I[Ipunoxkenune </
K 3asBKE Ha 3aKyIKY
JIOT 1 MEIULIUHCKUX U3ACIINHU

Onucanue NOTPeOUTENLCKUX, PYHKIHOHAIbHBIX, TEXHUYECKHX,
Ka4decTBEHHBIX H YKCILIyaTAlIHOHHBIX MOKa3aTe el (XapaKTepHCTHK)
npeaMera rocyapcTBEHHOM 3aKyNKH

1.CocTaB (KOMIJIEKTAIHS) MeIHIHHCKHX H3IEIH:

No HaumenoBanue En. n3m. KonuuecTBO

Ha6op mns onpenernenuss ABCK — nHabop mns

onpenenennus ACT- LR k annapaty Hemochron KOpOOKH 30

2. Texundyeckue TpeOOBaHUS:

1. O6bem 1 ynakoBku: 45 mrt.

2. TaiiMep KoaryjisUyH aBTOMAaTHYECKUH C NPUHANIEKHOCTAMH M PacXOJHBIMU
MaTepualaMu

3. CoBmectuMa ¢ Cucremoit Hemochron

4. AKTUBHPOBaHHOE BpeMs CBepThIBaHMs KpoBH B HH3koM muamasone (LR-ACT)
ISl KCTIONTB30BaHMA CO CBEXXMMH 00pasiiaMH [e1bHOM KpoBH npu auanuse, OKMO
Y MOHHUTOPHHTE TEparneBTUYECKOro rernapruHa

3. TpeGoBauus, MpexbsBiIsieMble K KadeCTBy TOBapa, TapaHTHHHOMY CPOKY
(TOHOCTH, CTEPUITBHOCTH)
ToBap moJDKeH ObITH HOBBIH, rapaHTHs COITIACHO C 3aBOJIOM U3TOTOBUTENIEM.

['0HOCTD U CTEPUIIBHOCTD JIOJ/DKHA COCTABIIATE HE MEHEe 60% oT cpoka roIHOCTH U
(WiIM) CTEPHIIBHOCTH, YCTAHOBIIEHHOTO M3rOTOBUTENIEM (mpou3BOAUTETIEM)

Pa3paboTunKy TeXHUYECKUX TpeOOBaHUM:

1 51.C. KonoBanosa — Bpad peHTI€HO- P
SHIO0BACKYJISIPHBIM XUPYPT / :
7)
9 N.C. benoycos — Bpa pPEHTreHo- / )/
SHIOBACKYJISIPHBINA XUPYPT

&

CorjacoBaHo:
CrieqalIACT 110 SHAOBACKYJIIpHON Xupypruu I'Y 1o 31paBooxpaHeHUIO
Bpectcko JIMCITOIIKOMA

A K. KpyneHbkoB



HMpuaoxenne 1

JIOT 2 K 3asBK€ Ha 3aKyIlKy
MEIUITMHCKUX W3S

Onucanue NoTpedHTENHbCKUX, (PYHKLHOHAJIbHDBIX, TEXHHYECKHX,
KAa4YeCTBEHHBIX H KCILIyaTAlHOHHBIX NOKa3aTeJiel (XapaKTepHCTHK)
npeAMeTa rocyJapcTBeHHOH 3aKyNIKH

1.CocraB (KOMIJIEKTALlMS ) MEAHIITHHCKHX H3Je/IHH:

Ne HanMeHoBanue En. mam. | KomuuectBo

1 | KoHTponpHBIE  MaTepUalbl  HOPMAaJIBHOIO | YIIAKOBKa 1
ypoBHs directCheck: ABC DCACT-N

2 | KoHTposnpHBlE MaTepHasbl I[IaTOJOTMYECKOIO | yIaKOBKa 1
yposus directCheck: ABC HII DCACT-A

3 | KonTponbHBIE  MarepHajibl  HOPMAJIBHOIO | yIIaKOBKa |
ypoBHs directCheck: ABC DCJLR-N

4 | KonTposbHBIE MaTepHalbl IATOJIOTMYECKOTO | YIIaKOBKa 1
ypoBHs directCheck: ABC HII DCJLR-A

