T'OCYJIAPCTBEHHBIA KOMUTET IB3SIPPKAVHBI KAMITOT

MO CTAHIAPTH3AIIUHA ITA CTAHJAPTBI3AILIBII
PECIIYBJIMKH BEJIAPY Ch POCIIYBJIKI BEJIAPYCh

CEPTUO®UKAT
OB YTBEPK/IEHUY TUIIA CPE/ICTB U3MEPEHUI

No 15577 ot 26 centa6ps 2022 r.

Cpok neiicTBus: 6eccpouHbIN

HanmMeHoBaHMe THIA CPEICTB H3MEPEHUIA:
Aunanuzarop omoxumudeckuii AU480 Ne 2020023382

[IpousBoaurens:
«Beckman Coulter, Inc», Coequnennsie ILITaTel AMepuKH

Briian:
0O/10 «TOCHUJIEHA», r. Munck, Pecny6inka Besapyen

JIOKyMEHT Ha IIOBEPKY:
MPE MILI'M 2355-2022 «Cucrema oOecredeHHsi eIHHCTBA M3MepeHuii PecmyOiauxn
Beaapychb. Ananusatop ouoxumuyecknii AU480. Meroauka nosepkm»

WuTepBan BpeMeHH MK,y TOCYAapCTBEHHBIMHU NoBepKamu: 12 mecsines

Tun cpeacTB W3MEpPEHWI YTBEp)KIEH IOCTaHOBIEHMEM ['OCyIapCTBEHHOIO KOMHTETa
o cranpaprusauy Pecrryomuku benapycs ot 26.09.2022 Ne 91

CpencrBa M3MEpEeHU JaHHOTO THIIA CPEJICTBAa M3MEPEHMH, NPOU3BOJUMEIE B IEPHOI CPOKa
NeWCTBUA  HaHHOro  cepruduxara o0  yTBEpXKAEGHHMM THIIA  CPEICTBA  M3MEPECHMIA,
WIM YTBEP)KACHHBI TUI €IMHHYHOIO OSK3EMIUIIpAa CpEeACTBA M3MEPEHHIl pa3peraroTcs

K NpuUMeHeHHIo Ha Tteppuropun PecnyOmmku benapyce B COO’EBQTCTBHH C npuiaraeMblmM
OIMCAaHUEM THIIA CPEICTBA U3MEPEHUIA. ; \

3aMeCTUTENh Hpeﬂcez{aTen}I KOMHUTCTaA
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OITMCAHHUE TUITA CPEACTB MU3MEPEHUN
MPUIOKEHHE K CepTHPUKATY 00 YTBEP/KACHHH THUIIA CPEICTB H3MepeHHUil
OT R4 cesciindhs 2022r. No /565 77

HanmeHoBaHue THIIA CpEJICTBA U3MEPEHHS U ero 0003HaYeHHUE:!
Ananuzarop duoxumuueckuit AU480 Ne 2020023382

Ha3nauenue u 00s1acTh NpUMEHEHHUS:

Ananuszarop 6noxumuueckui AU480 (nanee - ananuszartop)

Ne 2020023382 nmpegHazHaueH U1 U3MEPEHUs KOHLUEHTPALUKU KOMIIOHEHTOB KPOBH B
OMOJIOTHYECKHUX KUJKOCTSIX TP MPOBEIEHUNA OHOXUMHUUYCCKHUX HUCCIIe/I0BaNi.

OO6nacTe npuMeHeHHUs : JIa0OPATOPUH MEJAMLIMHCKHUX YUPEKIACHHH U LICHTPOB /L1
FHOCTUYECKUX HCCIE/IOBAHUM In-Vitro.

Onucanue:

[lpuHUMO nelcTBUS aHAIM3aTopa OCHOBAH HA M3MEPEHHH 3HAUYCHUH ONTHHUCCKOM 11101
HOCTH M TIOCJIeAYIOLIEM Mepecyere C MOMOILBIO MPOrpaMMHOro obecreyueHus B Koii-
LIEHTPAllUd KOMIIOHEHTOB KPOBH B COOTBETCTBHM C METOIMKOM J1a00paTopHOIo Heciie-
noBaHus. Buemnuii Buj ananuzaropa ouoxumudeckoro AU480

Ne 2020023382 npuseneH B [Ipuiiokenun 1 k onucanuio Tura.

