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ITHCTPYKIIISI 1O HABOPY PEAKTUBIB 1JIs1 BABHAYEHHSI KOHIIEHTPAIIIT
KAJHIO Y CHPOBATII ABO IVIAZMI KPOBI TYPBIIUMETPHYHUM
METO/IOM BE3 JEITPOTEIHYBAHHA

NMPU3HAYEHHA VD

Habip npusHaueHuii 11si BU3HAYCHHSI KOHIEHTPALl Kajilo y CUpOBaTI a00 Iia3Mi KPOBi JIIOAHUHH
B KJIIHIKO-JIIarTHOCTUYHUX Ta 010XIMIYHUX JTa00PaTOPIsLX, HAYKOBO-TOCII THUIBKIM MPAKTHUIIL.

HabGip po3paxoBanuii Ha 25 makpo-, S50 namiBmikpo- un 100 mikpoBH3Ha4YeHb Kamito (3
YPaxXyBaHHSIM X0JIOCTHX i KaaiopyBaabuux npod) (dus. Ipumimky 11).

Jlianma3oH BU3HAYa€EMUX KOHIICHTpAIii - Bij 1 MMois/n 1o 10 MMob/it.

KoedimienT Bapiariii Bu3sHaueHHs - He Oinbiie 7 %.

Yyrnusicts 2 Ha 0,001 oa. ontraHOT mineHOCTI — HE Oibme 0,015 Myvons/a (578 HM).

30epirannsa Habopy - mpu Temneparypi Bij mwitoc 18 °C mo mroc 25 °C.

["apanTiitHuil TepMiH TPUIATHOCTI HAOOPY - 12 MicCSAIIB BiJ JHS BUTOTOBIICHHS.

Habip mnpusnaueHuit A 3acTOCyBaHHS im vitro TIIbKM KBaliiKOBaHUM J1abOpPaTOpPHUM
MIEPCOHAIIOM.

NPUHLUNI METOOY
[Ipu B3aeMopii 10HIB KaJlif0 3 10HAMU TeTpadeHuIoopaTy y JyKHOMY CEpPEIOBHILI YTBOPIOETHCS
ctabipHa cycrensis. KamaMmyTHICTH cycrneH3ii, BUMIpsHAa TpH TOBXHHI XBWJIl 578 HM, mpomopiiiiiHa
KOHIIEHTpAIii 10HIB KaJlil0 Y JOCTITHOMY 3pPa3Ky.

CKIIAJ] HABOPY
1. Ocamxyrounii peareHT - 1 ¢maxon 3 (100 £ 2) mut a6o 2 ¢uakonu o (50 £ 2) mi;
= rterpadenindopar Hatpito — (35,00 £ 1,75) mmons/7;
= Harpii igkuit — (200 + 10) mmosb/n
Kani6pyBanpauii po3un Kamiro - 1 ¢pmaxon 3 (1,0 £ 0,1) mi.
3 koHIeHTpariero (5,00 £ 0,25) Mmmoms/n

OBJIAOHAHHA
1. ®oromerpuuHe 0ONaIHAHHS, SKE 3/aTHE BUMIPIOBATH ONTHYHY HIUIBHICTH PO3UMHIB MPHU JOBKHHI
xBwiIl 578 um B mianaszoni (0 - 1) of. onT. MITBHOCTI Ta JAOBXKHHI ONTUYHOTO nuixy 10 MM a6o 5 mm
(Mok1MBO BHKOPHUCTAHHS AaBTOMATHYHOTO aHaji3aTopa. IHCTpyKUis AJAA AaBTOMATHYHOIO
aHAJII32aTOPA BUCHJIAETHCH 32 3AMOBJICHHAM CII0KHBAYa).
2. IIpoGipku mictkicTio 10 M1 (3riIHO 3 YUHHUMH HOPMAaTUBHUMHU JJOKYMEHTAMU).

3. Ilimetkum mictkictio 2 Ta 0,05 M (JICTY EN ISO 835:2018).

3PA3O0K AJis1 AHATI3Y
Cuposartka a00 renapuHizoBaHa (remapuHar JiTii0) mjiazma Kposi.
I'emoni3 Henpumyctumuii. 306epiranHs — He OuIblie 8 TOMWH TpH Temreparypi Bia rmitoc 2 °C 1o
wttoc 8 °C.

