[Tpononyemo 1o Bamioi yBaru acopTUMEHT IPOAYKIIi1, 1[0 BUITYCKA€THCS HAMH
HOBHUHKMH 2019-2023
HaGopwu peakTHBiB Ta peareHTiB:

- IS KOHTPOJIO SKOCTI TEePeICTEPIUTI3AlifHOr0 OYHMINECHHS Ta BUSABIICHHS NPUXOBAHOI KPOBI y OioJIOTiHHOMY
matepiani “IIK A3OIIIPAM CKPHH” ta “lIIK TOJII/JIH CKPHH".

- O BU3HAYEHHs NpPOTPOMOIHOBOrO dacy IUIa3MH Ta BH3HAUYEHHS KOHIeHTpauii ¢(iOpuHoreny (Habip
“OUIOIIVIACTHH”).

- 17151 BUKOPUCTAHHS B SIKOCTI JIOTIOMIXKHOT'O peareHTy Ajisl poOOTH 3 peareHTaMy Ha OCHOBI HEMOBHUX aHTHTLNI
NIpM BU3HAYCHHI TPYIM KpOBi, NpU BHU3HAYEHHI pe3yc-(akTopy, CKPHUHIHTY aHTHTII 1 mpoOi Ha iHAMBIgyalbHY
cyMicHicTh MeTosioM KoHrtoTHHALIT (“2KEJIATHHY PO3YHH 10 %”).

- Ul BU3HAYEHHS KOHIICHTpAIlii 3arajbHOro ta/abo npsimoro Oinipyoiny (“FLIIPYBIH /IMCO”) y cuposarii
a00 TuIa3Mi KpoBi IO uHM 3 AiMeTmicyibhorcunom (JIMCO).

- IUTsl BA3HAYEHHSI TITiKoIi30BaHoro remoriobiny (“I/IIKOIEMOIJIOBIH THK™) y KpoBi IOWHU.

- s BU3HaueHHs cianoBux kuciot (“CIAJIOBI KHC/JIOTH) y 6ionoridyHMX piIWHAX KOJOPHUMETPUYHUM
METOAOM.

- nuist Bu3HadYeHHs ceuoBuHU (“CEYOBHHA UV”’) y 6ion0TiYHAX piguHaX KIHETHYHUM yPEa3HUM METO/IOM.

- nmna Bu3HaueHHS Metremornobiny (“METIEMOIJIOBIH”) y KpoBi IOOWHUA CIEKTPOGHOTOMETPUIHUM
METOIOM.

- 711 BU3HAYEHHS KOHIIEHTpallil 3-1inonpoTeiniB y cupoBaTii KpoBi i mnasmi moaunu (“g- JITOIMTPOTEITH).

- 1s pexanbimdikanii muTpaTHOT M1a3Mu i uTpaTtHoi KpoBi (“KAIBIIIH XJTOPHCTHH 0,025M).

- U1 BU3HAYCHHS KOHLEHTpalii HUHKY Yy Oionoriunux pigunax (3 5-Br-PAPS) (“IHHHK).

- Ui BU3HaueHHs %o KapOokcureMorno0iny y kposi moaunu(“KAPBOKCHI'EMOIJIOBIH).

- I71s1 BU3HAYCHHS KOHIICHTPAIlii MOJIOYHOI KUCIOTH (JakTaty) y wiazmi Ta CMP monuau (“JIAKTAT”).

- JUIs KJTIHIYHOTO aHalli3y CIMHHOMO3KOBOI piguau («CMP CKPHH)»).

- JUIsL BUKOPUCTAHHS B SIKOCTI JIOMOMDKHOTO KOMIIOHEHTa U MIKPOCKOMIYHUX MeTOHiB («Imepciitna onin ona
MiIKpocKoniiy).

- JUIA BUKOHAHHS CKPUHIHTY 1 KUTBKICHOTO BU3HAYECHHS aHAJMTIB Ha JJATEKCHUX CHCTEMaxX:

JUISL SIKICHOTO 1 HaMiBKUIbKiCHOTO BU3HaueHHA aHTU-cTpenTonizuny O (ACJI-0), pematoinnoro dakropy (PD),
C-peakxtuBnoro 011Ky (CPB) B cuposatmi kposi moauau (' @imdicit - ACJI-O - natekc", " ®ijicit — PO - gatekc",
"®@igicit — CPB - natexc").