OO6s3aTenbHbIe METPOIOTHUECKHE TPeOOBaHMS Tpe/ICTaBiIeHbl B Tabuuie |
Tabnuua 1

‘ [Mpenen aonyckaemMoiro 0THO
CHTCABHOTO CPCIHCTO KEQ

Haumenosanue XAPaKTCPHCTHKH, CIIHHHILB]

; THYECKOTO OTRIIOHC 131
3uaueHue

H3MEPCHHS HARHOIT norpelHoC i
PEHHA KOHUCHTRAILT KON e
I _HEHTOB KpoBH, %o
1 - _ —a "
Mana3oH U3MEepeHU KOHIIEHTPALIHH e
A P Restipad a1 2.0 10 65.5
anpOymuna (ALB), r/n
Jlnamason u3MepeHui KOHIEHTpallkun
ounupyouna npsimoro (BID), ot 8,9 no 138,7
MKMOJIb/JI "
Mara3oH U3MepeHUu KOHIEHTpALIuU
A P HeHTpan or 12,4 no 163,0
Ounupyouna obuero (BIT), Mkmonb/n 10,0
JlnanasoH u3MepeHui KOHUEHTpallkuu

xosecrepuna (CHOL), Mmoub/n ot 2,93 10 9,80

,B,H&H&SOH HU3MEpPEH Ui KOHUEHTpAalunu

27 59
kpeatuHuHa (CREA), MkMOJIB/J1 or 63,2 no 752,0

Mana3soH U3MepeHU KOHLIeHTPalluu
A P patl oT 9.5 510 48,1

xeinesa (Fe), MKMOIIB/J1
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[Tponomkenue TabIuIbI |

w |

1 2

Jlnana3zoH u3MepeHuii KOHLEHTPaLUK

90 no 701
nakraraeruaporenassl (LDH), ME/n e

Jlnanazon u3MepeHuit KOHUEHTpaLUK

93.4
obuiero 6eska (TP), r/n ot 28,1 no 93,

10,0
J{nanazoH u3MepeHuit KOHIEHTPAIITH

55 ] 3
MoueBUHBI (UREA), MMOB/1 3,33 e 4]__' O

Jlrarna3oH u3MepeHuil KOHIEHTpaIHK
MO4YeBOM KUCIOTEI (UA), MKMOJIB/J

oT 265 no 749

OcHOBHBIE TEeXHHYECKHE XapaKTePHUCTHKH M METPOJIOIMYCCKUE XapaKTePUCTHIH, 11¢
OTHOCSAIIMECS K O0A3aTE/BHBIM METPOJOrHUECKHM TpeGOoBaHMsIM [IPECTABICIL]
tabnuue 2.

Tabnuua 2 _
HaumenoBanue xapakTepucTHKH 3HayeHue

Homunanenoe HanpsbkeHue nutanus, B ot 207 no 253

[Torpebnsiemas momHocTs, BA, He Gonee 3500

OTHOCHTENBHAS BIAXKHOCTH OKPYIKAIONIEro BO3/1yXa (11pH
3
oT 50U J1o 8V

teMieparype 25 °C), %

Jluana3oH TeMnepaTyp OKpyXaromiero Bo3/yXa B yCJIOBHUSIX

or 18 j0 32
sKcItyaTanuu, °C
["aGaputHbIe pasmepsl, MM, He GoJiee
- JUTMHA ’ 770
- [IMpUHA 1450
- BBICOTA 1205
Macca, kr, He 6osee | 420
IIpumeuanue — TexHHYECKHE XapaKTEPUCTHKM YKa3aHbl B COOTBETCTBHH C '3K-C|I.'I}j-'zl’l‘_‘dTL]-l.D.iHmﬁ AOKYMCHTALHE T

KoMIIekTHOCTb:

B KOMILJIEKT MOCTaBKU BXOMST:

- aHanu3arop ouoxumudeckuii AU480 Ne 2020023382;
- PyKoBo/1cTBO monp30Batensi Ha pyCCKOM s3bIKe.
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MecTo HaHeceHus 3HaKa YTBEPKIACHHS THIla CPEACTB [/IBMCPOHHFI
3HaK YTBCPXKACHHUS THIIA HAHOCHUTCsA Ha TI/ITy.l'IbH[)IP’l JIMCT  DKCITYATallHOHHOH
JOKYMEHTaIHH.

ITosepka ocyutectiusercs no MPb MILI'M 2355-2022 ¢ yuerom m3menenus | «Cu-
crema obecrnieuenus eauHcTBa u3Mepenuit Pecry6nuku benapych. Ananuszatop Grnoxi-
muyeckuit AU480. MeTtoauka noepkuy.

MecTo HaneceHus 3HaKa MOBepKH NpuBeeHo B [Ipuiiokenun 2 Kk onucanuio Thia.

