[punosxenne 1
K 3asBKE HA 3aKYIKY

Omnmcanne HOTPEOHTENLCKHX, PYHKIHOHAILHBIX, TEXHIECKNX, KAUCCTBEHNBIX H
JKCILIYATALMOHHBIX TIOKA3aTe ek (XapaKTepHCTHK) NpeaMera rocylapCcTBeHHOMH 3aKy KN

Jlor Ne 1: PeareHTsl W pacXOIHble MarTephalbl JUlL aBTOMATHHCCKHX remMaToIOrHIeCKNX
AHATM3aTOPOB

1. Coctas (KOMILTEKTAIHs) MEIIMIMHCKAX H3MIETUI
HanMenoBaHue Koa-Bo |

1.1.PacTBop /s OnpeaeneHus remornobuna GecLpaianbM SLS-MeToom ¢ 0apkoaoM
(SULFOLY SER wunu anasor). 2 262 duiax.
1.2.06bem ogroro diakona e meree 500 M7

2.1.PacTBOp M30TOHMHYECKHH ¢ DapKoIOM (CELLPACK DCL wnu ananor).
2.2.06beM kanucTpbl He Menee 101

3.1.OxpaiumBaiolLyii pacTBOp ¢ GapkoioM (FLUOROCELL WDF ui anasor).
3.2 TIpeHasHaueH 1yisi OKPAIIHBAHHA TEAKOLATOB. 1 796 ¢nax.
3.3.06weM (hrrakona He MeHee 22MN

4.1 Jluzupyiommuii pearent ¢ 6apkoaoM (LYSERCELL WDF wtu anajior).
4.2 JpenuasHaueH 171 COBMECTHOIO HCTIONb30BAHMA C Fluorocell WDF. 1 793 (nax.
4.3.06bem duiakona He MeHee 211

5.1.0unmaroummii pacreop (CELLCLEAN nin aHaJIor).

5.2.06beM diakona ue Menee SOMII

6.1.PacTBOp W30TOHKHYECKHH ¢ GapKOIOM (CELLPACK DFL niu ananor).
6.2.06bem (rakoHa He MeHee 11

7.1.0xpamupatomuii pacTeop ¢ 6bapkogom (FLUOROCELL RET wusn ananor).
7.2 TlpenHasHadeH 1is OKPAIIHBAHNST PETHKYIOLHTOB. 186 (piax.
7.3.06Bem riakoHa He MeHee 12mi

5 895 kaH.

487 daax.

171 duax.

8.1. KonrponsHblii MaTepuall ¢ 6apKozioM, J0JIKeH 6bITH ATTECTOBAH /15 KOHTPOJLS
KAuecTBa NapaMeTpoB ABTOMATHYECKOrO reMaToJIOrHYECKOro aHau3aTopa - RBC, HGB,
HCT, MCV, MCH, MCHC, RDW-SD, RDW-CV, PLT, PDW, PCT, MPV, P-LCR,
WBC-D, NEUT (%,#), LYMPH (%/#), MONO (%/#), EO (%o.#), BASO (%.#), 1G
(%/#), RET(%.#), HFR, MFR, LFR, IRF, RET-He, PLT-O.

8.2. [IpeumaraeMblii KOHTPOJTLHBIH MaTepUa 10JIKeH COAEPIKATE SPUTPOLIATLL, 565 Hao0.
JIEWKOLMTLI, TPOMOOLIMTHI HeNOBEKa

8.3. Ha6op KOHTPONIBHBIX MAaTEepUANIOB NOJDKEH BKIIOYATE B cebs 3 ypoBHS (HH3KHH,
HOPMaJIbHBIH M BHICOKHH YPOBEHB).

8.4. O6beM oqHOro thnakoHa — He Gosiee 4,5MI1.

| 8.5. CtabunbHOCTB 110CHIE BCKPLITHA dnaxoHa He MeHee 15 JHeH.

