I'OCYJIAPCTBEHHBIN KOMUTET JIBSIPZKAYHBI KAMITOT
1O CTAHOJAPTH3ATINHA ITA CTAHJAPTBI3AIIBII
PECITYBJIMKH BEJIAPYCh POCITYBJIIKI BEJIAPYCh

CEPTHOHUKAT _
OB YTBEPJKJIEHUU TUITA CPEJCTB U3MEPEHUI

Ne 16233 ot 31 mapra 2023 T.

Cpox neiicTBust: OecCpOYHBIH

HaumvenoBanue Tumna cpejicTs U3MepeHuii:
Aviuinpukarop B pekume peasbnoro spemenn Rotor-Gene Q MDx Ne R0315311

Hpomtzo;n-n‘enb:
«Qiagen GmbH», I'epmanus

Britan:

locynapersennomy  yupemxienuio «BEJIOPYCCKUH F'OCYJIAPCTBEHHbBIN
BETEPUHAPHBIN ITEHTP», r. Munck, Pecnybinuka Benapyen

JIOKYMEHT Ha IOBEepKY:
MPB MIL3073-2021 «Cucrema odecnedennst eainncersa uimepenuii Peenydiunkn benapycs.
AMILIM(HKATOP B peskuMe peajibHOro Bpemenn Rotor-Gene. Meroauka noepxm»

MurepBan BpeMEeHH MEK/Y I'OCYIapCTBEHHBIME MTOBEpKaMu: 12 mecsiien

Tun  cpexcrs  u3MepeHuit  yTBEp)KJAGH IOCTaHOBJIEHHEM [OCYIapCTBEHHOIO KOMUTETa
no cranaapruzanun PecnyOnnku bemapyce ot 31.03.2023 Ne 22

Cpeicrsa u3MEpeHuil JJaHHoro THIla CpeCTBa M3MEPEHUI, NPOM3BOJMMBIC B IMEPUOJ CPOKa
JACUCTBUA  MaHHOIO  ceprudukara 00  yTBEp)KIAEHMM  THIIA  CPEJCTBA  HU3MEpeHui,
WIH  YTBEPXKJACHHBIH THIT €JIMHUYHOIO OSK3EMIUIIpAa CPeACTBA M3MEPEHUI pa3peruaroTcs

K INpUMCHEHMIO Ha Teppuropun PecnyOmukm benapych B CDOTBeTCTBHH C [PUIIAraeMbIM
OIHMCaHHEeM THIIA CPEJICTBA 3MEepeHuit. s o2l

3aMECTUTEIID ﬂpegzceua'rc.lm KOMHUTECTaA

A A.bypak

/A



OIIMCAHME THUIIA CPEJICTB U3MEPEHUM
HPHIIOKCHHUE K CCpTHCbHKaTy 00 YTBCPKJICHHUHM THIIA CPCJICTB HSMCDCHHﬁ
OT 97 _e< cl;ﬂ-ﬂ--r.,d/ 20221.No 94233

HaunmenoBanue THlia cpejICTB U3MCPCHUR 1 X 0003HAMCHUC:

Amiumdukarop B pexxume peaibioro spemenu Rotor-Gene Q MDx NeR0315311

Hasnayenue 1 00J1acTh PUMEHEHUS:

AMIMPUKATOpP B peskuMe peaibHoro speMeny Rotor-Gene Q MDx NeR0315311 (nasee —
npudop)  mpejHasHayeH  JUIL  U3MEPEHMH  MHTCHCUBHOCTH  (IIyOpecIeHITUH
IIPH OIIPEJICIICHUN COJIepiKaHus GparMeHTOB 1E/ICBOM JIC30KCUPUGOHYKICHHOBOM KUCIIOTHI
(/IHK) - xomeunoro mpojykra mnoiaumepasnoi iennoit peaxiuu (III[P) - B JIHK
uceieyemMoro oopasiia.

O06:1acTh IPUMCHEHHSL — IPU OKA3aHUU ME/IMIIMHCKOM ITOMOIIU, B BETCPUHAPUM TIPH TIPO-
BCJICHUH MCCIIC/I0BAHUI B IIATOJIOIMYECKOM MJIM OMOJIOTHYCCKOM MaTepraliax.