N

NPUIrOTYBAHHA POBOYUX PO34YUHIB
1.0caxKyiounii pearenT rotoBuii 10 poGoTH. ITicis BUKOpUCTaHHS peakTuBy juisi aHanisy HETAMHO
3aKpuiiTe (akoH, 100 YHUKHYTH BHIIAPOBYBaHHA a00 KOHTaMiHAIil peakTuBy. Po3umH cTiiikuit
MPOTATOM MICSIS MICHS PO3KPUTTSA YMAaKOBKM Tpu TemrepaTypi Bia 1umoc 18 °C po mmoc 25 °C B
TEMpSBI.
2. KaniopyBajabHuii po34uH KaJjil - roToBUi 10 poOOTH. PO3UWH CTIHKHN MPOTATOM MICSIIS TiCIS
PO3KPUTTSI YIIAKOBKH IpH TemrepaTypi Bif miroc 18 °C go mrroc 25 °C.

|Ha60p14 MTOBUHHI TPAHCTIOPTYBATUCS TIpH TeMIieparypi Bix + 2 °C mo + 25 °C yciMa BHIaMU KPATOTO TpaHCTIOPTY. JIOMyCKaEThCsl TPAHCTIOPTYBAHHS MIpH TeMmepatypi 1o + 25°C 1o 3-ox mib.



KOHTPOIJ1b 5IKOCTI

JIisi KOHTPOJIIO XOJy peakiii 1 Mpoleaypd BUMIPIOBaHHS PEKOMEHIYEThCS BHKOPHUCTOBYBATH
KOHTPOJIbHI CHpPOBATKH 13 3HAUCHHSIMM Kallilo, BU3HAYCHUMMHU JTaHUM MeronoMm. Hampuxiazn, "®inoHopm",
"®imollat"(Ykpaina).

SIKmo 3HaYeHHS KOHTPOJIO BHUXOIATH 32 MEXI BCTAHOBJICHOIO [iala3oHy, MepeBipTe oO0JiagHaHHS,
PEaKTHBU Ta MOKJIMBI TEXHIYHI TPOOIEMHU.

KoskHa 1aboparopisi HOBUHHA BCTAHOBHUTH BJIACHY BHYTPIIIHIO CUCTEMY KOHTPOJIIO SIKOCTI Ta KOPUT'YIOUi
i1, SIKIIO KOHTPOJIb HE BIIMIOBIIa€ JOIMMYCTUMUM HOpPMaM.

TMTPOBEOEHHA AHATII3Y
AHai3 TpoBOAATH Y BIAMOBIAHOCTI 31 CXEMOI0, HaBeIEHOIO Y Tabuili 1.
Taobnuus 1
BinMipsitu B mpoOipKy, Mil Hocnigna npoba | Kanibpysanpaa mpoba | Xosocta mpoba

OcaJKyI0Unil peareHT 1,000 1,000 1,000
AHaJi3yeMuii po3uuH 0,025 - -
KanibpyBanpbHUN pO3UHH KaTiI0 - 0,025 -
BiguctrunroBana abo neioHi30BaHa BOIa - - 0,025

YBAI'A! Ananizyemuii po3uiH MOBUIbHO BBeCTH B Oca/Kytouuii peareHT 0e3 nepeMilyBaHHS.

Yac inkyOanii — 2 xé npu temnepatypi Bia mmoc 18 °C mo miroc 25 °C . [lotiM peakuiiiHy cymimn
IHTEeHCUBHO NIEpeMillIaTH.

[Tonanpma inky6auis - 10 xe npu Temmeparypi Bia mwiroc 18 °C mo mmoc 25 °C.

Ilepeo pomomempysannam npoou enepeiitno nepemiviamu.

BuMipioloTb ONTHYHY INIJBHICT JOCHIAHOI, KaliOpyBaJbHOI MpoO MPOTH XO0JIOCTOI MpPoOH.
dotoMeTpyBaHHS — - TUB. Po3ais1 «O0IaTHAHHS.

