 BUKOHABYHI OPTAH KUIBCHKOT MICBKOT PATN
(KUIBCHKA MICBKA JIEPYKABHA AJIMIHICTPAITIS)
JIETIAPTAMEHT OXOPOHU 3]I0POB’S

HAKA3
“77¢ 2, 2015 , M. Kuis N 59&

ITpo 3aTBepMKEHHS PO3HOILTY
peareHTiB, TECT-CHCTEM Ta BUTPATHUX
MaTepialliB i IPOBEACHHS CKPUHIATY
KPOBI JIOHOPIB Ta 11 KOMIOHEHTIB
MEeTOAOM IMYHOXEMITIOMIHECIIEHTHOIO
aHanizy Ha mapkepu BLJI 1 Ta 2,
renatuty B, rematury C Ta cudirnicy,
3aKyIUICHUX 32 KOLITH Jlep>xaBHOTO
OromkeTy Ykpaiau Ha 2015 pix

Ha BukoHaHHs Haka3ly MiHICTepCcTBa OXOPOHU 3H0pOB’s YKpaiHu Bijx 27
muctonana 2015 poxy Ne 787 «IlIpo 3aTBepmxeHHS PO3NOMINY peareHTiB, TeCT-
CHUCTEM Ta BUTPATHUX MaTepialiB A MPOBEACHHS CKPHHIHTY KpOBi JOHOPIB Ta ii
KOMITOHEHTiB, METOJJOM iIMYHOXEMLUIIOMIHECLIEHTHOTO aHani3y Ha Mapkepu BLJI 1
Ta 2, rematuty B, rematuty C Ta cudinicy, 3aKyIUIeHHX 3a KOIITH Jlep)KaBHOTO
Oromxery Ykpainm Ha 2015 pik» Ta 3 MeTO LUIBOBOTO Ta pPalllOHAIBHOTO
BUKOPHCTAHHSI PEAreHTiB, TECT-CUCTEM Ta BUTPATHUX MaTepialiB AJis IIPOBEACHHS
CKpUHIHTY KpOBI JIOHOPIB Ta i KOMITOHEHTIB METOIOM
IMyHOXeMITIOMiHECIICHTHOrO aHamizy Ha wmapkepu BIJI 1 Tta 2, remaruty B,
renatuty C Ta cudinicy, 3akymieHux y 2015 poui 3a 6rOKETHOIO MPOrpamoro
KIIKBK 2301400 «3abe3nedeHHs] MEAMYHUX 3aXOMiB OKPEMHX JEpP)KaBHHUX
mporpaM Ta KOMIUIEKCHUX 3aXOZiB MPOrPaMHOTO XapakTepy», 3a HaIpsaMOM
«IleHnTpanizoBaHi 3axomyd 3 PO3BUTKY [IOHOPCTBA KPOBI Ta il KOMIIOHEHTIBY,
BpPaxOBYIOUH TIPOTOKOJ 3acifaHHA poOodYoi Ipymu 3 NHTaHb MPOQiIbHOTO
CYNPOBOJly Jep)KaBHUX 3aKyliBeldb BHUpPOOIB MEOMYHOTO MpH3HAYEHHS IS
PO3BUTKY TOHOPCTBA KpPOBI Ta ii KOMIIOHEHTIB Ta T'yMaHITapHOI JMOTIOMOTH BiJ
04.12.2015 moxo po3nofiiy peareHTiB, TECT-CUCTEM Ta BUTPATHHUX MaTepialliB Jo
3aKJIaJliB OXOPOHHU 3/I0OPOB’sI '

HAKA3VIO:

1. 3arBepauTd pO3MOIiN peareHTiB, TECT-CUCTEM Ta BHTPATHHX
MaTtepiajiB I IIPOBEACHHS CKPUHIHTY KPOBi JIOHOPIB Ta TI KOMIIOHEHTIB METOIOM
iMyHOXeMifOMiHeCIeHTHOrO aHaiizy Ha Mapkepu BIJI 1 ta 2, remaruty B,
reratuty C Ta cudimicy, 3akymieHux 3a Koty Jlep:kaBHoro Oromkery YKpaiHu.
Ha 2015 pik 3a OwomxerHoro nporpamoro KITIKBK 2301400 «3aGe3nedeHHs
MEJIMIHUX 3aXOJ[iB OKPEMHUX MOEPKABHUX IIPOrpaM Ta KOMILIEKCHMX 3aXOJiB



MPOTPaMHOI0 XapakTepy» 3a HanpsiMoMm «LleHTpami3oBaHi 3aXOoAM 3 PO3BHTKY
JIOHOPCTBA KPOBi Ta 11 KOMITOHEHTIBY» (ali — peareHTH, TECT-CUCTEMU Ta BUTPATHI
Marepianm), 10 A0JAETHCS.

