IIpunoxenne 1

MEIHIMHCKUX H3Nenuit

Onuecanne noTpedHTeNbCKEX, GYHKIHMOHATLHEIX, TEXHWYECKHX, KAY6CTEEHHBIX U

IKCINTYATAUMOHHDIX HOKA3ATeNCH (XapAKTEPHCTUK) NPeRMeTa rocy AapCTBEHHOM 2AKy HKH:

Jlor Mol Pearewrsl [is npoBezieHrs WCCASAOBAHMH HA TeMATOJXOTHICCKOM anaqmsaTope BC-720 (R),
npon3sofcTa Shenzen Mindray Bio-Medical Electronics Co.,Ltd., (Kuraii)

1.Coetap ( KOMIUIEKTALHA )METHIUHCKHX H3XENHII:

Neri/nm Harmenoranme Engunnuer | Konuuectso
H3MepeHH
s
1, Humoent DS Diluent niwm ananor ( ynakoska He metee 20) J 200
Pearest nusupyrowuit M-6LD Lyse unu ananor { ynakoska He MeHee 4 I 16
i)
| 3. Kpacnrear M-6FD Dye unu ananor( ynakoeka He MeHee 48 mi) MJI 384
4, | Pearent ausvpytowkit M-6LH Lyse unu ananor( ynakoska ue Menee 4 - [ 8
| ) |
'3 | Annioent M-6DR DILUENT unu ananor (ynaxoska He mMesee 4 1) )] 3 ]
-r 6. Pearent ang CO3 ESR Solution unu ananon( ynakoska He Menee 4 J1) b 8
| 7 PeareHT s ouncTku soxna Probe Cleanser wiu anasior { ynakoBKa He i 300
| mehee 50 mn)
| 8. | Kpacurens FR (M-6FR Dye) uiu ananor ( ynakoska He menee 48 m) M 96

2. Texunqeckne tpeGoBanus:

[loxasarenu (xapakTepHCTHKH) NpeIMeTa FOCYAapCTBEHHOH 3aKyIKH, CPOPMUPOBAHHEIE COIVIACHO cTaThe 21
3axoHa Pecriy6nnxm Benapycs «O rocynapcTBEHHEIX 32KyHKax TOBapoB (pa6oT, yemyr):
2.1 PearenTs!, KOHTPOILHBIE H PACXOJHBIE MATEPHAIIBL JIO/IKHEI OBITH COBMECTHMBI C AHANUTHYECKOH nabopaTopHo-
AUArHOCTHHECKOH CHCTEMOA remMaToJorndeckoro aHajuusaropa BC-720 (R), npousrosersa Shenzen Mindray
Bio-Medical Electrenics Co.,Ltd.,(Kuraii)
2.2 Pearentsl AOJDKHBI GBITB NPEAyCMOTPEHEl TEXHHYECKOH W/ SKCIUTyaTallHOHHOH JIOKyMEHTauueid K
0bopyIoBaHNIO;
2.3 MHCTpyKHMS 110 IPHMEHEHHIO Ha PYCCKOM A3BIKE,
2.4 QnakoHBI C peareHTaMH JOIDKHB! COAEPIKATh INTPHX-KOMEL, 00ECIIeUNBAIOIINE COBMECTHMOCTD ¢ TporpaMMoii
aHANM3aTOpA ( MyTEM CUUTHIBAHHS UITPHX-KOZAA)
2.5 B cnyuae NpPeANONKEHHS peareHTOB, He NPEAYCMOTPEHHBIX TeXHWYEeCKod H/HmH 3KCOTyaTaliHOHHOK
AOKyMeHTaLHel K oSopynoBaHuto, IT0CT2BLIMK NOMDKEH NPEAOCTABHTE:
2.5.]1 mapaMeTphl NpPOTpaMMMpOBanHs OBOPYROBAHUS IS NPEMIArACMEIX PEarcHTOB K YKA3AHHOM MOXenH
obopynoBaHus — NPENOCTABAMIOTCH B CHydYae OTCYTCTBHM HeoGXomuMoM uudopMauum s HHCTPYKIHH HO
IPHMEHEHHIO PEAreHTOB H NP HEOOXOAHMOCTH IPOTPaMMHPOBAHMS YKa3aHHOH MOAENH 0B0opyI0BaHHs,
2.5.2 ananuTHYECKHE XADAKTEDHCTHKM JUIA NPEANATAEMEX DEArcHTOB, HOJIyYEHHBIE NPH COBMECTHOM
KCIIOJIL30BEHHH PEAreHTOB C YKa3aHHOH MOLEeNEio 000Dy 0BaHMU,
2.5.3. rapauTHitHOE MHCEMO 00 OKazaHHM 38KA3YHKY KBATH(HIHEPOBAHHON METOAMYECKOM H TEXHHYECKOMH HOMOILUM
AN aJeKBATHOTO (PYHKUMOHHPOBAHHA AHANHTHYECKOM JAGODPATOPHO-MMATHOCTHYECKOH  CHCTEMEL npu
HCIIONIB30BaHKH [IPENJIONCHHBIX PEareHTOB.
3. TpeGoeanud, npenbABIsAeMble K KAYECTBY TOBAPA, rapaHTHIHHOMY CPOKY (TOAHOCTS, CTEPUILHOCTR):
3.1 cpox roAHOCTH C MOMEHTA OCTABKH - He MeHee 60% OT Cpoka TOMHOCTH, YCTAHOBICHHOrO IIPOH3BOIUTENEM.
3.2 ToBap NOIGKEH GBITh HOBBIM, TO €CTh TOBAPOM, KOTOpEIH HE GELT B ynotpebieHun,
PEMOHTE, Y KOTOPOro He OBIIA OCYINECTBJICHA 3aMEHa COCTABHEIX 4YacTel, He OBLIM BOCCTAHOBICHE!
HOTpeONTeIbCKIE CBOMCTRA,
3.3 BecnnatHad 3aMeHa TOBapa MPH BLIABICHHH TPOH3BOJACTREHHEIX TG0 TP2HCIOPTHEIX Je(PEKTOB MPOLYKIHH