- KOHTPOJIbHI MaTepiau IS OI[IHKYA BUKOHAHHS JOCIKCHh OOMiHY PEYOBUH :

"®@igicitT-CKB", "®inoHopm", "®@ino-b@®K", "®inollar", "Kanioparop ansoyminy 1000 mr/a",

"Kaaiopartopu 6iaky", "biaipybin-kanioparop", "MyasTukaiioparop', "KaniépaTropu kpeaTuniny",

"Kaaiopatopu remixpoma", "®@imicit-KI'BC", "KpeaTunin-kanioparop', "KamiopaTopu remormno0iny',

"Kaaioparopu riroko3n'", ""Kaniopatopu nianmerremorsiodiny'.

- HaDOPH PEAKTHUBIB IS KIIHIYHOT O10XIMIi I ananizamopie GIOKpUmMo20 muny pisHux eupoOHUKIE:

KIHETUYHI METOAUKMU: "Kpearunin-KIH", "JIAr", "JIAT1", "AaAT-KIH", "ACAT-KIH",
"Jly:xkna dpocharaza JEA"," Iyxkna dpocharaza AMIT", "eo-AminazaKIH"," Xoainecrepaza-KIH", "T'TT-KIH" i

MOHOPEATEHTHI METOAMKMW (miaxoasaTh sK IS _PYYHUX METOAUK, TAK i JJs1 _aHajgi3aTopiB
BiIKpuTOro tuUmy pisHux BupoOHukiB: "Tpurginepuau-®", "Kaapuiii ARS", "®ochop-UV", "Aaboymin',
"3araabHauii OuIoKk", "XogecrepudH @', "Xogectepun-HDL", '"T'awkoe3za ®D", "Kaaii'", "Marnii",
"Harpiii PH", "Xaopuau-®", "T'emori00in'", "I'emorao6in-I'X", "CeuyoBa kuciaora ®", "I'mokoza MOHO",
"JaraapHuii 0inok-YJI".

- HabopH PEaKTUBIB I KIIHIYHOT 610XiMil I pyYHUX METOIHK:

"3anizo (3333)", '"Cipoenikoiou", 'Kanwuiii"”, "3acanwnininiou', "AnAT", "ITT'", "®pyxkmosza',
"binipyoin', "®ocgop", "Kpeamunin', "a-Aminaza', "AcAT", "Ceuoeuna-/[", '"Jlyxscna pochamasza’’,
"Ceyosuna-y", "Ceuosuna-ODPA", "Tumonosa npoba', “binkoei ¢hpaxuii”, "Xoninecmepaza-AXX",
"Ceuosa kucnoma', ""Xonecmepun — HDL ®@", ""Xonecmepun — LDL @".

- Habopu peakTHBiB 1JIs1 MiKpOOiOJIOTTUHUX NOCTiKEHb: “3abapenenns 3a I pamom” (Tpu moaudikamii: 3
Kap6osoBum ¢pykcunom 3a Llinem, 3 Helitpansuum Uepsouum i 3 Cadpaninom), "Kapoonosuit gpyxcun (1% pozuun)",
“Sabapenenns 3a Linem-Hinvcenom”, “Pemuxyno®@ap6” (Habip 1t audepeHuiansHoro 3a0apBieHHs peTUKYIIOLHTIB
1 eputpouuTiB), “3abapentosau 3a Pomanoecokum” (Hadip nist nudepeHtianbHoro 3ad6apsieHas GOPMEHUX EIIEMEHTIB
KpoBi nipu GapOyBaHHI NpenapariB nepuepruaHoi KpoBi, KICTKOBOIO MO3KY, IHIIUX Oionpenaparis).

IIpu BUroTOBJIEHHI HANIOI MPOAYKIIii BHUKOPUCTOBYIOThCSI BUCOKOSIKICHI peakTHBHU NPoBiaHuX ¢ipm, 1o
creniagi3yloTbCsl Ha BUPOOHMITBI CHPOBMHH JUISA JIATHOCTHYHHX | AHAITHYHUX Lijed, TAKHX KPaiH K
ABcTpis, Beinkoopuranis, Himeauuna, llIBeiinapis, Anonis (nanpukiaag: MERCK, Sigma - Aldrich).