2. TonoBHomy nikapro KuiBCEKOTro MiCHKOTO IEHTPY KpPOBI 3a0€3MeUnTH:

2.1. OtrpumanHs Big MiHicTepcTBa OXOpPOHH 3M0pOB’sT YKpaiHU peareHris,
TECT-CUCTEM Ta BUTPATHUX MaTepialliB y KIIBKOCTI, 3aTBepiykeHid M. 1 1mporo
Haka3y, OOJIiK, OmpuUOYTKyBaHHS Ta B3STTS Ha OajlaHC 3aKIagy.

2.2. [llpuiiMaHHS-TIepeady peareHTiB, TECT-CHCTEM Ta BHTPATHUX
MaTepianiB 3a KiIbKICTIO — BiAmoBimHO m0 Posmominy Ta ToBapocyIpoBimHHMX
IOKYMEHTIB, a 3a AKiCTIO — BiZIOBIIHO M0 JOKYMEHTIB, [0 3aCBIA4YIOTh 1X SKiCTDH
(TepMiH TPUIATHOCTI BHTPATHUX MaTepiajiB HA MOMEHT IIOCTAaBKH ITOBUHEH
CTAaHOBUTH He MeHine 15 (m'stHamaisatu) micsiiB abo He MeHmre 75 (ceMuaecITH
11’ siTH) %o BiJl 3arajIbHOTO CTPOKY IPUAATHOCTI).

2.3. IlepcoHansHy BiANOBINAJIBHICTh 3a 30E€pEeKEHHS Ta JOTPUMAaHHS
TEMIIEPATypPHOTO PEXHUMY, IUIbOBE Ta palioHaJbHE BUKOPUCTAHHS pPEarcHTIB,
TECT-CHCTEM Ta BUTPATHUX MaTepialiB.

2.4. Haganns no basu creniansHOTO MEeAUYHOTO MTOcTavdaHHs JlenmapramMenty
OXOpPOHH 370pOB’S BHKOHaBUOrQ oprany KuiBcbkoi Micbkoi pamgm (KuiBchkoi
MICBKOI AepXaBHOI agMiHicTpallii) iH(popMaIllii 111010 OTPUMAaHHS peareHTIB, TecT-
CHCTEM Ta BUTPATHHUX MaTepialiB y TPHISHHUI TEPMiH IiCJIST OTPUMAaHHSL.

2.5. Hapanss momicsitg, go 05 4ducna Micsilig HaCTyITHOTO 3a 3BITHHUM, JI0
ba3u cnenianbHOro MeaMYHOrO MOCTav4aHHs JlemapTaMeHTy OXOPOHH 3I0pPOB’S
BUKOHaBUOro opraHy KwuiBchkoi Micbkoi pagu (KuiBcbkoi MiChbKOT Jiep:KaBHOT
aZMiHICTpallii) aKTy CIIMCaHHS PeareHTiB, TECT-CUCTEM Ta BUTPATHUX MaTepialiB .

2.6. Hapanus mowicsiy, 1o 10 arcna Micsils HACTYITHOrO 3a 3BiTHUM Ta 10
20 ciuyHA HACTYIHOTO 3a 3BITHHM DPOKOM, M0 ba3u chemiaibHOro MeAuYHOrO
noctayaHHs JlemapraMeHTy OXOpPOHM 3/I0pOB’sl BUKOHaBUOro oprany KuiBchkoi
micbkoi paau (KuiBcpkoi Mickkoi JepxaBHOI aaMiHicTparlii) 3BiTY IIpo
BUKOPUCTAHHS  pEareHTiB, TECT-CUCTeM Ta BHUTpPATHUX MaTepialiB 3TrigHO 3
nonatkoM 7 po Hakazy I'YO3 Bix 21 nmcromama 2012 poxy Ne 490 «IIpo
3abe3MeYeHHs KOHTPOIIIO 3a [IIbOBUM Ta €()eKTUBHUM BUKOPHCTAHHSM 3aKJalaMH
OXOpOHH 3J0POB’S MicTa JIKapchKUX 3acobiB, BUPOOiB MEIMYHOrO NpPH3HAYEHHS
Ta MEAWYHOI TEXHiKH, 3aKYTUICHUX 32 KOIITH JEPKaBHOTO Ta MiCHKOTO OIOIKETIBY.