Jlor Ne2 KonTtponsusii MaTepHan Al reMaToJOTHIECKOT0 aHAAN3ATOPA BC-720 (R) npousBosgerBa Shenz
Mindray Bio-Medical Electronics Co.,Ltd.,( KuTaii)
1.Cocras ( KOMIUIEKTANHA JMEANIIMHCKHX H3aeauii:

Ner/n HaumMeHoBaHuE EauHuLb! KonuuectBo
HIMEepeHnd

1. KoHTponbHEL MATEPHAT HIT3KOTO YPOBHA duakon 4

2 KonrponpHeiii MaTepHai HOPMANBHOFO YPOBHA thnaxoH 4

3. KourponbHblii MATEPHA BRICOKOTO YPOBH# (AKOH 4

[Tokasareny (XapakTepHCTHKH) TPEAMETa FoCyAapCTBEHHOM 3aKy Ky, copMHEpOBAHHEIE COTTIACHO CTATEE |
3akona PecnyGnuxe Benapycb « (O rocyIapCTBCHHBIX 3aKyNKax TOBapoB (pabor, ycayr).
2,1 [pepnaracMele KOHTPONLHBIC MAaTEPHANE! HOJKHE 65ITH PEKOMEHIOBAHE] [T IPUMEHEHH S NPOH3BOAUTEIE
06opyOBaKKS, 4T0 NOATBEPHIALTCS «PYKOBOACTBOM IOJL30BATENA? TEMATONOTHYECKONO anajazaTopa B
720 (R), npouzponcrsa Shenzen Mindray Bio-Medical Electronics Ce.,Ltd., (Kwuraii), nnn GeITb aTTECTOBAR
1% IPUMEHEHNS Ha JaHHOH aHATHTHYECKOH cicTeMe (HOATBEPIKACHO JOKYMEHTANbHO);
2.2 D0/OKHBL OBITh @TTECTOBAHL! MO QHATTMTAM, KOTOPLIE HCCIEAYIOTCS HA anaymatuyeckoi cucreme: WBC Ner
Lym#,Mon#, Eos# ,Bas#, Neu%, Lym%,Mon%, Eos%, Bas%, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-C'
RDW-SD PLT, PLT-H, MPV, PDW ,PCT, P-LCR, P-LCC ,IMG#, IMG% ,NRBC#, NRBC%, IPF, ESR.
2.3 u3 pacgéra 1 dur He Menee 1,5 MIT;
7.4 ofecneguBaTh cTabGHIbHOCTE BCKPEHITOro ()JIaKOHA KOHTPONMBHOrO MaTepHala B TEUCHHE CPOKa, yKa3aHHOTO
MHCTPYKIHHE 110 IPHMEHCHHUIO; .

2.5 HaiMuHe HHCTPYKIMH N0 NPHMEHEHUIO HA DYCCKOM H3bIKE;
2.6 HaiuuMe IacTiopTa KOHTPOJBHOr0 MaTepualia ¢ aTTeCTORAHHBIMH 3HAYEHHAMH 1O auanutaM: WBC ,Ne

Lym# Mon#, Eos# ,Bas#, Neu%, Lym%,Mon%, Eos%, Bas%, RBC, HGB, HCT, MCV, MCH, MCHC, RDW-C’
RDW-SD ,PLT, PLT-H, MPV, PDW PCT, P-LCR, P-LCC ,IMG#, IMG% JNRBC#, NRBC%, IPF, ESR

2.7 rapaHTHiiHOE NHCBMO 00 OKazaHHH 3akazudky KBanu(UIMPOBAHHOH METOAHMYECKOH W HOMOLIH I
HCTIOTb30BAHKH TIPEAAOIKEHHBIX KOHTPONBHEIX MATEPHANIOB B YacTH NMPHMEHEHUsS H IONYHCHHA HEKOPPEKTHE
pe3yNeETaToB;