2. Tlokazatenun (XapakTepUCTUKH) IIpeAMeTa TOCYJapCTBEHHOH 3aKyIIKH,
chopmuposanHsle corimacHo crathe 21 3akoHa Pecmybmuxm benapycs "O
rOCyJapCTBEHHBIX 3aKyNKax TOBapoB (pabot, yciyr)":
2.1. KouTponbHble Marepanbl LeNbHONH KpoBU (JITHMO(QUIN3HPOBAHHEBIE) VIS
KOHTPOJII ~ KadecTBa  KOAryJSIIMOHHOIO TEeCTa AaKTHBHPOBAHHOe BpeMsd
ceepTeiBanus kposu (ABCK/ACT).
2.2. KoHTpONbHBIE MaTeprajibl JOJDKHBI OBITH ABYXypoBHeBble — «HOpMa» (Level
1, Normal) u «martonorus» (Level 2, Abnormal).
2.1. CoBMeCTHMOCTD M IPOH3BOAHTE b
2.1.1. Marepuaibl JOMKHBI OBITH pa3paboTaHbl, BAIMAHUPOBAHEI M IIPOU3BEJCHBI
cremHanpHO I KoaryiaomeTpoB  Hemochron®  cemeiicrBa  Signature
Ipou3BOCTBa Kommanuu Accriva Diagnostics (111 ee IpaBonpeeMHAKOM).
2.1.2. Marepuansl AOJDKHBI 00€CledrBaTh KOPPEKTHOE BEBIIIOJTHEHHE KOHTPOJIS
KauecTBa cO CJIeAYIOIMMH THIIAMI OPUTHHATIBHBIX KioBeT Hemochron®:

o ACT+ (ABC+): kat. Ne JACT+

« ACT-LR (ABCK-HJ): kar. Ne JACT-LR
2.2. KpuTndecky BasKHbIe XaPAKTEPHCTHKH COCTABA H KOHCTPYKIMH:
2.2.1. Marpuua: nensHas KpoBb. IIpenaparsl Ha OCHOBE TONBKO IIa3MBbI (SKMIKOH
U THOGWITH3NPOBAaHHO ) HE NOITY CKaroTCsl.
2.2.2. KieTouHbIi KOMIIOHEHT: JODKHBI TIPUCYTCTBOBATh CTaOMIIM3UPOBAHHEBIE
SPUTPOLUTEL
2.2.3. Ilpoucxox/aenue KOMIOHEHTOB: KOHTPOJBHBIH MaTepuan HODKEH OBITh
W3TOTOBIIEH HA OCHOBE OBIYbHX JPHTPOHHUTOB U OydepH30BaHHOH OBeYbeH H
JOLWIAAWHON mjaa3mbl. VICITONb30BaHHWE YEIOBEYECKOW ILIa3MBl MM I1JIa3MBI
IpYTHX, HeyKa3aHHBIX 3/1€Ch BUJIOB KMBOTHEIX, HE JOITY CKaeTCsl.
2.3.4. CocTaB pa3baBuTesisi: pa30aBUTelb JOIDKEH CONEPKATh XJIOPHI KAJbIHsI
s pexansimdukaiuy, noancopdéar Tween 20, anTHMHKpPOOHBIH npenapar
ProClin®, a taxxe 6ydepHbie ¥ CTa0MIN3UPYIOIIHE KOMIIOHEHTH.
2.2.5. Koncrpykuusi: (rakoH-KanellbHHLA, COAEPXKAllMi BHYTPH IepMETHYHYIO
CTeKJITHHYIO aMnyay ¢ JHOQUIN3UPOBAaHHBIM KOHTPOJBHBIM MaTepHajioM H
OTAeJIbLHBIH pa3GaBUTeNb B TOM Xe (UIaKoHe.



2.2.6. AkTUBauMsa NpoObI: 00g3aTelIbHOE TpeObOBaHUE K MPONEAYPE MOATOTOBKH —
pa3jiaMbiBaHHe BHYTpeHHell CTeKJIsIHHOH aMmyJibl MyTeM crubanus QiakoHa B
3amMTHOM dexiyie. JlroGoi npyroi#t cmoco® akTuBauuu (HampuMep, IpsMas
PEKOHCTUTYILHS O€3 aMITyJIbl) He HOITy CKaeTCH.