PO3PAXYHOK
Benyt o ¢popmye (1):
C= ?— x5,0 MMOJIb/I, ne (1)

C - KOHIIEHTpAIlis KaJIiI0 B AOCTiAHIN Tpo01, MMOJIB/ T,
E,,, - ONTHYHA MIUIHICTh JOCIITHOI MPOOH, OJ. ONTUYHIN HIITHHOCTI;

E,, - ONTUYHA IMIUIBHICT KaniOpyBaibHOI IPOOH, OJl. ONTUYHIH MIITBHOCTI;

docn

5,0 — KOHIIEHTpAIIis Kajiio B KaTiOpyBaIbHOMY PO3YHHI, MMOJIB/JI.

HOPMAJIbHI BEJTUYUHMN:?
CupoBaTrka KpoBi
Henownoreni, 48 rox - 3,0 — 6,0 MMOIIB/I1;
- KpOB 3 MyTIOBUHHU —5,0-10,2 MmMoOIB/1I;
HoBonapomxeni —3,7-5,9 Mmmoub/m;
- KpOB 3 MyNIOBUHHU - 5,6 — 12,0 MmmoIn/1I;
Hemopns —4,1 —5,3 MMONB/T;-
Jitn — 3,4 —4,7 MmMoIIb/1I;
Jlopocai -3,5-5,1 MmMomab/m.

Jlani eenuuunu opienmosni, 6ionosiono 0o npasun GLP (Hanexcnoi Jlabopamopnoi Ilpakmuku)
PEKOMEHOYEMbCA BU3HAUEHHA GIACHUX HOPMANbHUX BeIUYUH 6 KOJICHINl 1a0opamopii, XapakmepHux O
00CMedNHCy8aHO20 KOHMUHEHNT).

IHTEP®EPEHL|IS

I'emomizoBaHi, KaaMyTHI a00 >KOBTSIHUYHI 3pa3ku, O11ipy0Oid Bume 40 Mr/i i a3oT cedoBuHU Buiie 800
MT/JI JAIOTh 3aBUIIEH] pe3yIbTATH.

Jlesiki mikapchKi mpemnapaTd 1 cyOCTaHIlii, I0 MICTATh KOHCEPBAHTH, MOXKYTh BIUITMBATH Ha PE3yJIbTAT
BHU3HAYCHHSI.

IlixBuieHHsT PiBHA Kajil0 BUKJIHKAKWTB: B -Anpenepriudi O6iokatopu (piako), aMiJIoOpui, amiHO -
KaIlpOHOBA KUCJIOTA 1HT0ITOPH aHT1O0TEH3MH-KOHBEPTYIOUOro (hepMEHTY, IPOTUITYXJIMHHI 3aCO0H (HANpHUKIIa,
nuknodocdamia, BIHKPUCTHH), apriHiH, medaaopiauH, UKIOCTIOPUH, MITOKCUH (TOKCHYHICTB), aJpeHaTiH
(mepBuHHU# edekT), GockapHET - HATpid, renapuH, ricTamid (B/B), 130HIA3MI, JITI, MAHITON, METHUIIMIIH,
HECTEpOiNHI MPOTH3aIMabHI MpenapaTH, MEeHIWIH (KalieBa cib), ¢deHGopmMiH (MOJOYHO-KUCIUNA allnu103),
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3aMIHHUKHM COJi, CIIPOHOJAKTOH, CYKUMHUIXOJIH, TETPAIMKIiH, TpUAMTEpEH, TPOMETaMiH, acKopOiHOBa
KHCJIOTa (BUCOKI JTO3H), JIEBOJOTA, JIITIMH.