2. Ilokasareim (XapakTepUCTHKH) TIpEAMETa TOCY/IAPCTBEHHOH 3aKyNKH, CHOPMHPOBAHHBIC
cornacao crathe 21 3akona Pecrybnuku Bemapych "O rocy/apCTBEHHBIX 3aKyIKAX TOBApOB
(pabor, ycmyr)"

2.1. PeareHThl ¥ KOHTPOIMBHBIC MaTepPHaTbl JOJDKHBI OBITh MPEIHA3HATCHBI JUIA paboTel Ha
ABTOMATHYUCCKMX TEMaTONOTHYECKAX aHAM3aTopax SysmeX Cephu XN-L: XN-350, XN-330,
XN-550 (mymxrsr 1.1., 2.1, 3.1, 4.1., 5.1., 8.1), XN-350, XN-550 (myHKTHI 6.1 7:.1.)
npom3pozicTBa Sysmex Corporation, Snonms, 4TO AOIDKHO TIONTBEPAHKAATHCAH JOKYMEHTAIBHO
ymb0 MOryT OBITh MpPE/UTOXKSHBI AHATOTHYHBIE PEAreHTHl W KOHTPOIBHBIC MATCPHAIIb! &
MPEIOCTABNIEHUEM @HANM3aTopa APYroro MPOM3BOMNTEIS, TOCTABIACMOTO 1O JIOTOBOPY
6E3BO3ME3/THOTO TIOJIB30BAHMUS (aPEH/IBI).

2.2. TpeGoBanus, npeabsBsieMbie K 000py/10BAHNIO0, HOCTABJISIEMOMY 0 JIOTOBOPY
fe3B03ME3THOTO MOJb30BAHHAS:

2:2.1 | Tun mecnelyeMbIX 00pasioB: KamuUspHas 1 BEHO3HAs KPOBk

A



2.2.2 DyHKIHS aBTOMATHICCKOTO ()IArHpOBAHHS TTATOIOIHYECKIX PE3YJIBTATOB

223 BosmoxkHOCTS MCTIONB30BaHMS TIEpBHYHEX MPOOMPOK (CTAHAAPTHBIX BAKYYMHBIX.
MHKPOITPOOHPOK)

224 BosmoxwHoCTs muTerpamm B MEIHIMHCKY10/1abopaTopHyio HH()OPMALIHOHHYIO
CHCTEMY JIHODOT0 TIPOM3BOJIUTE]IsI

2.2.5 DYHKIHS CIMTHIBAHHS INTPAX-KOIOR 00pasIoB u peareHTOR o

2.2.6 Berpoennas nporpamma BHyTpenHero KOHTPOJISL Ka4YeCcTBa MCC/ieI0BaHWi K

2.2.7 [TopT juIst TOJKIIFOYEHNSI BHEMTHHX YCTPOHCTB

2.2.8 Berpoennas namsts ¢ remsio xpanenus Pe3yJIbTATOB BBHITTOJIHEHHBIX
MCCIIEIOBAHMI (BOSMOXKHOCTS CO3TAHMS apXuBa pPe3yJIbTaToORB)

229 HnTepdeiic na pycckoM si3bike

2.2.10 Homnepskka rporokona mEpOpMAaHOHHOTO B3aumozencTaus ¢ Lentpannsosannoii
HH(OPMALHOHHOI crcTeMOR snpasooxpanenust (LIMC3), pazmermaemoro na caiire
onieparopa [TUC3 (I'V «PHIIL] MT»)

3. TpebGopanus, mpembsBISEMBIE K Ka9eCTBY TOBapa, TapaHTHHHOMY CpoKy (TOIHOCTH,
CTEPHIIBHOCTH).

3.1. Cpok romHOCTH peareHToB Ha MOMEHT ITOCTABKH COTTACHO AYKITHOHHBIM JIOKYMEHTAM

3.2. I'apanTuiiaeii cpok o6opynoBanms, NPEOCTABIACMOTO B O€3BO3ME3THOE [OTB30BAHIE — He
MeHee 12 MecsineB, CorfiacHo ayKITHOHHBIM JOKYMEHTaM



