T'OCYJIAPCTBEHHBI KOMUATET JBAPKAVHBI KAMITOT

M0 CTAHIAPTH3AIINA TIA CTAHJTAPTEI3AIIBII
PECITYBJIAKH BEJIAPYCh PICITYBJIKI BEJAPYCH

CEPTUDUKAT .
OB YTBEPKJIEHUU TUIIA CPEACTB UBMEPEHUU

Ne 18648 ot 15 anpens 2025 r.

Cpox getictsus no 15 anpeins 2030 r.

HaumeHoBaHHE TUIA CPEICTB U3MEPEHUI:
AHaJIM3aTOPbI XeMUJIIOMHHECIIEHTHbIE HMMYHOJIOrHYeCKHe CL

IIpousBoauTenb:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurtaii

Bripan:
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», KuTaii

JIOKyMEHT Ha OBEPKY:
MPE MI1.4258-2025 «Cucrema oGecniedenusi exnHcTBa H3Mepennii Pecny0nnkn benapyce.
AHAIM3aTOPBI XeMUJIIOMHHECHeHTHbIe HMMYHosIorun4deckne CL. MeToguka moBepKu»

WHTepBal BpeMEHU MEXIY TOCYIapCTBEHHBIMU IIOBEPKaMu: 12 MecsineB

Tunm cpeicTB UW3MEPEHMI YTBEPXKIECH IIOCTAaHOBIEHHWEM ['0CYyIapCTBEHHOTO KOMHTETa
o cragaaptusanuu Pecry6nuku benapycs ot 15.04.2025 Ne 50

CpencrBa M3MEpeHHM NaHHOTO THIA CPENCTBA M3MEPEHHUH, MMPOU3BOAMMBIC B IEPHUOJ CPOKa
mecTBUA ~ JaHHOrO  ceprudukaTra 00  YTBEpXKAEHMHM THIA  CPEACTBA  HM3MEPCHMH,
WIK YTBEP)KAEHHBIA THI EIWHUYHOTO OJK3EMIUIAPA CPEACTBA H3MEPEHHH pPa3pelIaroTcs
K MPUMEHEHUIO Ha TeppuTopuu PecmyOmuku benapych B COOTBETCTBUM C IIpHIIara€MbIM
OIMCaHUEM THIIA CPE/ICTBA U3MEPEHUH.

3amectutens [Ipencenarens N.A Kucnenko



OIMMCAHUE TUIIA CPEJCTB U3MEPEHUI
IIPHIIOYKEHNE K cepTrhhUKaTy 00 YTBEpKASHHUU TUIIA CPEACTB U3MEPEHUN

OT _z4 aiu,,f;&zs | 2005T. N _yo8 92

HanMmeHoOBaHME THTIA CPEACTB U3MEPEHUN U UX 0003HAYEHHE:
AHamu3aTOphl XeMUIIOMIHECLIEHTHEIE HIMMyHotoruueckue CL.

Haznagenue u 0671aCTh IPUMEHEHMS:

AHaJTU3aTOPBl XEMUITIOMUHECIIEHTHBIe WMMyHonorumdeckue CL (mamee -
AHAIU3aTOPBl) TpelHA3HAueHBl Uil KOJIMYECTBEHHOIO OIpeAeNeHHs OOILero
npocrarcuernuduyeckoro anturesa (obmero IICA) m THpPeoTpOmHOro ropMoOHa
(TTT") B CHIBOPOTKE M INIA3ME YEIIOBEKA.

OO0nacTe NpUMEHEHWs] — HW3MEPEHHsS TpH 0OECleUeHWH 3alllUThl XU3HU U
3JI0pOBbS YeJIOBEKa, OKa3aHUU MEIUIIMHCKON IIOMOIIIH.

Onucanue:

IlpuHiun  JOedCTBHS — aHAIM3aTOPOB OCHOBaH HA  MHOIOCIOWHOM U
KOHKYPEHTHOM MeTOZaX MMMYHOJIOIMYeCKOr0 aHaIA3a.