2.2.7. KommjaekTaumsi: KOMIUIEKT JOJDKEH BKJIOYATh CIENUAIU3UPOBAHHEBIE
MHOIOpa30Bbie 3aIHTHBIE YeXJIbI Il 0€30M1aCHOro pa3iaMbIBaHHs aMITyJIbL.

2.3. ®acoBKa, XpaHeHHEe H MAPKHPOBKa:

2.3.1. ®acoBKka: WHAMBHIyallbHEIE (MIAKOHBI [JIsi Pa30BOI0 HUCIIOIL30BaHHUA, HE
Goinee 15 1akoHOB B IOTPEOUTENBCKOM YIIAKOBKE.

2.3.2. Veaousi xpanenusi: mpu +2..+8°C, oqHaKO AODKHO OBITH IOITyCTHMO
XpaHeHHe MpU KOMHaTHOH TeMneparype (1o +25 °C) He MeHee 4 Helelb.

2.3.3. MapkupoBka: ynakoBKa ¥ HMHCTPYKLHSA HODKHBI MMETh MapKMpPOBKY Ha
PYCCKOM SI3BIKE.

3. TpeboBaHusi, mnpembsBisieMble K KadeCTBy TOBapa, [ApaHTUMHOMY CpOKY
(romHOCTH, CTEPUIIBHOCTH):

3.1. ITocTaBiyK 00s3aH MPEJOCTaBUTh KOMUU AECUCTBYIOIIUX PErMCTPAaLlMOHHBIX
ymocToBepeHHi MuHHCTepcTBa 3hpaBooxpaHeHMs PecnyOmuku benapyce Ha
KaKIyIO 3aKyaeMyro IMTO3UIHIO (KaTal0KHBIH HOMED).

3.2. TlocTaBIIMK JO/DKEH IOATBEPAUTH CTaryc OGHUIMAIBHOIO IAHCTPUOBIOTOpPA
npousBonuTesst Accriva Diagnostics Ha Tepputopuu Peciy6muku benapycs.

3.3. UHCTpyKIKsA IO MPUMEHEHHUIO NOJKHA OBITh Ha PyCCKOM SI3BIKE M COZEpXKarh
pasziest ¢ MOWCKOM M YCTpaHeHHEeM HEHCIIPaBHOCTEH, CriequUIHBIX I CHCTEMBI
Hemochron®.

3.4. ToBap J0/DKEH COOTBETCTBOBATH TPeOOBAHUSAM K KadeCTBY M 0€30IIaCHOCTH,
YCTaHOBJIEHHBIM [UIsl TAHHOTO BH/a TOBapa 3aKOHOAATENBCTBOM PecrmyOnuku
Benapych ¥ TEXHHYECKON JOKYMEHTALMH IPEANPUATHS-U3TOTOBUTE]IS,

3.5. VYmakoBka [JODKHa oOecrnedrBaTh COXPAaHHOCTb TOBapa BO  BpeMs
TPaHCMOPTUPOBKHU U XpaHEHUS;

3.6. Cpok rogHOCTH HE MEHee 5 JIET;

3.7. CpoK TOIHOCTH C MOMEHTa IIOCTaBKM B KIHHMKy — He MeHee 80% ot
YCTaHOBJIEHHOI'O 3aBOJJOM-U3[OTOBUTEJIEM.

Pa3paboTYMKU TEXHUYECKUX TPeOOBaHUM:

1 A.C. KoHoBanosa — Bpa4 peHTI€HO- P //L
SHJAOBACKYJISIPHBIA XUPYPT )

5 N.C. benoycoB — Bpay peHTI€HO- /@ '
SHAOBACKYJISIPHBIA XUPYPT
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" T'7aBHBINM BHEINTATHEIN CIIEIIHAIUCT 110 3HI0BACKYJIIPHON XUPYpPIrUH
A K. Kpynenskos



