTe/IbHBIM M CTPOJIOINYCCKHM ’rpeﬁoaalmsm: npeacraBJICHBI B Tabsmiie 2.

Taduna 2

THanvenosanue 3Ha4yeHue
Macca*, kr, He 6osee 12
I"aGaputHbie pa3Mepbl*, Mum. iic Doliee 275%x370%420
Jlnanazon Hanpspbkenus mmraonicii cetu®, B ot 100 o 240
Jluaniazon yacrorsl nuraronieii ceru®, 1y ot 50 j10 60
HopMasibHbI€ YCIIOBMS DKCILLY Q1AM
JIMAIa30H TeMIIepaTyphbl OKp) Kalonero Bosjyxa, °C or 15 o 25
JMana30H OTHOCUTEIIBHON BIIA/KIIOCTH OKPYKAKOLIEI0 BO3/lyXa, HE
boitee 80 %
YciioBus sKcIutyaTanun®
Jidara3zon pabodei Temiepatypnl OKpyKarouero sosjyxa, °C or 15 1o 30
JMana3oH OTHOCUTEIBHOM B/IKITOCTH OKPYIKAIOIIETO BO3/lyXa IIpU
temueparype 25°C, He doiece 80 %

* CorutacHo PYKOBOJICTBY HOJIL30BATC/IA

KoMInieKTHOCTB: npejcraslicria B rabsmne 3.

Tabimna 3 B,

~ Hanmenonanue ) Koaunuectso
AMIUIE(HKATOP B PeKUME pealibiioro Bpemenn Rotor-Gene Q
NeRO813126 _ _ 1
Texnuyeckas joxkymenranms (pyKoBOJICTBO 10JI30BATEIIS) 1




Mecro HaneceHus 3HaKa YTBCPIKJICHUA THIIA CPEJICTB H3MCpCIlHﬁZ 3HaK YTBCPKJICHUA THUIIA
CpcCJICTB VISMCPCHHFI HaHOCHUTCA Ha TPITYJIthIﬁ JIUCT PYKOBOJICTBA I1OJIB30BaATCIIA.

IToBepka ocymiectnisicresi 1o MPb MIL3073-2021 «Cucrema obecrieueHusi €JIMHCTBA
mMepenuit  PecniyOumku  benapycs. AMIUIM(UKATOP B PeKHUME  PCAIbHOIO BPEMCHU
Rotor-Gene. MeTojinka 11oBepKu»

CBC}ICHHH O MCTOJ/IMKaXx (MC'I‘OJI&X) HBMCPCHHﬁI OTCYTCTBYIOT.

TexHuueckrue HOPMATUBHBIC 1IPABOBBIC AKTHI U TEXHUYECKUE JIOKYMCHTBI, YCTaHaBIMBAIO-
mue:
TpeOOBAHMUS K TUITY CPEJICTB M3MCPCHMIA

Texuuueckas Jjokymenrtamus «Qiagen GmbHy, I'epmanusg (pykoBoJICTBO 110JIb30BaTE-
),

MCTOJIMKY ITOBCPKH:

MPb MI1.3073-2021 «Cucrema obeciieuenus eiuucTBa usmepenuit Peciyoimmku benapycs.
Amiumdukarop B pexxume peasibioro spemenu Rotor-Gene. Merojinka 1moBepku».

I—ICpC‘{CHL CPpCACTB IOBECPKU: IIPCJICTABJICH B TabsuIe 4.

[HaumenoBanue u THII CPEJICTB HOBCPKH

Perucrparop Temieparypbl 1 BIaxKHoCTH testo 174

Habop pearenros juis BoiasiicHus JIHK Clamydia trachomatis B xiMouueckoM Marcpualic
METOJIOM mojiumepasnoi 1eunoi peakuuu (11IP) ¢ ruGpuamsanmonno-diyopecnenTHoi
aerekiueit  «AmiumCenc® Clamydia trachomatis-FL» 1poussojictBa  dupmer OBV
LIHWH Dnmiemuonoruu Pocriorpebnajizopa, Poccuiickas @ejiepanmsi. T

KonrpoiibHbie pacTBOpbl (uryopecnerna, IIPUTrOTOBJICHHBIC 10 MCTOJIMKE, HPHUBECJICHHOM |
B 1ipuiiokenun b MPb MI1.3073-2021

[Ipumeuanue — Jlomyckaercs NpUMEHSTE JIPYTHe CPEJICTBA TOBEPKH, 00ECIICUHBAIOIINE OIIpE/Ieiic- |

Wjientuduxanus nporpaMMHOro 00eCIieYCHus: 1IpejicTaBieHa B TadImIe 3.