MHOTOCIOHHBI METOJT OCHOBaH Ha MMMYHOIU(D(y3UH TBONHBIX aHTUTEN U
anTureHoB. CHadana crenupUYecKre aHTUTeNa CBI3BIBAIOTCS C TBEpHOHM (a3ol,
3aTeM Mpoba, cojpepKarmas HCCIeTyeMbI aHTUI'eH, MHKyOupyeTcs M BCTyIIaeT B
peakiuio ¢ TBepmodasHeiM aHTHUTenoM. C IIOMOIIBIO IIPOMBIBOYHOro Oydepa wu3
PEaKInOHHOW CMeCH YIASFOTCs MHTepdepupyloliue BeIlecTBa, HE CBSI3aHHBIE C
aHTHUTEIaMK Ha TBepmo# (aze. MeueHBI aHTUTeH NOOaBIIIeTCS B MHKYOUpPyEeMYIO
CMeCh, YTOOBI OH MOTI' CBSI3aTBCS C AHTUICHOM C JApPYroM HneTepMHUHAHTOH H
o0pa3oBaTh MeEUYECHBI KOMIUIEKC aHTHTeNO-aHTWreH. TBeppo-xuukas (asa
OTHENIAeTCS ¥ MpoMbIBaeTcs. [ peakuu u ONTUYECKOr0 M3MEpEeHUs J100aBIsIeTCs
JTFOMUHECIICHTHAs 60a30Basi )KAKOCTb.

KOHKYypeHTHBI MeTOJ OCHOBaH Ha IIOJIy4eHHH MAaJbIX MOJIEKYJISIPHBIX
KoMiniekcoB. CHadana croerupuyeckoe aHTUTENI0 WMMOOMIM3YeTCS Ha TBEpAOU
daze. 3aTeM OIHOBpPEMEHHO MHOOABJIAIOTCA MpoGa, CofepiKalias WCCIeTyeMbIN
aHTHUIeH, U MeYeHbId anTured. CMech MOIBEpraeTcss MHKyOauu Il KOHKYPEHTHOIO
CBSI3LIBAHMS MCCIIELYEMOTO aHTUIeHA U MEUSHOTO aHTHUTeHa Ha TBepIou daze. [lanee
CMECh IIPOMBIBAETCS, YTOOBI YAAINTh HEMPOPEardpOBABINNM aHTHUICH W MEUCHBIH
anTHreH. B KoHIe J00aBiseTCs JIOMHUHECLEHTHas 0a3oBas JKHIKOCTH - OIS
IIPOBEICHUS PEeaKIiU U U3MEPEHUSI.

Ananmzaropsl w3rotasiuBaroTcsi B ucnonHeHusx: CL-12001 u CL-20001 u
cocTosT U3 OJI0Ka aHal|3a, MOAYJS IoJa4du Ipod, OJoKa IepeMelleHus ITaTUBOB,
O1oka yrpasieHus (KOMITBIOTED), 6J10Ka BEIBOJA (TIPUHTED).

AHaIH3aTOPBl HMEIOT BCTpOeHHOoe IporpamMMHoe obecneuenue (110),
obecrieurBaroIlee BBITOJIHEHNE U3MEPEeHU, 00paboTKy, 0TOOpakeHue, XpaHeHne U
nepefady pe3yibpTaToB m3Meperuid. [IporpamMmHoe obecrieueHre HASHTUPUITAPYETCSA
IyTeM BBIBOJAa HOMEpa BEPCHM Ha MOHHMTOP M HMEET IIPOTPaMMHBIE CPEACTBa
3aIUTHI (TIaPOJIh) OT CTOPOHHETO BMEIIATENbCTBA.

OOl BUJ aHATN3aTOPOB MPEACTABIIEH B IIPUIIOKEHUN 1.

MecTo HaHeCeHHs 3HaKa TTOBEPKH aHATN3aTOPOB YKa3aHO B IIPHIIOXKEHHUH 2.



O06s3aTenbHEBIE MCTPOJIOTHICCKHUEC Tpe6OB3.HI/I}I H3JI0KCHEI B Ta6JII/II_[e 1.