3HM:KEHHs PiBHSI Kalil0 BHUKJIMKAKThH: [B-AnpeHepriuHi aroHictTu (Hampukiaa, cajadyTamon,
TepOyTaliH), an0yTepos, aMiHOTJIKO3WIM, IM-aMiHOCATIIUIaT, aMIHOCAJIIUIoBa KHUCIOoTa (PIiaIKo),
ampoTepiluH, a3NMOmWIIiH, OICaKOAWJ, KalpeoMIlWH, KapOeHIWIiH, KapOEHOKCOJIOH, XOJEeCTUPaMiH,
IUCIUIATHH, KJIOMAaMiJl, KOPTHKOCTEPOiqH, KOPTUKOTPOINH, IllaHKoOajdaMiH, aHTIApUA  JCKCTPO3H,
nukiaodenamisl, cedoriHHi (BKJIIOYAIOUW arera3onamia, OyMeTaHil, XJIOPTaliJOoH, €TaKpHUHOBA KHUCIIOTA,
dbypocemin, MeTojia3oH, XiHeTta3oH, Tiasuau), EJITOK, eHokcosnoH, ¢aioKoHa30, TIIOKAaroH, TIIOKO03a,
idbocdamin, I1HCyNiH, JEBOJONA, JIAKPUIlA, Me3JIOoUWIiH, HaduwniiH, nenimuiaiH G (HaTpieBa Cifb),
dbeHondTanein, minepamwIiH, MOdIMIKCHH B, caminunatu, OikapOoHAaT HATpil0, XJIOPUCTUH HATPIH,
TUKApIMIIiTH, TeO(DiTiH.

Pesynbratn MOXyTh BapiroBaTH 3ajJ€KHO BIJT BHKOPHCTOBYBAHOTO OOJaJHAHHS a0 Mpolexypu
BH3HAYCHHS.

TIPUMITKHN

1. OcHosnum Odxcepenom nOMunoOK € 3a6pyOHeHHs nocyoy i Kiosem. Pexomenoyemwcs euxopucmanms
00HOPA308020 NIACMUKOBO20 NOCYOY.
2. Crnani Krogemu i nOCyo, Wo 8UKOPUCIOBYIOMbCS NPU AHANI3I NOGUHHI OYMU YIIKOM YUCMUMU, CHeYidIbHO
niocomognenumu, moomo 3amouenumu Ha oexintoka coourn y HNO;3 (konyenmpayis 6ins 2 moav/n), a nomim
pemenbHO RPOMUMUMU MA SUCYUUEHUMU.
3. [ToMuKOBO-TIIIBUIIIEH] PIBHI KAJIIFO B CHPOBATIII MOXKYTh OyTH BHUSBJIECHI B HACTYITHUX YMOBax: Bmpasa, 110
BUKOHYETHCS PYKOIO IPU HAKJIAZCHIN 3AaBIIOI0YIM MaHKeTl MpH 3a00pi KPOBI Ha aHaJi3 MOXe, PUBECTHU JI0
MiABUIIEHHS piBHS Kaiito B minasmi Big 10 % mo 20 %; remomni3 B 3pa3ky KpoBi a00 3BOJIKaHHS 3
BiJIOKPEMJICHHSIM TIIa3MU Bif eputpouutiB (remodis 0,5 % epuTponuTiB MOKE BUKIMKATH IiBUIICHHS PiBHSI
kamio Ha 0,5 MMOJB/T); BUBUIBHCHHS KaJliF0 3 TPOMOOIMTIB TPU 3TOPTaHHI, SKIIO BUKOPHUCTOBYETHCS
CHpOBATKa; XpOHiUHA JiM(paTHuHa JeHKeMis 3 JyKe BEIMKHM YHUCIOM JICHKOLMTIB, SKIIO 3pa3oK KpoBi OyB
3aJMIIeHui TIpy KiMHATHiN Temnepatypi, TpoM6ouTos (> 1000 x 10° /i), neiikemis.
4. Icuye 10OOBUI PUTM KOJHMBAaHb PiBHS KaJlito (MiHIMyM OJIN3bKO 22 TOJIMH, MAaKCUMYM O 8 TOAMHI PaHKY).
5. YV 310poBHX AOPOCIUX JIIOJACH, 1M030aBJIEHUX HOPMAJIBHOTO HAAXO/KECHHS Kaiilo, HOro eKCKpelis
npoaoBXKyeThes Ha piBHI 20 - 30 MMOITB/CYT. 10 4 1110, @ MOTIM MIBUAKICTH EKCKpelii maaae.
6. BBeneHHs XJIOPUCTOrO HATPIIO MAI[IEHTaM 3 MIOHMYKEHUM BMICTOM KaJlil0 BUKJIMKAE TTOAJIBINTY BTPATY KaJito
3 ceyero.
7. Ilpu MeTaboMIYHOMY ajIKajo31l 3 XOpOoIIoKw (PYHKITIE€I0 HUPOK KOHIIEHTPAIIIl KaJlito 3a3BUYail MOHMKEH]; TIPH
METa0OIYHOMY aJKasio31 3 MOraHo (PYyHKIEI0 HUPOK € AeiuuT Kajito, OJHAK PiBeHb Kalilo B IUIa3Mi
HOpMaJIbHUM a00 TiIBUIIICHUH 32 paXyYHOK 3HHUKCHHS HOTO BUBEIICHHS.
8. KuinHiuHi cumnTomMu rinokainiemii (BToma, cia0KicTh, rimopeduiekcis i, HapemITi, MepeXTiHHS IIUTyHOUKIB)
MOXXYTb 3'IBUTHCSI TIPU PAaITOBOMY 3HMKEHH1 KOHIIEHTpaIlii Kajito < 2,0 MMOJIb/JI.
9. T'inepkamiemiss MPUBOAUTH A0 M'A30BO1 30yAJIMBOCTI, BKJIIOYAIOYM MiJBUIICHY 30YAJIUBICTh CKEIETHUX
M's31B 1 miokapay. Ha enextpokapaiorpami migBumeHuid 3yoenp T; koHmeHTparii > 7,0 MMOJIB/T MOXYTh
HECTH HeOe3IeKy.
10. Axmo KoHIeHTpalis Kamiio B mpoOi Bumie, HK 10 MMOJIb/11, TO npoly BapTo po3BecTd (hi310JA0TTYHUM
PO3YHMHOM i aHAaJIi3 MPOBECTH MOBTOPHO. OTpUMAaHUHN pe3yabTAT IOMHOKUTH HAa PO3BEICHHS.
11. Po3paxoBaHo npyu BUTPATi po34uHiB peareHTiB 1,0 mua (Mikpo-), 2,0 mJu (HamiBMikpo-), 4.0 mu
(Makpo-). BuTpatry peakTHBIB MOKHA MacITA0YBATH, BUINOBIAHO /10 acmipaniifHOro 00'eMy KIOBETH
aHaJji3aTopa, BUXOAAYHM 3 MOCTIHHOIO CINiBBI/IHOIICHHS