Ormmcanue:

MeToj u3MepeHui, pealu3yeMblii B 1puOOpe, OCHOBAaH HAa HM3MEPCHHH C IOMOIIBIO
OITHYECKOI'0 JICTEKTOPa (UIyOPECIEHTHOIO CUIHaJIa, UCITYCKAaeMOT0 B X0JI€ MOJIMMepa3HOM
HCIHONM PCAaKIMHU I10JI BO3JICHCTBUCM H3JIYyYCHHUS BO30OYK/ICHUS, B KaXK/JIOM IHKIIE
TEMIIEpaTypHO- Kunetudeckod amiumbukanuun wmosekya JIHK, ¢ wucnonssosanuem
B I[P cmecnm crenmbuyeckux OJMIOHYKICOTH/IOB-3aTPABOK, HYKJICOTHITPU(OCHATOB
1 epmenTa noimmepassl. MHTEHCHBHOCTE (IIyOPECIIEHTHOIO CHIHANA IIPOIIOPIMONAIILHA
KojimuecTBy amimbuimpoBanubix  gparmenros JIHK (npojykra III[P). H3amepernue
MHTCHCUBHOCTH  (DJIyOPECIICHTHOTO CHUI'HAJa OCYIICCTBISICTCS B PEKUME  PEaabHOIo
BPCMCHM 3a CYCT BBC/JCHHBIX B PCaKiMIO (IIyopeclMpYIONMX KpacHTelCH, ciyKamx
MH/IIKaTOPOM YBEJIMYEHUs KojmyecTBa uckomoit JIHK.

M3Mepenue poucXo/uT B OIITHYECKON YacTu pubopa, pe3ysibTaThl H3MEPEHUH BBIBOSITCS
Ha DKpaH MOHMTOpA BHCIIHCIO KOMIIBIOTEPA B YCIOBHBIX €/IMHHUIIAX, MEPECUNTHIBAEMBIX
B Pa3jIMYHBIC CAMHUIBI KOJMYCCTBA aMIUIMPHUIUpoBaHHbIX ¢GparMentoB JIHK (mpojykra
HIIP) npu nomonm ITO (1o 3ampocy - MaccoBbI€ JIOJH, IPOIEHTHI, 0OBEMHBIC JIOJTH,
CUCTHAs KOHIICHTpALUs, MaccoBask KOHIIEHTPAIUs U T.JI.).

KOHCTPYKTUBHO 1IPUOOP BHIIOJIHEH B €IHHOM KOPITYCE, BKJIIOYAIOICM:

- POTOPHBIN PCAKLIMOHHBIM MOJIYJIb C HCCIIC/[yeMBIMU 0Opasiamu;

- CUCTCMY TCPMOIUKIIMPOBAHMS, BBIIOJIHEHHYIO B BHJI€ HHUKEIL-XPOMOBOI'O HAIpeBATEIIs
U BCHTUWIATOPA;

- OITHYECKYIO CUCTEMY JICTCKTUPOBAHHS.

Yupasieaue 1pubopoM ocymecTsisercs ¢ Bremmero IBM-coBMecTHMOro kommmsiorepa
¢ nporieccopoM Pentium I'V ¢ TakroBoit yacroroit ne nwxke 2,0 I'TL

®ororpadun 06Imero BuIa CpeICTB U3MEPCHHUIT IIPE/ICTABICHBI B IIPUIOKEHUH 1.



Cxema (pHcyHOK) C YKasaHMCM MccTa JUJIsl HAHCCCHUS 3HaKa ITOBEPKH CPEJICTB HBMepel-IHﬁ
HpCJACTaBJICHA B IIPHJIOKCHHUH 2

OO6s3are/IbHBIE METPOJIOIMYCCKUC TPEOOBAHUS: 1IPE/ICTaBICHBI B TaOIHIE 1.

Tabmmna 1

- Hawmmenonanue 3HaveHue
Jlnanazon usmepennii Guryopecrneniium, yCIOBHbIC €/IMHUIBI or 1 o 100
[Ipejien jlomyckaeMoro OTHOCHTEIIBHOIO CPEIHETO KBA/[PATHICCKOIO
OTKJIOHCHHSI Pe3yJIbTaTOB U3MCpCHUs, %o 5

* yCII0BHAs CIMHMIA- C¢/(FHUIIA U3MCPCHUS PaBHas 3aBUCUMOCTH MHTCHCHBHOCTH
(I)I[}JOPCCI_[@IIHHH OT CJIMHHUIILI JIJIMHBI BOJIHBI (HM):

I=f(1), rpe

I — MHTEHCUBHOCTH (BIIyOPECICHIINHU, YCIOBHBIE €/IMHHUITBI;

A — JUTMHA BOJIHBI, HM.