2.7. HapaHHs n[o ynpaBliHHS BHYTPIIIHBOTO (IHAHCOBOTO ayAWTy Ta
eKCIIepTU3H SKOCTI JlemapTamMeHTy OXOpOHH 300pOB’S BHKOHABYOI'O OpPTaHy
Kuiscekoi Micbkoi panu (KuiBebkoi Michkoi fepkaBHOT aaMiHicTpallii) iHpopMarii
PO BHKOPUCTAHHS pEareHTiB, TeCT-CUCTEM Ta BHTPaTHUX MaTepialiB 3
HiATBEPKYIOUYUMH JOKYMEHTaMHU. :

2.8. Ilopanns miokeapTany o 10 uucia, HaCTYIMHOTO MICSLsS 3a 3BITHUM
TIepioIoM, JI0 BiIJILTy TUIaHYBAaHHS T4 MOHITOPYHTY UJTBOBUX MPOrpaM, TeHICPHUX
npouenyp JlemapTaMeHTy OXOpOHM 340pOB’S BUKOHAaBYOro oprany KwuiBCbKol
Mmicekoi panu (KuiBchkoi MiCBKOT JepkaBHOI amMiHicTpanii) iHdopmanii Ipo
KIJIBKICTh peareHTiB, TECT-CHCTEM Ta BUTPAaTHHUX MarepialiB, IPaHUYHMHA TEpMiH
IPUAATHOCTI AKHX MOpiBHIOE 90 MHIB Ta sIKi HE MOXIJIMBO Oyze BHUKOPHCTATH IO
3aKiHYeHHS LILOTO TEPMiHY.

s
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3. Jlupexropy  basu CIIEIAIBHOTO MEAUYHOIO [IOCTa4YaHHs
JlenapTaMeHTy OXOpPOHHU 370pOB’S BUKOHABYOro oprany KuiBchkoi MichbKOl pagu
(KuiBchKOi MiCHKOT AeprkaBHOI aaMiHICTpallii) 3a0€3MeUnTH:

3.1. Hamamus momicsns, 1o Binniny OyXrairepcbkoro o0JiKy, METO 00T
Ta (iHaHCOBOi 3BiTHOCTI MiHiCTepcTBa OXOpOHH 3M0pPOB’S YKpaiHH  aKTiB
CIMCaHHS pPEareHTiB, TeCT-CUCTEM Ta BUTPATHUX MartepiaiiB y Tepmid go 10-ro
YHCJIa MiCSLs, HACTYITHOTO 32 3BITHUM.

3.2. Ilowmicsms, no 15-ro uncna Micslsg HACTYNHOro 3a 3BiTHHM, Ta 1o 01
JIOTOTO HACTYIHOI'O 3a 3BITHUM POKOM, Ha HiAcTaBi oTpuMaHoro Bix KuiBcekoro
MICBKOTO LEHTPY KpOBi 3BiTy NP0 BHKOPUCTAHHS pEAreHTiB, TECT-CUCTEM Ta
BUTPAaTHUX MaTepialiB, HaJaHHS O BIIAUTY IUIaHYBaHHS Ta MOHITOPUHIY
IITOBUX IpOrpaM, TEHAEPHHX MIPOLEAyp Ta BIJAUTy OyXrajaTepchKoro oOJiKy
inpopmarii 3rinuo 3 momatkoMm 1 no Hakazy I'VO3 Big 21 smuctonaga 2012 poky
Ne 490.

4.  HavanbHuKy yHNpaBliHHA BHYTPILIHBOrO (iHAHCOBOTO ayJuTy Ta
eKCIIepTH3u sKocTi JlemapTaMeHTy OXOpOHH 3A0pPOB’S BHKOHABYOI'O OpraHy
KuiBcpkoi Micekoi pagu (KuiBcekoi Mickkoi nmepkaBHOI  ammiHicTparii)
3a6e3IIeYUTH KOHTPONb 3a I[TbOBMM BUKOPHCTAHHSIM PEareHTIB, TeCT-CHCTEM Ta
BUTPATHHUX MaTepialliB JI0 iX IOBHOT'O BUKOPHUCTAHHS.