AHnauizyemuii po3uuH : Ocaxxyrouunii pearenr =1 : 40

AIAFHOCTUYHI XAPAKTEPUCTUKN
1. T.Hinsnmeﬂfm HAAXOMKEeHHSI KaJil; MaCMBHHMM TEMOJI3; BaXXKI IOIIKOKCHHS TKaHWH, TOCTpE
rOJIOAYBaHHs (QHOPEKCis HepBO3Y); TiMEepKIHETHMYHA AKTUBHICTB; 3JI0SKICHA TiNEpIipeKcis Micis aHecTesii;
rinepKagieMIYHUN TIEPIOAMYHUAN Mapajid; anuao3; AeriapoTallis. 3HIKCHHS BUBEACHHS KaJlil0 HUPKaMU: BCl
BUIIA/IKK TOCTPOi HUPKOBOT HEIOCTATHOCTI 3 OJIroypi€eio abo aHypiero 1 anuno30M; 3aBepiiaibHi cramii XI1H;
xBOpoOa ApmicoHa; TIMOMYHKIS PEHIH-aHT1I0TEH3WH-AJIbIECTEPOHOBOI  CHUCTEMH; TICEBIOTIMOATIBIO -
CTEpOiHI3M, MICJIs BXKKOTO (i3UYHOTO HaBAaHTAKEHHSI; IPH LIOL; TPH iIIeMil TKaHUH.
[IIBuaKe BIUBAaHHS PO3YMHY KaJito, TPOIOBKEHHS JIKYBaHHS KaJlieM MICIs KOPEKIii Horo HecTaui.