OCHOBHBIE TEXHUYECKHUEC XApaKTCPUCTHKHU U MCTPOJIOI'HYCCKHE XapaKTCPUCTUKH, HE OTHO-
csmecs K o0s3aTe/IbHBIM MCTPOJIOI'HYCCKUM TpCGOBaHHHMZ IIpC/ICTABJICHDI B TaGJTPIIIC 2

Tabmma 2

Haumenosanue 3nayenue
Macca*, kr, ne bonee e " 12 o
["abapurhbie pazmepsr™, Mmum, 1c 6olice 275x370x420
JInanazon HanpsKeHUs riﬁa_raucﬁ"ccm*, B ot 100 510 240
Jmama3on 4yacToTsl uTaromcii ceru®, 111 ot 50 j10 60
HopMmaiibHble yCIIOBHS dKCILIYaTAIlMU:
JIMAIia3oH TeMIlepaTypsl OKpYy:Kalonero sosjyxa, °C or 15 no 25
JMara3soH OTHOCUTEILHON BIAKIOCTH OKPYIKAIONIEro BO3/lyXa, HE
Ooutee S i 80 %
YcenoBus dkcIuryaranumu™:
JiMaria3oH paboucit TeMiicpaTyphl OKPYKAIOUICro Bo3ayxa, °C or 15 o 30
JMAaIa3soH OTHOCUTEILHOM BIAKIIOCTH OKPYIKAIOLIEI0 BO3/lyXa IIpH
Temueparype 25°C, ne douiee 80 %

* CoryracHO pyKOBOJICTBY 110/1b30BaTCIsI

Komiuiexrnocts: nipejicrasiicna B radbjune 3.

Tabimna 3 s e

[Hanmenosanue KoJjmmuectBo
Amiumdukarop B pexume peaiibiioro Bpemenu Rotor-Gene Q
MDx NeR0315311 L 1
Texnunyeckas JOKyMeHTaIMs (PYKOBOJICTBO 110JIb30BATEIIS) 1




MecTo HaHeceHMs 3HaKa YTBCPKJICHHS THIIA CPEJICTB H?.MC]Z)CIIHﬁ: 3HaK YTBCPXKJICHHUA THUIIA
CpCJICTB H3MCpCHHﬁ HaHOCHUTCH Ha '['H'["yJII:IIInIﬁ JIMCT PYKOBOJICTBA 1OJIBL30BATCIIA.

IloBepka ocymectBigercs no MPh MIL3073-2021 «Cucrema oOecrieucHust €/IMHCTBA
usMepeHuit PecuyOiinkn  benapych. AMINIMQUKATOp B PEKUME PCallbHOIO BPEMCHHU
Rotor-Gene. Merojinka 1oBepKu»

CBC,H,&:IIH}I O MCTOJHKax (MC’[’OJ[H}{) H3MCPC]IHﬁZ OTCYTCTBYIOT.

Texuuueckre HOPMaTUBHBIC 1IPABOBBIC aKThl U TCXHUUYCCKUC JIOKYMCHTBI, YCTaHABINBAIO-
nue:
TpeOOBaHMs K TUITY CPCJICTB U3MCPCHUIA:

TexHudcckas Jokymernrainus «Qiagen GmbH», I'epmanust (pykoBoJIcTBO 110J1B30BaTE-
as);

METOJIMKY 11OBEPKH:

MPb M11.3073-2021 «Cucrema obecrieuenust efuicTBa uaMepenuii PeciyGiinku benapycs.
AMIMUKaTOp B pexumMe peaiibHoro speMenu Rotor-Gene. Metojinka 1moBepKu».

[Iepeuenn cpejicTB HOBEPKU: IIpejicTaBiieH B Tabumie 4.

Tabimua 4

HaunmeHnoBanue u THil CPEJICTB ITOBCPKH

Perucrparop temiieparypel U BJIaxHOCTH testo 174

Habop pearenros juia seiasiienus J{HK Clamydia trachomatis B ximnnueckom Marepualie
MCTOJIOM T10JIMMepa3Hoi nennoi peaknuu (11IP) ¢ rubpujnsanuonno-gpiayopecienTHoOM
aerekimenn  «AMmumCenc® Clamydia trachomatis-FL» npoussojicrsa dupmber OBYH
[THWH Dumremuosiorun Pocniorpebnajizopa, Poccuiickas ®ejieparis.