Bupo6HuK 10TPUMYETHCSI NPUHIUNY Oe3nepepBHOro PO3BUTKY i 3a/1MIIA€ 32 00010 IPABO BHOCUTH (6e3

NonepeHbOro MOBiIOMJIEHHSI) 3MiHM i YI0CKOHAJIEHHS B IPOAVKIIIO.
TSI OTPUMAHHS TETAJBHIIIOI THOOPMALII PO NOJINIIEHHS, MOJIU®IKAILII I
CHEIHU®DIKAIUI I, AKIO YV BAC € SIKI-HEBY b TUTAHHS, BYJIb JIACKA, HE COPOMTECS
3BEPTATUCSHA 10 HAC BE3IIOCEPEJAHbBO.
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KOJI 34 HK 024:2023- 60729 TV Y 20.5-24607793-025:2019 1
HCTPYKLISA IOAO 3ACTOCYBAHHS HABOPY PEATEHTIB PO3UMHIB
KEJATUHY JUISI METOY KOHTJTIOTHHAIIT

(HABIP «KEJIATUHY PO3YMH 10 %)

NPU3HAYEHHA IVD

Habip mpu3HaueHuil AJi1 BUKOPUCTAHHS B SKOCTI JOMOMIKHOTO peareHTy Juisi poOoTH 3

peareHTaMud Ha OCHOBI HEMOBHMX aHTUTUI NMPU BU3HAYEHHI TPYNU KpPOBI, NMPU BHU3HAUEHHI

pe3yc-pakTopy, CKpPUHIHTY aHTUTII 1 mOpo0l Ha I1HIUBIAYaJbHY CYMICHICTH METOJOM

KOHTJIFOTHHAIT B KJIIHIKO-11arHOCTUYHMX JIA00paTOPIAX 1 HAYKOBO - JOCTITHUIIbKIN TPAKTHII.

Habip po3paxoBanHuil Ha BIANOBIAHY KUIBKICTh HPOBEACHHS aHAJi3iB (IIpyU BUTpATI
po3unHy peareHTy 100 MKJI Ha BUSHAUYCHHS).

REF REF
HP040.01 50 HP040.03 100
HP040.02] 500 HP040.04 | 1000

30epirannsa Habopy - npu Temnepatypi Big mitoc 2 °C go miroc 8 °C.

["apanTiiinuii TepMiH TPUAATHOCTI HAOOPY - 12 MICSITIB Bijl THS BUTOTOBJICHHS.

30epiraTu B 3axuineHomy Bia cBiTia micui ([us. Ipumimky).

He 3amopoxyBaTu!

Halip npusHaueHuii 115 3aCTOCYBaHHS ik vitro TUIBKUA KBaJli(piKOBAaHUM JIA0OPATOPHUM
MEPCOHAJIOM.

MPUHLNM METOLY
Peakiiisi KOHTTTIOTHHAILT 13 3aCTOCYBaHHSAM >KelaTuHy. [l MPOBENEHHS IOTO TECTY
MOXYTh OYTH BUKOPHUCTAaHI MOHOKJIOHAQJIbHI pPEareHTH 1 CTAHJAPTHI 130IMyHHI aHTH-PE3YC
CHUpOBAaTKA 3 HEMOBHMMHU aHTHUTiIIaMH. HeoOximHe mpoBeIeHHS KOHTPOJII 3 PO3YHHOM
KelaTuHy 0e3 aHTH-PE3yC pPearcHry.

CKIIA HABOPY
1. Po3uun xenatuny 10 % HP040.01— 1 ammyna a6o ¢uaxos 3 (5,0 = 0,2) mu
-xejaTun meaudnuii (100 + 1) r/i; HP040.02 — 10 ammyn a6o ¢urakonis 1o (5,0 £0,2) M
- HATPpiii rizpokcun, HP040.03 — 1 ammyna a6o ¢uakon 3 (10,0 + 0,2) M
- HATPiH XJIOpHUI HP040.04 — 10 amnyn a6o ¢uakonis 1o (10,0 £ 0,2) miu

@izionoriuauii pozuuH (0,9% po3dnH HATPIIO XIOPHUIY) - 1O

2. JlomaTkoBU peareHT
CKJIaay HaboOpy HE BXOAUTH

3. JlonaTkoBuUi peareHT JucTtunpoBaHa Boaa

OBJIAOHAHHA
1. Bonsina Oanst a0 CyXOMOBITPSIHUN TEpMOCTAT, 3JaTHI MIATPUMYBATH TEMIIEpaTypy Bij
roc 37 °C po ntoc 48 °C;
2. IIpoGipku mictkicTio 10 M (3riJHO 3 YUHHUMH HOPMATUBHUMH JTOKYMEHTaAMH );
3. ITinetku mictkictio 0,05 ta 0,1 M (JICTY EN ISO 835:2018);
4. CexyHaomip (3riJHO 3 YAHHUMH HOPMATUBHUMH IOKYMEHTaMHU );
5. Jlyna.