2 . Bnusrcenns naoxooscenns xaniro: XPOHIUHEe 207100Y8aHHS, PO3BEOEHHS BMICMY KA Y NO3AKAIMUHHI
PIOuHi 3a 8I0CYMHICMIO HAOX00JCEHHs 3 idicero 000amKo8uUX KilbKocmel coleli karito. Bmpama opeanizmom
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Kanito: 3 KUWKOBUMU CeKpemamu (mpueana O11080ma, a0eHOMA 60PCUHOK KUUEUHUKA); 3 cedero (HUPKOBUl
KaHAIbHULL ayuoo03, HUPKOBA KAHAIbHA Hedocmamuicms, cuHOpom DaHKoHI;, nepeuHHUll | 6MOPUHHULL
anvoocmepoHizm, cunopom Kywunea; cunopom Bapmmepa;, ocmomuynuti Odiype3; anxonos; OiabemuyHull
Kemo3 6 nepiod 2noKoneoceneza, npu esedenHi AKTI;, kopmusony abo mecmocmepony). 3 nomom:
mykogicyuoos. Ilepepoznodin e opeanizmi: Jlikyeanus 2enioKo300 ma IHCYIIHOM, CiMelHull nepioOuyHull
napanid. 3miwani opmu. I'inomepmisn, empama uepe3 OpenyOui panu i oniku, 1iKy8aHHsI Me2aiod1acmuol
anemii gimaminom BI12 abo ¢honiesoro Kuciomoio, nyxiuHa OCMPIBKOBUX KIIMUH NIOULLYHKOBOI 3d103U,
oynimis.

Kniniunuit 1iarHo3 MOBUHEH BCTAHOBJIIOBATHCSA Ha OCHOBI iHTErpallii JJabopaTOpHUX 1 KINIHIYHUX JaHUX.

MMAPAMETPU ITPOIrPAMYBAHHA

HaiiMeHyBaHHS Ha0OpY pEaKTHBIB Karini
Tun ananizaTopa (HamiBaBTOMAaT/aBTOMAT) HaIliBaBTOMAT
Merton BuMipy KT
3MiHa ONITHYHOI MIJIBHOCTIL 3061IpITyETHCST
JloBxxHMHA XBUWIII, HM 578
Bumip npotu XomnocTol Tpodu
Temmepatypa peakiiii, °C 18-25
UuHHUK -
KonuenTpariist crangapty 5
CriBBigHOIIECHHSI peareHT/mpoda (MKJI/MKII) 1000 : 25
KinpkicTh BUMipiB, HE MEHIIIE 1

Yac nepeminkyoOartii, ¢ -

Yac peaxuii, ¢ -
OpuHUL BUMIPY MMOJTB/T
BepxHst Mexa abcopO1iii KOHTPOJIbHOT PooH, A 0,4
Hmxusa Mexa abcopOirii KOHTPOJIBHOT TTpodH, A 0,00
MaxkcumanbHo gonyctume AE/xB, A -

Mexi niHIHHOCTI 1-10
MaxkcuMyM HOpMHU 5,1
MiHiMyM HOPMH 3,5
[linTBepHKCHHS JTIHIHHOCTI (Tak/Hi) Hi

3ACTEPEXHI 3AXo4qun
1. ITpu po6OTi BUKOPUCTOBYBATH T'YMOBI PYKaBHUKH, 3a00POHEHO ICTH, TUTH, KypUTH.
2. Ocamxyrlounil peareHT - BKJIIOYa€ TiIpooKuc HaTpito (inka peuyoBuHa). KamiOpyBanmpHHI pO3uMH
BKJIIOYA€ a3u]] HAaTpio (OTpyiHA pEYOBUHA).

YTUII3AUIA
Beci 3pa3ku g aHammizy BBaXarOTh 3a MaTepiai, SKUi Moke OyTH iH(IKOBaHUH, 1 pa3oM 3 MOXKJIUBUMHU
3JIMIIIKAMH PEaKTUBIB IMJIATAE 3HUIIEHHIO BIAMOBIIHO 0 3aTBEPXKCHUX BHYTPIITHHOJIIKAPHIHUX MPABUIL.
[TaniepoBy ynakoBKy 3/1aiiTe B MaKyJaTypy, BUIIOJIOCKaHYy Tapy - B COPTOBAHE CMITTsI.
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