Tabnuia 1
HaI/IMeHOBaHI/Ie II0Kas3arcird, CAUMHUIa BCJIMYHUHBL 3HanHI/Ie
Hnarra3oH U3MEC eHI/Iﬁ KOHIICHTpalluu 06mer0
A P B ot 0,008 10 100

npocrarcnenudmaeckoro anturena (oomero IICA), mr/mi

Jlotry ckaeMoe 3HaUeHNEe OTHOCUTEIHHOIO CPETHETO
KBaJIpaTHYECKOT0 OTKIIOHEHHS PE3YJIbTaTOB U3MEPEHUN 10.0
KOHIIEHTPAITUH 00IIETr0 MPOCTAaTCIENM(PUIECKOT0 AaHTUTEHA ’
(obmmero IICA), %

Jlvana3oH U3MEpeHuit KOHIIEHTPAI[M THPEOTPOIIHOIO TOPMOHA or 0,005 10 100
(TTI"), MME*/mn

JlommyckaeMoe 3HaUeHNE OTHOCUTEIIBHOTO CPETHETO

KBaIPaTUIECKOTO OTKJIIOHEHHS Pe3yIbTaTOB U3MEPEHUN 10,0
KOHIIeHTpaluu TupeoTponHoro ropmona (TTI), %
* ME - MexmayHapogHas €IMHULA W3MEPEHHS N03bl BEIIECTBA, OCHOBaHHAs Ha €ro

OHOJIOTHYECKON aKTHBHOCTH, SKBHBAJICHTHA €IMHMUIIE MacChl COTJIACHO MEXIYHApOIHOMY
cornamenuio Komurera OwWoMOrHYecKOM CTaHIApTH3allMd IIpH BceMUpHOH OpraHu3alvy
3IpaBOOXPAHEHHUS.

OcHOBHBIE TEXHHUYECKHE XapaKTCPpUCTUKU U METPOJOTHYECKUE XaPAKTCPUCTHUKH, HC
OTHOCAIIIHUECA K 00s13aTeTbHBIM METPOJIOTHUICCKUM ’I‘pGGOBaHI/ISIM, YKa3aHbI B Ta6JII/IIle 2.

Tabmura 2
3HaueHUe
HanmenoBanue . ;
CL-12001 CL-2000i
Jlnana3oH HaIPSOKCHUS MATAHUS CETH IIEPEMEHHOIO
. 220 - 240

TOKa Ipu HoMUHaIpHOU yactore 50 I'w, B
HoMmuHaapHOE HaNpsKeHUE MUTaHUS CETU IIEPEMEH-

. 220/230
HOTO TOKa py HOMUHaJIbHOH yactoTe 60 I'1i, B
[Totpebnsemas MOITHOCTE, B-A, He Gonee 2000 3200
["abaputHbie pazmepsl (IIIXI'xB), MM, He Ooiee 1400x760%x600(2160x1020x1200
Macca, Xr, He O05ce 250 750
VY CclI0BUS DKCILTy aTalliK:
- TAaTia30H TeMIIEpaTyPhl OKPY KaroIero Bo3ayxa, °C ot 15 10 30
- TAaIla30H OTHOCHUTEIHHON BIAKHOCTU OKPYIKAIOIIETO

0/ ’ oT 35 mo 85
BO3yXa (06e3 KoHaeHcamn), %o
VYcnoBus XpaHEHUA:
- TAaTa30H TEMIIEpaTyPhl OKPY>KaroIIero Bo3ayxa, °C ot 0 10 40
- TMaIa30H OTHOCUTEIbHOU BIIAXKHOCTHA OKPYIKAIOLIETO 30 10 85
BO3Ayxa (0e3 KoHIeH camn), % 0T SU 10




KOMILIEKTHOCTE aHaIH3aTOPOB yKa3aHa B Tabmauile 3.