5.  Jupextopy KwuiBcerkoro micekoro IH(opMarnifiHo-004nCIIOBaIBHOIO
neHtpy JemaprameHTy OXOpPOHM 370pOB’S BUKOHAaBYOTro oprany KwuiBchbkoil
micekoi pamu (KuiBcekoi Mickkoi mepxkaBHOi amMimicTpauii) 3aGe3mednTH
ONPUIIIOAHEHHS Ha odintiHoMy web-caiiti JlemapTrameHTy OXOpOHHU 370POB’S
3MICTY IILOT'O HaKazy.

6. KoHTponb 3a BUKOHAHHSIM Haka3y ITOKJIACTH Ha 3aCTYITHHUKIB IHPEKTOpa
3riIHO po3noIiny (GYHKIIOHAJIEHUX 000B’S3KiB.

‘

Jupextop T./loHueHKO




3ATBEPDKEHO

Haka3 JlenapTam

77. 7.

HTY OXOPOHH 3119905';11
20158 2 FSE

Po3Mmo1is1 pearcHTiB, TECT-CUCTEM Ta BUTPATHUX MaTepialliB AJI NPOBEACHHA CKPHHIHTY KPOBi JOHOPIB Ta 1i KOMIIOHEHTIB METOAOM iMYHOXEMIMFOMIHECICHTHOTO aHali3y Ha mapkepu BLJT 1
Ta 2, renatury B, renatuty C Ta cudinicy, 3akyineHux 3a kowtu HepixasHoro 6romxery Yipainu Ha 2015 pik 3a 610mxetHo10 nporpamoro KITKBK 2301400 «3abe3neusnas MeAMUHAX
3aXO/iB OKPEMHX ACPXKABHHX NPOrPaM Ta KOMIUIEKCHIX 3aX0/iB MPOTPaMHOTo XapakTepy” 3a HanpamoM «LIeHTpanizoBaHi 3aX04H PO3BHTKY JOHOPCTBA KPOBi Ta i1 KOMIOHEHTIB»

3aknaj - STpuMyBay
peareHTiB Ta BUTPATHAX

marepiaiis

ARCHITECT Anti-HCV REAGENT
KIT Anti-HCV nadip pearenris (2000
TECTiB)

ARCHITECT Anti-HCV REAGENT KIT
ARCHITECT Anti-HCV Habip pearenTtin
(100 TectiB)

ARCHITECT HBsAg Qualitative IT
Reagent Kit ARCHITECT HBsAg
Qualitative I HaGip pearentis (2000 Tecris)

ARCHITECT HBsAg Qualitative 11
Reagent Kit ARCHITECT HBsAg
Qualitative I nabip pearenris (100

TecTiB)

ARCHITECT HBsAg Qualitative 11
Controls ARCHITECT HBsAg
Qualitative II ua6ip xonrponin

6C37-32 ARCHITECT Anti-HCV
Reagent Kit ARCHITECT Anti-HCV
Habip pearentis, Abbot GmbH&Co KG,

6C37-27 ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Ha6ip
pearenTis.Abbot GmbH&Co KG, Himeuunna

2G22-30ARCHITECT HBsAg Qualitative 11
Reagent Kit ARCHITECT HBsAg Qualitative
II Habip pearenris Abbot Ireland Diagnostics

2G22-25ARCHITECT HBsAg Qualitative
11 Reagent Kit ARCHITECT HBsAg
Qualitative II HaGip pearentie Abbot

2G22-10 ARCHITECT HBsAg
Qualitative IT Controls ARCHITECT
HBsAg Qualitative 11 kosTpom/ Abbot

Himeuunna Division, Ipnasais Ireland Diagnostics Division, Ipnauuis Ireland Diagnostics Division, Iprnanmis
r
Llina 3a oa. 3 [TIB, rpH 205 128,00 10 243,20 34 232,40 1711,20 1711,20
K-CTb 0fl./CyMa, IpH K-CTh OII. CyMa, TpH K-CTb Ol cyMa, I'pH K-CTB Ofl. CyMa, rpH K-CTh Ofl. cyma, rpH - K-CTb OfL. cyma, [pH
1 2 3 4 5 6 7 8 9 10 11
KuiBconil michiui 2 410 256,00 20 204 864,00 2 68 464,80 20 34224,00 2 342240
LIEHTP KPOBi




e

3akial - OTpEMyBay
pEeareHTiB Ta BUTPaTHHX

Marepiaiis

ARCHITECT HIV Ag/Ab COMBO
REAGENT KIT ARCHITECT HIV
Ag/Ab COMBO Habip peareHTis
(2000 TecriB)