3. TpeGoBanus, NpeALABIsEMbIe K KAIECTBY TOBAPA, FAPANTHIHOMY CPOKY (roaHoCTh, CTEPHABHOCTD):
3.1¢poK TOHOCTH ¢ MOMEHTA NOCTaBKH- He MeHee 60% OT CpoKa FOAHOCTH, yCTaHOBACHHOTC NPOUIBOAUTEICM.
3.2 YCIOBUA XPaHCHHA H TPaHCIIOPTHPOBKH JONMKHB! COOTBETCTBOBATE MAPKHUPOBKE TOBapa
3.3BecnaTHas 3aMeHa TOBapa TIPH BHIIBIICHNH NPOMABOACTBEHHAIX MO0 TPAHCTIOPTHBIX IedexToB IPOXYKI{HH
JlorNe3 Kourtpoawusiit Marepnan RET anst reMaTo/IOrn4ecKoro aHaIu3aTopa «BC-720|R}», npoussoicT
Shenzhen Mindray Bio-Medical Electronies Co., Ltd., Kuraii.
1.CocTas (KOMIUICKTAIA) MEJMIUMHCKAX HANETHH:

Ne | Haumenosauue Epunnuel Hzmepeﬂnﬁ KonwgecTso
| R ;
[r I | Kour pOJIbHBIA MaTepHan HH3KOTO ypoBHA ~ (iakou 4 '.
|2 | KoHTposibHBIH MaTepHan l-iop,\uufthumﬂ-p:)alm L _Q)Jluxou ) 4 |
3 | KonrposnbHbiif MaTepran BRICOKOTO YPOBHS ] (hnakon 4 |

2. TloxasaTeny (XapakTEPHCTHKH) NPeAMETa TOCYNAPCTBEHHON 3aKyIKH, ¢c(hopMHpPOBEHHEBIE COTJIACHO CTATHE .

3akona PecnyGnuxy Benapycs "O rocynapcTeeHHBIX 32KyNKaX TOBapOB (pabor, yenyr)":
2.1 npexnaraempie KOHTPOJILHBIE MATEPHATbL JODKHE! OBITh PEKOMEHIOBAHB! A/ [IPAMCHEHHA HPOU3BONUTEN

ofopyfoBaHus, 4TO HOATBepxaeTcs «PyKOBOACTBOM NONB30BATEND I'EMETONOTHHECKOTO AHANM3ATOpA «B
720{R}», mpouzsonctsa «Shenzhen Mindray Bio-Medical Electronics Co., Ltd.» (Kuraii), (nonTeepixe.
JOKYMEHTANbHO);

2.2 HaTH4YHE Nacnopra KOHTPOMbHOIO MaTCpuala Ha PYCCKOM A3BIKE © aTTCCTOBAHHBIMHA JHAUCHISIMH , KOTODI
HCCIICAYOTCH Ha aHaANINTHYCCKOH cHeTeMe;

7.3 ofecne4dBaTh CTAGHIBHOCTE BCKPEITOr0 (PIaKOHA KOHTPONBLHOrO MaTepHana B TEYECHHE CPoka, yKa3saHHOTC
HHCTPYKUHH [I0 IPHMEHEHHIO;



# 2.4 rapaHTuiiHoe NHChMO 06 OKasaHMM 3aKAyuMKy KBaIMQUUHPOBAHHOH METOJMIECKOH M MOMOLIM IIpH
MCIIOJIB30BAHMH APELTOKEHHBIX KOHTPONBHBIX MATEPHANOB B YaCTH IPHMCHCHHA H IIOJTYYCHHA HEKOPPCKTHBIX
pe3yJIbTATOB;
3.Tpe6oBanus, pebIBNIEMEIE K Ka4ECTBY TOBApa, rapaHTHI{HOMY CPOKY (TOAHOCTH, CTEPHABHOCTH):

3.1 cpoKk TOZHOCTH C MOMEHTA MOCTaBKH - HE MeEHee 60% oOT cpoxa TIOAHOCTH, YCTAHOBIEHHOIO
IIPOU3BOIUTENEM;
3.2. yeroBUs XpaHEHHKS ¥ TPAHCTIOPTHPOBKY JOJDKHEL COOTBETCTBOBATE MAPKMPOBKE TOBAPA.

Pazpaborysxa:

Bpau xauHxueckol 1abopaTopHOi %é{ H.A.Kopons

nuarnoctuxy ( 3apeayroumd KJJI)

Y
denpauep-nabopanT( cTapiuii) / 77/4/ K IL.BuaEHY9EK

/

COIr'JIACOBAHO:

I"naBuLIii BHEIITATHBIN CIICL{HATHCT

110 1a00paTOpHOHR NHATHOCTHKE

FJI4BHOTO YIPABICHHS 10 3PaBOOXPAHEHHIO

BpecTckoro obnucnonKoMa A.B. Mapkesuu
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