Tab6mua 3
KonmuectBo
HanmenoBanue ) )
CL-12001 CL-20001

AHaI3aTop XEMUIIOMUHECIICHTHBINA

o 1.3 : 1 mmT. 1 mT.
ummyHoaornyeckuii CL ™
KOMITIBIOTEp B KOMILUIEKTE? 1 KoM 1 koML
Py4HOt cKaHep INTPUXKOIOB’ l mT. 1 .
CeHCOpHBI MOHUTOD? 1 mrr. Y.
I[IpunTep? 1 . 1 .
KpoHrmuTeiin MonuTopa? 1 mr. -
BCcTpoeHHBIH cKaHep INTPHXKO/(A MPOOHI 1 mr. -
BcTpoeHHBIH ckaHep IMTPUXKOIA peareHTa’ 1 mr. -
BHemmHuit BaKyyMHBIH Hacoc? - 1 mr.
[TpuHaAIC)KHOCTH [UIS TEXHUYECKOTO 00CITY )KUBAHMS 1 xommI. 1 xommI.
PyKOBOJICTBO IO SKCILTyaTaluu 1 9K3. 1 9K3.
1 COOTBETCTBYIOIICTO UCIIOTTHEHU S,
2 TOCTAaBILIIOTCS OOIIOIIHUTEIBHO II0 OTACIIEHOMY 3a1<a’3y
3 IPeNIOCTaBIISIOTCS [IPH IOBEPKE

MecTo HaHECEHHS 3HaKa YTBECPXIECHUA TUIIA CPEACTB HSMGPGHHﬁZ 3HaK YTBCPKIOCHUA
THIIa CpPEACTB I/IBMGPGHI/H\;I HAHOCHUTCA Ha TI/ITYJIBHBIﬁ JUCT PYKOBOACTBA IIO
OKCILITyaTaluu.

ITosepka ocymmectBisiercs mo MPB MIL1.4258-2025 «Cucrema obecneueHus
enuHCTBa U3MepeHmnit PeciryOnuku benapyck. AHaIU3aTOPEl XEMHUIFOMUHECIICHTHEIC
uMmmyHostormdeckue CL. MeTonuka IOBEpKM».

CemeHus o MeToguKkax (MeTomax) H3MepeHud (NpH HAJIUYUU): CBEICHUA
OTCYTCTBYIOT.

TexHuueckne HOPMATHBHBIE IPABOBBIE AaKTBl M TEXHHYECKHE JOKYMEHTH,
yCTaHABIMBAOIIIHE:

TpeOOBaHUs K TUITy CPEICTB U3MEPEHHMN: TEXHUIECKas JOKYyMEHTAIHs (PyKOBOZICTBO
o skcmryaranuu, macmopt) ¢upmer «Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.», Kuraii,

Metonuky mnoBepku: MPB MIL1.4258-2025 «Cucrema oOecrieueHns eIUHCTBA
usMepennii  PecrnyOnmkm — bemapych.  AHamM3aTOphl  XEMUJIFOMHHECIIEHTHBIE
umMmyHoJoradeckue CL. MeTonuka IOBEpKHU».



INepedeHb CpPeACTB MOBEPKH yKa3aH B Tabmuue 4.

Tabmuua 4

KoHTponbHEIe 06pasisl cocTaBa OmyxoneBblx Mapkepos Tumor Marker Multi Control
(yposru L, H), upmer «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurait

KoHTpoapHbIe 00pasIIbl cocTaBa TOPMOHOB IIUTOBHIHOM xenessl Thyroid Function Multi
Control (yposru L, H), dupmer «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.»,
Kurait

[Ipubop nsmepurensrbii [TH-002/1, ot 5 % 10 98 %, A==+ 3 %;
o1 5°C 10 40°C, A=+ 0,5 °C

ITpumeganus:

1) JomyckaeTcsi NpHMEHEHHE APYTMX CPEICTB TMOBEPKH, OOECNeuMBAIOIIMX ONPENENeHHEe
METPONIOTUYECKHIX XaPAKTEPUCTHK C TpeOyeMO# TOUHOCTBIO.

2) IlpumeHeHue HPYrMX KOHTPONBHBIX O00pasuoB MOMKHO OBITH IOATBEPKIACHO MyTEM
IpeIoCTaBNeH s OhUIMAILHOTO 3aKII0YEHAS OPTaHM3aliH, YIOJTHOMOYEHHON Ha BbIIATY TaKUX
3aKJIIOUEHU, & TAK/Ke COINIACOBAHHSA IIPUMEHEHHs! JaHHBIX KOHTPOIBHAEIX 00Pa3iloB CO CTOPOHBI
IPOM3BOANTENS aHATN3ATOPa WM €r0 YIIOTHOMOYEHHOTO TPeACTaBUTENA.