AHAJII3YEMUA MATEPIAJT
Jliis mocTiKeHHs BUKOPUCTOBYIOTH IIJIbHY KPOB, BIIMHUTI €PUTPOIIUTH, EPUTPOLIUTH B
1J1a3Mi, CUPOBATIll, KOHCEpBaHTI a00 (1310JI0TYHOMY PO3UMHI.
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|Ha60p14 MTOBUHHI TPAHCTIOPTYBATUCS TIpH TeMIiepatypi Bix + 2 °C mo + 25 °C yciMa BUIaMU KPUTOTO TPaHCTIOPTY. JIOMyCKAEThCs TPAHCTIOPTYBAHHS MpH TeMmepatypi 1o + 25°C 1o 3-o0x mib.



TMPUIrOTYBAHHAS POBOYUX PO34YUHIB
Awmiyny abo (rakoH 3 pPO3YMHOM JKEJIaTHHY Iepel 3acTOCyBaHHSIM HEOOX1THO
MIIITPITH HA BOJSAHIN OaHi 3 Temmepartypoto Bif mitoc 37 °C mo mrroc 48 °C 10 po3piKeHHsS
BMICTY (0 TemmeparypH, BIJIOBIJIHO HEOOX1MHOI METOJAWKH aHami3y). BinmbupaTu po3uuH

KEeJATUHY CI1J YUCTUM, OaKaHO CTEPUIIBHUM 1HCTPYMEHTOM.

Bigkymopeni amnynu ab6o (QuakoHu 30epiraroTb TEPMETHYHO 3aKPUTUMU TIPH
temriepatypi Big mmoc 2 °C no mmoc 8 °C B TeMHOMY Micli He Oinbine Tppox 110 (/us.
Ipumimky).

He BukopucTOBYiiTE XENaTHH, SKIIO BiH HE 3aCTUTAE€ B XOJOIWIBHUKY, KajlaMyTHUH
a00 yTBOPIOE IIACTIBII. 3a00POHIETHCS 3aMOPOKYBATH KEJIATHH.

KOHTPOIJIb SIKOCTI
Po3unH xenaTuHy HE NOBMHEH BUKJIMKATH HECHEUU(]IUHY ariaroTHHALII0, TOMY KOXKHA

cepis JKelaTMHy TIOBMHHAa OyTH TIepeBIpeHa B KOHTPOJI 3 HECEHCHO1T130BaHUMHU
EpUTPOLIUTAMH.

NPOBELEHHAS AHATII3Y
BuxopucroByBatu po3umH sxkeqatuny 10 % 3riqHo 3 yHIQIKOBAaHUMHU METOJUKAMMU

BU3HAYEHHSI METOJIOM KOHIJIFOTHHAILII].

IHTEPIIPETALIA PE3YJTIbTATIB

IIpu NO3UTUBHOMY pe3yibTaTl aridIOTHHATH MOMITHI y BHIJIAI arperaTtiB pi3HO1
BEJIMYHUHU Ha MPO30poMy (DOHI - KpOB € pe3yc-mo3uTuBHOI. [Ipu HeraTUBHOMY pe3yibTaTi B
mpoOipIll arperatiB. HeMae, a BHUAHO PIBHOMIPHO 3a0apBlieHy HEMPO30py CYCIEH31I0
EPUTPOLIMTIB - KPOB € PE3yC-HETaTUBHOIO. JSIKIO CIOCTEpIraeThesi JIpiOHO3EPHUCTA
BHUKJIMKAalOUa CYMHIB arjloTHHAIlg, TO KpPOB HEOOXiTHO TECTyBaTH B HENPIMOMY
aHTUTI00yIiHOBOMY TecTi (Hempsmoi mnpod6i KymOca 3a 10moMoror HEMOBHUX aHTH-D
aHTUTLN). Pe3ynpTaTu skenaTnHOBOT MpOoOH € JOCTOBIPHUMHU JIMILIE B pa3i, KOJH KEIaTHUH caM
HE BUKJIMKAE arilOTHHAI] JOCTIIKYBAaHUX EPUTPOLMTIB, a pPe3yJbTaTH KOHTPOIIB 3i
CTaHJAPTHUMHM €PUTPOIIMTAMHU BIJIIOBIIAIOTH OYIKYBaHUM.