Tadiuma 5

Unentudukannonnoe nanmenonanue 110 KGR BopcaE G ‘

B (nieHTHHUKAIMOHHBIN HOMED)

Rotbr-G_éne Q 2:3.1

3aKIIOYCHUE O COOTBETCTBHU YTBEPHKJICHHOIO THIIA CPE/ICTB M3MEPEHMUIA TPEOOBAHUAM TEX-
HUYECKUX HOPMATUBHEIX IIPABOBLIX aKTOB W/WJIM TEXHUYCCKOM JIOKYMCHTAIIMK IIPOU3BO/IU-
Tells: aMILIM(pUKATOp B pekuMe peasibioro spemenu Rotor-Gene Q Ne R0813126 coorser-

CTBYCT TPCOOBaHUSIM TEXHUYECKOI JlokymenTaimu «Qiagen GmbH», 'epmanust., (pykosoji-
CTBY 110JIb30BATEIsA).

J



[IpousBomreins cpejicTB U3MEpEeHUi
«Qiagen GmbHy, I'epmanus
Anpec: QIAGEN Strasse 1, 40724 Hilden

YNOJIHOMOYEHHOE  IOPUIAMYECKOE  JIMIO,  IIPOBOJMBIIEE  HCIIBITAHUS  CPEJICTB
M3MCPCHUI/MCTPOIOTHUCCKYIO JKCIIEPTU3Y €/ IMHUYHOIO DK3EMILIApa CPEJICTB M3MEPECHHUI
PecuyOinkanckoe ynurapHoe IpeipusTie «belopycekuii rocy1apcTBEHHbIH MHCTUTYT
meTpoorun» (beinl M)

PecnyOnuka benapyces, 220053, r. Munck, CtapoBuieHCKui TpakT, 93

Tenedbon: +375 17 374-55-01

¢ake: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenus: 1. @ororpadpuu obiiero Byua cpejicTB U3MCPEeHMI Ha | Jmcre.
2. Cxema (pUCYHOK) C yKa3aHHEM MecTa JUlsi HAHECCHUs 3HaKa IOBEpKU
CpC/ICTB U3Mepenuii Ha | siucre.

Jupekrop benl UM A.B. Kazauok



[punoxenue 1
(o0s13aTeiIbHOE)
@ororpadus o0I1Iero B1jIa Cpe/ICTB H3MCPCHUIA

Pucynok 1.1 — ®ororpapus odmero Biia aMIinduKaropa B peskume peajbHOro BpeMeHH
Rotor-Gene Q NoeR0813126

Model:  Rotor-Gene Q
SN RO813126,
L Voitage: 100-240V ~50-60Hz
| Power.  S20WA
| Fuse:  FS5A250V
. ol QUAGEM Hilden, Germany

Pucynoxk 1.2 — ®otorpadust MapkupoBKu aMHanmKaTopa I-slpexnme peajlbHOIO BPEMEHU
Rotor-Gene Q NeR0813126



I Ipusoxenue 2
(o0s13aTCiIbHOC)
Cxema (prCyHOK) ¢ yKa3aHHCM MCCTa JUTs HAHCCCHUS 3HAKa [IOBEPKU CPEJICTB M3MEPEHHiT

MecTo 118 HaHeceHus
3HAKa [MOBCPKHU

Pucynok 2.1 — Cxema (prcynok) ¢ ykazanuem Mecra JUisi HaHECCHHUS 3HaKa OBEPKH