TexHuyeckre HOpMaTUBHBIE IPABOBBIC AKThI U TEXHUYECKHE JIOKYMCHThI, YCTAHARIIH-
BalomIye:

TpebOBaHUs K TUILy CPEJCTB W3MEpeHHil: nokymenTalms pupmbl «Beckman Coulier
Inc», Coenunennsbie Lltater AMepuku;

metoauKy nosepku: MPb MILI'M 2355-2022 ¢ yuetom usmenenust 1 «Cucrema oGec-
nevyeHus efuHcTBa u3Mepenui PecryGmuxu bemapych. Ananuzatop Ouoxunvmueckiil
AU480. Meronnka moBepKm».

Ilepevens cpefcTB MOBEPKH IpeAcTaBlIeH B Tabuuie 3
Tabauua 3

il HanmeHoBaHMe ¥ THIT CPE/ICTB MOBEPKU

1 | Habop KOHTpOIBHBIX 00pa3IoB CHIBOPOTKH KpoB;_Beclqnan_co_uiter control
serum (CONTROL SERUM 1,CONTROL SERUM 2), ¢pupmnt «Beckman

Coulter, Inc», Coenunennsie IlItaTer AMepuKH, JIOMYLHIEHHBIH K TPUMCHCH IO
B YCTaHOBJICHHOM IOPsJIKE.

2 | Bbapomerp BAMM-1, TY-25-11-1513-79, nuanazon mamepennit o1 80 10
106 klla, ocHoBHas morpemHocTs + 0,2 klla -

3 | KomGunnposannbiit npubop testo-605-H1, ocHOBHAs MOIPELIHOCTL H3MEpe-

HUsE Temnepatypel & 0,6 °C, ocHOBHAsi IOrPEIIHOCTS U3MEPEHHS BIAKHOCTH
+ 3%

[Ipumeuanne - JlonyckaeTcs npuMeHeHHe CPECTB OBEPKH HE NPUBEACHHbIX B nepe4ne, HO
obecneuuBaloLMX OnpesieieHHe (KOHTPOJIb) METPOIOrMUECKMX XAPAKTEPHCTHK ananuszaTopa ¢ Tpedyemoii
TOYHOCTEIO.

Mnentudukaiys nporpaMMHOr0 06ecrieueHust:
Bepcus nporpammuoro obecrieuenns 1.A1.

3aKil04YeHHe O COOTBETCTBUHM YTBEPIKIECHHOIO THIA CPEJ/ICTR M3MEPCHUN TPeOOBal HsINI
TEXHUYCCKUX HOPMATUBHBIX MPABOBBIX AKTOB /MM TEXHUUYECKOI JIOKYMCHTALlHI 11P0
WU3BOJAUTEIIS:

Ananusarop 6uoxumuaeckuii AU480 Ne 2020023382, cooTseTcTByeT TpeGoBamsin
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[IpousBoauTeb CPeACTB U3MEPEHUIA:
Beckman Coulter, Inc. 250 S. Kraemer Blvd. Brea, CA 92821 U.S.A.

YTOJTHOMOYEHHOE FOPUIMYECKOE JIMLO, ITPOBOAMUBLIEE UCIIBITAHUS CPCICTB U3MEPC-
HU/METPOJOTHYECKYIO SKCIIEPTU3Y SAMHUYHOTO IK3EMILIIPA CPEJICTB M3MEPEHUII:
["ocynapctBennoe npeanpusitiue «I'omensekuit LICMC»

Pecnybnuka benapycs, r. ['omens, yi. Jlenemmuckoro, |

Tenedon +375 232 263330, daxc +375 232 263325

e-mail fxi@gomelcsms.by

I Ipunoxenue:
1. ®ororpaduu oburero Buaa cpecTBa U3MepeHus Ha | aucre;
2. Cxema (pUCYHOK) € YKa3aHHEM MecTa JUJIsi HAHCCCHUS 3HAKA OBCPKH
cpeicTBa U3MepeHus Ha | ucre.

/)
3aMecTUTeNb JUpeKTopa / / O.A. bopoguy
[/m%} CHHHLLHA L, (v )
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MNPUJIOXKEHHE 1
(obs3aTeIbHOE)

®otorpadun 00I1IEro BHIa CPEICTBA U3MEPECHHSI

Pucynoxk 1.1 — Buemnuit Buja ananusaropa ouoxumuueckoro AU480 Ne 2020023382
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INPUJIOKEHUE 2

(oOsi3aTenbHOE)

Cxema (pUCYHOK) € yKa3aHHEM MeCTa JUIS HAHCCCHUS 3HAKA 110BCPIT
CpeJICTBa U3MepeHus

Pucynok 2.1 — Mecto HaHeceHus 3HaKa OBEPKU Ha aHATH3ATOP OHOXUMHUCCKHMIT

AU480 Ne 2020023382

Mecto HaneceHus 3HAKA IOBEPKU

W Le
COWITR.
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