Wnestrdukaims mporpaMMHOro odecredenus B Tabmuue S.

Tabnuua S

Howmep Bepcun

Hcnonaenue anamusaropa o
(unentuduraunonusiii Homep) 110, He HIKE

CL-12001 1.2.XX.XX

CL-20001 00.01.40.XX

3aKIIOYEHHEe O COOTBETICTBHHM YTBEP/KICHHOTO THIIA TPEOOBAHMAM TEXHHUYSCKHX
HOPMATHBHBIX INIPABOBBIX aKTOB W/HIM TEXHWYECKOH [NOKYMEHTALMHM IPOM3BOIUTEIIL.
AHATM3ATOPEl XEMIIOMHHECLEHTHIE HMMyHonorudeckue CL  COOTBETCTBYIOT
TpeGOBaHMAM TEXHUIECKOH TOKYMEHTAIHH (PYyKOBOJICTBO MO SKCILTyaTALHH) bupmsl
«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kurai.

[Tpou3BOAUTENb CPEACTB N3MEPEHUM:

«Shenzhen Mindray Bio-Medical Electronics Co., Ltd.», Kura#,
anpec: Mindray Building, Keji 12th Road South, High-tech
Industrial park, Nanshan, Shenzhen, 518057, P.R. China

Tei.: +86 755 81888998, dakc. +86 755 26582680,

www.mindray.com, service@mindray.com.



VI0IHOMOYEHHOE IOPHINIECKOe U0, IIPOBOAUBIIIEE UCIBITAHUSA CPEJICTB
HU3MEPEHUH/METPOIOTUUECKYIO SKCIIEPTU3Y €AMHUIHOIO SK3EMILIIPA CPENCTB
A3MEPEHUN:

PecmryOnrkarckoe yHUTapHOE IIPEAIIPUATHE

«BpecTckuii eHTp cTaHIAPTH3ALKUY, METPOJIOTHH U CEPTUDHUKALIANY,

anmpec: aapec: yi. Kmkesatosa, 10/1, 224001, r. bpect, Pecrry6nuka benapycs,
ten.: +375162 580870, dakc: +375162 580871, e-mail: csm@csmbrest.by

ITpunoxenue: 1. ®oTorpaduu cpencTB U3MepeHUH Ha 3 JTUCTaX.
2. Cxema c yKka3zaHUEM MecTa U1l HAHECEHHUs 3HaKa IIOBEPKU

CpeICTB U3MEpEHMM Ha 1 jucTe.

I[HpeKTop PVYII «bpectckuit LICMC» ; r/ A.A. IIpokomyx




[Tpunoxenue 1
(obs3aTenpHOE)

dotorpadun cpencTs UIMEpEeHNI
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Chemiluminescence Immunoassay Analyzer
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Pucynox 1.1 — OOmuii BU 1 MapKApPOBKA aHAIIU3ATOPOB
XEeMUAIIIOMHAHECIICHTHBIX I/IMM}’HOJIOTI/I‘-IGCKI/IX CL-12001
(1300pakeHNs HOCAT MILTFOCTPATUBHEIN XapaKTep)



piinelsay

Chemiluminescence Immunoassay Analyzel
Model: CL-2000i

]

220-240V Nﬁ

Pucynok 1.1 — O6muit BUI 1 MapKUpOBKa aHATHU3aTOPOB
XEeMUJIIOMHAHECIIEHTHRIX MMy HoJorrdeckuit CL-20001
(300pakeHusT HOCSAT WIUTFOCTPATUBHBIM XapakTep)



[Tpunoxenue 2
(obs13aTenbHOE)

CxemMma ¢ YKa3aHueM MECT OJId HAHECCHUS 3HAKa ITOBEPKU CPEACTB I/I3MepeHI/Iﬁ

mindray T i— . —
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Mecrta nis

HaHECEHHs
3HaKa MIOBEPKH

(keliMo-HaKIIeKa)

faindsay

'y

Pucynok 2.1 — Cxema ¢ ykazaHHEM MECT JJIs HAHECEHHUS 3HaKa MIOBEPKH
aHATM3aTOPOB XEMHUITFOMUHECIIEHTHBIX UMMYyHoJorrndeckuid CL