VY pasi HeaJIeKBaTHUX PE3yJIbTATIB BU3HAYCHHS PE3yC-MPUHATICKHOCTI CJIiJI IOBTOPUTH
3 BUKOPUCTAHHSM IHILIOTO peareHTy ado 1HIIOro 3pa3Ky KeJlaTUHY. K0 jKeTaTHH BUKIIUKAE
caM 1o co01 arfIIOTUHAIIIIO JOCIIKYBAaHUX €PUTPOLIUTIB, TO MOYKHA MPHUITYCKATH HASBHICTH Ha
HUX aHTUEPUTPOIUTAPHUX AaHTUTLI aHTH-PE3YC UM 1HINOI CIeU(PIYHOCTI (1I€ CIIOCTEPITaEThCS
MpU TEMOJITUYHIN XBOp0OO1 HOBOHAPO/KEHUX, AyTOIMYyHHIA TE€MOJITUYHIA aHeMii 1 JEsKUX
1H(MEKIIHHUX 3aXBOPIOBaHHAX). B 1boMy BUIanKy KpOB TOBMHHA OyTH CHpsiMOBaHa Ha
JIOCIIIJIKEHHS B CIIELIalIbHY CEPOJIOTIYHY J1TabopaTopiro.

A>XKEPEJIA TOMUJIOK
TexHiyHl TOMMJIKM: BUKOPHUCTaHHS 3a0pyaHEHOro oOOJaJHAHHS; HEMpaBUIbHE
CHIBBITHOILICHHSI CUPOBATKHU 1 KJIITHH; 3aHA/ATO CHJIbHE LIEHTPU(PYTyBaHHS (XMOHOMO3UTHUBHUIMA
pe3ynbTar); HeNOCTaTHE UeHTpu(dyryBaHHs  (TIOMUJIKOBO  HETaTHBHI  pE3yJbTaTH);
3a0pyJHEHHs CTaHIApTHUX PEarceHTIB peareHTaMH IHIIOi IPyNH; HEeNpaBUJIbHE MapKyBaHHS
peareHTiB, epUTPOLIUTIB, a00 HEMPABUIBHUI 3aIIUC PE3YJIbTATIB.

3ACTEPEXHI 3AXo4qun
1. PoboTn 3 KOMIIOHEHTaMHU HAOOpy MOBUHHI BHKOHYBATHCh B NMPUMIIICHHSIX O0JaJIHAHUX
BUTSDKHOIO BEHTHIALIIEIO, B TYMOBHUX PyKaBHUKax, MOJall BiJl BIIKPUTOTO BOTHIO.
2. IIpu poOOTI BUKOPUCTOBYBATH I'YMOBI PYKaBHUKH, 3a00pOHEHO iCTH, TUTH, KypUTH.
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YTUNI3AUIA
Bci 3pasku A aHani3zy BBaXXarOTh 3a MaTepiai, SKuil Moxe OyTH 1H(pIKOBaHUH, 1 pa3oM 3
MOXJIMBUMH 3QJIMIIKAMH PEAKTUBIB IMJISATAE 3HUINCHHIO BIAMOBIIHO 10 3aTBEPKEHUX
BHYTPIITHBOJIIKAPHIHUX TIPaBUJI.
[TanepoBy ymakoBKy 37aiiTe B MaKyJaTypy, BUMIOJIOCKAHY Tapy - B COPTOBAHE CMITTSL.

NMPUMITKA
30epirati Big Al OpsIMUX COHSYHUX TPOMEHIB Ta TMPOMEHIB YyJIbTpadioleTOBUX
OaKTepULIMIHUX BUITPOMIHIOBAYIB.

Ten./dakc: (056) 747-47-76, 747-45-34
Ten.:(093) 573-75-35, (067) 535-15-73, (095) 168-36-54
E-mail: filicit@ukr.net  http://www.felicit.com.ua

o5 nBn «®@imiciT-JiarnocTnka»,
LICIT £ VYkpaina, 49051 m. Ininpo, Byn. Kamranosa, 32
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