Kontposibipie pacTBopsl ¢uryopeciieMta, IPUIOTOBICHHBIC 110 MCTOJIMKE, IPUBEICHHOIL
B nnpuiioxkenun b MPb MI1.3073-2021

lIpumeyganne — Jlonmyckaercst IPUMEHSTD JIPYTHE CPEJICTBA HOBEPKH, 00CCIICIMBAIOIIME OIIPE/IeIic-
HHC METPOJIOTMIECKUX XapaKTEPUCTHK ¢ TpeOYeMOil TOYHOCTBIO.

Wtentudukarms nporpaMMHOro obeciicueHus: mpejcrasiena B raduumme S.

Tabimna 5

: Homep Bepeun 110
Wnentuduxanuonnoe nanmenosanue 110 P Bep

(MIeHTH)UKAIIMOHHBIH HOMED)

Rotor-Gene Q B 235

3aKIIOYCHHUE O COOTBETCTBMU YTBEPAJICHHOIO THIIA CPE/ICTB M3MEPEHUi TPeOOBAHMAM TEX-
HUYECCKUX HOPMATHUBHBIX IPABOBLIX aKTOB W/WIM TCXHUYCCKOM JOKYMCHTAIIMH IIPOU3BO/IU-
TCJIs: aMILIMPUKATOP B pexKuMe peaibHoro Bpemenu Rotor-Gene Q Ne R0315311 coorser-
CTBYCT TPpeOOBaHUAM TEXHUUYECKOMH JokymenTaimu «Qiagen GmbH», I'epmanus, (pykoBoji-
CTBY I10JIb30BATEIIS).



IIpousBo/iuTesnb cpejIcTB U3MEPEHHMIA
«Qiagen GmbH», I'epmanust
Ajnpec: QIAGEN Strasse 1, 40724 Hilden

YNOIHOMOYEHHOE — IOPUIMYCCKOC — JIMIO,  NPOBOJMBIICE  HUCHBITAHUA  CPEJICTB
M3MEPEHUI/METPOIOTHYECKYIO IKCIEPTU3Y €/IMHMYHOIO JK3EMILISpA CPEJCTB M3MEPEHUI
Pecrybivkanckoe ynurapnoe npeanpustie «bejopycckuif rocyiaperBeHHbll MHCTUTYT
metpojioruny (beial M)

Pecny6imka benapycn, 220053, r. Munck, CrapoBuiienckuii Tpakr, 93

Tenaedon: +375 17 374-55-01

dakc: +375 17 244-99-38

e-mail: info@belgim.by

Ipunoxenus: 1. ®ororpaduum obiero Bujia cpejicTs u3Mepenuii ua 1 jmcre.
2. Cxema (pUCYHOK) ¢ yKa3aHMEM MCECTa JUIsl HAHECEHUs 3HAKa 110BEPKU
cpejicTB u3Mepenui Ha 1 sucre.

Hupexrop beal UM Frl7 . A.B. Kazauok



I Ipmioxenue 1
(o0s13aTeiIbHOC)
dotorpadus odmero Bujaa cpejICTB U3MEPCHHMI

T T

Pucynok 1.1 — ®ororpapus obmero suia aMILIMGHKATOPA B PEKUME PEaIbHOIO BPEMEHH
Rotor-Gene Q MDx NoR0315311

QUAGEN Higen, Garmany E

Pucynok 1.2 — ®ororpapust MapkMpOBKH aMINTMPUKATOPa B PEKUME PEabHOI0 BPEMEHH
Rotor-Gene Q MDx NeR0315311



Ipunoxenue 2
(06s13aTCIIBHOC)
CxeMa (pHCYHOK) ¢ YKa3aHHCM MCCTa JIUIsl HAHCCCHUS 3HAKA MTOBEPKH CPC/ICTB M3MEPEHUI

Mecto jais HaneceHus
3HAKA [TOBEPKH

Pucynok 2.1 — Cxema (pHCYHOK) € yKa3aHMEM MecTa JUISl HAaHeCeHUs! 3HaKa [I0BEPKH