ARCHITECT HIV Ag/Ab COMBO
REAGENT KIT ARCHITECT HIV
Ag/Ab COMBO nagip pearenris (160

TecTiB)

ARCHITECT HIV Ag/Ab COMBO
CONTROLS/ ARCHITECT HIV
Ag/Ab COMBO konrpoi

ARCHITECT Syphilis TP Reagent
Kit ARCHITECT Cundinic uabip
pearentig (500 TectiB)

ARCHITECT Syphilis TP Controls
ARCHITECT Cudinic nabip
KOHTpO.JIB

Pre-Trigger Solution Po3uun nipe-tpirrepa

4J27-32 ARCHITECT HIV Ag/Ab
Combo Reagent Kit ARCHITECT HIV
Ag/Ab Combo Habip pearentis Abbot

4)27-27 ARCHITECT HIV Ag/Ab
Combo Reagent Kit ARCHITECT HIV
Ag/Ab Combo Habip pearentis Abbot

4G27-12 ARCHITECT HIV Ag/Ab
Combo Controls ARCHITECT HIV
Ag/Ab Combo kouTponi Abbot

8D06-38 ARCHITECT Syphilis TP
Reagent Kit ARCHITECT Syphilis
Habip pearentis Abbot GmbH&Co KG,

8D06-12 ARCHITECT Syphilis TP
Controls ARCHITECT SyphilisTP
koHTponi Abbot GmbH&Co KG,

6E23-65 Pre-Trigger Solution ARCHITECT
[TperpurepHuit posunH Abbot Ireland
Diagnostics Division, Ipnanais

GmbH&Co KG, Himeuynna GmbH&Co KG, HimMewynna GmbH&Co KG, HiMeyunna Himewunna Himeuunpa
Lixa 3a ox. 3 [11IB, rpu 63 651,601 318240 342360 23 240,40 2 166,00 353040
K-CTb OJ1./CyMa, ['pH K-CThb ON1- cyMa, rpH K~CTb Of1. CyMa, rpH K-CTh OfL. CyMma, IpH K-CTb O cyMa, TPH - K-CTh O cyma, IPH K-CTh OL. cyMma, I'pH
1 12 13 14 15 16 17 18 19 20 21 22 23
Kuiacekit Michiii 2 127 303,20 20 63 648,00 1 3 423,60 17 395 086,80 1 2166,00 1 3 530,40
LEHTP KpoBi




Trigger Solution Posuun Tpirrepa |Reaction Vessels Peakuiiina npoGipka Sample Cups ‘!amlm s Septums Ileperopoaxu ARC}.IITECT Pr(}be Conditioning
R 3pa3KiB N Solution Konauuiorep st 3011y
3akiag - OTpuMyBay
PEarcHTIiB Ta BUTPATHUX 11.56-40 ARCHITECTProb
L . . 3 .56~ robe
Matepias 6E55-60 Pre-Trigger Solution 7C15-02 ARCHITECT Reaction | | 4-01 ARCHITECT Sample | 1, ¢ 3 oo ARCHITECT |Conditioning Solution Komumionep ans| ~ Beworo,
ARCHITECT IperpurepHuii po3uns e .| Cups ARCHITECT uawu ans . )
. : o Vessels ARCHITEC Peakuiiisi emuocti . . mem6parn Abbot Laboratories, sonny ARCHITECT pearent wis rpH
Abbot Ireland Diagnostics Division, . 3paskis Abbot Laboratories,
X Abbot Laboratories, CITIA CIIIA mornsay 3a 3ouaom Abbot Ireland
Ipnanmis CIA . . A .
Diagnostics Division, Ipnasnis
Llina 3a oa. 3 [10B, rpu 131396 4 654,80 1551,60 1 484,40 4 786,80
K-CTh OJ1./CyMa, [PH K-CTb OfL. cyma, rpH K-CTb OZL. cyMa, I'pH - K-CTb 0f1. cyma, rpH K-CTb OL. CcyMa, IpH - K-CTh Ofl. CyMa, IpH .
1 24 25 26 27 28 29 30 37 32 33 34
AIBCLKUI Mi i
Kaipopicuii michiuii 4 5255,84 4 18 619,20 6 9.309,60 2,00 2968,80 1 4786,80 1357 329,44
UEHTp KPOBI
3acTyNHUK AUPEKTOpa - HAYaIbHUK YIIPaBIiHHSA 3 a v
oprauizauii MEIMuHOT ZONOMOTH . ; V;’/ O.Kosarerixo
Ay e —




